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Definitions: (27)
-NABP, AL, AR, CO, CT, DE, FL, GA, IA, KY, LA, MA, MI, MN, MS, NV, NH, NJ, NM, NC,
ND, OH, OK, CR, TX, VT, WA

General Requirements for Pharmacies Providing Radiopharmaceutical Services: (20)
-NABP, AL, AR, CT, DE, FL, GA, IL, 1A, KY, MA, NH, NJ, NC, ND, OK, TN, VT, VA, WV

Minimum Requirement for Space, Equipment, Supplies, and Publication / Minimum Equipment
and Supplies / Space Requirement / Equipment / Physical Requirements: (20)
-AL, AR, CT, FL, IL, 1A, KY, Mi, MS, NV, NJ, NH, ND, OK, OR, RI, TN, VT, WA, Wv

Purpose and Scope / Necessity, Function and Conformity / Authority and Purpose / Applicability:
(17)
-NABP, AL, DE, GA, IL, IA, KY, MA, MN, NH, NM, ND, OK, TN, TX, VT, WA

Pharmacist Handling Radioactive Drugs / Licensure of Nuclear Pharmacists / Registration and
Certification of Pharmacists / Nuclear Pharmacist Requirements / Education and Experience
Requirements of a Qualified Nuclear Pharmacist / General Requirements for Nuclear
Pharmacists / efc: (16)

-AL, CA, CO, FL, GA, IL, |A, LA, MA, MI, MN, NV, NJ, ND, OH, WA

Labeling Requirements / Labeling of Radiopharmaceuticals: (11)
-CT, GA, I, LA, MI, MN, NV, NC, GH, SC, WV

Nuclear Pharmacies f Pharmacy Furnishing Radioactive Drugs / Limited-Service Nuclear
Pharmacy / Requirements for Nuclear Prescription Drug Outlets / Nuclear Pharmacy — Minimum
Requirements / Nuclear Pharmacy Standards / Minimum Standards / Requirements: (11)

-AZ, AR, CA, FL, MN, MS, NM, NC, OH, OR, WA

Registration and Certification of Pharmacies / Licensure of Nuclear Pharmacies / Nuclear
Pharmacy Permit Requirements / Permit to Operate / Permit Prerequisites / Renewal of a Nuclear
Pharmacy Permit: (9)

-AL, GA, IL, LA, MA, NV, NM, NC, VT

Library / Publications / Reference Texts: (9)
-AL, GA, IL, 1A, KY, NJ, ND, OK, TN

Records / Record Keeping: (7}
-CO, CN, GA, MN, NV, TX, VT

Dispensing / Dispensing or Transferring: (6)
-CO, IL, MI, MS, NV, WV

Quality Control & Quality Assurance: (3)
-LA, NV, NJ

Distribution: (3)
-CCO, MN, Wv



Training Qualifications / Training and Utilization of Pharmacy Support Persons / Authorized
Handling: (3)
-AL, CO, 1A

Pharmacist-In-Charge: (2)
-IL, MN

Personnel: (2)
-RI, TX

Policies & Procedures f Operational Standards: (2)
-RlL, TX

Prohibitions: (2)
-NC, OH

Securily: (2)
-NV, VT

Storage / Radipactive Storage; (2)
-MN, VT

Other Requirements: (2)
-NABP, VT

Statutes/Rules Used in Only One State:
Radioactive Drugs
Nuclear Compounding
Meeting Requirements of the Board (Statute)
Limiting, Suspending, or Revoking License {Statute)
Board Refusing to Grant License (Statute)
Authorized to Promulgate Rules (Statute)
Authority of Department (Statute)
Inspections
Enforcement
Severability
Cross References
Compliance with Radiation Control Program
Obligations
Professional Conduct Regarding Radiopharmaceuticals
Housing of Radicpharmaceutical Area of Pharmacy
Acquisition
Oral Orders
Issuing Agency
Duration =~
Effective Date
Objective
Requirements far Provision of Radiopharmaceutical Services
General Provisions for Diagnostic and Therapeutic Radiologic Services
Therapeutic Radiology or Radiation Oncology
Nuclear Medicine Services
Responsibility for Nuclear Pharmacy



Manufacture, Preparation, or Transfer for Commercial Distribution of Radioactive Drugs
Containing Radioactive Material for Medical Use
Prescriptions



Nuclear Pharmacy Statutes and Rules: By State -

NABP Model Rules: Model Rules for Nuclear/Radiologic Pharmacy
-Purpose and Scope
-Definitions -
-General Requirements for Pharmacies Providing Radiopharmaceutical Services
-Other Requirements

Alabama: Nuclear Pharmacy Rules
-Purpose and Scope
-Definitions
-Registration and Certification of Pharmacies
-Registration and Certification of Pharmacists
-General Requirements
-Minimum Requirement for Space, Equipment, Supplies, and Publication
-Training Quaiifications

Arizona: Rules
-General Requirements for Limited-Service Nuclear Pharmacy
-Limited-Service Nuclear Pharmacy

Arkansas: Nuclear Pharmacy Rules
-Definitions
-General Requirements for Providing Radiopharmaceutical Services
-Minimum Equipment

California: Rules
-Radioactive Drugs
-Pharmacist Handling Radioactive Drugs
-Pharmacy Furnishing Radioactive Drugs

Colorado: Nuclear Pharmacy Rules
-Authorized Handling
-Definitions
-Requirements for Nuclear Prescription Drug Outlets
-General Requirements for Nuclear Pharmacisis
-Nuclear Compounding
-Dispensing
-Records of Dispensing
-Distribution
-Records of Distribution

Connecticut; Nuclear Pharmacies Rules
-Definitions
-General Requirements for Pharmacies Providing Radiopharmaceutical Services
-Records and labeling
-Minimum Equipment and Supplies

Delaware: Nuclear Pharmacy Regulations
-Purpose and Scope
-Definitions
-General Requirements for Pharmacies Providing Radiopharmaceutical Services



Florida: Statutes

Florida:

-Nuclear Pharmacist License; Application, Renewal, Fees
-Nuclear Pharmacy Permits

Rules
-Definitions-Nuclear Pharmacy
-Nuclear Pharmacy-General Requirements

. -Nuclear Pharmacist Licensure

-Nuclear Pharmacy-Minimum Requirements

Georgia: Statutes: Nuclear Pharmacy Law

-Short Title

-Definitions

-License Requirements Generally

-Applicant Requirements

-Nuclear Pharmacy Operators Permit; Separate Entity; Quality, Maintain Records;
Compliance of Laws; Authorized Dispensing; Transfer; Labeling; Redistribution
-Meeting Requirements of the Board

-Limiting, Suspending, or Revoking License

-Board Refusing to Grant License

-Authorized to Promulgate Rules

-Authority of Department

Georgia; Nuclear Pharmacies and Pharmacists Rules

lllinois:

-Definitions

-Applicability of Regulations
-Licensure of Nuclear Pharmacists
-Licensure of Nuclear Pharmacies
-Inspections

-Nuclear Pharmacy General Reguirements
-Space Reqguirements

-Equipment

-Labeling

-Library

-Records

-Enforcement

-Severability

Nuclear Pharmacy Services Rules
-Scope

-Nuclear Pharmacy licensure
-General Requirements
-Equipment

-Reference Texts
-Pharmacist-in-Charge
-Dispensing Radiopharmaceuticals
-Labeling Requirements

-Nuclear Pharmacist Requirements

lowa: Nuclear Pharmacy Practice Rules

-Purpose and Scope

-Definitions

-General Requirements for Qualified Nuclear Pharmacist

-General Requirements for Pharmacies Providing Radiopharmaceutical Services
-Library



-Minimum Egquipment Requirements
-Training and Utilization of Pharmacy Support Persons

Kansas: Nuclear Pharmacies Rules
-NOT IN USE

Kentucky: Nuclear Pharmacy Services Regulations
-Necessity, Function, and Conformity
-Definitions
-General Requirements for Pharmacies Providing Radiopharmaceutical Services
-Minimum Requirements for Space, Equipment, Supplies, and Library

Louisiana: Nuclear Pharmacy Rules
-Cross References
-Definitions
-Nuclear Pharmacy Permit Requirements
-Qualified Nuclear Pharmacist
-Labeling
-Quality Control & Quality Assurance

Maine: Operation of Nuclear Drug Outlets Rules
-Compliance with Maine Radiation Control Program
-Obligations

Massachusetts; Statutes: Nuclear Pharmacies, Radiopharmaceutical Drugs

Massachusetts: Registration Requirements and Minimal Professional Standards for Nuclear
Pharmacies Rules
-Authority and Purpose
-Definitions
-Requirements for the |Issuance of Nuclear Pharmacy Permit
-Renewal of a Nuclear Pharmacy Permit
-General Requirements for Nuclear Pharmacies
-Education and Experience Requirements of a Qualified Nuclear Pharmacist

Michigan: Radiopharmaceuticals Rules
-Definitions
-Professional Conduct Regarding Radiopharmaceuticals
-Dispensing Radiopharmaceuticals
-Labeling of Radiopharmaceuticals
-Requirements for Pharmacist Handling Radiopharmaceuticals
-Housing of Radiopharmaceutical Area of Pharmacy
-Professional and Technical Equipment and Supplies for Pharmacies Handling
Radiopharmaceuticals

Minnesota: Radioactive Drugs Rules
-Definitions
-Scope
-Minimum Standards
-Pharmacists Handling Radiopharmaceuticals
-Pharmacist-in-Charge
-Labeling of Radiopharmaceuticals
-Acquisition, Storage, and Distribution
-Record Keeping

Mississippi: Nuclear/Radiologic Pharmacy Rules



-Definitions

-Nuclear Pharmacy Standards and Equipment
-Operation of a Nuclear Pharmacy
-Dispensing of Radiopharmaceuticals

Nevada: Statutes
-Nuclear Pharmacy: Direct Supervision of Preparation and Distribution of
Radiopharmaceuticals Required; Qualifications of Managing Pharmacist; Nuclear
Pharmacist Required on Premises
-Nuclear Pharmacy: Oral Orders; Prohibition on Refill of Prescription for
Radiopharmaceutical

Nevada: Nuclear Pharmacies Rules
-Definitions
-Nuclear Pharmacist: Certification; Training and Instruction; Affidavit Experience and
Tralning
-Permit to Operate
-Space and Equipment Requirements; Floor Plan
-Security
-Records
-Quality Assurance Procedures for Radiopharmaceuticals
-Dispensing or Transferring Radiopharmaceuticals '
-Oral Order for Radiopharmaceutical; Requirements to Keep Record; Contents of Record
-Outer Shield of Radiopharmaceutical Container. Label Required; Contents of the Label
-Inner Label of Radiopharmaceutical Container; Contents
-Records of Nuclear Pharmacy When Radiopharmaceutical is Dispensed Pursuant to
investigational New Drug Application
-Required Equipment

New Hampshire: Standards of Practice for Nuclear/Radiologic Pharmacy Rules
~Purpose and Scope
-Definitions
-General Requirements for Pharmacies Providing Radiopharmaceutical Services
-Minimum Equipment

New Jersey. Nuclear Pharmacy Rules
-Definitions
-General Requirements for Pharmacies Providing Radiopharmaceutical Service
-General Requirements for a Nuclear Pharmacist
-Minimum Requirements for Space, Equipment, Supplies, and Library
-Quality Control

New Mexico: Nuclear Pharmacy Rules
-issuing Agency
-Scope
-Statutory Authority
-Duration
-Effective Date
-Objective
-Definitions '
-Licensing Requirements for a Nuclear Pharmacy
-Requirements for Operation of a Nuclear Pharmacy
-Requirements for Provision of Radiopharmaceutical Services

New York: Radiologic and Nuclear Medicine Services Rules _
-General Provisions for Diagnostic and Therapeutic Radiologic Services



-Therapeutic Radiology or Radiation Oncology
-Nuciear Medicine Services

Notth Carolina: Nuclear Pharmacy Rules
-Requirements
-Definitions
-Obtaining a Nuclear Pharmacy Permit
-Req for Pharmacies Providing Radiopharmaceutical Services
-Labeling Requirements of Radiopharmaceuticals
-Prohibitions

North Dakota: Radiopharmaceutical Services Rules
-Purpose and Scope
-Definitions
-General Requirements for Pharmacies Providing Radiopharmaceutical Services
-General Requirements for Nuclear Pharmacists to Manage a Nuclear Pharmacy
Providing Radiopharmaceutical Services
-Library
-Minimum Equipment Reguirements

Ohio: Nuclear Pharmacies Rules
-Definitions .
-Responsibility for Nuclear Pharmacy
-Minimum Standards for a Nuclear Pharmacy
-Labeling of Radiopharmaceuticals
~-Prohibitions
-Training for an Authorized Nuclear Pharmacist
-Manufacture, Preparation, or Transfer for Commercial Distribution of Radioactive Drugs
Containing Radioactive Material for Medical Use

Oklahoma: Nuclear Pharmacy Rules
-Purpose
-Definitions
-General Requirements
-Minimum Equipment
-Library Reference Books or Computer Sources

Oregon: Nuclear Pharmacies and Pharmacists Rules
-Purpose and Scope
-Definitions
-Nuclear Pharmacies .
-Minimum Equipment Requirements

Rhode Island: Pharmaceutical Services: Nuclear/Radioiogic Pharmacies Rules
-Policies and Procedures
-Personnel
-Physical Requirements

South Carolina: Statutes
-Radiopharmaceutical Labeling Requirements
-Nuclear/Radiologic Pharmacy Practice; Regulations Set by Nuclear Regulatory
Commission; Revocation of Materials License; Inspections; Hearing Regarding
Violations of State or Federal Law,; Space and Equipment Requirements

Tennessee: Nuclear Pharmacy Practice Sites Rules
-Applicability



-General Requirements
-Library
-Equipment

Texas: Nuclear Pharmacy Rules
-Purpose
-Definitions
-Personnel
-Operational Standards
-Records

Utah: Operating Standards — Class B — Nucfear Pharmacy Rules

Vermont: Nuclear/Radiologic Pharmacy Rules
-Purpose and Scope
-Definitions
-General Requirements for Pharmacies Providing Radio-Pharmaceutical Services
-Physical Requirements
-Security
-Records
-Radioactive Storage
-Prescriptions
-Permit Prerequisites
-Other Requirements

Virginia: Requirements for Radiopharmaceuticals Statutes

Virginia: Nuclear Pharmacies Rules
-General Requirements for Pharmacies Providing Radiopharmaceutical Services

Washington: Nuclear Pharmacies and Pharmacists Rules
~-Purpose and Scope
-Definitions
-Nuclear Pharmacies
-Nuclear Pharmacists
-Minimum Equipment Requirements

West Virginia: Licensure and Controt of Nuclear Pharmacies: Rules
-General Requirements
-Space
-Dispensing and Labeling
-Distribution

No Nuclear Pharmacy Statutes or Rules for: (1)
-Alaska, Hawali, Idaho, Indiana, Maryland, Montana, Nebraska, Pennsylvania, South
Dakota, Wisconsin, Wyoming




Model State Pharmacy Act
and Model Rules of the
‘National Association of Boards of Pharmacy -

August 2012



Model Rules for Nuclear/Radiologic Pharmacy

Section 1. Purpose and Scope.

The Practice of Nuclear/Radiologic Pharmacy is hereby recognized as a specialty of Pharmacy
practice, regulated by State Boards of Pharmacy. As such, the following model rules are included
to address those areas specific or unique to this specialty practice. Nuclear/Radiologic Pharmacy
Practice refers to a patient-oriented service that embodies the scientific knowledge and
professional judgment required to improve and promote health through the assurance of the safe
and efficacious use of radiopharmaceuticals and other Drugs.

Section 2. Definitions.

(a) “Authentication of Product History” means, but is not limited to, identifying the
purchasing source, the ultimate fate, and any intermediate handling of any Component
of a radiopharmaceutical.

(b) “Internal Test Assessment” means, but is not limited to, conducting those tests of
quality assurance necessary to ensure the integrity of the test.

{c) “Nuclear Pharmacy” means a Pharmacy providing radiopharmaceutical services or, as
provided in Section 3 of these Rules, an appropriate area of any Institutional Facility.

(d) “Qualified Licensed Professional” means a non-Pharmacist individual (such as a

physician, nurse, or technologist) who possesses a current state license, if applicable,

and who has sufficient training and experience to safely handle and Dispense

radiopharmaceuticals as defined by the respective requirements of [cite appropriate

Nuclear Regulatory Commission (NRC) or Agreement State and State Board of

Pharmacy law(s)].

(e) “Qualified Nuclear Pharmacist” means a currently licensed Pharmacist in the State of
practice, who is certified as a Nuclear Pharmacist by the State Board of Pharmacy or
by a certification Board recognized by the State Board of Pharmacy, or who meets the
following standards:

(1) Minimum standards of training for “authorized user status” of radioactive
material [cite State Radiation Control Agency or NRC licensure guide].

(2) Completed a minimum of 200 contact hours of instruction in nuclear Pharmacy
and the safe handling and the use of radioactive materials from a program
approved by the State Board of Pharmacy, with emphasis in the following areas:
(i) radiation physics and instrumentation;

(if) radiation protection;

(iii) mathematics of radioactivity;
(iv) radiation biology; and

(v) radiopharmaceutical chemistry.

(3) Attained a minimum of 500 hours of clinical nuclear Pharmacy training under the
supervision of a qualified nuclear Pharmacist.

H “Radiopharmaceutical Quality Assurance” means, but is not limited to, the
performance of appropriate chemical, biological, and physical tests on potential
radiopharmaceuticals and the interpretation of the resulting data to determine their
suitability for use in humans and animals, including internal test assessment,
authentication of product history, and the keeping of proper records.

() “Radiopharmaceutical Service” means, but shall not be limited to, the procurement,
storage, handling, preparation, Labeling, quality assurance testing, Dispensing,
Delivery, record keeping, and disposal of radiopharmaceuticals and other Drugs.
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(h)

“Radiopharmaceuticals” are radioactive Drugs as defined by Food and Drug
Administration and the State Board of Pharmacy [cite appropriate
law(s)].

Section 3. General Requirements for Pharmacies Providing
Radiopharmaceutical Services.

(a)

(b)

(c)
(d)

O

(H)
(2

Nuclear Pharmacy License. A license to operate a Pharmacy providing
radiopharmaceutical services shall only be issued to a Qualified Nuclear Pharmacist.
All personnel perforiming tasks in the preparation and Distribution of radioactive
Drugs shall be under the direct supervision of a Qualified Nuclear Pharmacist. A
Qualified Nuclear Pharmacist shall be responsible for all operations of the Pharmacy
and shall be in personal aftendance at all times that the Pharmacy is open for business.
In emergency situations when a Qualified Nuclear Pharmacist is not present,
designated Qualified Licensed Professionals may have access to the licensed area.
These individuals may prepare single doses of radiopharmaceuticals for the immediate
emergency, and must document such activities.

Nuclear Pharmacies shall have adequate space and equipment, commensurate with the
scope of services required and provided, meeting minimal space requirements
established for all pharmacies in the State or as otherwise defined by the

State Board of Pharmacy.

The Nuclear Pharmacy area shall be secured from unauthorized personnel.

Nuclear Pharmacies shall maintain records of acquisition, inventory, and disposition
of all radioactive Drugs and other radioactive materials in accordance with [cite
appropriate Pharmacy and radiological control agency or NRC Statute(s)).

All pharmacies handling radiopharmaceuticals shall provide a radioactive storage and
product decay area. Detailed floor plans shall be submitted to the State Boeard of
Pharmacy and the State Radiation Control Agency or NRC before approval of the
license.

Radiopharmaceuticals are to be Dispensed only upon a Prescription Drog Order from
a Practitioner authorized to possess, use, and Administer radiopharmaceuticals.

The permit to operate a Nuclear Pharmacy is conditioned upon an approved State
Radiation Control Agency (RCA) or NRC license. Copies of the RCA or NRC
inspection reports shall be made available upon request for Board inspection.

Section 4. Other Requirements.

All Nuclear/Radiologic Pharmacies shall also adhere to the principles outlined in the Rules for
Pharmacist Care as these pertain to the practice of Nuclear Pharmacy. (See Appendix A for
Model Inspection Form for Nuclear Pharmacies.)
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680-X-2-.01
680-X-2-.02
680-X-2-.03
680-X-2-.04
680-X-2-.06
680-X-2-.06
680-X-2-.07
680-X-2-.08
880-X-2-.09
680-X-2-.10
880-X-2-.11
880-X-2-.12
680-X-2-13
680-X-2-.14

880-X-2-.14.

680-X-2-.15
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680-X-2-20 -

680-X-2-.21
680-X-2-.22
680-X-2-.23
680-X-2-.24
680-X-2-.25
680-x-2-.26
680-X-2-27
680-X-2-.28
680-X-2-.29
680-X-2-.30
680-X-2-.31
680-X-2-32
680-X-2-.33
680-X-2-.34
680-X-2-.35
680-X-2-.36
680-X-2-.37
680-X-2-.38
680-X-2-.39
680-X-2-.40

ARLANA

'RULES OF ALABAMA STATE BOARD OF PHARMACY "
CHAPTER 680-X-2
PRACTICE OF PHARMACY
TABLE OF GONTENTS

State-Wide Circulation for Rules and Regulations (Repealed 27 September 1994)
Examination Grades '

Sources of Information

Prescription Department Technical Equipment

Prescription Files

Absence of Licensed Pharmacist Supervising an Assistant

Mail Order Prescriptions

Pharmacist Consultants of Pharmaceutical Services

Training for Preceptors

Reporting Place of Employment, Interns and Externs

Pharmacy Keys Or Other Controlled Access Device Or Method
Supervising Pharmacist

Prescription Labels

The Role of Ancillary Personnet in Pharmacies in Alabama (Repealed 31 December
1996)

The Role of Technicians in Pharmacies in Alabama

Use of Computers for Record-Keeping in Pharmacies in Alabama
Practical Training Program Standards

Reciprocity

Institutional Pharmacies

Parenteral Therapy

“Nuclear Pharmacy:

Patient Counseling

Code of Professional Conduct

Drug Manufacturers; Wholesale Distributors

Listed Precursor Chemicals; License and Permit Fees

Drug Manufacturers; Wholesale Drug Distributors; Permit Fees
Emergency Prescription Refills

Private Consultation Areas for Pharmacies

Temporary Absences of Pharmacists During Break and Meal Periods
Score Transfer '

Central Prescription Dispensing

Regulation of Daily Operating Hours

Prescriptions by Electronic Means

Internet Pharmacies

Fees for Applicants for Pharmacist License and Biennial License Renewal
Fees for Initial Pharmacy Permits, Biennial Permit Renswal, and Transfer of Ownership
Continuing Education for Pharmacists

Continuing Education for Pharmacy Technicians

Licensure of Foreign Graduates

Non Hospital Pharmacy Off Site Order Entry

Non-Disciplinary Penalty For Late Renewal Of License, Permit, Registration,
Getrtification, Or Any Similar Document Issued

680-X-2-.01. STATE-WIDE CIRCULATION for RULES and REGULATIONS. (Repealed)

Author; James W. McLane
Statutory Authority: Code of Alabama 1975, §34-23-92,
History: Filed June 1, 1882. Repealed: Filed August 23, 1994; effective September 27, 1994,
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Aldbama.

680-X-2-.20. NUCLEAR PHARMAGCY.

(1)  Purpose and Scope: It is unlawful to receive, possess or fransfer
radioactive drugs, except in accordance with appropriate pharmacy statute(s)
and rule(s). It is also unlawful for any person to provide radiopharmaceutical
services unless hefshe is a pharmacist or a person acting under the direct
supervision of a pharmacist acting in accordance with appropriate pharmacy
statute(s) and the State Board of Pharmacy rule(s) and rules of the State Board
of Health relating to radiation control. No person may receive, acquire, possess,
use, transfer or dispose of any radioactive materiais except in accordance with
the conditions of a radioactive materials license issued by the State Board of
Health. The requirements of these Nuclear Pharmacy Regulations are in
addition to, and not in substitution for, other applicable provisions of regulations
of the State Board of Pharmacy and the State Board of Health.

(2)  Definitions: For the purpose of this rule, the following words and
phrases pertaining to the practice of nuclear pharmacy shall have the respective
meanings ascribed by this action:

(@) Nuclear Pharmacy - A pharmacy which provides a
radiopharmaceutical service.

(b)  Nuclear Pharmacist - An actively licensed pharmacist who has met
the training qualifications as described in the rule.

(c) Radiopharmaceutical Service - Shall include, but shall not be
limited to, the procurement, storage, preparation, labeling, quality assurance
testing, distribution, record keeping or disposal of radiopharmaceuticals.

(d)  Radiopharmaceutical - Any substance defined as a drug in Code of
Alabama 1975, §34-23-1(11) which exhibits spontaneous disintegration of
unstable nuclei with the emission of nuclear particles or photons and includes
any such drug which is intended to be made radioactive. This definition includes
nonradioactive reagent kits and nuclide generators which are intended to be
used in the preparation of any such substance but does not include drugs such
as carbon-containing compounds or potassium containing salts which contain
trace quantities of naturally occurring radionuclides.

() Radiopharmaceutical Quality Assurance - Includes, but is not
limited to, the performance of appropriate chemical, biological and physical tests
on radiopharmaceuticals, and the interpretation of the resulting data to determine
their suitability for use in humans and animals, including internal test assessment
authentication of product history and the keeping of proper records.

(f) Authentication of Product History - Includes, but is not limited
to, identifying the purchasing source, the uitimate fate, and intermediate handling
of any component of a radiopharmaceutical or other drug. ' '

(3)  Registration and Cerification of Pharmacies: The application for a
certificate to operate a nuclear pharmacy shall only be issued to a pharmacy
registered by the Alabama State Board of Pharmacy and to a licensed, certified
nuclear pharmacist. Re-certification shall be annually biennially which shall




expire_on _December 31 of even-numbered vears no-laterthanJanuary34—of
each—year on forms provided by the Board. Each nuclear pharmacy shall
designate a licensed, certified nuclear pharmacist as the Supervising Pharmacist.

(4) Registration and Certification of Pharmacists: All pharmacists
engaged in the practice of nuclear pharmacy shall have training or shall have
demonstrated previous fraining in the safe handiing of radioactive
pharmaceuticals. They must be registered with and certified by the Alabama
State Board of Pharmacy. Applications and re-certification with the Board is
required biennially which shall expire on December 31 of even-numbered years

on forms provided by the Board.
Satisfactory completion of no less than 4 two (2) hours of continuing education
prior to re-certification earned in the previous calendar year related to nuclear
pharmacy shall be required.

(56)  General requirements: A licensed, certified nuclear pharmacist shall
personally supervise the operation of only one nuclear pharmacy during all times
the radiopharmaceutical services are being performed.

(@) The nuclear pharmacy area shall be secured from access by
unauthorized personnel.

(b)  Each nuclear pharmacist shall maintain accurate records of the
acquisition, inventory, distribution, and disposal of all radiopharmaceuticals.

(c)  All nuclear pharmacies shall provide a secure radioactive storage
and decay area.

(d) Al nuclear pharmacies shall comply with all applicable laws and
regulations of federal and state agencies for the procurement, secure storage,
inventory, preparation, distribution and disposal of radiopharmaceuticals and
other drugs.

(e) Radiopharmaceuticals are to be dispensed only upon a prescription
or medication order, from a licensed medical practitioner or his/her authorized
agent authorized to possess, use and administer radiopharmaceuticals.

(f) A nuclear pharmacist may transfer radioactive materials to an
*authorized user in accordance with all applicable laws and regulations.

(§) A nuclear pharmacy, upon receiving an oral order for a
radiopharmaceutical, shall immediately have the order reduced to writing or
recorded in a data processing system which writing or records shall contain at
least the following:

1. The name of the authorized user or his/her agent.

2. The date of distribution and the time of calibration of the
radiopharmaceutical.

3. The name of the procedure. ‘

(*) "Authorized user" means a practitioner of the healing arts who is identified as

an authorized user on a license issued by the State Board of Health that
authorizes the medical use of radioactive material, hazards, and the applicable
regulations of the U.S. Nuclear Regulatory Comimission.



4. The name of the radiopharmaceutical.

5. The dose or quantity of the radiopharmaceutical.

6. The prescription number assigned to the order for the
radiopharmaceutical.

7. Any specific instructions.

8. The initials of the person dispensing the radiopharmaceutical.

9. Whenever an order is for a therapeutic or blood-product
radiopharmaceutical, the patient's name must be obtained and recorded.

(h) In addition to other labeling requirements of the state laws and
rules of the Board of Pharmacy for nonradioactive pharmaceuticals, the
immediate outer shield of a radiopharmaceutical to be distributed shall also be
labeled with:

1. The standard radiation symbol.

2. The words, "Caution Radioactive Material".

3. The name of the procedure.

4. The prescription number of the radiopharmaceutical and a suitable lot
number for traceability.

5. The radionuclide and chemical form.

6. The amount of radioactivity and the calibration date and time.

7. The expiration date and time.

8. The volume dispensed if liquid chemical form.

9. The number of items or weight if solid chemical form.

10. The number of ampules or vials if gaseous chemical form.

11. Molybdenum-99 content to USP limits.

12. The name of the patient, or the words, "Physician's Use Only", in the
absence of a patient name.

(i} The immediate inner container label of a radiopharmaceutical to be
distributed shall also be labeled with:
. The standard radiation symbol.
. The words, "Caution Radioactive Material".
. The radionuclide.
. The chemical form.
. The name of the procedure.
. The prescription number of the radiopharmaceutical.

GO W -

(8) Minimum Requirement for Space, Equipment, Supplies, and
Publication: In order to insure compliance with general safety requirements as
set forth above, the following minimum requirements shall be met by a nuclear
pharmacy, which operates pursuant to a permit issued by the Alabama Board of
Pharmacy, and engages in providing radiopharmaceutical services. These
requirements are in addition to the minimum requirements for space, equipment
and supplies for other types of pharmacies, and those requirements of the State
of Alabama Department of Public Health, Radiological Health Branch, for the
control of radiation. Such minimum permit requirements are set forth as follows:



(a)  Space - The area for the storage, compounding, distribution and
disposal of radiopharmaceuticals shall be adequate to completely separate such
nonradioactive pharmaceuticals from pharmacy areas.

b) Equipment:
Fume hood
Shielded radiation containment drawing section
Dose calibrator
Well scintillation counters
Area rate meters
Geiger-Mueller (GM) survey meters
Refrigerator
Microscope
Hemocytometer
10. Leaded giass syringe and vial shields
11.  Personnel radiation detection devices
12. Radioactive storage container and/or storage vault for waste
materials :

——

©OENDOTE WM

Supplies:

Syringes and vials required to perform practice

Disposable gloves and protective lab coats

Appropriate supplies to ensure aseptic technique

Appropriate supplies to perform thin layer chromatography

Lead transport shields for syringes and vials

D.O.T. Type 7A approved transport containers and other labels and
supplles for shipping radioactive materials. .

030'1-!3-03!\)—\-’5'

(7)  Training Qualifications: A pharmacist licensed to practice pharmacy
in this state, who performs a radiopharmaceutical service, shall, prior to engaging
in such specialized practice, meet the minimum training requirements of didactic
study, training and experience in the handling of radioactive material.

(a) A licensed pharmacist seeking to practice nuclear pharmacy in this
state, shall submit to the Board of Pharmacy, a certificate of training and a
course outline from an accredited college of pharmacy, or other program
recognized by the State of Alabama Department of Public Health, Radiological
Health Branch and the Alabama Board of Pharmacy, and a certificate of such
training which provides a minimum of 200 clock hours of formal didactic training.
To satisfy the basic instruction requirement, 200 hours of classroom and
laboratory training shall include:

1. Radiation physics and instrumentation
2. Radiation Protection
3. Mathematics pertaining to the use and measurement of

radioactivity
4, Radiation Biology



5. Radiopharmaceutical chemistry

(b)  The minimum on-the-job training which shall be included iIn a
radiopharmacy internship is five hundred (500) hours of training and experience
in the handling of unsealed radioactive material under the supervision of a
licensed nuclear pharmacist. The training and experience shall include, but shall
not be limited to the following:

1. Ordering, receiving and unpackaging radioactive material safely,
inctuding performing related radiation surveys.

2. Calibrating dose calibrators, scintillation detectors, and radiation
monitoring equipment.

3. Calculating, preparing and verifying patient doses while maintaining
radiation safety standards of shielding.

4, Following appropriate internal control procedures to prevent
mislabeling.

5. Learning emergency procedures to handle and contain spilled
materials safely, including related decontamination procedures and surveys.

6. Eluting Technetium-99 from generator systems, assaying the eluate

for technetium-99m, for molybdenum-99 contamination, and processing the
eluate with reagent radiopharmaceuticals.

7. Clinical practice concepts.
Author: James-W-—-Mekane-, Herb Bobo, R.Ph., Secretary
Statutory Authority: Code of Alabama 1975. § 34-23-02.
History: Adopted: June 8, 1989, Effective July 31, 1989;

Amended .
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iR4-23-681, General Requirements for Limited-service Nuclear Pharmacy
A. To be an authorized nuclear pharmacist, a pharmacist shzll: i
1. Hotd a current pharmacist license issued by the Board; and
2. Be certified as a nuciear pharmacist by:
2. The Board of Pharmaceutical Specialties, or
b. A similar group recognized by the Arizona State Board of Pharmacy; or
3. Satisfy each of the following requiremants:
a2, Meet minimat standards of training for status as an zuthorized user of radioactive material, as specified by the Arizona Radiation Regulatory Agency and the United States Nucleas
Repulatory Commission;
5. Submit centification of completion of a Board-approved nuclear pharmacy training program of cther training program recognized by the Arizons Radiation Regulatory Agency, with 200
hours of didactic training in the following areas:
i. Radiation physics and jnstrumentation,
ii. Radiation protection,
iii. Mathematics periaining to the use and measurement of radicactivity,
iv. Radiation biolegy, and
v. Radiephammaceutical chemistzy,
¢. Submil evidence of 2 minimum of 500 hours of clinical/practical nuclear pharmacy trzining under the supervision of an authorized nuclear pharmacist in the fotlowing areas:
i. Procuring radicactive materials, -
ii. Cempounding radiopharmaceuticals;
iii. Performing routine quatity control procedures;
iv. Dispensing radiopharmaceuticals;
v. Distributing radiopharmaceuticals;
vi, Implementing basic radiation protection procedures; and
vii. Consulting and educating the nuclear medicine community, patients, pharmacists, other health professionals, and the gereral public; and
d. Submit written certification, signed by a preceptor who is an authorized nuclear pharmacist, that the above training was satisfactonly completed.
B. Radiopharmaceuticals are prescriplion-only drugs that require specialized techniques in their handling and testing, to obtain optimum: results and minimize hazards.
1. A person shall not s¢ll, barter, or otherwise dispose of, or be in possession of any radicpharmaceutical except under the conditions delailedin AR.S. § 32-1929.
2. A person shall not manufacture, compound, sell, or dispense any radiopharmaceutical unless the person is a pharmacist of a pharmacy intem acting under the direct supervision of a pharmacist in
accordance with AR S. § 32-196] and these rules, with the exception of the fotlowing, if the following are licensed by the Arizenta Radiation Regutatory Agency to use radiopharmaceuticals
in compliance with AR 8. § 30-673;
a. A medicat practitioner who administers a radiopharmaceutical to the medical practitioner’s patient as provided in AR 8. § 32-1921(A),
b. A hospital nuclear medicing department, and
¢ A medical practitioner’s ofiice.
3. The Board shall cooperate with the Arizona Radiation Regulatory Agency and other intesesied state and federal agencies, in the enforcement of these rules for the protection of the public. This
cooperation may inclizde exchange of licensing and other information, joint inspections, and other activities where indicated.
€. In addition to complfance with all the applicable federal and state laws and rules goveming drugs, whether radioactive or not, a limited-service auclear pharmacy permittee shalt comply with all Taws
and rules of the Arizona Radiation Regulatory Agency and the U 5. Nuctear Regulatory Commission, including emesgency and safety provisions.
D. A limited-s¢rvice nuclear pharmacy permittee shall comply with the education, ¢xperience, and licensing requirements of the Arizona Radiation Regulatory Apency.
E. A limited-service nuclear pharmacy permittee shall ensure that radiopharmaceuticals are transferred only to a person or firm that holds a current Radieactive Materials License issued by the Arizona
Radiation Regulatory Agency.

Historical Note
.. Adopted effective December 3, 1974 {Supp. 75-1). Amended subsections (A), (C) and (D) effective Aug. 12, 19838 (Supp. 88-3). Amended effective July 8, 1997 {Supp. 97-3).
"R4-23-682. Limited-service Nuclear Pharmacy

A Before operating a Hmited-service auclear pharmiacy, a person shail oblaia a permit in compliance with AR S. §§ 32.1928, 32-1930, and 32-1931, and R4-23-606.

B. A permit to operate a limited-service nuclear pharmacy shall be issued only to a person who is or employs an autherized nuclear pharmacist and holds a current Arizena Radiation Repulatory Agency
Radioactive Materials License. A limited-service nuclear pharmacy permittes that fails to maintain a current Arizona Radistion Regulatory Agency Radiozctive Materials License shall be
immediately suspended pending revocation by the Board. A limited-service nuclear pharmacy permiltes shalf have capies of Arizona Radiation Regulatory Agency inspection reports available upen
request for Board inspection,

1. A limited-service nuclear phammacy permittee shall designate an zuthorized nuclear pharmacist as the pharmacist-in-charge. The pharmacist-in-charge shail be respansible to the Board:
. For the operations of the pharmacy refated 1o the practice of pharmacy and distribution of drugs and devices;
b. For communicating Board ditectives to the management, pharmacisis, interns, and other personnel of the pharmacy; and
<. For the pharmécy's comphiance with ail federal and state pharmacy laws and rules.

2. An anthorized nuclear pharmacist shall dirzctly supervise alf personnel performing tasks in the prepacation and distribution of radiopharmaceulicals and ancilary drugs.

3. An authorized nuelear phasmacist shall be present whenever the limited-service nuclear pharmacy is open for business,

C. A limited-service nusfear pharmacy permittee shalt ensure that the limited-service nuclear pharmacy complies with the standards for personnel, area, security, sanitation, and general requirements in

R4-23-608, R3-23-609, R4-23-610, R4-23-61%, and R4-23-671.
1. A limited-service nuclear pharmacy shall contain separate areas for
a Preparing and dispensing radiopharmaceuticals,
b. Receiving and shipping radiopharmaceuticats,
c. Storing radiopharmaceuticals, and
d. Decaying radioactive waste.
2. The Board may require more than the minimum area in instances where equipment, inventary, personne}, or other factors cause crowding to a degres that interferes with safe pharmacy practice

I}. The pharmacist-in-charge shall designate in writing, by titte and specific area, the persons who may have access to particular phasmacy areas.

E. A limited-service nuclear pharmacy permitlee shall maintain records of acquisition, inventory, and dispasition of radiopharmaceuticals, other radioactive substances, and other drugs in accordance
with federal and state statutes and rules,

1. A prescription order, in addition to the requirernents in A RS, § 32-1968(C) and R4-23-407{A), shall contain:
a_The date and time of ¢alibration of the radiopharmaceutical,
b. The nams of the procedure for which the radiopharmaceutical is prescribed, and
¢. The words "Physician's Use Only” instead of the name of the patient if the radiopharmaceutical is pontherapeutic or for a nonblood product,
2. The lead coatainer used ta store and transport a sadio-pharmaceutical shall have a label that, in addition to the requirements in A.R §. § 32-1968(D), includes:
a. The date and time of calibration of the radiopharmaceutical,
b. The name of the radiopharmaceutical,
<. The molybdenum 99 content to USPE limits,
4. The name of the procedure Tor which the radiophammaceutical is prescribed,
e. The words "Physician's Use Only” instead of the name of the patient if the radiopharmaceutical is nontherapeutic or for 2 noabloed product,
{. The words "Caution: Radioactive Matedal,” and
2. The standard radiation symbol. -
3. The radiopharmaceuticat container shall have a label that includes:
a The date and time of catibration of the radiopharmaceutical,
b. The name of the patient, recorded before dispensing, if the radiopharmaceutical is therapeutic or for a blood product;
¢. The words "Physician's Use Only" instead of the name of the patient if the radiopharmaceuticat is sontherapeutic or for & nonblood product;
d. The name of the radicpharmaceutical;
e. The dose of radiopharmaceutical;
{. The senal number;
g The words "Caution: Radicactive Material”; and
h. The standard radiation symbof.

F. The foltowiag minimum requirements are ir addition to the requirements of the Asizonz Radiation Regulatory Agency, the applicable U.S. Nuclear Regulatory Commission regulations, and the
applicable regulations of the federal Food and Drug Administration, A limited-service nuclear pharmacy permittes shall provide:
1. In addition 1o the minimum pharmacy area requirements in R4-23-609:

2. An area for the storing, compounding, and dispensing of radiophanmaceuticals completely separate from pharmacy areas for nonradicactive drugs;
b. A minimum of 80 sq. fi. for a hot lab and sterage area; and
<. A minimum of 300 sq. ft. of compounding and dispensing area;
2, The following equipment:
& Fume hood, approved by the Arizona Radiation Regulatory Agency,
b. Laminar flaw hood;
¢. Dose calibrator;
d. Refrgerator;
e. Prescription balance, Class A, and weights or an electronic balance of equal or greater accuracy;
f. Well scintillation counter;
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g. Incubater oven;
h. Microscope;

i. An assorzment of labels, including prescription labels and cautionary and warning fabels,

j. Glassware necessary for compounding and dispensing radiopharmaceuticals as required by the Arizona Radiation Regulatory Agency,
k. Other equipment necessary for radiopharmaceutical quality control for products compounded or dispensed as required by the Arizona Radiation Regulatory Agency,

1. Current antidote and drug interaction information; and
m. Regional poison control phone number prominently displayed in the pharmacy area;

3. Supplies necessary for compounding and dispensing radicpharmaceuticals as required by the Arizona Radiation Regulatory Agency;
4. A professional reference librasy consisting of & miniinum of ong qument reference or text addressing each of the following subject areas,

a. Therapeutics,
b. Nuclear pharmacy practice, and
¢. Imaging,

5. Cument editions and supplements of:

a. A RS, §§ 30-651 through 30-696 pertaining to the Arizona Radiation Regulatory Agency,
b, Rules of the Arizona Radiation Regulatory Agency,
¢. Regulations of the federal Food and Drug Admiristration pertaining to radioactive drugs,

d. Arizona Pharmacy Actand ules,

& Arirona Uniform Controlted Substances Act, and

{. Radiclogical Bealth Handbook.

Page 2 of 2

G. The pharmacist-ir-charge of a limited-service nuclear pharmecy shall prepare, implement, review, and revise in the same manner described in R4-22-671(E) and comply with writtzn policies and

procedures for pharmacy operations and drug distribution.

H. The written policies and procedures of a limited-service nuclear pharmacy shall include the following:

i, Prescripticn orders;

2. Clinical services and drug utilization management including:

a. Drug utilization reviews,

b. Tnventory audits,

¢. Patient gutcome monitoring,
d. Prug information, and

¢. Education of pharmacy and other health professionals,
3. Duties and qualifications of professional and support staff,

4. Radioactive material handling, storage, and disposal,

5. Diug product progurement;
6. Drug compounding, dispensing, and sterage;
7. Investigationa} drugs and their pretocols;
&, Patient profiles;
9. Quality management procedures for:
a. Adverse drug reaction reports;
b, Drug recall;
¢. Expired and beyond-use-date drugs,
d. Medication or dispensing errors;
e. Radiopharmacentical quality assurance;
f. Radiological health and safety;
g. Drug storage and disposition; and

h. Education of professional staft, support stal, and patients;

19, Recerdkesping;
11, Sanitation;
12. Security;
13. Drug delivery requirements for:
a. Transportation,
b. Security,
¢. Radiclogical health and safety procedures,

d. Temperature and other environmental controts, and

e. Emergency provisions, and
14. Patient education.

Adopted effective July 8, 1997 (Supp. 97-3). Amended by final rulemaking at 32 A A R 3032, effective October 3, 2005 {Supp. 06-3}.

R£-23-683, Reserved
through

R4.23-690. Reserved
R4-23-691, Repeated
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Historical note

Historical Note
Adepted effective Dee. 3, 1974 (Supp. 75-1). Amended effective Aug. 12, 1988 (Supp. 88-3). Amended effective November 1, 1993 (Supp. 93-4). Repeated efiective July 8, 1997 (Supp. 97-3).
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(2) An off-site order entry pharmacy shall comply with the provisions contained in regulations
04-02-0010 REGULATING THE USE OF ELECTRONIC DATA PROCESSING IN
LIEU OF PRESENT RECORD KEEPING SYSTEMS IN PHARMACIES HOLDING
PHARMACY PERMITS and 07-00-0008 ELECTRONIC PRESCRIPTION
PROCESSING AND PATIENT CONFIDENTIALITY fo the extent applicable for the
specific processing activity and this section including:

(A) duties which must be performed by a pharmacist; and
(B) supervision requirements for pharmacy technicians.

(3) Off-site order entry may only be performed by a retail pharmacy as appropriately licensed
by the Arkansas State Board of Pharmacy

{e) Notifications to patients.

(1) A pharmacy that outsources off-site prescription order entry to another pharmacy shall prior
to outsourcing their prescription:

(A) notify patients that prescription processing may be outsourced to another pharmacy; and

(B) give the name of that pharmacy; or if the pharmacy is part of a network of pharmacies
under common ownership and any of the network pharmacies may process the
prescription, the patient shall be notified of this fact. Such notification may be provided
through a one-time written notice to the patient or through use of a sign in the pharmacy.

(f) Records. All pharmacies shall maintain appropriate records which identify, by prescription drug
order, the name(s), initials, or identification code(s) of each pharmacist or pharmacy technician
who performs a processing function for a prescription drug order. Any record generated in this
process whether in a hard copy or electronic format shall be maintained for a minimum period
of two years from the last date of entry. Such records may be maintained:

(1) separately by each pharmacy and pharmacist; or
(2) in a common electronic file as long as the records are maintained in such a manner that the
data processing system can produce a printout which lists the functions performed by each
pharmacy and pharmacist.
() In the operation of the off-site order enfry, patient contidentiality and full compliance with

HIPAA requirements shall be observed at all times. (6/30/2007)

04-02- 0100-~NUCLEAR PHARMACY -
" “The practice of nuclear pharmacy i is her eby recognized as a specialty of pharmacy
practice regulated by the Arkansas State Board of Pharmacy. As such, the following rules are

4-16 Rev, 11/2010



included to address those areas specific, or unique to, this specialty practice. These regulations
are intended to supplement the regulations of other state and federal agencies.
(a) Definitions:

(1) Authentication of Product History—Identifying the purchasing source, the ultimate fate,
and any intermediate handling of any component of a radiopharmaceutical or other drug,

(2) “Nuclear pharmacy” means a pharmacy which provides radiopharmaceutical services,
and shall be licensed by the Arkansas State Board of Pharmacy.

(3) “Practice of nuclear pharmacy” means a patient-oriented service that embodies the
scientific knowledge and professional judgment required to improve and promote health
through the assurance of the safe and efficacious use of radiopharmaceuticals and other
drugs.

(4) “Qualified nuclear pharmacist” means a pharmacist who holds a current Jicense issued
by the Arkansas State Board of Pharmacy, and who is certified as a nuclear pharmacist by
a certification board recognized by the Arkansas State Board of Pharmacy, or satisfies
each of the following requirements:

{(A) Meets minimal standards of training for status as an authorized user of radioactive
material, as specified by the Arkansas Department of Health, Division of Radiation
Control and Emergency Management of the Nuclear Regulatory Commission.

(B) Has successfully completed a minimum of 200 contact hours of instruction in nuclear
pharmacy and the safe handling and use of radioactive materials from a College of
Pharmacy approved by the Arkansas State Board of Pharmacy, or other training
program recognized by the Arkansas State Board of Pharmacy, with the minimum
200 hours apportioned as follows:

(i) Radiation physics and instrumentation

(ii) Radiation protection

(iii) Mathematics pertaining to the use and measurement of radioactivity
(iv) Radiation biology

(v) Radiopharmaceutical chemistry

(C) Has attained a minimum of 500 hours of clinical/practical nuclear pharmacy training
under the supervision of a qualified nuclear pharmacist in, but not limited to, the
following areas:

(i) Procuring radioactive materials

(ii) Compounding radiopharinaceuticals

(iii) Performing routine quality control procedures

(iv) Dispensing radiopharmaceuticals

(v) Distributing radiopharmaceuticals

(vi) Implementing basic radiation protection procedures

(vii) Consulting and educating the nuclear medicine community, pharmacists, other
health professionals, and the general public.

(D) Has submitted an affidavit of experience and training to the Board of Pharmacy.

(5) “Quality assurance procedures” means all activities necessary to assure the quality of the
process used to provide radiopharmaceutical services, including authentication of product
history and maintenance of all records as required by pertinent regulatory agencies.

(6) “Quality control testing” means the performance of chemical, biclogical and physical tests
on compounded radiopharmaceuticals and the interpretation of the resulting data to
determine their suitability for use in humans and animals.

Rev. 11720610 4-17



(7) “Radiopharmaceutical” means any drug which exhibits spontaneous disintegration of
unstable nuclei with the emission of nuclear particles or photons and includes any non-
radioactive reagent kit or nuclide generator which is intended to be used in the
preparation of any such substance but which does not include drugs such as carbon-
containing compounds or potassium-containing salts which contain trace quantities of
naturally occurring radionuclides. The term also includes any biological product which is
labeled with a radionuclide or intended solely to be labeled with a radionuclide.

(8) “Radiopharmaceutical Services” means the procurement, storage, handling,
compounding, preparation, labeling, quality control testing, dispensing, distribution,
transfer, record keeping, and disposal of radiochemicals, radiopharmaceuticals, and
ancillary drugs, and also includes quality assurance procedures, radiological health
activities, and consulting activities associated with the use of radiopharmaceuticals,
health physics, and any other activities required for provision of pharmaceutical care.

(b) General requirements for pharmacies providing radiopharmaceutical services

(1) A permit to operate a nuclear pharmacy, providing radiopharmaceutical services, shall only
be issued to a facility employing a qualified nuclear pharmacist. All personnel performing
tasks in the preparation and distribution of radiopharmaceuticals and ancillary drugs shall be
under the direct supervision of a qualified nuclear pharmacist, who shall be in personal
attendance when the nuclear pharmacy is open for business. The pharmacist-in-charge shall
be responsible for all operations of the nuclear pharmacy.

(2) The permit to operate a nuclear pharmacy is effective only so long as the nuclear pharmacy
also holds a current Arkansas Department of Health or Nuclear Regulatory Commission
license.

(3) Nuclear pharmacies shall have adequate space and equipment commensurate with the
scope of services required and provided. All pharmacies handling radiopharmaceuticals
shall include, but not be limited to, the following areas: radiopharmaceutical
preparation/dispensing area; radioactive material shipping/receiving area; radioactive
material storage area; and radioactive waste decay area. The application for a permit to
operate a nuclear pharmacy shall include detailed floor plans and no material change may
be made without the permission of the Board.

(4) The nuclear pharmacy professional service area shall be secured from unauthorized
personnel and must be totally enclosed and lockable.

(5) Nuclear pharmacies shall maintain records of acquisition, inventory and disposition of all
radioactive materials in accordance with Board and Arkansas Department of Health or
Nuclear Regulatory Commission statutes and regulations.

(6) Nuclear pharmacies shall compound and dispense radiopharmaceuticals in accordance
with accepted standards of radiopharmaceutical quality assurance. The Board of
Pharmacy recognizes that the preparation of radiopharmaceuticals involves the
compounding skills of the nuclear pharmacist to assure that the final drug product meets
accepted professional standards.

(7) A radiopharmaceutical shall be dispensed only to a licensed practitioner authorized by the
Arkansas Departiment of Health or Nuclear Regulatory Commission to possess, use, and
administer such drug. A radiopharmaceutical shall be dispensed only upon receipt of a
prescription or medication order from such licensed practitioner. Otherwise, a
radiopharmaceutical may be transferred to a person who is anthorized to possess and use
such drug for non-clinical applications.

4-18 Rev. 11/2010



(8) A nuclear pharmacy, upon receipt of an oral prescription order for a radiopharmaceutical,
shall immediately have the prescription order reduced to writing, or recorded in a data
processing system, which writing or record shall contain at least the following:
(A)the name of the institution and prescriber, or prescriber’s agent;

(B) the date of dispensing and the calibration time of the radiopharmaceutical;
(C) the name of the procedure;

(D) the name of the radiopharmaceutical;

(E) the dose or quantity of the radiopharmaceutical;

(F) the serial number assigned to the order for the radiopharmaceutical,
(G)any specific instructions;

(H) the initials of the person who dispensed the order.

Orders for routine diagnostic radiopharmaceuticals, which have been previously
established by the nuclear pharmacist with the physician, may be taken by a pharmacy
technician and entered into the computer. The nuclear pharmacist shall verify the label
with the written order. However, whenever an order is for a therapeutic or blood-product
radiopharmaceutical, the prescription order must be received by a nuclear pharmacist and
the patient’s name must be obtained and recorded prior to dispensing,
(9) The immediate outer container shield of a radiopharmaceutical to be dispensed shall be
labeled with:
(A) the name and address of the pharmacy;
(B) the name of the prescriber;
(C) the date of dispensing;
(D) the serial number assigned to the order for the radiopharmaceutical;
(E) the standard radiation symbol;
(F) the words “Caution Radioactive Material”;
(G) the name of the procedure;
(H) the radionuciide and chemical form;
(D the amount of radioactivity and the calibration date and time;
(1) ifaliquid, the volume;
(K) if a solid, the number of items or weight;
(L) if a gas, the number of ampoules or vials;
(M) molybdenum 99 content to USP limits; and
(N) the name of the patient or the words “Per Physician’s Order” in the absence of a
patient name. The requirements of this subsection shall be met when the name of the
patient is readily retrievable from the physician upon demand.

When the prescription is for a therapeutic or blood-product radiopharmaceutical, the
patient name shall appear on the label prior to dispensing.
(10) The immediate inner container label of a radiopharmaceutical to be dispensed shall be

labeled with: '

(A) the standard radiation symbol;

(B) the words “Caution Radioactive Material”;

(C) the identity of the radionuclide;

(D) the chemical form;

(E) the name of the procedure; and

Rev. 11/2010 4-19



(F) serial number of the radiopharmaceutical.

(11) When a radiopharmaceutical is dispensed under the authority of an Investigational New
Drug Application {IND), the nuclear pharmacy records shall include an investigator’s
protocol for the preparation of the radiopharmaceutical, a copy of the Institutional Review
Board approval form (or letter), and a letter from the manufactorer (sponser) indicating that
the physician requesting the radiopharmaceutical is a qualified investigator.

(12) Each nuclear pharmacy shall have a current copy of state and applicable federal
regulations governing the safe storage, handling, use, dispensing, transport, and disposal
of radiopharmaceuticals.

{c) Minimum equipment }
The professional area of the pharmacy shall have equipment appropriate for the pharmacy’s
specific scope of practice which may include but is not limited to the following:

(1) Radionuclide Dose Calibrator,

(2) Refrigerator;

(3) Single or multiple channel scintillation counter with well-type Nal(TT) or Ge(Li) detector;

(4) Radiochemical fume hood and filter system with suitable air sampling equipment;

(5) At least two GM survey meters (including one high-range meter);

(6) Microscope and hemacytometer;

(7) Supplies to perform quality assurance testing;

(8) Syringe and vial radiation shields;

(9} Lead-shielded drawing station;

{(10) Decontamination supplies;

(11) Supplies to perform quality assurance testing;

(12) Lead transport shields for syringes and vials; and

(13) D.O.T. approved USA Type A, 7A approved transport containers and other labels and

supplies for shipping radioactive materials. (10/14/98 and 11/1/2007)

04-03 REGULATIONS REGARDING RETAIL SPECIALTY PHARMACIES

04-03-0001—SPECIALTY PHARMACY PERMITS

The Board may issuc a specialty pharmacy permit for a facility to provide unique aspects
of pharmaceutical care to an identified patient population as provided in regulation 04-03-0001
et seq. Said specialty pharmacies and the pharmacists practicing therein shall comply with
applicable federal and state laws and regulations, including Arkansas Pharmacy Law, A.C.A. §
17-92-101 et seq., and Board Regulations, including without limitation regulations regarding
retail pharmacies 04-02-0001 ef seq., which are not expressly superseded by the regulation
applicable to the specific type of specialty pharmacy.

04-03-0002 METHADONE CLINIC SPECIALTY PHARMACY PERMIT
(a) Definitions:

(1) “Methadone clinic pharmacy” means the place in which a licensed professional prepares
methadone or buprenorphine to be administered and/or dispensed to a patient of the
clinic.

(2) “Dispensing” means the preparation of one or more doses of methadone or buprenorphine
in properly labeled, patient specific containers and delivery of said drugs to the patient to
consume away from the clinic; only a licensed pharmacist or physician holding a
dispensing permit issued by the Arkansas State Medical Board shall dispense methadone.

4-20 Rev. 11/2010



The Pharmacy Law
(Business and Professions Code 4000 et seq.)
Excerpts from the Business and Professions Code
Board of Pharmacy Regulations
(California Code of Regulations, Title 16, Section 1700
et seq.)
Excerpts from the California Uniform Controlled
Substances Act
(Health and Safety Code 11000 ¢t seq.)
Excerpts from the Confidentiality of Medical
Information Act
(Civil Code 56 et seq.)
Excerpts from the Public Resources Code
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Point to your language. Interpreter services will be provided to you upon request
at no cost.

This text shall be repeated in at least the following languages: Arabic, Armenian,
Cambodian, Cantonese, Farsi, Hmong, Korean, Mandarin, Russian, Spanish, Tagalog,
and Vietnamese.

Each pharmacy shall use the standardized notice provided or made available by the
board, unless the pharmacy has received prior approval of another format or display
methodology from the board. The board may delegate authority to a committee or to the
Executive Officer to give the approval.

The pharmacy may post this notice in paper form or on a video screen if the posted notice
or video screen is positioned so that a consumer can easily point to and touch the
statement identifying the language in which he or she requests assistance. Otherwise, the
notice shall be made available on a flyer or handout clearly visible from and kept within
easy reach of each counter in the pharmacy where dangerous drugs are dispensed or
furnished, available at all hours that the pharmacy is open. The flyer or handout shall be
at feast 8 1/2 inches by 11 inches.

Note: Authority cited: Sections 4005 and 4122, Business and Professions Code.
Reference: Sections 733, 4005, 4076.5 and 4122, Business and Professions Code.

1708.2. Discontinuance of Business.

Any permit holder shall contact the board prior to transferring or selling any dangerous drugs,
devices or hypodermics inventory as a result of termination of business or bankruptcy
proceedings and shall follow official instructions given by the board applicable to the transaction.

Authority cited: Section 4005, Business and Professions Code, Reference: Sections 4080, 4081,
4322 and 4333, Business and Professions Code; and 11205, Health and Safety Code.

1708.3. Radioactive Drugs:

A radioactive drug is any substance defined as a drug in Section 201(g)(1) of the Federal Food,
Drug and Cosmetic Act or a radioactive biological product as defined in 21 CFR 600.3(ee) which
exhibits spontaneous disintegration of unstable nuclei with the emission of nuclear particles or
photons and includes any such drug or biological product which is intended to be made
radioactive, This definition includes non-radioactive reagent kits and nuclide generators which
are intended to be used in the preparation of any such substance but does not include drugs such
as carbon-containing compounds, potassium-containing compounds or potassium-containing salts
which contain frace quantities of naturally occurring radionuclides.

Authority cited: Section 4005, Business and Professions Code. Reference: Section 4025, Business
and Professions Code.

1708.4. Pharmacist Handling Radioactive Drugs.

A pharmacist handling radioactive drugs must be competent in the preparation, handling, storage,
receiving, dispensing, disposition and pharmacology of radioactive drugs. He must have
completed a nuclear pharmacy course and/or acquired experience in programs approved by the
Board. Education and experience in non-approved programs may be granted partial or equivalent
credit, if, in the opinion of the Beard, such programs provide the level of competence as approved
programs or the Nuclear Pharmacy Competency Statement adopted by the Board.
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Authority cited: Section 4005, Business and Professions Code. Reference: Sections 4021, 4022,
4025, 4036 and 4037, Business and Professions Code

1708.5. Pharmacy Furnishing Radioactive Drugs. -

A pharmacy furnishing radioactive drugs is any area, place or premises described in a permit
issued by the board where radioactive drugs are stored, processed, compounded, repackaged, or
dispensed. A pharmacy exclusively furnishing radioactive drugs shall be exempt from the patient
consultation area requirements of Title 16 Cal. Code of Regulations Section 1714(a) unless the
Board finds that the public health and safety require their application.

A pharmacist qualified under Section 1708.4 to furnish radioactive drugs shall be in the pharmacy
whenever the furnishing of radioactive drugs occurs. All personnel involved in the furnishing of
radioactive drugs shall be under the iminediate and direct supervision of such a qualified
pharmacist.

Authority cited: Sections 4005, 4008 and 4008.2, Business and Professions Code. Reference:
Sections 4003, 4008 and 4008.2, Business and Professions Code.

1709. Names of Owners and Pharmacist in Charge,

{a) Each permit to operate a pharmacy shall show the name and address of the pharmacy, the
form of ownership (individual, partnership or corporation) and the pharmacist-in-charge. Each
pharmacy shall, in its initial application on the annual renewal form, report the name of the
pharmacist-in-charge, the names of all owners and the names of the corporate officers (if a
corporation). Any changes in the pharmacist-in-charge, or the owners, or corporate officers shall
be reported to the Board within 30 days.

(b) Any transfer, in a single transaction or in a series of transactions, of 10 percent or more of
the beneficial interest in a business entity licensed by the board to a person or entity who did not
hold a beneficial interest at the time the original permit was issued, shall require written
notification to the board within 30 days.

(¢) The following shall constitute a transfer of permit and require application for a change of
ownership: any transfer of a beneficial interest in a business entity licensed by the board, in a
single transaction or in a series of transactions, to any person or entity, which transfer results in
the transferee's holding 50% or more of the beneficial interest in that license.

Authority cited: Section 4005, Business and Professions Code. Reference: Sections 4058, 4101,
4111, 4112,4113,4120, 4124, 4130, 4133, 4141, 4149 4160, 4161, 4196, 4201, 4304, 4305 and
4330, Business and Professions Code

1709.1. Designation of Pharmacist in Charge.

(a) The pharmacist-in-charge of a pharmacy shall be employed at that location and shall have
responsibility for the daily operation of the pharmacy.

(b) The pharmacy owner shall vest the pharmacist-in-charge with adequate authority to assure
compliance with the laws governing the operation of a pharmacy.

{c) No pharmacist shall be the pharmacist-in-charge of more than two pharmacies. [fa
pharmacist serves as pharmacist-in- charge at two pharmacies, those pharmacies shall not be
separated by a driving distance of more than 50 miles.

(d) No pharmacist shall be the pharmacist-in-charge of a pharmacy while concurrently serving
as the designated representative-in-charge for a wholesaler or a veterinary food-animat drug
retailer. '

(€) Notwithstanding subdivision (a), a pharmacy may designate any pharmacist who is an
employee, officer or administrator of the pharmacy or the entity which owns the pharmacy and
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11.09.00

STATE OF COLORADO
BOARD OF PHARMACY
RULES AND REGULATIONS

Symbols and Codes. Symbols and codes may he used to identify any manufacturer,
distributor or repackager. If such symbols and codes appear in the records of a
prescription drug outlet, the prescription drug outlet shall keep a current, complete
printed or typed list, which shows both the symbol and code and its complete definition,
This list shall be readily retrievable and available for examination by the Board for at
least two years. ‘

'42.00.00 NUCLEAR PHARMAGCY.

12,0010

Authorized handling. It is unlawful to receive, possess or transfer
radiopharmaceuticals, except in accordance with CRS 12-22-108. It is also
unlawful for any person to provide radiopharmaceutical services unless he or she
is a nuclear pharmacist acting in accordance with CRS Title 12, Article 22, and the
regulations of the State Board of Pharmacy and regulations of the Colorado
Department of Health, with the exception of an authorized practitionei for
administration to his patients. No person may receive, acquire, possess, use,
transfer or dispose of any radioactive material except in accordance with the
conditions of any radioactive material license required by the GColorado
Department of Health pursuant to CRS 25-11-101 et seq. The requirements of this
regulation are in addition to, and not in substitution for, other applicable
provisions of regulations of the State Board of Pharmacy and the State Radiation
Control Agency.

12.00.20 Definitions.

12.00.21

12.00.22

12.00.23

12.00,24

A "nuclear prescription drug outlet"” means a prescription drug outlet which deals
with the preparation and delivery of radioactive material as defined in CRS 25-11-
101,

"Nuclear pharmacist" means a pharmacist who holds an active pharmacist license
with the board and has met the standards of training and experience for
“Authorized User Status” in handling radioactive materials in accordance with
either the State Radiation Control Agency or the U.S. Nuclear Regulatory
Commission.

"Radiopharmaceutical service” shall mean, but shall not be limited to, the
compounding, dispensing, labeling and delivery of radiopharmaceuticals; the
participation in radiopharmaceutical selection and radiopharmaceutical utilization
reviews; the proper and safe storage and distribution of radiopharmaceuticals; the
maintenance of radiopharmaceutical quality assurance; the responsibility for
advising, where necessary or where regulated, of therapeutic values, hazards, and
use of radiopharmaceuticals, and the offering or performing of those acfts,
services, operations or transactions necessary in the conduct, operation,
management and control of radiopharmaceuticals. )

A "radiopharmaceutical” is any substance defined as a drug in Section 201{g)(1) of
the Federal Food, Drug and Cosmetic Act which. exhibits spontaneous
disintegration of unstable nuclei with the emission of nuclear particles or protons
and includes any such drug which is intended to be made radicactive. This
definition includes non-radioactive reagent kits and nuclide generators which are
intended to be used in the preparation of any such substance but does not include
drugs such as carbon-containing compounds or potassium-containing salts which
contain trace quantities of naturally occurring radionuciides.
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12.00.25

12.00.26

12.00.27

12.00.28

12.00.30

12.00.31

12.00.32

STATE OF COLORADO
BOARD OF PHARMACY
RULES AND REGULATIONS

"Radiopharmaceutical quality assurance" means, but is not limited to, the
performance of appropriate chemical, biological and physical tests on
radiopharmaceuticals and the interpretation of the resulting data to determine their
suitability for use in humans and animals, including internal test assessment,
authentication of product history and the keeping of proper records.

"Internal test assessment” means, but is not limited to, conducting those tests of .
quality assurance necessary to ensure the integrity of the test.

"Authentication of product history" means, but is not limited fo, identifying the
purchasing source, the ultimate fate, and intermediate handling of any component
of a radiopharmaceutical.

"Authorized practitioner" means a practitioner authorized by law to possess, use
and administer radiopharmaceuticals, acting within the scope of such authority.

Requirements For Nuclear Prescription Drug Outlets. A nuclear prescription drug
outlet shall only be managed by a nuclear pharmacist. All personnel performing
tasks in the preparation and distribution of radiopharmaceuticals shail be under
the direct supervision of a nuclear pharmacist. A nuclear pharmacist shall be in
attendance at all times that the nuclear prescription drug outlet is open for
business and shall be responsible for all operations of the registered area.

All nuclear prescription drug outlets shall have adequate space, commensurate
with the scope of services required and provided. The nuclear prescription drug
outlet area shall be separate from the areas for non-radioactive drugs and shall
provide a radioactive storage and product decay area separate from and exclusive
of the radiocactive laboratory, compounding, dispensing, quality assurance and
administrative area. Prior to registration, a nuclear prescription drug outfet that
wishes to compound both radiopharmaceuticals and non-radiopharmaceuticals
not directly pertaining to nuclear studies shall meet the space requirements set
forth in Regulation 5.01.31. 1f a nuclear prescription drug outlet wishes to
compound only radiopharmaceuticals, it shall not be required to meet the space
requirements set forth in Regulation 5.01.31. All nuclear prescription drug outlets
shall submit detailing drawing-to-scale floor plans to the board that have been
approved by the state radiation control agency hefore approval of the registration.

Nuclear prescription drug outlets that compound both radiopharmaceuticals and
non-radiopharmaceuticals not directly pertaining to nuclear studies shall maintain
a professional library in compliance with regulation 5.01.31(f), regulation
12.00.32(a) through (d), and if applicable, regulation 5.01.32(a}{3). A nuclear
prescription drug outlet that compounds only radiopharmaceuticals shail maintain
and have available in the outlet or electronically a professional library in
compliance with regulation 12.00.32(a} through (d) and shall be exempt from the
requirements of regulation 5.01.31(f) and 5.01.32(a}(3). If an electronic library is
provided, workstations must be provided and must be readily available for use by
staff and board personnel. This library shall contain current copies of the
following references which shall be maintained and readily available for use by
staff and inspection by the board:

a. All parts of CRS Title 12, Article 22;
b. The current rules and reguiations of the board of pharmacy;
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12.00.33

12.00.34

12.00.35

STATE OF COLORADO
BOARD OF PHARMACY
RULES AND REGULATIONS

c. The current rules and regulations of the State Radiation Control Agency
and U.8. Nuclear Commission; and

d. Any other references that the pharmacist manager of the nuclear
prescription drug outlet deems necessary.

A nuclear prescription drug outlet shall comply with all applicable laws and
regulations of federal and state agencies, including those laws and regulations
governing non-radioactive drugs.

A nuclear prescription drug outlet shall have adequate equipment commensurate
with the scope of radiopharmaceutical services to be provided.

Nuclear prescription drug outlets which compound and dispense only
radiopharmaceuticals shall be exempt from the security requirements of regulation
5.01.50 provided the following conditions are met:

a. Only individuals identified as having “Authorized User” status by the State
Radiation Control Agency or the U.S, Nuclear Regulatory Commission may
enter the compounding/dispensing area in the absence of a pharmacist and
only for the purpose of equipment maintenance.

b. The nuclear prescription drug outlet maintains a written record
documenting such entry detailing the following information:

1} Date and time of entry;

2} Authorized users name;

3) Reason for entry; and |

4} Signature of pharmacist manager.

Such record shall be maintained on the premises and available for inspection for at least
two years from the date of entry.

12.00.40

12.00.45

General Requirements for Nuclear Pharmacists. A nuclear pharmacist shall:

a. Be a pharmagist licensed to practice in Colorado;

b. Meet the standards of training and experience for “authorized user status” in
handling of radioactive materials in accordance with either the State Radiation
Control Agency or the U.S, Nuclear Regulatory Commission; and

¢ Be specifically identified, by name, as an “authorized nuclear pharmacist” on either
a radioactive  materials license issued by the Colorado Department of Public
Health and Environment or on a U.S. Nuclear Regulatory Commission master
license,

Nuclear prescription drug outlets shail post, in a conspicuous area of the
compounding / dispensing area of the outlet, and shall have readily available for
inspection, the follow:

Page 71
May 15, 2012



STATE OF COLORADO
BOARD OF PHARMACY
RULES AND REGULATIONS

The original copy of the current registration with the pharmacy board;

The original copy, or a reference to its specific location in the outlet, of the
most current radioactive materials license issued by the Colorado
Department of Public Health and Environment;

A copy, or a reference to its specific [ocation in the outlet, of the most
current U.8. Nuclear Regulatory Commission master license which details
a listing of its authorized nuclear pharmacists if the current radioactive
license issued by the Colorado Department of Public Health and
Environment references the outlet’s U.S. Nuclear Regulatory Commission
master license rather than detailing a listing of the outlet’s authorized
nuclear pharmacists itself; and

The outlet’'s current list of employees that complies with regulation
11.08.00,

12.00.64 Nuclear Compounding.

It a nuclear pharmacist compounds a preparation according to the manufacturer's labeling
instructions, then further documentation is not required. All other compounded preparations
require further documentation.

a.

12.00.70 Dispensing.

a.

No expired components may be used in compounding. No component may be used
which will expire prior to the beyond-use date of the final compounded product.

The compounding of sterile radiopharmaceuticals shall comply with
regulation 21.00.00, including all recordkeeping requirements.

A radiopharmaceutical shall only be dispensed pursuant to a valid, patient-
specific prescription order that is issued by an authorized practitioner.

A nuclear prescription drug outlet shall only dispense
radiopharmaceuticals which comply with acceptable standards of
radiopharmaceutical assurance,

In addition to any laheling requirement of the board for non
radiopharmaceuticals, the immediate outer container of the
radiopharmaceutical to be dispensed shall also be labeled with:

{1} The standard radiation symbol;

(2} The words "Caution ~ Radioactive Material";
(3) The name of the radiopharmaceutical;
(3} T}}e amm.lnt of radioactive materials contained, in millicuries or
microcuries;
(4) If a liquid, the volume in milliliters;
Page 72

May 15,2012



STATE OF COLORADO
BOARD OF PHARMACY
RULES AND REGULATIONS

{5) The requested calibration time for the amount of radioactivity
contfained; and

{(6) Expiration data, if applicable.

d. The immediate inner container shall be labeled with:
(1) The standard radiation symbol;
(2) The words "caution — radicactive material";
(3) The assigned serial number of the corresponding prescription

order; and

(4) The name of the radiopharmaceutical.

e The amount of radioactivity shall be determined by radiometric methods for
each individual preparation immediately prior to dispensing.

12.00.71 Records of Dispensing. |
a. In addition to any requirement of the board for non-radio-pharmaceutical

prescription orders, the prescription order shall include the following:

{1 Address of the authorized practitioner and/or the address where the
prescription is to be administered;

(2) The name of radiopharmaceutical;

(3) The amount of radioactive materials contained, in millicuries or
microcuries; and

(4} Calibration time for the amount of radioactivity contained.

For the purposes of this regulation, the prescription drug outlets may record the address
oh the order or maintain it in a readily retrievable format.

b,

12.00.72 Distribution.

a.

A hard copy of every prescription order shail be readily retrievable and
available for inspection for a period of two years from the date of any
transaction relating to such order.. If a nuclear prescription drug outlet
dispenses only radiopharmaceuticals, prescription orders will be deemed
to be readily retrievable and available if they are filed according to the date
of dispensing. If a nuclear prescription drug outlet dispenses both
radiopharmaceuticals and non-radiopharmaceuticals not directly pertaining
to nuclear studies, all prescription orders will be deemed to be readily
retrievable and available if they are filed according to the numerical
sequence of the serial numbers assigned pursuant to regulation 2.01.10.

A nuclear prescription drug outlet may distribute a compounded
radiopharmaceutical to a practitioner authorized by law to prescribe the
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drug for the purposes of administration. Such distributions shall be limited
to up to 10 percent of the total numher of drug dosage units dispensed and
distributed on an annual basis by such outlet.

h. A nuclear prescription drug outlet may redistribute NDA approved
radiopharmaceuticals if the outlet does not process the
radiopharmaceuticals in any manner or violate the product packaging.

c. The immediate outer container of the radiopharmaceutical to be distributed
shall be labeled with:

(1} The standard radiation symbol;
{2) The words "Caution — Radioactive Material";

{3) “RX Only";

(1) The name of Radiopharmaceutical;
{5) The amount of radioactive materials contained, in millicuries or
microcuries;
(6) i a liguid, the volume in milliliters;
N The requested calibration time for the amount of radicactivity
contained;

(8) Expiration data, if applicable;
(9) The assigned batch {lot) number;
(10) Specific route of administration;
N Storage directions; and
(12) The name and address of the prescription drug outlet.
d. The immediate inner container shall be labeled with:
(1) The standard radiation symbol;
2) The words "Caution - Radicactive Material",
(3) The assigned batch (lot) number; and
(4) The name of the radiopharmaceutical.
12.00.73 Records of Distribution.
a. A nuclear prescription drug outlet shall maintain records of acquisition and

distribufion of all radiopharmaceuticals in accordance with CRS Title 12,
and CRS Title 25.
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A nuclear prescription drug outlet must retain verification of each
practitioner’s license from the jurisdiction in which licensed on a current
basis for each practitioner to whom it distributes compounded
radicpharmaceuticals.

A nuclear prescription drug outlet that distributes radiopharmaceuticals
shall record the following:

(1) The name of the radiopharmaceutical;

(2) The amount of radioactive materials contained, in millicuries or
microcuries;

(3) If a liquid, the volume in milliliters;

(4) The requested calibration time for the amount of radioactivity
contained;

{5) The date of distribution;

{6) The name and address of the authorized practitioner and the
address where the preparation is to be administered; and

{7) The name and address of the distributing outlet.

Records of distribution shall be retained at the ocutlet for a period of not
less than two years from the date of distribution.

13.00.00 DECLARATORY ORDERS.

13.00.10

13.00.11

13.00.12

Requests. Any person may petition the Board for a declaratory order to terminate
contfroversies or to remove uncertainties as to the applicability to the petitioner of
any statutory provision or of any rule or order of the Board.

Refer to existing definition of "person" in APA, rules or statute, if any.

The Board will determine, in its discretion and without notice to petitioner, whether
to rule upon any such petition. if the Board determines that it will not rule upon
such a petition, the Board shall promptly notify the pefitioner of its action and state
the reasons for such action.

In determining whether to rule upon a petition filed pu'rs'uant to this rule, the Board
will consider the following matters, among others:

a.

Whether a ruling on the petition will terminate a controversy or remove
uncertainties as to the applicability to petitioner of any statutory provision
or rule or arder of the Board,

Whether the petition involves any subject, question, or issue which is the
subject of a formal or informal matter or investigation currently pending
hefore the Board or a court but not involving any petitioner. Whether the
petition seeks a ruling on a moot or hypothetical question or will result in
an advisory ruling or opinion.
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(Added effective April 5, 2001.)
NUCLEAR PHARMACIES.

Sec. 20-576-60. Definitions

As used in sections 20-576-60 to 20-576-63, inclusive, of the Regulations of Connecticut State
Agencies:

(1) "Agreement state” means any state that has entered into an agreement with the United States
Nuclear Regulatory Commission or the Atomic Energy Commission under 42 U.S.C. § 2021;

(2) "Commission" means the Commission of Pharmacy;
(3) "Component" means any active or non-active ingredient of a drug product;
(4) "Department” means the Department of Consumer Protection;

(5) "Nuclear pharmacist” or "authorized nuclear pharmacist" means a pharmacist who holds a
current pharmacist license issued by the commission, and who meets the following standards:

(A) has a current board certification as a nuclear pharmacist by the Board of Pharmaceutical
Specialties; or

(B) is identified as an authorized nuclear pharmacist on a United States Nuclear Regulatory
Cominission or agreement state license that authorizes the use of radioactive material in the
practice of nuclear pharmacy;

(6) "Nuclear pharmacy technician" means a person who:
(A) works under the direct supervision of a nuclear pharmacist;
(B) is currently registered as a pharmacy technician with the department; and
(C) (i) has successfully completed a nuclear pharmacy technician training program provided
by an accredited college program or an equivalent company sponsored program approved by

the commission, or

(if) is listed as an "Authorized User of Radioactive Materials" on the nuclear pharmacy's
United States Nuclear Regulatory Commission or agreement state license;

(7) "Nuclear pharmacy” means a pharmacy that provides radiopharmaceutical services and holds



a Connecticut pharmacy license;

(8) "Practice of nuclear pharmacy" means a patient-oriented service that embodies the scientific
knowledge and professional judgment required to improve and promote health through the
assurance of the safe and efficacious use of radiopharmaceuticals and other drugs;

(9) "Quality assurance procedures” means all activities necessary to assure the quality of the
process used to provide radiopharmaceutical services, including authentication of the product
history, internal test assessment, and maintenance of all required records;

Y q

(10) "Quality control testing" means the performance of appropriate chemical, biological and
physical tests on compounded and prepared radiopharmaceuticals and the interpretation of the
resulting data to determine their suitability for use in humans and animals;

(11) "Radiopharmaceutical” means any drug that exhibits spontaneous disintegration of unstable
nuclides with the emission of nuclear particles or photons and includes any non-radioactive
reagent kit or radionuclide generator or eluates derived therefrom, which is intended to be used
in preparation of any such substance. The term "radiopharmaceutical” includes, but is not limited
to, positron-emission tomography agents, any biological product, including, but not limited to,
blood formed element, antibody or peptide, that is labeled with a radionuclide or solely intended
to be labeled with a radionuclide;

(12) "Radiopharmaceutical compounding" means the preparation, mixing, assembling,
packaging, or labeling of a radiopharmaceutical that:

(A) is the result of a practitioner's drug prescription order in the course of professional
practice;

(B) is for the purpose of, or incident to, research, teaching, or chemical analysis and not for
sale or dispensing;

(C) includes use of reagent kits and radiopharmaceuticals in anticipation of prescription drug
orders based on routine, regularly observed prescribing patterns;

(D) is performed in accordance with the preparation instructions contained in the approved
drug product labeling or other preparation directions as provided by the manufacturer;

(E) is performed in consideration of patient safety and efficacy, with validated procedures
which deviate from the preparation instructions specified in the approved drug product
labeling; or )

(F) may utilize professional judgment, scientific knowledge, literature evidence and other
reference materials according to current standards of practice as the basis for employing any



deviations from the labeled preparation instructions or modifications to a
radiopharmaceutical, if the final drug product, created as a result of any such deviations or
modifications, is subjected to appropriate quality control testing necessary to confirm the
presence of the desired radiopharmaceutical qualities;

(13)"Radiopharmaceutical  services” means the procurement, storage, handling,
compounding, preparation, labeling, quality control testing, dispensing, distribution, transfer,
record keeping, and disposal of radiochemicals, radiopharmaceuticals and ancillary drugs,
and also includes quality assurance procedures, radiological health activities, any consulting
activities associated with the use of radiopharmaceuticals, health physics, and any other
activities required for the provision of pharmaceutical care; and

(14) "Reagent kit" means a sterile and pyrogen-free reaction vial containing nonradicactive
chemicals, including, but not limited to, complexing agent (ligand), reducing agent, stabilizer, or
dispersing agent.

(Added effective November 30, 2006,)

Sec. 20-576-61. General requirements for pharmacies providing radiopharmaceutical
services

(a) A license to operate a nuclear pharmacy shall only be issued to a person who is, or who
employs, a nuclear pharmacist.

{(b) (1) A nuclear pharmacist shall:
(A) be responsible for all operations of the nuclear pharmacy;
(B) supervise the operation of only one nuclear pharmacy; and

(C) be present at all times that radiopharmaceutical services are being performed and at all
times that the nuclear pharmacy is open for business.

(2) The license to operate a nuclear pharmacy shall be effective only if the pharmacy also holds
appropriate federal and state licenses and permits to possess and distribute radioactive materials,
Copies of all inspection reports prepared by any nuclear licensing agency shall be made available
for department or commission inspection upon request.

(c) Nuclear pharmacies shall:

(1) have adequate space and equipment, commensurate with the scope of services
required and provided:



(2) include, but are not limited to, the following areas: radiopharmaceutical preparation
and dispensing area; radioactive material shipping and receiving area; radioactive
material storage area and radioactive waste decay area,

(3) be secured from entry by unauthorized personnel;

(4) maintain records, including, but not limited to, the acquisition, inventory and
disposition of all radiopharmaceuticals;

(5) compound and dispense radiopharmaceuticals that meet accepted standards of
radiopharmaceutical quality, including, but not limited to, standards established by the
United States Nuclear Regulatory Commission; and

(6) dispense radiopharmaceuticals only upon receipt of an order from a licensed
practitioner or the practitioner's agent, or from a person authorized by the United States
Nuclear Regulatory Commission or agreement state agency to possess such
radiopharmaceuticals,

(d) (1) A nuclear pharmacist may transfer to authorized persons and United States Nuclear
Regulatory Commission licensed medical practitioners radioactive materials not intended for
drug use, in accordance with the regulations of the United States Nuclear Regulatory
Commission and the Regulations of Connecticut State Agencies. A nuclear pharmacy may
also furnish radiopharmaceuticals and other drug products for office use fo these practitioners
for individual patient use.

(2) Nuclear pharmacics may redistribute United States Food and Drug Administration approved
radioactive drugs if the nuclear pharmacy does not process the radioactive drugs in any manner

nor violate the product packaging. Drugs dispensed in this manner are not subject to the labeling
requirements of section 20-576-62(c) of the Regulations of Connecticut State Agencies.

(Added effective November 30, 2006.)

Sec, 20-576-62. Records and labeling

{a) Upon receiving an order for a radiopharmaceutical, a nuclear pharmacy shall immediately
reduce the prescription to writing or record the order in an automated data processing system.
The written or electronic record shall contain at least the following:

(1) the name of the institution and prescribing practitioner or the practitioner's agent;

(2) the requested date of dispensing and the calibration time of the radiopharmaceutical;

(3) the name of the procedure;



(4) the name of the radiopharmaceutical;

(5) the dose or quantity of the radiopharmaceutical,

(6) the prescription number assigned to the order;

(7) any specific instructions;

(8) the identity of the person who dispenses the prescription or medication order; and

(9) the patient's name if the prescription or medication order is for a therapeutic or blood-
product radiopharmaceutical.

(b) The outer container (consisting of the radiation shielding) containing a radio-pharmaceutical
to be dispensed shall be labeled with:

(1) the name and address of the pharmacy;
(2) the name of the prescribing practitioner;
(3) the date of dispensing;

(4) the prescription number;

(5) if radioactive, the standard radiation symbol and the words "Caution: Radioactive
Material"; '

(6) the name of the procedure;

(7) the radionuclide anci chemical form;

(8) the amount of radioactivity and the calibration date and time;
(9) the expiration time;

(10) the appropriate dosage units;

(11} if a solid, the number of items or weight;

(12) if a gas, the number of ampoules or vials; and

(13) the patient name when intended for individual therapeutic use, or the words "For



Physician Use" or "For Physician Use Only."

(c) The immediate inner container (containing the dose) of a radiopharmaceutical to be dispensed
shall be labeled with:

(1) the name of the radiopharmaceutical;

(2) the serial number assigned to the prescription or medication order of the
radiopharmaceutical;

(3) the standard radiation symbol; and
(4) the words "Caution: Radioactive Material."
(Added effective November 30, 2006.)

Sec, 20-576-63. Minimum equipment and supplies

(a) Each nuclear pharmacy shall have the following equipment and supplies:

(1) radiation detection and measuring instruments capable of accurately measuring quantities
of radioactivity and radiation;

(2) radiation shiclding;

(3) appropriate supplies and equipment for performing quality assurance testing;
(4) a refrigerator;

(5) materials for decontamination of accidentai spills of radioactive materials; and

(6) appropriate supplies and equipment necessary for compounding and dispensing sterile
parenteral radiopharmaceuticals.

(b) Each nuclear pharmacy shall have access to, or maintain on the premises, a copy of:

(1) the United States Pharmacopoeia/National Formulary (USP/NF), or Remington: The
Science and Practice of Pharmacy, and

(2) the current rules and regulations of the Nuclear Regulatory Commission or agreement
state.

(Added effective November 30, 2006.)
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2500 Board of Pharmacy
[ 1.0 Pharmacist Licensure Requirements
1.1 Definitions

Words and terms defined in Delaware Code Title 1, Section 302 and Title 24,
Section 2502 of the Delaware Code are applicable to these regulations. The following
additional words and terms, when used within these regulations, shall have the following
meaning unless the context clearly indicates otherwise or an alternate definition has been
given:

"Automated Data Processing System (ADPS)" means a system utilizing
computer software and hardware for the purposes of recordkeeping.

"Cell' means any container that holds the medicaiion for automatic dispensing.

"Gentral Prescription Processing' means the processing by a pharmacy of a
! request from ancther pharmacy to fll or refill a prescription drug order or to perform
processing functions such as dispensing, DUR, claims adjudication, refilf authorizations, and
therapeutic interventions.

"Commeon Database" means a file or database created by an ADPS that
enables authorized users to have common access to this file regardless of physical locaticn.

"Compounding" means the art of the exiemporaneous preparation and
maniputation of drugs as a result of a practitioners prescription order or initiative based on
the practitioner-patient-pharmacist relationship in the course of professional practice,
including the preparation of drugs in anticipation of drug orders based on routing, regularly
observed prescribing patterns. Reconstitution of oral solutions is not considered
compounding.

"Computer” means a programmable electronic device, capable of
multifunctions including but not limited to storage, retrieval and processing of information.

"Gontrolled Substance” means those drug items regulated by Federal {CSA of
1970) andfor State Controlled (dangerous) Substances Act.

~ "CRT" means a Cathcde Ray Tube used to impose visual information on a
screen.

"Delivery" means the fransfer of a dispensed prescription to the ultimate user
{patient} or histher agent.

"Dispensing" means to furnish or deliver a drug to an uitimate user by or
pursuant to the lawful order of a practitioner; including the preparation, packaging, labeling
or compounding necessary to prepare the drug for that delivery.

[+ FANiaTAS Es )
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13.0 Nuclear Pharmacy Regulations.
13.1 Purpose-and Scope.

The Practice of Nuclear/Radiological Pharmacy is hereby recognized as a specialty of Pharmacy
practice, regulated by the Delaware Board of Pharmacy. As such, the following rules are included fo address those
areas specific or unique to this specially practice. Nuclear/Radiological Pharmacy Practice refers to patient-oriented
and institutional services that embody the scientific knowledge and professional judgment required to improve and
promaote heatth through the assurance of the safe and efficacious use of radiopharmaceuticals and other drugs.

13.2 Definitions

*Authentication of Product History" means, but is not limited to, identifying the purchase sources, and
any handling of any Component of a radiopharmaceutical.

“Internal Test Assessment” means, but is not limited to, conducting those tests of quality assurance
necessary to ensure the integrity of the product.

“Nuclear Pharmacy” means a Pharmacy providing radiopharmaceutical services or, as provided in
Section 3 “Qualified Nuclear Pharmacist’ means a currently licensed Pharmacist in the State of Delaware, who is
certified as a Nuclear Pharmacist by a certification Beard recognized by the Delaware Board of Pharmacy, or who
meets the following standards set by the Delaware Board of Pharmacy:

Satisfied the minimum standards of training for “authorized user status” of radioactive
material as included in the Nuclear Regulatory Commission (NRC} licensure guide.

Completed a minimum of 200 contact hours of instruction in nuclear Pharmacy and the safe
handling and the use of radicactive materials from a program approved by the NRC or the Office of Radiation
Control (ORC), with emphasis in the following areas: radiation physics and instrumentation; radiation protection;
mathematics of radioactivity; radiation biology; and radiopharmaceutical chemistry.

Attained a minimum of 500 hours of clinical nuclear Pharmacy training under the supervision
of a qualified nuclear Pharmacist.

“Radiopharmaceutical Quality Assurance™ means, bt I8 not limited to, the performance of appropriate
chemical, biolegical, and physical tests on potential radiopharmaceuticals and the interpretation of the resulling data
to determine their suitability for use in humans and animals, including internal test assessment, authentication of
product history, and the keeping of proper records.

“‘Radiopharmaceutical Service” means, but is not limited to, the procurement, storage, handling
preparation, labeling, qually assurance testing, dispensing, delivery, recordkeeping. and disposal of
radiopharmaceuticals and other drugs. _

“Radiopharmaceuticals” are radioactive drugs as defined by the FDA.
13.3 General Requirements for Pharmacies Providing Radiopharmaceutical Services.

13.3.1 Nuclear Pharmacy License. A License to operate a Pharmacy providing radicpharmaceutical services shafl only
be issued to a Qualified Nuclear Pharmacist. Al personnel performing tasks in the preparation and distribution of
radicactive drugs shall be under the direct supervision of a Qualified Nuclear Pharmacist. A Qualified Nuclear
Pharmacist shall be responsible for all operations of the Pharmacy and shall be in personal aftendance at all
times that the Pharmacy is open for business.

13.3.2 Nuclear Pharmacies shall have adequate space and equipment, commensurate with the scope of services
required and provided, meeting minimal space reguirements established for all pharmacies in the State or as
otherwise defined by the Delaware State Board of Pharmacy.

43.3.3 The Nuclear Pharmacy area shall be secured from unauthorized personnel.

13.3.4 Nuclear Pharmacies shall maintain records of acquisition, inventory, and disposition of all radioactive drugs and
other radioactive materials in accordance with NRC statute(s) and regulation{s}.

13.3.5 All pharmacies handling radiopharmaceuticals shall provide a radioactive storage and product decay area,
Detailed floor plans shall be submitted to the State Board of Pharmacy and the State Office of Radiation Control
and NRC hefore approval of the license.

13.3.6 Radiopharmaceuticals are to be dispensed only upon a Prescription Drug Order from a Practitioner authorized to
possess, use, and administer radiopharmaceuticals.

13.3.7 The permit to operate a Nuclear Pharmacy is conditioned upon an approved State Office of Radiation Control or
NRC license. Copies of the Radiation Control Agency, ORC and NRC inspection reports shall be made available
upon request for Board inspection.
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Statutes & Constitution :View Statutes : Online Sunshine Page 1 of 1

Florido

Select Year: IZOH = ' Go

‘The 2011 Florida Statutes:

Title XXXH Chapter 465 View Entire Chapter
REGULATION OF PROFESSIONS AND OCCUPATIONS PHARMACY

465.0126  Nuclear pharmacist license; application, renewal, fees.~The department shall issue
or renew a nuclear pharmacist license upon receipt of an initial or renewal application which conforms
to the requirements for nuclear pharmacist initial licensure or biennial renewal as established by the
board by rule and receipt of a fee established by the board by rule not to exceed $250, which fee shall
be in addition to the initial licensure or biennial renewal fee for pharmacists. The nuclear pharmacist
shall be responsible for the compounding and the dispensing of nuclear pharmaceuticals, for maintaining
all drug records required by law, for establishing drug handling procedures for the safe handling and
storage of radiopharmaceuticals and medicinal drugs, for providing the security of the prescription
department, and for complying with such other rules as relate to the practice of the profession of
pharmacy. The nuclear pharmacist must have completed such additional training and must demonstrate
such additional qualifications in the practice of nuclear pharmacy as is required by the board by rule in
addition to licensure as a registered pharmacist. The board shall adopt rules necessary to implement and
administer this section. The requirements of this section do not apply to hospitals licensed under

chapter 395 or the nuclear medicine facilities of such hospitals.
History,—s. 2, ch. 88-172; s. 59, ch. 91-137; s. 6, ch. 91-156; s. 4, ch. 91-429.

Copyright © 1995-2012 The Florida Legislature « Privacy Statement + Contact Us
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Statutes & Constitution :View Statutes : Online Sunshine Page 1 of 1

Select Year: [2m' _9,59;1

The 2011 Florida Statutes’

Title XXX1I Chapter 465 View Entire Chapter
REGULATION OF PROFESSIONS AND OCCUPATIONS  pyARMACY

465.0193  Nuclear pharmacy permits.—Any person desiring a permit to operate a nuclear
pharmacy shall apply to the department. if the board certifies that the application complies with
applicable law, the department shall issue the permit. No permit shall be issued unless a duly licensed
and qualified nuclear pharmacist is designated as being responsible for activities described in s.
465.0126. The permittee shall notify the department within 10 days of any change of the licensed

pharmacist responsible for the compounding and dispensing of nuclear pharmaceuticals.
History,—ss. 33, 118, ch. 83-329; ss. 15, 26, 27, ch. 86-256; s. 4, ch. 88-172; 5. 59, ch. 91-137; 5. 6, ch. 91-156; 5. 4, ch. 9t
429,

Copyright © 1995-2012 The Florida Legislature « Privacy Statement « Contact Us
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Click on the word Icon to view the latest rule version. Or ¢lick on the
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ruie nurmber to see the detail of the rule.

\f::;z; Rule No. Rule Title Ef::::;ve

@ 64816-28,101 Prescription Area Accessible to Inspection 2122012
54816-28.102 Sink and Running Water, Sufficient Space, Refrigeration, Sanitation, Equipment 5/4/2005
64B16-28.1035 Pakient Consuitation Area 54442005
64816-28.108 All Permits - Labels and Labeling of Medicinal Drugs 3/31/20035
64B16-28 1081 Regulation of Daily Operating Hours 2/1/2012
64816-28.109 Preseription Department; Padlock; Sign: "Prescription Department Closed.” 4/10/2005
54R16-28.110 Qutdated Pharmaceuticals 12/18/1974
64B16-28.113 Permits; Single Entity; Single Location 1/30/1996
64B16-28,114d Prescription Refills (Repealed) 10/5/2009
61B16-28.118 Unit Dose and Customized Patient Medication Package Returns by Ia-patients 77112002
64B816-28,1191 Unclaimed Prescriptions 4/10/2085
64B16-28.120 All Permits - Storage of Legend Drugs; Prepackaging 8}16/20_10
B i v 0/157001
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64B16-28.900 Definitions - Nuclear Pharmacy. *

(1) A “nuclear pharmacy” is a pharmacy which provides radiopharmaceutical services.

(2) A “nuclear pharmacist” is a pharmacist who has met the training qualifications as described in Rule 64B16-28.903, F.A.C,,
and has been licensed by the Board of Pharmacy.

(3) A “radiopharmaceutical service” shall include, but shall not be limited to, the procurement, sEmage preparation, labelmg,
quality assurance testing, distribution, record keeping and disposal of radiopharmaceuticals.

(4) A “radiopharmaceutical” is any substance defined as a drug by section 201(g)(1) of the Federal Food, Drug and Cosmetic
Act which exhibits spontaneous disintegration of unstable nuclei with the emission of nuclear particles or photons and includes any
such drug which is intended to be made radioactive. This definition includes nonradioactive reagent kits and nuclide generators
which arc intended to be used in the preparation of any such substance but does not include drugs such as carbon-containing
compounds or potassium-containing salts which contain trace quantities of naturally occurring radionuclides.

(5) “Radiopharmaceutical quality assurance” inchudes, but is not limited to, the performance of appropriate chemical, biological
and physical tests on radiopharmaceuticals, and the interpretation of the resulting data to determine their suitability for use in
humans and animals, including internal test assessment, authentication of product history and the keeping of proper records.

(6) “Authentication of product history” includes, but is not limited to, identifying the purchasing source, the ultimate fate, and
intermediate handling of any component of a radiopharmaceutical or other drug.

Specific Authority 465.005 FS. Law hnplemented 465.003(14), 465.022(1)(e) FS. History-New 1-7-76, Formerly 218-3.01, Amended 4-4-88,
Formerly 2158-3.001, Amended 7-31-91, 4-15-92, 10-1-92, Formerly 215-28.900, 61F10-28.900, 59X-28.900, Amended 4-5-05.



64B16-28.901 Nuclear Pharmacy - General Requirements.

The process é:ihp'ldyéa'by any permit holder in this state concerning the handling of radioactive materials must involve appropriate
procedures for the purchase, receipt, storage, manipulation, compounding, distribution and disposal of radioactive materials. [n order
to insure the public health and safety in this respect, a nuclear pharmacy in this state shall meet the following general requirements:

(1) Each nuclear pharmacy shall designate a nuclear pharmacist as the prescription department manager who shall be
responsible for compliance with all laws and regulations, both state and federal pertaining to radiophanmaceuticals and
radiopharmaceutical services. A nuclear pharmacist must personally supervise the operation of only one nuclear pharmacy during all
times when radiopharmaceutical services are being performed.

(2) The nuclear pharmacy area shall be secured from access by unauthorized personnel.

(3) Each nuclear pharmacy shall maintain accurate records of the acquisition, inventory, distribution, and disposal of all
radiopharmaceuticals.

{4} All nuclear pharmacies shall provide a secured radicactive storage and decay area.

(5) Nuclear pharmacies shall comply with all applicable laws and regulations of federal and state agencies for the procurement,
secure storage, inventory, preparation, distribution and disposal of radiopharmaceuticals and other drugs.

(6) Radiopharmaceuticals are to be distributed only upon a prescription order from an authorized licensed medical practitioner

~or through the practitioner’s agent.

(7) A nuclear pharmacist may transfer radioactive materials in accordance with all applicable laws and regulations.

(8) A nuclear pharmacist upon receiving an oral prescription order for a radiopharmaceutical shall immediately have the
prescription order reduced to writing, The pharmacist may delegate this duty to a registered pharmacy technician only as authorized
by Rule 64B16-27.410, F.A.C. The prescription order shall contain at least the following: :

{a} The name of the user or his agent;

(b} The date of distribution and the time of administration of the radiopharmaceutical;

{c} The name of the procedure;

{d) The name of the radiopharmaceutical;

{e) The dose or gquantity of the radiopharmaceutical;

{f) The serial number assigned to the prescription order for the radiopharmaceutical;

(2) Any specific instructions; and

(h) The initials of the person who received the prescription order.

(i) The patient’s name must be obtained and recorded prior to dispensing, if the prescription order is for a therapeutic or bloed
product radiopharmaceutical.

(9} The immediate outer container shield of a radiopharmaceutical to be dispensed shall be labeled with:

{a) The name of and address of the pharmacy;

{b) The name of the prescriber;

{(c) The date of the original filling;

{d) The standard radiation symbol;

(e) The words “Caution Radicactive Material”;

(f) The name of the procedure;

{g) The prescription order number of the radiopharmaceutical;

(h) The radionuclide and chemical form;

(i)} The amount of radioactivity and the calibration date and time;

(1) The expiration date and time;

{k) The volume if a liquid;

(1) The number of items or weight, if a solid;

{m) The number of ampules or vials, if a gas;

(1) Molybdenum 99 content to USP limits, applies only to TC 99M products; and

(0) The name of the patient or the words “Physician’s Use Only” in the absence of a patient name. If the prescription order is for
a therapeutic or blood-product radiopharmaceutical, the patient’s name must be obtained and recorded prior to dispensing. The
vequirements of this subsection shall be met when the name of the patient is readily retrievable from the physician upon demand.

(p) The initials of the pharmacist who dispensed the medication.



{10) The immediate inner container label of a radiopharmaceutical to be distributed shall be labeled with:
(a) The standard radiation symboli;

(b) The words “Caution Radioactive Material”;

(c) The radionuclide;

() The chemical form; 7

{e) The prescription order number of the radiopharmaceutical,

Rulemaking Authority 465,003, 465.022 FS. Law Implemented 465.003(14), 465.0126, 465.014 FS. History—New [-7-76, Formerly 215-3.03,
Amended 12-11-86, 4-4-88, Formerly 215-3.003, 215-28.901, 61F10-28.901, Amended 2-26-95, Formerly 39X-28.901, Amended 4-5-05, 1-1-10.



64}316-26 303 Nuclear Pharnnmst Licensure. :

(DA pharmac:st licensed to practice pharmacy in this state who performs a radlophalnlaceutlcai service shall, prior to engaging
in such specialized practice, be actively licensed as a nuclear pharmacist.

(2) A pharmacist seeking licensure as a nuclear pharmacist in this state shall submit to the Board of Pharmacy a course outline
from an accredited college of pharmacy or other program recognized by the Florida Department of Health and the Florida Board of
Pharmacy (a program comparable to those offered by accredited colleges of pharmacy for the training of nuclear pharmacists), and a
certificate of training which provides a minimum of 200 clock hours of formal didactic training, which includes:

(a) Radiation physics and instrumentation (85 hours).

(b) Radiation protection (45 hours).

(c) Mathematics pertaining to the use and measurement of radioactivity (20 hours).

{d) Radiation biology (20 hours).

{e) Radiopharmaceutical chemistry (30 hours).

(3) Such academic training programs will be submitted to the Board of Pharmacy for approval by an accredited educational
institution which operates under the auspices of or in conjunction with an accredited college of pharmacy.

{4) The minimum on-the-job training which shall be included in a radiopharmacy internship is 500 hours of training and
experience in the handling of unsealed radioactive material under the supervision of a licensed nuclear pharmacist. The training and
experience shall include but shall not be limited to the following: ‘

(a) Ordering, receiving and unpackaging in a safe manner, radioactive material, mcludmg the performance of related radiation
SUrVeys.

{b) Calibratmg dose calibrators, scintillation detectors, and radiation monitoring equipment.

(¢) Calculating, preparing and verifying patient doses, including the proper use of radiation shields.

(d) Following appropriate internal conirol procedures to prevent mislabeling,

() Learning emergency procedures to safely handle and contain spilled materials, inchuding related decontamination procedures
and surveys.

() Eluting technetium-99m from generator systems, assaying the eluate for technetivm-99m and for molybdenum-99
contamination, and processing the eluate with reagent kits to prepare technetium-99m labeled radiopharmaceuticals.

{g) Clinical practice concepts.

(5) If the didactic and experiential training required in this section have not been completed within the last seven (7} years, the
applicant must have been engaged in the lawful practice of nuclear pharmacy in another jurisdiction at least 1080 hours during the
last seven (7) years.

Specific Authority 465.005, 465.0126 FS. Law Implemented 465.0126 £5. History—New 1-18-05.



64B16-28.902 Nuclear Pharmacy - Minimum Requirements. *

In order to insure compliance with the general safety requirements as previously set forth above, the following minimum
requirements shall be met by a nuclear pharmacy. These requirements are in addition to the general requirements for space and
equipment for other types of pharmacies, the requirements of the Department of Health for the control of radiation hazards, and the
applicable requirements of the Federal Food and Drug Administration. Such minimum permit requirements are set forth as follows:

(1} Space:

(a) The area for the storage, compounding, distribution and disposal of radiopharmaceuticals shall be adequate to completely
separate such radioactive pharmaceuticals from pharmacy areas which contain non-radioactive medicinal drugs;

(b} The Hot lab, storage area, and compounding and dispensing area shall be a minimum of 150 square feet.

{2) Equipment:

(a) Fume hood with appropriate air sampling equipment;

(b) Shielded radiation containment drawing station;

(¢) Dose calibrator; '

{d) Well scintittation counters;

(e} Area rate meters;

() Geiger-Mueller (GM) Survey meters;

{(g) Refrigerator;

(h) Microscope;

(i) Syringe shields; and

(i) Personnel radiation detection devices.

(3) Supplies:

(a) Syringes and vials required to perform practice;

(b) Disposable gloves and protective lab coats;

(¢} Appropriate suppiics to ensure sterile practices for LV, solutions;

(d) Appropriate supplies to perform thin layer chromotography;

(e) Lead transport shields for syringes and vials. No person shall utilize reusable unit dose transport containers for radioactive
doses without either an effective process to decontaminate the transport container of blood and other biohazardous substances or an
effective mechanism to avoid contamination of the transport container. No person shall re-use a unit dose transport container that
remains contaminated with blood or other biohazardous subtances. Any unit dose transporf container that is returned with the
tamper-evident seal broken and the unit dose syringe included shall be considered to be contaminated.

(f D.O.T. Type 7A approved transport containers and other labels and supplies for shipping radicactive materials.

(4} Current references:

{a) Chapter 465, F.S.;

{b) Chapter 404, F.S.;

{c) Chapter 8§93, F.8;

{d) Chapters 64B16-26 and 64B16-28, F.A.C., Rules of the Florida Board of Pharmacy;

{e) Chapter 64E-5, F.A.C., Rules of the Department of Health;

(f) Title 10 C.F.R., Code of Federal Regulations, FDA Regulations;

(g) Title 49 C.F.R., Code of Federal Regulations, Department of Transportation Regulations;

(1) United States Pharmacopeia/National Formulary;

(i) USP-DL
It shall be acceptable, in lieu of an actual hard copy, to maintain these materials in a readily available elecironic data format.

Specific Authority 463.005, 465.022 FS. Law Implemented 465.0193, 465.022(1) FS. History—New 1-7-76, Formerly 215-3.04, Amended 12-11-86,
A-4-88, Formerly 215-3.004, Amended 7-31-91, Formerly 215-28.902, 61F10-28.902, Amended 2-26-93, Formerly 59X-28.902, Amended 4-26-01,
4-5-05.



TITLE 26. FOOD, DRUGS, AND COSMETICS
CHAPTER 4. PHARMACISTS AND PHARMACIES
ARTICLE {0. NUCLEAR PHARMACY LAW -

§ 26-4-170. Short title

This article shall be known and may be cited as the "Nuclear Pharmacy Law."

HISTORY: Code 1981, § 26-4-170, enacted by Ga. L. 1999, p. 277, § 10.
§ 26-4-171. Definitions
As used in this article, the term:

(1} "Authentication of product history" means, but is not limited to, identifying the
purchasing source, the ultimate fate, and any intermediate handling of any component of
a radiopharmaceutical.

(2) "Board" means the State Board of Pharmacy:,

(3) "Compounding of radiopharmaceuticals" means the addition of a radioactive
substance to nonradioactive substances or the use of a radioactive substance in
preparation for single or multidose dispensation upon the prescription order of a
physician who is licensed to use radioactive materials. Compounding of
radiopharmaceuticals may include: loading and eluting of radionuclide generators; using
manufactured reagent kits to prepare radiopharmaceuticals; preparing reagent kits;
aliquoting reagents; formulation and quality assurance testing of radiochemicals for use
as radiopharmaceuticals; and radiolabeling of compounds or products, including
biological products, for use as radiopharmaceuticals,

(4) "Department" means the Department of Natural Resources.

(5) "Internal test assessment” means, but is not limited to, conducting those tests of
quality assurance necessary to ensure the integrity of the test,

(6) "Manufacturing of radiopharmaceuticals" means the preparation, derivation, or
production of a product to which a radioactive substance is or will be added to provide a
radiopharmaceutical for sale, resale, redistribution, or reconstitution.

(7) "Nuclear pharmacy” means a pharmacy providing radiopharmaceutical service.
(8) "Radiopharmaceutical”" means radioactive drugs and chemical products used for

diagnostic and therapeutic purposes and includes the terms radioactive pharmaceuticals,
radioisotopes, and radioactive tracers.



(9) "Radiopharmaceutical quality assurance” means, but is not limited to, the
performance of appropriate chemical, biological, and physical tests on
radiopharmaceuticals and their component materials and the interpretation of the
resulting data to determine their suitability for use in humans and animals, including
internal test assessment, authentication of product history, and the keeping of proper

records.

(10) "Radiopharmaceutical service" means, but is not limited to, the compounding,
dispensing, labeling, and delivering of radiopharmaceuticals; the participation in
radiopharmaceutical selection and radiopharmaceutical utilization review; the
maintenance of radiopharmaceutical quality assurance; and the responsibility for
advising, where necessary or where regulated, of therapeutic values, hazards, and use of
radiopharmaceuticals; and the offering or performing of those acts, services, operations,
or transactions necessary in the conduct, operation, management, and control of a nuclear
pharmacy.

HISTORY: Code 1981, § 26-4-171, enacted by Ga. L. 1999, p. 277, § 10.

§ 26-4-172. License requirements generally

(a) All persons, firms, pharmacies, or corporations which receive, possess, transfer, or
manufacture for sale or resale radiopharmaceuticals shail be licensed in accordance with
the provisions of this article. No person may receive, acquire, possess, compound, or
dispense any radiopharmaceutical except in accordance with the provisions of this article
and the conditions of rules and regulations promulgated by the Board of Natural
Resources for radioactive materials and administered by the department. The
requiremnents of this article are in addition to, and not in substitution of, other applicable
statutes and regulations administered by the State Board of Pharmacy or the department.

(b) Nothing in this article shall be construed as requiring a licensed physician to obtain a
separate license as a nuclear pharmacist, when his or her use of radiopharmaceuticals is
limited to the diagnosis and treatment of his or her own patients.

(c) Nothing in this article shall be construed so as to require a licensed clinical laboratory,
which is licensed by the Department of Community Health to handle radioactive
materials, to obtain the services of a nuclear pharmacist, or to have a nuclear pharmacy
license, unless the laboratory is engaged in the commercial sale or resale of
radiopharmaceuticals.

(d) Nothing in this article shall be construed to require a department of nuclear medicine
which is located in a hospital of 250 beds or less, which has a board certified radiologist
in the practice of nuclear medicine, and which is licensed by the department to handle
radioactive materials to obtain the services of a nuclear pharmacist or to have a nuclear
pharmacy license.



HISTORY: Code 1981, § 26-4-172, enacted by Ga. L. 1999, p. 277, § 10; Ga. L, 2009, p. 453, § I-4/HB
228.

§ 26-4-173. Applicant requirements
(a) An applicant for a license as a nuciear pharmacist shall:
(1) Be a currently licensed pharmacist in the State of Georgia;

(2) Meet the minimum requirements and be licensed to possess and use radioactive
materials for medical use, as authorized by the department; and

(3) Have met all requirements for training and experience established by the board in
rules and regulations promulgated pursuant to this authority; provided, however, rules
and regulations prescribing training and experience requirements for nuclear pharmacists
shall have first been approved by the department.

(b) A license as a nuclear pharmacist shall be issued to any pharmacist who makes
application to the board, together with a required fee, and meets the requirements of
subsection (a) of this Code section.

HISTORY: Code 1981, § 26-4-173, enacted by Ga. L. 1999, p. 277, § 10.

§ 26-4-174, Nuclear pharmacy operators permit; separate entity; quality; maintain
records; compliance of laws; authorized dispensing; transfer; labeling; redistribution

(a) A permit to operate a nuclear pharmacy shall only be issued in accordance with
Article 6 of this chapter with the added designation that the pharmacist in charge be a
nuclear pharmacist. All personnel performing tasks in the preparation and distribution of
radiopharmaceuticals shall be under the supervision of a licensed nuclear pharmacist. All
acts of compounding and dispensing radiopharmaceuticals shall be performed by the
nuclear pharmacist or by a pharmacist or pharmacy intern under the direct supervision
and contro! of a nuclear pharmacist. A nuclear pharmacist shall be responsible for all
operations of the nuclear pharmacy and shall be in personal attendance at all times when
the acts of compounding and dispensing are performed and the pharmacy is open for
business.

(b) Nuclear pharmacies shall have adequate space, commensurate with the scope of
services provided and, as required by rules and regulations promulgated by the board
pursuant to implementation of this article, shall meet minimal space requirements
established for all pharmacies in the state. The nuclear pharmacy area shall be separate
from the pharmacy areas for nonradiopharmaceuticals and shall be secured from

" unauthorized personnel.

(¢) Nuclear pharmacies shall only dispénse radiopharmaceuticals which comply with
acceptable professional standards of radiopharmaceutical quality assurance.



(d) Nuclear pharmacies shall maintain records of acquisition and disposition of ail
radiopharmaceuticals in accordance with requirements of the board and the departiment.

(e) Nuclear pharmacies shall comply with all applicable laws and regulations of federal
and state agencies, including those laws and regulations governing nonradiocactive drugs
and pharmaceuticals.

(f) Radiopharmaceuticals are to be dispensed only upon prescription order by a physician
who is authorized by the department to possess, use, and administer radioactive materials.

() A nuclear pharmacist may transfer to authorized persons radioactive materials not
intended for drug use, in accordance with department regulations for radioactive
materials. A nuclear pharmacy may also furnish radioactive materials for use to
physicians, for individual patient use in accordance with subsection (f) of this Code
section.

(h) In addition to any labeling requirements required by rules and regulations of the board
for nonradiopharmaceuticals, the immediate outer container of a radiopharmaceutical to
be dispensed shall also be labeled as required in rules and regulations of the board and of
the department.

(i) The amount of radioactivity dispensed in each individual preparation shall be
determined by the nuclear pharmacist through radiometric methods immediately prior to
dispensing.

(i) Nuclear pharmacies may redistribute federal Food and Drug Administration approved
radiopharmaceuticals if the pharmacy does not process the radiopharmaceuticals in any
manner or violate the product packaging. Such redistribution may only be made to
another nuclear pharmacy or other authorized person or institution,

HISTORY: Code 1981, § 26-4-174, enacted by Ga. L. 1999, p. 277, § 10.
§ 26-4-175. Meeting requirements of the board

Nuclear pharmacies shall meet all requirements for items and articles of equipment as
required through rules and regulations of the board. Nuclear pharmacies shall also have
equipment required for the safe handling and storage of radioactive materials, as
established by rules of the department.

HISTORY: Code 1981, § 26-4-175, enacted by Ga. L. 1999, p. 277, § 10.
§ 26-4-176. Limiting, suspending, or revoking license
The board may limit, suspend, or revoke licenses issued under the provisions of this

article, or impose any other reasonable sanctions upon holders of such licenses upon
proof of any of the violations specified in Code Sections 26-4-60 and 26-4-113.



HISTORY: Code 1981, § 26-4-176, enacted by Ga. L. 1999, p. 277, § 10.

§ 26-4-177. Board refusing to grant license

The board may refuse to grant a license to any person, firm, or corporation for any of .
the grounds set forth in Code Sections 26-4-60 and 26-4-113. In addition, the board may -
refuse to grant a license if any applicant shall make any false statement in the application
or cheats in any manner upon any examination administered pursuant to this article.

HISTORY: Code 1981, § 26-4-177, enacted by Ga. L. 1999, p. 277, § 10.
§ 26-4-178. Authorized to promulgate rules

The board is authorized to promulgate rules and regulations to implement the
provisions of this article.

HISTORY: Code 1981, § 26-4-178, enacted by Ga. L. 1999, p. 277, § 10.
§ 26-4-179. Authority of department

Nothing in this article shall be construed to repeal the authority of the Department of
Natural Resources to regulate the use of radioactive materials.

HISTORY: Code 1981, § 26-4-179, enacted by Ga. L. 1999, p. 277, § 10.
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480-25-.01 Definitions. Amended.

Unless a different meaning is required by the context, the following terms as vsed in
these rules and regulations shall have the meaning hereinafier respective ly ascribed to
them:

(a) "Authentication of product history” means, but is not limited to, identifying the
purchasing source, the ultimate fate, and any intermediate handling of any component of
a radiopharmaceutical.

(b) "Board" means the State Board of Pharmacy.

(c) "Compounding of radiopharmaceuticals” means the addition of a radioactive
substance to nonradioactive substances or the use of a radioactive substance in
preparation for single or multidose dispensation upon the prescription order of a
physician who is licensed to use radioactive materials. Compounding of
radiopharmaceuticals may include: loading and elting of radionuc lide generators; using
manufactured reagents; preparing reagent kits; aliquoting reagents; formulation and
quality assurance testing of radiochemicals for use as radiopharmaceuticals, and
radiolabe ling of compounds or products, including biological products, for use as
radiopharmaceuticals.

(d) "Department" means the Department of Human Resources.

(e) "Governing Body" or "Management” means the board of directors, tiustees,
partnership, corporation, association, person or group of persons who maintain and
control the operation of the nuclear pharmacy, and who are legally responsible for its
operation.

(D) "Internal Test Assessment" means, but is not limited to conducting those tests of a
quality assurance necessary to ensure the integrity of the test.

(g) "Licensed Nuclear Pharmacist" means an authorization granted by the Boardto a
pharmacist to practice as a nuclear pharmacist.

(h) "Manufacturing of radiopharmaceuticals” means the preparation, derivation, or
production of a product to which a radioactive substance is or will be added to provide a
radiopharmaceutical for sale, resale, redistribution, or reconstitution.

(i) "Nuclear pharmacist" means a pharmacist who compounds and dispenses
radiopharmaceuticals in the course of his/her pharmacy practice.

() "Nuclear Pharmacy" means a pharmacy providing radiopharmaceutical services.

(k) "Nuclear Pharmacy Permit" means an authorization granted by the Board to the
governing body of a facility to operate a nuclear pharmacy.

(D "Pharmacist” means an individual who is currently licensed to practice pharmacy
under the provisions of O.C.G.A. Title 26, Chapter 4, Article 3.

(m) "Pharmacy Intern" means an individual who is currently licensed to practice as a
pharmacy intern under the provisions of O.C.G.A. Title 26, Chapter 4, Article 3.

(n) "Physician" means an individual who is currently licensed to practice medicine under
the provisions of O.C.G.A. Title 43, Chapter 34, '

(0) "Radiopharmaceutical” means radioactive drugs and chemical products used for
diagnostic and therapeutic purposes and includes the terms radicactive pharmaceuticals,
radioisotopes, and radioactive tracers.

(p) "Radiopharmaceutical quality assurance” means, but is not limited to, the
performance of appropriate chemical, biological, and physical tests on



radiopharmaceuticals and their component materials and the interpretation of the
resulting data to determine their suitability for use in humans and animals, inciuding
internal test assessment, authentication of product history, and the keeping of proper
records.

(q) "Radiopharmaceutical service” means, but is not limited to, the compounding,
dispensing, labeling, and delivering of radiopharmaceuticals; the participation in
radiopharmaceutical selection and radiopharmaceutical utilization review; the
maintenance of radiopharmaceutical quality assurance; and the responsibility for
advising, where necessary or where regulated, of therapeutic values, hazards, and use of
radiopharmaceuticals; and the offering or performing of those acts, services, operations,
or fransactions necessary in the conduct, operation, management, and control of a nuclear
pharmacy.

(r) "Unit dose transport container” (a/k/a "lead pig") means a lead lined container
designed to transport doses of radiopharmaceutical agents and prevent the emission of
radiation or radioactive materials during the process. The terms "unit dose transport
container” and "lead pig" may be used interchangeably.

Authority O.C.G.A. Secs. 26-4-27, 26-4-110, 26-4-130, 26-4-138, 26-4-171, 26-4-178. History. Original
Rule entitled "Dangerous Drugs Identified" adopted as ER. 480-25-0.6-.01 F. June 17, 1980; eff. June 12,
1980, the date of adoption. Amended: ER, 480-25-0.7-.01 of same title adopted. F. Sept. 25, 1980, eff.
Sept, 22, 1980, the date of adoption. Amended: Permanent Rule of san title adopted. F. Dec. 30, 1980;
eff. Jan. 19, 1981. Repealed: New Rule entitled "Definitions” adopted. F. Mar. 9, 1984; eff. Mar. 29, 1984,
Repealed: New Rule of same title adopted. F. June 13, 2002; eff. July 3, 2002.



480-25-.02 Applicability of Regulations.

(1) All persons who manufacture, possess, transport, or otherwise handle pharmaceuticals
or radioactive materials intended for radiopharmaceutical use prior to their arrivalat a
nuc lear pharmacy shall comply with the requirements of the Depariment’s Rules and
Regulations for Radioactive Materials, and the requirements of the Rules and Regulations
of the Board.

(2) The requirements of these Rules and Regulations are in addition to, and not in
substitution of, other applicable Rules and Regulations by the Department for radioactive
materials and applicable Rules and Regulations promulgated by the Board for
pharmacists and pharmacies.

(3) Nothing in these Rules and Regulations shall be construed as requiring a licensed
physician to obtain a separate license as a nuclear pharmacist, when his/her use of
radiopharmaceuticals is limited to the diagnosis and treatment of his/her own patients.
(4) Nothing in these Rules and Regulations shall be consirued so as to require a licensed
clinical laboratory which is also licensed by the Department to handle radioactive
materials to obtain the services of a nuclear pharmacist, or to have a nuclear pharmacy
license, unless the laboratory is engaged in the commercial sale or resale of
radiopharmaceuticals.

(5) Nothing in these Rules and Regulations shall be construed to require a department of
nuc lear medicine which is located in a hospital of 250 beds or less, which has a board
certified radiologist in the practice of nuclear medicine, and which is licensed by the
Department to handle radioactive materials to obtain the services of a nuclear pharmacist
or to have a nuclear pharmacy license,

Authority O.C.G.A. Secs. 26-4-130, 26-4-138, 26-4-172, 26-4-178. History. Original Rule entitled
"Applicability of Regulations™ adopted. F. Mar. 9, 1984; eff. Mar. 29, 1984, Re pealed: New Rule of same
title adopted. F. June 13, 2002; eff. July 3, 2002.



480-25-.03 Licensure of Nuclear Pharmacists. Amended.

(1) Except as provided for in Rule 480-25-.02, all acts of compounding and dispensing
radiopharmaceuticals in the State of Georgia shall be performed by persons licensed as
nuclear pharmacists; provided, however, that licensed pharmacists and licensed pharmacy
interns/externs under the direct supervision and control of a nuc lear pharmacist may
compound and dispense radiopharmaceuticals without being separately licensed as

nuc lear pharmacists.

(2) An applicant for a license as a nuclear pharmacist shall:

(a) Be a currently licensed pharmacist in the State of Georgia, and

(b) Submit to the Board a completed application and the appropriate fee, on forms.to be
provided by the Board, and an affidavit of training and experience which indicates that
the applicant:

1. Meets the minimum requirements to use radioactive materials as required by the
Department’s Rules and Regulations for Radioactive Materials, and either

(i) Is certified as a nuclear pharmacist by the Board of Pharmaceutical Specialties of the
American Pharmaceutical Association; or

(ii) Has completed a minimum of 200 contact hours of didactic instruction in nuclear
pharmacy from an accredited college of pharmacy, and, completed a minimum of 5060
hours of clinical nuclear pharmacy training:

(1) Under the direct supervision of a licensed nuclear pharmacist in a licensed nuclear
pharmacy providing nuclear pharmacy service; or

(1) In a certified nuclear pharmacy residency program approved by the American Society
of Hospital Pharmacists or the Board; or

(1D In a structured nuclear pharmacy training program of an accredited college of
pharmacy.

(3) Pharmacists engaged in the practice of nuclear pharmacy in the State of Georgia prior
to March 18, 1983 shall be exempt from the requirements listed in subsection (2)(b) 1.(i)
and (2)(b) 1.(ii). ,

(4) A license as a nuclear pharmacist may be issued to any pharmacist who makes
application to the Board, together with a required fee, and meets the requirements of
these Rules and Regulations. The Board may refuse to issue a license for any of the
grounds set forth in O.C.G.A. Section 26-4-60, and may also refuse to issue a license to
an applicant who makes any false statement in the application or cheats in any manner
upon any examination administered pursuant to these Rules and Regulations.

(5) Licenses shall be renewed biennially on odd numbered years by application to the
Board for renewal.

(6) The Board may limit, suspend, or revoke licenses issued under the provisions of these
Rules and Regulations, or impose any other reasonable sanctions upon holders of such
licenses upon violation of these Rules and Regulations or violation of O.C.G.A. Section
26-4- 60.

Authority O.C.G.A. Secs. 26-4-28, 26-4-37, 26-4-117, 26-4-130, 26-4-138, 26-4-173, 26-4-176, 26-4-178,
43-1-4, History. Original Rule entitled "Licensure of Nuclear Pharmackts" adopted. F. Mar. 9, 1984; eff.
Mar. 29, 1984. Amended: F. Jan. 13, 1986; eff. Feb. 2, 1986. Re pealed: New Rule of same title adopted.
F. June 13, 2002; eff. July 3, 2002,



480-25-.04 Licensure of Nuclear Pharmacies. Amended.

(1) No nuc lear pharmacy shall be operated in the State of Georgia without a valid permit,
(2) The governing body of the facility shall submit a completed application with the
required fee to the Board for a permit using forms provided by the Board.

(3) Separate applications and permits are required for nuclear pharmacies maintained on
separate premises, even though they are owned or operated by the same person(s),
business or corporation; and may be doing business under the same frade name.

(4) Permits are not transferable or assignable.

(5) The applicant shall comply with additional application requirements as may be
required by the Board.

(6) Following inspection and evidence of compliance with these Rules and Regulations,
the Board may issue a nuclear pharmacy permit to the applicant(s). The Board may refuse
to issue a permit to any applicant for any of the grounds set forth in O.C.G.A. Scction 26-
4-113, and may also refuse to issue or revoke a permit if an applicant makes any false
statements in the application.

(7) Permits shall be renewed biennially on even numbered years by application to the
Board for renewal.

(8) The Board may limit, suspend, or revoke permits issued under the provisions of these
Rules and Regulations, or impose any other reasonable sanctions upon holders of such
permits upon violation of these Rules and Regulations or violation of O.C.G.A. Section
26-4- 113, :

Authority O.C.G.A. Secs. 26-4-27, 26-4-28, 26-4-37, 26-4-130, 26-4-138, 26-4-170, 26-4-172, 26-4-174,
26-4-176 to 26-4-178, 43-1-4, History. Original Rule entitled " Licensure of Nuclear Pharmacies" adopted.
F. Mar. 9, 1984; eff. Mar. 29, 1984, Amended: F. Jan. [3, 1986; eff, Feb. 2, 1986. Repealed: New Rule of
same title adopted. F. June 13, 2002; eff. July 3, 2002,



480-25-.05 Inspections.

(1) Any nuclear pharmacy shall be open during all business hours for observation and
examination by properly identified representatives of the Board and the Department,

(2) All nuclear pharmacics shall be inspected by the Board prior to licensure and may be
inspected at the discretion of the Board or the Department to determine whether it

continues to meet these requirements.

Authority O.C.G.A. Secs. 26-4-27 to 26-4-29, 26-4- 130, 26-4-138, 26-4-174, 26-4-178. History. Original
Ruile entitled "Inspections” adopted. F. Mar. 9, 1984; eff. Mar. 29, 1984. Re pealed: New Rule of same title
adopted. F. June 13, 2002; eff. July 3, 2002,



480-25-.06 Nuclear Pharmacy General Requirements.

(1) In addition to complying with these Rules and Regulations, nuclear pharmacies shall
comply with the Rules and Regulations of the Board and with all applicable Federal and

. State laws and regulations pertaining to nonradicactive drugs and pharmaceuticals.

(2) The pharmacist in charge at a nuclear pharmacy shall be a licensed nuclear
pharmacist. All personne | performing tasks in the preparation and distribution of
radiopharmaceuticals shall be under the direct supervision of a licensed nuclear
pharmacist. All acts of compounding and dispensing of radiopharmaceuticals shall be
performed by the nuclear pharmacist or by a pharmacist or pharmacy intern, under the
direct supervision and control of a nuclear pharmacist. A nuclear pharmacist shall be
responsible for all operations of the nuclear pharmacy and shall be in personal attendance
at all times when the acts of compounding and dispensing are performed and the
pharmacy is open for business.

(3) Nuclear pharmacies shall only dispense radiopharmaceuticals which comply with
acceptable professional standards of radiopharmaceutical quality assurance.

(4) Radiopharmaceuticals are to be dispensed only upon prescription drug order by a
practitioner who is authorized by the Department to possess, use, and administer
radioactive materials.

(5) A nuclear pharmacist may transfer to authorized persons radicactive materials not
intended for drug use, in accordance with the Department Rules and Regulations for
Radioactive Materials. A nuclear pharmacy may also furnish radioactive materials for use
to practitioners, for individual patient use in accordance with subsection (4) of this
regulation.

(6) The amount of radivactivity dispensed in each individual preparation shall be
determined by the nuclear pharmacist through radiometric methods immediately prior to
dispensing.

(7) Nuclear pharmacies may redistribute Federal Food and Drug Administration approved
radiopharmaceuticals if the pharmacy does not possess the radiopharmaceuticals in any
manner or violate the product packaging. Such redistribution may onty be made to
another nuclear pharmacy or other authorized person or institution.

Authority O.C.G.A. Secs. 16-13-71, 26-4-1 10, 26-4-130, 26-4-138, 26-4- 174, 26-4-178. History. Original
Rule entitled "Nuclear Pharmacy General Requirements” adopted. F. Mar. 9, 1984; eff. Mar. 29 1984,
Repealed: New Rule of same title adopted. F. e 13, 2002; eff July 3, 2002,



480-25-.07 Space Requirements,

(1) Nuclear pharmacies shall have adequate space, commensurate with the scope of
service required and provided and meet the minimal space require ments of all pharmacies
in the State.

(2) Nuclear pharmacies shall have a minimum area, secured from unauthorized
personnel, which comprise at least 600 square feet designed for the compounding and
dispensing and quality assurance of radiopharmaceuticals.

(3) The foregoing nuclear pharmacy areas shall be exclusive from other pharmacy areas
such as those for nonradioactive drugs and office space.

(4) Detailed floor plans shall be submitted to the Board before the permit is granted.
Authority O.C.G.A. Secs. 26-4-110, 26-4-130, 26-4-138, 26-4-174, 26-4- 178. History. Original Rule
entitled "Space Requirements” adopted. F. Mar, 9, 1984; eff. Mar. 29, 1984, Repealed: New Rule of same
title adopted. F. June 13, 2002; off. July 3, 2002



480-25-.08 Equipment. Amended.

(1) In addition to other articles and equipment required by the Board for all pharmacics in
the State, the fiticlear pharimacy shall have:

(a) dose calibrator;

(b) vertical laminar flow hood;

(¢) single or multiple channel scintillation analyzer;

{d) microscope and hemocytometer;

(e) adequate glassware, utensils, and gloves;

(f) calculator;

{g) laboratory incubator;

(h) water or oil bath;

(i) ultrasonic bath,;

(j) alaminum ion test kit; and

(k) adequate apparatus and supplies for performing chromatography.

(2) Nuclear pharmacies shall also have equipment required for the safe handling and
storage of radioactive materials, as required by the Department’s Rules and Regulations
for radioactive materials,

(3) Each nuclear pharmacy shall utilize unit dose transport containers, a/k/a lead pigs,
(2) Unit dose transport containers, a/k/a lead pigs, for radioactive doses shall include:

1. an effective tamper-evident seal;

2. an effective mechanism to avoid radioactive contamination; and

3. an effective system to pre vent contamination of the transport container with blood,
bodily fluids, or other biohazardous substances.

(b) No nucfear pharmacist or nuclear pharmacy shall re-use a unit dose transport
container or lead pig that has been contaminated with blood, bodily fluids, or other
hazardous substances.

(c) Any unit dose transport container or lead pig returned to a nuclear pharmacy with the
tamper-evident seal broken and containing an exposed unit dose syringe shall be
considered contaminated.

(d) Section 3 of this Rule shall not apply to:

1. an individual prescriber preparing radiopharmaceuticals for administration to his or her
own patients;

2. transfer of radioactive material, not mtended for use as a drug, to other legally
authorized persons; and

3. the occasional transfer of bulk radiopharmaceuticals to other authorized entities or
persons to meet shortages.

(e) Biohazardous prevention systems containing a barrier that if used properly ¢liminates
or substantially reduces the potential for contamination of the unit dose transport
container, or lead pig, would meet the requirements of these regulations. Impr oper use of
such system resulting in ineffective sanitation of the unit dose transport container, or lead
pig, would require that such containers be effectively sanitized prior to subsequent use or
discarding of that container.

Authority O.C.G.A. Secs, 26-3-7, 26-3-17, 26-4-28, 26-4-110, 26-4-130, 26-4-138, 26-4-170, 26-4-172,
26-4-178, 43-1- 19, History. Original Rule entitled "Equipment" adopted. F. Mar. 9, 1984; eff, Mar, 29,



1984, Amended: F. Sept. 29, 1998; eff, Oct. 19, 1998. Re pealed: New Rule of same title adopted. F, June
13, 2002; eff. July 3, 2002.



480-25-.09 Labeling. Amended.

All radiopharmaceuticals dispensed from a nuclear pharmacy shall be dispensed in
appropriate containers and labeled in accordance with the following:

(a) The immediate inner container shail be labeled with:

1. the identifying prescription number; and

2. the name of the radioactive drug.

(b) In addition to any labeling standards established by law the immediate outer container
shall be labeled with:

1. the name of the radionuc lide;

2. the chemical form;

3. the amount of radioactive material contained, in millicuries (mCi) or microcuries
(uCiy

4. if a liquid, the volume expressed in cubiccentimeters (cc) or milliliters (ml);

5. the requested calibration time and date;

6. the words "For Physician Use Oanly" in the absence of the name of the patient;
7. the name and address of the institution where the radiopharmaceutical will be
administered,

8. the expiration date and time of the radioactive drug;

9. auxillary instructions for use, if applicable;

10. name of the procedure for which drug is intended;

11. name of prescribing practitioner;

}2. The standard radiation symbol; and

13, The words "Caution — Radioactive Material".

Authority 0.C.GA. Secs. 16-13-73,26-3-7, 26-3-8, 26-3-17, 26-4-87, 26-4-130, 26-4-138, 26-4-174, 26-4-
178. History, Original Rule entitled “Labeling" adopted. F. Mar. 9, 1984; eff. Mar. 29, 1984. Repealed:
New Rule of same title adopted, F. June 13, 2002; eff. July 3, 2002,



480-25-,10 Library. Amended.

In addition to any reference material required by the Board of all pharmacies in the State,
a nuclear pharmacy shall maintain a reference library which shall include the following:
(a) Current U.S. Pharmacopoeia/National Formulary with supplements or computer or
electronic access fo same;

(b) Computer or electronic access to Federal and State Laws and Regulations relating to
pharmacy practice in Georgia;

(c) A minimum of three texts dealing with nuc lear medicine;

(d) Current Department of Human Resources Rules and Regulations for Radioactive
Materials.

Authority O.C.G.A. Secs. 26-4-37, 26-4-110, 26-4-111, 26-4-130, 26-4-138, 26-4-174, 26-4-178. History.
Original Rule entitled "Library" adopted. F. Mar. 9, 1984; eff. Mar. 29, 1984. Amended: F. Jan. 13, 1986;
eff. Feb. 2, 1986. Repealed: New Rule ofsame title adopted. F. June 13, 2002; eft. July 3, 2002,



480-25-.11 Records.

The nuc lear pharmacy shall maintain acquisition and disposition records as required by
the Board of all pharmacies in the State.

Authority O.C.G.A. Secs. 26-4-130, 26-4-138, 26-4-170, 26-4-178. History. Original Rule entitled
"Reconds” adopted. F. Mar. 9, 1984; eff. Mar. 29, 1984, Repealed: New Rule of same title adopted. F. June
13, 2002; eff. July 3, 2002.



480-25-,12 Enfercement. Amended.

The enforcement and administration of these Rules and Regulations shall be as preseribed
in the Georgia Administrative Procedure Act, 0.C.G.A., Title 50, Chapter 13, Title 26,
Chapter 4, and Title 43, Chapter.

Authority O.C.G.A. Secs. 26-4-130, 26-4-138, 26-4-170, 26-4-178, 43-1-19. History, Original Rule
entitled "Enforcement" adopted. F. Mar. 9, 1984; eff. Mar. 29, 1984. Repealed: New Rule of same title
adopted. F. ine 13, 2002; eff. July 3, 2002,



480-25-.13 Severability.

In the event that any rule, sentence, clause or phrase or any of these rulkes and regulations
may be construed by any court of competent jurisdiction to be invalid, illegal,
unconstitutional, or otherwise unenforceable, such determination or adjudication shall in
no manner affect the remaining rules or portions thereof and such remaining rules or
portions thereof shall remain of full force and effect, as if such ruke or portions thereof so
determined, declared or adjudged invalid or unconstitutional were not originally a part
hereof, It is the intent of the Board of Pharmacy to establish rules and regulations that are
constitutional and enforceable so as to safeguard the health and well-being of the people
of the State.

Authority O.C.GA. Secs. 26-4-27, 26-4-28, 26-4-130, 26-4-138, 26-4-178. History. Original Rule entitled

"Severability” adopted, F. Mar. 9, 1984; eff. Mar. 29, 1984. Re pealed: New Rule of same title adopted. F.
June 13, 2002; eff. July 3, 2002,



Joint Committee on Administrative Rules

ADMINISTRATIVE CODE

TITLE 68: PROFESSIONS AND OCCUPATIONS

CHAPTER VII: DEPARTMENT OF FINANCIAL AND PROFESSIONAL REGULATION

SUBCHAPTER b: PROFESSIONS AND OCCUPATIONS
PART 1330 PHARMACY PRACTICE ACT
SECTION 1330.540 NUCLEAR PHARMACY SERVICES

Section 1330540 Nuclear Pharmacy Sexvices

a)

b)

d)

Pharmacies that provide and/or offer for sale radiopharmaceuticals shall, in addition
to any other requirements of the Act and this Part, comply with this Section.

Prior to issuance of a pharmacy license to practice as a nuclear pharmacy:

D The pharmacy shall provide a copy of its Illinois Radioactive Material
License issued by the Illinois Emergency Management Agency in
accordance with the Radiation Protection Act {420 ILCS 40].

2) The Division shall conduct an on-site inspection of the facility.

The pharmacy shall have:

1) Space commensurate with the scope of services provided, but at least 300
square feet; and

2) A radioactive storage and product decay facility separate from and exclusive
of the "hot" laboratory, compounding, dispensing, quality assurance and
office areas.

Each nuclear pharmacy shall have the following equipment:

1) Laminar flow hood;

2} Fume hood — minimum of 30 inches in height, which shall be vented
through a filter with a direct outlet to the outside;

3) Dose calibrator;
4) Refrigerator,

5) Class A prescription balance or a balance of greater sensitivity;

6) Single-channel or multi-channel gamma scintillation counter;
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7) Microscope;
8) Low level, thin-window portable radiation survey meter;
9) Drawing station — lead glass and lead lined;
10) Syringe shields; and
i) Energy Compensated Geiger Mueller (GM) Probe or jon chamber.
e) Each nuclear pharmacy shall have the following reference texts available:
1) © The current edition or revision of the United States Pharmacopoeia —
Dispensing Information;
2) The current edition or revision of the United States Pharmacopoeia/National
Formulary;
3) State and federal regulations governing the use of applicable radioactive
material; and
4) U.S. Public Health Service Radiological Health Handbook.

1) Pharmacist-in-Charge

1)

2)

The pharmacist-in-charge for a nuclear pharmacy shall meet the
requirements set forth in subsection (i). The responsibilities of the
pharmacist-in-charge shall include:

A) Supervision of all the activities of all employees as they relate to the
practice of nuclear pharmacy;

B) Establishment and supervision of the record keeping system for the
purchase, acquisition, disposition, sale, delivery, possession, storage
and safekeeping of radiopharmaceuticals; and

C) Establishment and maintenance of security provisions, which shall
include the following:

i) There shall be no public access to the pharmacy hot
lab/dispensing area; and

i) . Inthe absence of a nuclear pharmacist, all
radiopharmaceuticals shall be locked and accessible only to a
nuclear pharmacist or a pharmacy technician under direct
supervision of the pharmacist; except, a licensed medical
practitioner authorized to possess, use and administer
radiopharmaceuticals may have access to
radiopharmaceuticals in the absence of a nuclear pharmacist.

Within 30 days after the change of a pharmacist-in-charge, the Division
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shall be notified in writing by the departing pharmacist-in-charge.
g) Dispensing Radiopharmaceuticals

1) A radiopharmaceutical shall be dispensed only upon a p1‘eécription order
from a licensed medical practitioner authorized to possess, use and
administer radiopharmaceuticals,

2) No radiopharmaceutical shall be dispensed in the absence of a nuclear
pharmacist except, a licensed medical practitioner authorized to possess, use,
dispense and administer radiopharmaceuticals may dispense in the absence
of a nuclear pharmacist.

3) The amount of radioactivity in a preparation for dispensing shall be
determined by radiometric methods for each individual preparation at the
time of preparation, and calibrated for the anticipated time of administration.

h) Labeling Requirements

1) In addition to the labeling requirements of pharmaceuticals, as stipulated in
the Act, the immediate outer container of a radioactive drug, diagnostic
agent or device to be dispensed shall also be labeled to include:

A) The standard radiation symbol;
B) The words "Caution — Radioactive Material”;
O) The name of the radionuclide;

D) The name of the chemical form;

E} The amount of radicactive material contained, in milliCuries or
microCuries, in the container contents at the time of calibration;

F) If the container contents are in liquid form, the volume in milliliters;
()  The requested calibration time for the amount of radioactivity
contained;

H) The prescription number; and

Ij The name or initials of the nuclear pharmacist filling the
prescription,
2) The immediate container shall be labeled with:

A) The standard radiation symbol;
B) The words "Caution — Radioactive Material";

) The name and address of the pharmacy,
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D) The prescription number;
E) Name of radionuclide; and
F) Name of chemical form.

Nuclear Pharmacist Requirements. A nuclear pharmacist who serves as the
pharmacist-in-charge of a nuclear pharmacy and all other pharmacists employed in

~ the pharmacy shall provide evidence to the Division of the following:

D Licensure as a pharmacist in the State of Illinois; and

2) That he/she is named as an authorized user, or works under the supervision
of a pharmacist who is named as an authorized user, on a commercial
nuclear pharmacy license issued by the [llinois Emergency Management
Agency (IEMA) or, when a nuclear pharmacist who works under a broad
medical license at a university or research hospital has been approved as a
user by that institution's radiation safety committee in accordance with
conditions of the license issued by IEMA.

Nothing in this Part shall prohibit the operation of a nuclear medicine laboratory or

any other department that is operated under the direct supervision of a licensed
medical practitioner authorized to possess, use and administer radiopharmaceuticals.
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CHAPIER 16

NUCLEAR PHARMACY PRACTICE °
[Prior to 12/14/88, see Pharmacy Examiners Board 657—=8.8(135A)]

657—16.1(155A) Purpose and scope. It is unlawful to receive, possess or transfer radioactive drugs
except in accordance with the provisions of lowa Code chapter 155A. It is also unlawful for any
person to provide radiopharmaceutical services unless the person is a pharmacist or a person acting
under the direct supervision of a pharmacist acting in accordance with the provisions of lowa Code
chapter 155A, board rules and rules of the environmental protection commission. It is not unfawful for
a medical practitioner to receive, possess, or transfer radioactive drugs for administration to patients as
provided in Iowa Code chapter 148. No person may receive, acquire, possess, use, transfer, or dispose
of any radioactive material except in accordance with the conditions set forth by the environmental
protection commission pursuant to the provisions of lowa Code chapter 455B. The requirements of
these nuclear pharmacy rules are in addition to and not in substitution for 657—Chapter 8 and other
applicable provisions of rules of the board and the environmental protection commission or the public
health department,

657—16.2(155A) Definitions.

“Authentication of product history” means, but is not limited to, identifying the purchasing
source, the ultimate fate, and any intermediate handling of any component of a radiopharmaceutical.

“Board" means the Towa board of pharmacy examiners.

“Internal test assessment™ means, but is not limited to, conducting those tests of quality assurance
necessary to ensure the integrity of the test.

“Nuclear pharmacy’’ means a pharmacy providing radiopharmaceutical services.

“Qualified nuclear pharmacist” means a person currently licensed to practice pharmacy in Iowa
who meets the qualifications established by 1uEe 657—16.3(155A).

“Radiopharmaceutical quality assurance"” means, but is not limited to, the pelformanee of
appropriate chemical, biological and physical tests on potential radiopharmaceuticals and the
interpretation of the resulting data to determine the radiopharmaceuticals’ suitability for use in humans
and animals, including internal test assessment authentication of product history and the keeping of
proper records.

“Radiopharmaceutical service” means, but is not limited to, the preparation, dispensing, labeling
and delivery of radiopharmaceuticals; the compounding of radiopharmaceuticals; the participation in
radiopharmaceutical selection and radiopharmaceutical utilization reviews; the proper and safe storage
and distribution of radiopharmaceuticals; the maintenance of radiopharmaceutical quality assurance;
the responsibility for advising, as necessary or required, of the therapeutic values, hazards and use of
radiopharmaceuticals; and the offering or performing of those acts, services, operations, or
transactions necessary in the conduct, operation, management and control of a nuclear pharmacy.

657—16.3(155A) General requirements for qualified nuclear pharmacist. A qualified nuclear
pharmacist shall meet all requirements of either alternative one or alternative two established in
subrules 16.3(1) and 16.3(2), respectively.

16.3(1) Alternative one. A qualified nuclear pharmacist shall:

@. Meet minimum standards of training for medical uses of radioactive materials; and

b, Be a currently licensed pharmacist in the state of lowa; and

¢.  Submil an affidavit of experience and training to the board; and

d. Have completed one of the following nuclear pharmacy training alternatives:

(1) Received a minimum of 90 contact hours of didactic instruction in nuclear pharmacy from an
accredited college of pharmacy. In addition, the pharmacist shall have attained a minimum of 160
hours of clinical nuclear pharmacy training under the supervision of a qualified nuclear pharmacist in
a nuclear pharmacy that provides nuclear pharmacy services or in a structured clinical nuclear

Ch
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pharmacy training program of an accredited college of pharmacy.

(2) Successfully completed a nuclear pharmacy residency accredited by the American Society of
Health-System Pharmacists (ASHF).

(3) Successfully completed a certificate program in nuclear pharmacy accredited by the American
Council on Pharmaceutical Education {ACPE).

16.3(2) dlternative two. A qualified nuclear pharmacist shall:

a. Be a currently licensed pharmacist in the state of lowa; and

b, Be certified by the Board of Pharmaceutical Specialties as a board-certified nuclear
pharmacist (BCNP); and

¢.  Submit an affidavit of BCNP credentials to the board.

657—16.4(155A) General requirements for pharmacies providing radiopharmaceutical services.

16.4(1) Qualified nuclear pharmacist. A license to operate a pharmacy providing
radiopharmaceutical services shall be issued only to a qualified nuclear pharmacist who shall be the
pharmacist in charge of the pharmacy. The pharmacist in charge shall be responsible for, at a
minimum, the requirements in rule 657—6.2(155A). All personnel performing tasks in the preparation
and distribution of radioactive drugs shall be under the direct personal supervision of a qualified
nuclear pharmacist. A qualified nuclear pharmacist is responsible for alf operations of the pharmacy
and, except in emergency situations, shall be in personal attendance at all times that the pharmacy is
open for business.

16.4(2) Space requirements. Nuclear pharmacies shall have adequate space, commensurate with
the scope of services required and provided. The nuclear pharmacy area shall be separate from the
pharmacy areas for nonradioactive drugs and shall be secured from unauthorized personnel. All
pharmacies handling radiopharmaceuticals shall provide a radioactive storage and product decay area,
occupying at least 25 square feet of space, separate from and exclusive of the hot laboratory,
compounding, dispensing, quality assurance, and office areas.

16.4(3) Personnel appropriately trained. The pharmacist in charge shall be responsible for
ensuring that all pharmacy personnel have been appropriately and adequately trained for their assigned
tasks,

16.4(4) Pharmacy support persons. A pharmacy support person shall register with the board
pursuant to the registration requirements of 657-—Chapter 5. Alternatively, a pharmacy support person
may register with the board as a pharmacy technician pursuant to the registration and national
certification requirements of 657—Chapter 3.

16.4(5) Records required. Nuclear pharmacies shall maintain records of acquisition and
disposition of alt radicactive drugs in accordance with rules of the board and the environmental
protection comunission.

16.4(6) Compliance with laws. Nuclear pharmacies shall comply with all applicable laws and
regulations of federal and state agencies, including those laws. and regulations governing
nonradicactive drugs.

16.4(7) Prescription and office use. Radioactive drugs shall be dispensed only upon a prescription
order from a licensed medical practitioner authorized to possess, use and administer
radiopharmaceuticals, A nuclear pharmacy may also furnish radiopharmaceuticals to practitioners for
office use. ‘

16.4(8) Outer-container label, In addition to any of the board’s labeling requirements for
nonradioactive drugs, the immediate outer container of a radicactive drug to be dispensed shall also be
labeled with:

The standard radiation symbol;

The words “Caution — Radioactive Material®,

The name of the radionuclide; '

The chemical form;

The amount of radioactive material contained, in mitlicuries or microcuries;

®oAD SR
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£ If the radioactive drug is a liquid, the volume in cubic centimeters;

g The requested calibration time for the amount of radioactivity contained.

16.4(9) Jmmediate-container label. The immediate container shall be labeled with:

a. The standard radiation symbol; _

b, The words “Caution — Radioactive Material”;

¢. The name of the pharmacy; and

d. The prescription number,

16.4(10) Radioactivity. The amount of radioactivity for each individual preparation shall be
determined by radiometric methods immediately prior to dispensing.

16.4(11) Redistribution, A nuclear pharmacy may redistribute to another nuclear pharmacy or
authorized party radioactive drugs that are the subject of an approved new drug application if the

pharmacy does not process the radioactive drugs in any manner or violate the product packaging.
{ARC 86738, IAB 4/7/10, effective 6/1/10]

657—16.5(155A) Library. Each nuclear pharmacy shall have access to the following references.
References may be printed or computer-accessed and shall be current editions or revisions.

1. United States Pharmacopoeia/National Formulary, with supplements;

2. The fowa Pharmacy Law and Information Manual;

3. State rules and federal regulations governing the use of applicable radicactive materials;

4, Additional references as may be necessary for the pharmacist to adequately meet the needs of
the patients served.

657-—16.6(155A) Minimum equipment requirements. Each nuclear pharmacy shall maintain the
following equipment for use in the provision of radiopharmaceutical services:
1. Laminar flow hood;
Dose calibrator;
Refrigerator;
Single-channel scintillation counter;
Microscope;
Autoclave, or access to one;
[ncubator, or access to ong;
Radiation survey meter;
. Other equipment necessary for the radiopharmaceutical services provided as required by the
board. 7
A pharmacy may request waiver or variance from a provision of this rule pursuant to the
procedures and requirements of 657—Chapter 34.

VXN

657—16.7(155A) Training and utilization of pharmaecy support persons. Nuclear pharmacies
utilizing pharmacy support persons shall develop, implement, and periodically review written policies
and procedures for the training and utilization of pharmacy support persons. Pharmacy policies shall
specify the frequency of review. Pharmacy support person fraining shall be documented and
maintained by the pharmacy for the duration of employment. Such policies and procedures and
documentation of pharmacy support person training shall be available for inspection by the board or

an agent of the board.
[ARC 86738, 1AB 4/7/10, etfective 6/1/10)

These rules are intended to implement lowa Code sections 155A.4, 155A.13, 155A.28, and
155A.31,
[Filed 1/8/79, Notice 11/29/78—published 1/24/79, effective 2/28/79]
[Filed emergency 1/21/88—published 2/10/88, effective 1/22/88]
[Filed 3/29/88, Notice 2/10/88—published 4/20/88, effective 5/25/88]
[Filed 11/17/88, Notice 8/24/88—published 12/14/88, effective 1/18/89]
{Filed emergency 5/16/89—published 6/14/89, effective 5/17/89]
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[Filed 3/19/90, Notice 1/10/90—published 4/18/90, effective 5/23/90]
[Filed 7/30/91, Notice 5/29/91—published 8/21/91, effective 9/25/91]
[Filed 3/21/94, Notice 10/13/93—published 4/13/94, effective 5/18/94]
[Filed 2/27/97, Notice 1/1/97—published 3/26/97, effective 4/30/97]
[Filed 9/8/99, Notice 6/2/99-—published 10/6/99, effective 11/10/99]
[Filed 2/7/01, Notice 10/18/00—published 3/7/01, effective 4/11/01]
[Filed 8/14/02, Notice 6/12/02—published 9/4/02, effective 10/9/02]
[Fited 6/2/05, Notice 3/16/05—published 6/22/05, effective 7/27/05]
[Filed ARC 8673B (Notice ARC 8380B, JIAB 12/16/09), IAB 4/7/10, effective 6/1/10]



UPDATED January 2012

The law book listed below contains the current "unofficial" * pharmacy law and rules.

* The permanent statutes of the Kansas State Board of Pharmacy have been codified at
Chapter 65 of the Kansas Statutes Annotated. The KSA’s are published by the Secretary of
State’s Office and contain all of the “official” agency laws. Chapter 68 of the Kansas
Administrative Rules contains all "official" agency rules and are published by the Secretary of
State’s Office. The KAR’s contain the "official” agency rules and regulations.
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Article 13; Parenteral Products
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Kentucky Administrative Regulations:

TITLE 201
GENERAL GOVERNMENT CABINET
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201 KAR 2:215. Nuclear pharmacy services. ' Page 1 of 2

201 KAR 2:215. Nuclear pharmacy services.

RELATES TO: KRS Chapter 315

STATUTORY AUTHORITY: KRS 315.191(1)

NECESSITY, FUNGTION, AND CONFORMITY: The Kentucky Board of Pharmacy shalt be respansible for imposing minimurn standards in all
seltings where drug products are dispensed and to ensure the safety of all drug products provided to the citizens of the Commonwealth. This
administeative regulation applies to pharmacies as defined in KRS 315.010. The requirement of these administrative regulations are In addition to,
and not in substitution of, other applicable administrative regulations promulgated by the Cabinet for Human Resources for radioactive materials
and applicable administrative regulations promulgated by the Kentucky Board of Pharmacy.

Section 1. Definitions. (1) "Nuclear pharmacy" means a pharmacy providing radiopharmaceutical services,

{2) "Radiopharmaceutical services’ means those acts, services, operations and iransactions necessary in the conduct, operation,
management and control of a nuctear pharmacy, including, for example:

(a) The compounding, dispensing, fabeling and delivery of radiopharmaceuticals;

(b} The participation in radiopharmaceutical utilization reviews; and

(¢) The proper and safe storage and distribution of radiopharmmaceuticals.

(3} "Radiopharmaceutical” means any substance defined as a drug in Section 201(g)(1) of the Federal Food, Drug and Cosmetic Act which
exhibits spontaneous disintegration of unstable nuclei with the emission of nuclear particles or photens and includes any of those drugs intended
to be made radicactive. This includes nonradioactive reagent kits and nuclide generators which are intended to be used in the preparation of any
such substance, but does not include drugs which are carbon-containing compounds or potassium-containing compounds or potassium-
containing salts which contain frace quantities of naturally occurring radionuciides.

{4) "Radiopharmaceutical quality assurance" means the performance of appropriate chemical, biological and physical tests on
radiopharmaceuticals and the interpretation of the resulting data to determine their suitability for use in humans and animals, and it shail include,
for example, internal test assessment, authentication of product history and the keeping of proper records.

(5) "Internal test assessment" means conducting those tests necessary to insure the integrity of the test.

{6) "Authentication of praduct history" means identifying the purchase source, the uliimate use or disposition and any intermediate handling of
any components of a radiopharmaceutical. ]

(7) "Authorized practitioner” means a praciitioner duly authorized by applicable federal and stale law to possess, use and administer
radiopharmaceuticals. This person shall be named on a radioactive materials license issued by the Radiation Controf Branch of the Cabinet far
Human Resources.

{8) "Designated agent” means an individual who shall be under the direct supervision of an autharized practitioner and who shall be authorized
to communicate that practitioner's instructions to a auclear pharmacy.

{9) "Nuclear phamacist’ means a pharmacist licensed to practice in the Commonwealth of Kentucky and who meets minimal standards of
fraining and experience in the handling of radioactive materials in accordance with the requirements of the Radiation Controt Branch of the
Cabinet for Human Resources.

(10 "Direct supervision" means that the supervising nuclear pharmacist shall be physically present in the general area or location where the
supportive personnel are performing supportive dulies and shall conduct in-process and final checks.

Section 2. General Requirements for Pharmacles Providing Radiopharmaceutical Services. (1) A ticense to operate a pharmacy providing
radiopharmaceutical services shall only be issued to a pharmacy operating under the direct supervision of a nuclear pharmacist. Alt personnel
performing tasks in the preparation and distribution of radicactive drugs shall be under the direct supervision of a nuclear pharmacist. A huclear
pharmacist shall be responsible for all operations of the licensed area and in personal attendance at all times that the pharmacy is open for
business.

{2) Nuclear pharmacies may be exempted from the general space requirements for pharmacies, but shalk:

{a) Have adequate space, commensurate with the scope of services required and meeting Radiation Control Branch, Cabinet for Human
Resources, requirements established for all radioactive materiat Jicensees in the Commonwealth;

{b} Be separate from the pharmacy areas for nonradioactive drugs;

{c) Be inaccessible o ali unauthorized personnel; and

{d) Have a radioactive storage and decay area.

{3) The process used for handling radioactive materials by any license holder shall involve appropriate procedures for the purchase, receipt,
storage, manipulation, compounding, distribution and disposal of radioactive materials as approved in a Kentucky radioactive materials license. In
order to ensure the pubilc health and safety in this respect, a nuclear pharmacy shall first mest the following general environmental requirements
where the handling of radiopharmaceuticat materiafs takes place:

(a) Proper ventilation so that radioactive materials cannot be airborne from that environment to other nonoccupationally unrestricted areas;

{b) Proper location so that the recsipt and dispersal of radicactive materials do not result in inadvertent and undesired contamination of other
nonoccupationally labeled areas; and

{c) Proper design lo aliow Fadicactive materials to be contained in given areas to ensure adequate safety and protection to parsonnel working
in or near them and to ensure proper operation of the corresponding assay equipment.

(4) Nuclear pharmacies shall maintain records of acquisition and dispesition of all radicactive drugs in accordance with administrative
regulations of the Radiation Control Branch of the Cabinet for Human Resources, ‘

{5} A nuclear pharmacy, upon feceiving an oral prescription for a radiopharmaceutical, shall immediately have the prescription reduced fo
writing or recorded in a data processing system, which writing or record shall contain at least the following:

{a) The name of the authorized user or his agent; )

{b) The date of distribution and the time of administration of the radicpharmaceutical;

{c} The name of the procedure;

{d) The name of the radiopharmacautical;

(e} The dose or quantity of the radiopharmaceutical;

{f The serial number assignad to the order for the radiopharmacautical;

{g) Any specific instructions; and

{h) The patient's name, whenever an order is for a therapeutic or blood-product radiopharmaceutical.

{6) The immediate outer container {shield) of a radicactive drug to be dispensed shall be tabeled with the:

{a) Standard radiation symbo¥,

{b) Words, "Caution-Radioactive Material”;

(e} Radionuclide;

{d) Chemical form;

(e) Amount of radioactive material contained in millicuries or microcuries;
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201 KAR 2:215. Nuclear phérmacy services. Page 2 of 2

{f) Volume in cubic centimeters, if a liquid,;

(g) Requested calibration time for the radioactivity contained;

{h) Name, address, and telephone number of the nuclear pharmacy;

(i} Prescription pumber;

(i} Date; and

{k) Space for patient's name.

(7) The immediate container shall be labeled with the:

(a) Standard radiation symbol;

(b} Words, "Caution-Radioactive Material",

(¢} Prescription number; and

(d) Name of the radiopharmaceutical.

{8) Nuclear phamacies shall only dispense radiopharmaceuticals which comply with acceplable professional standards of radiopharmaceutical
quality assurance. ‘

{9) A nuclear pharmacist may fransfer to authorized persons, in accordance with the provisions of a Kentucky radioactive materials license,
radioactive materials not intended for drug use and radiopharmaceuticals infended for individual patient use.

(19) Nuclear pharmacies shall comply with all applicable laws and regulations of federal and state agencies including those faws and
regulations governing nonradioactive drugs. Fer nuclear pharmacies handling radiopharmaceulicals exclusively, the Kentucky Board of Pharmacy
may waive regulations pertaining to pharmacy licenses for nonradiopharmaceuticals which requirements do not periain to the practice of nuclear
phamacy.

{11) Radioactive drugs are to be dispensed only upon a nonrefilable prescription order from a Radiation Control Branch, Cabinet for Human
Resources, licensed medical practitioner {or the designated agent) authorized lo possess, use and administer radiopharmaceuticals.

(12) Prescription orders for delivery of radioactive drugs for use in the medical pracice of a Radtation Control Branch, Cabinet for Human
Resources, licensed medical practitioner may be placed on a telephone answering and recording device, oniy if the practitioner {or the designated
agent) is identified in such 2 manner that is clearly recognized by the nuclear pharmacist dispensing the radioactive drug. :

(13)(a) A nuclear pharmacist in charge of a nuclear pharmacy shalf have the authority to delegate to any qualified and properly trained person
or persons, acting under his direct supervision, any nuclear phamacy act which a reasonable and prudent nuclear pharmacist would find Is within
the scope of sound pharmaceutical judgment to delegate,

{b) The delegation shall enly ccgur if, in the professional opinion of the delegating nuclear pharmacist-in-charge, the act may be properly and
safely performed by the person to whom the act is delegated.

(¢) The delegated act shalt only be performed in its customary manner and not in violation of other statutes.

(d) Persons to whom nuclear pharmacy acts are delegated shali not hold themselves out to the public as being authorized to practice
pharmacy.

Section 3. Minimum Requirements for Space, Equipment, Supplies, and Library. (1) Each nuclear phammacy must meet the following
requirements for space:

{a) The area for the storage, compounding, and dispensing of radioactive drugs shall be completely separate from phamnacy areas for
nonradioactive drugs;

{b) Hot lab and storage area shall be a minimum of 120 square feet; and

{c} The compounding and dispensing area shall be a minimum of 300 square feet.

{2) Each nuclear pharmacy shall be equipped with at feast the following items of equipment:

{a) Dose calibrator;

{b) Refrigerator;

{c} Drawing station;

{d} Well scintiltation counter,

{e} Microscope;

{f) Chromatagraphic apparatus or comparable means of effectively assuring tagging efficiency;

{(g) Portable radiation survey meter; and

(h) Other equipment deemed necessary for radiopharmaceutical quality assurance for products compounded or dispensed as shall be
determined by the Radiation Controt Branch, Cabinet for Human Resources, and the Kentucky Board of Pharmacy.

{3) Each nuclear phamacy shall have on the premises cufrent editions or revisions of the following reference materials:

(&) United States Pharmacopedia-National Formulary with supplements;

(b} State statutes and administrative regulations relating to pharmacy;

(¢) State and federal regulations governing the use of applicable radicactive materials; and

{d) Text refating to the practice of nuclear pharmacy and radiation safety.

Section 4. Radiopharmaceutical Quality Assurance, The holder of a nuclear pharmacy license shall be respensible for the radiopharmaceutical
quality assurance of all radiopharmacauticals, including biclogicals, dispensed or manufactured. {19 Ky.R. 1462; Am. 1742, eff. 1-27-93.)
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Louisiana Administrative Coder
Title 46 — Professional and Occupational Standards
Part LIII: Pharmacists
Chapter 19, :Nuclear Pharmacy «

§1901. Cross References
A. For all regulations that apply to permitted nuclear pharmacies concerning pharmacy practices not
specifically stated in this Chapter, refer to Chapter 11.

AUTHORITY NOTE: Promulgated in accordance with R.S. 37:1132.
HISTORICAL NOTE: Promulgated by the Department of Health and Hospitals, Board of Pharmacy, LR 14:708
(October 1988), effective January 1, 1989, amended LR 20:2097 (October 2003), effective January 1, 2004,

§1903. Definitions
A. As used in this chapter, the following terms shall have the meaning ascribed to them in this

Section:
Nuclear Pharmacy — a board-approved facility limited to procuring, possessing, compounding, or
dispensing radiopharmaceuticals or any interventional drug used in conjunction with nuclear medicine
procedures. This definition shall not apply to hospital nuclear medicine departments and nuclear
medicine clinics operating under the auspices of a licensed practitioner of medicine.
Radiation — any electromagnetic or ionizing radiation including gamma rays, X-rays, alpha and beta
particles, high-speed electrons, neutrons, protons, and other nuclear particles.
Radioactive Material — any solid, liquid, or gas that emits radiation spontancously.
Radiopharmaceutical — a drug that is a radioactive material and includes any drug that is intended to be
made radioactive, as defined by the appropriate federal agency.

AUTHORITY NOTE: Promulgated in accordance with R.S, 37:1182.
HISTORICAL NOTE: Promulgated by the Department of Health and Hospitals, Board of Pharmacy, LR 14:708
(October 1988), effective January I, 1989, amended LR 29:2097 (October 2003), effective January 1, 2004,

§1905. Nuclear Pharmacy Permit Requirements
A. A nuclear pharmacy permit shall be required to operate a nuclear pharmacy department. The permit
shall be applied for, and renewed, in the manner prescribed by the board in Chapter 11 of these
regulations.

1. A nuclear pharmacy shall have a Louisiana Radioactive Material License.

2. Nuclear Pharmacist-in-Charge. A pharmacist-in-charge of a nuclear pharmacy operation shall
be a qualified nuclear pharmacist, as defined in §1907, and shall be responsible for the entire
nuclear pharmacy operation,

3. Structural Requirements. A nuclear pharmacy shall provide adequate space separate and apart
from other areas commiensurate with the scope of service and with the following space
requirements:

a. Dispensing Area, The radiopharmaceutical compounding or preparation area shall
be separate and apart from other facility areas and shall be not less than 300 square
feet, which may include storage and decay areas. The pharmacy area shall be
sufficient to provide a work environment for the safe handling, compounding, and
dispensing of radiopharmaceuticals. This area shall be separate and inaccessible to
non-pharmacy personnef.

b. Delivery and Receipt Area. An area designated for the delivery and receipt of
materials requiring afler-hours handling by non-pharmacy personnel. This area shall
be separate from the dispensing area of the pharmacy.

¢. Storage Area. A storage area sufficient to maintain the scope and content of unused
and returned material for decay and disposal commensurate with the compounding
and dispensing requirements of the facility. .

d. Maintenance. A nuclear pharmacy shall be well maintained, clean, orderly, lighted,
and properly ventilated.

June 2007



e. Plumbing. A sink equipped with hot and cold running water shall be located within
the nuclear pharmacy. A sink located in a pharmacy tavatory or restroom shall not
be sufficient to satisfy this requirement,

Equipment. There shall be adequate equipment commensurate with the scope of services
required and provided by the facility.

Supplies. There shall be adequate supplies commensurate with the compounding and
dispensing needs of the facility, as well as any other services provided for by the facility,
including appropriate shielding and safety deviges and any other supplies necessary for the
safe and legal transport of materials compounded or dispensed from the facility. There shall
be appropriate supplies for the safe handling and disposal of used and unused material by
employees and staff of the facility. The appropriateness of personal protective equipment
shall be reviewed on an annual basis.

AUTHORITY NOTE: Promulgated in accordance with R.S. 37:1182.
HISTORICAL NOTE: Promulgated by the Department of Health and Hospitals, Board of Pharmacy, LR 14:708
(October 1988), effective January 1, 1989, amended LR 29:2097 (October 2003), effective January 1, 2004,

§1907. Qualified Nuclear Pharmacist ‘
A. A qualified nuclear pharmacist shall be a currently licensed pharmacist in the state of Louisiana who is
listed on a Louisiana Radioactive Material License.
B. Continuing Education. Nuclear pharmacists shall obtain at least five hours of the fotal required hours
of Accreditation Council for Pharmacy Education (ACPE) or board-approved continuing education on
those applications and procedures specific to nuclear pharmacy.

AUTHORITY NOTE: Promulgated in accordance with R.S. 37:1182.

HISTORICAL NOTE: Promulgated by the Department of Health and Hospitals, Board of Pharmacy, LR 14:708
(October 1988), effective Janvary 1, 1989, amended LR 29:2098 {October 2003), effective January 1, 2004,
amended LR 33:1133 (June 2007).

§1909. Labeling

A. Immediate Container. The immediate container that comes into direct contact with the
radiopharmaceutical shall be labeled with:

L.
2,
3.
4,
5.

the standard radiation symbol;

the words “Caution — Radioactive Material™;

the prescription control number;

the name of the radionuclide; and

the amount of radicactive material contained, in the appropriate unit of measure.

B. Outer Container. In addition to any labeling requirements of the board for non-radiopharmacenticals,
the outer container of a radiopharmaceutical to be dispensed shall also be labeled with:

N

the standard radiation symbol;

the words “Caution — Radioactive Material”;

the name of the radionuclide;

the chemical form,

the amount of material contained, in the appropriate unit of measure;

the liquid volume expressed in cubic centimeters or milliliters, where applicable; and
the calibration time and date for the ameount of radioactivity contained,

C. The Eabelmg requirements in this Section shall not apply to transport containers,

D. Practitioner Administered Compounds Labeling. All practitioner administered compounds, as defined
in Chapter 25 of these regulations, shall be dispensed or delivered in a suitable container with a label
contatning the following information:

el R il

pharmacist’s name or initials;

pharmacy’s name, address, and telephone number;

preparation name;

prescription number or pharmacy-assigned identification number;
lot number;

beyond-use date;

strength and concentration;

practitioner’s name; and

special storage requirements, if applicable.

June 2007



AUTHORITY NOTE: Promulgated in accordance with R.S. 37:1182,
HISTORICAL NOTE: Promulgated by the Department of Health and Hospitals, Board of Pharmacy, LR 14:708
(October 1988), effective January 1, 1989, amended LR 29:2098 (October 2003), effective January 1, 2004.

§1911. Quality Control & Quality Assurance
A. Quality contrel of radiopharmaceuticals is required on all radiopharmaceuticals compounded in a
nuclear pharmacy. Appropriate quality assurance procedures shall be developed and foilowed for the
procurement, compounding, and dispensing of all pharmaceuticals in a nuclear pharmacy.

AUTHORITY NOTE: Promulgated in accordance with R.S. 37:1182.

HISTORICAL NOTE: Promulgated by the Department of Health and Hospitals, Board of Pharmacy, LR 14:708
(October 1988), effective January 1, 1989, amended LR 29:2098 {October 2003), effective January 1, 2004,

June 2007
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02 DEPARTMENT OF PROFESSIONAL AND FINANCIAL REGULATION
392 MAINE BOARD OF PHARMACY *

Chapter 17: 'OPERATION OF NUCLEAR DRUG OUTLETS

Summary: This chapter incorporates by reference rules of the Maine Radiation Control Program
applicable to nuclear drug outlets.

1. Compliance with Maine Radiation Control Program

The board hereby incorporates by reference into this chapter the following rules of the
Department of Human Services, Bureau of Health, Division of Health Engineering:

1. Chapter 220, Part C, "Licensing of Radioactive Material (October 1, 2003);" and
2. Chapter 220, Part G, "Medical Use of Radioactive Material (June 1, 2003)."
Copies of these rules may be obtained from-

Maine Radiation Control Program
Department of Human Services
I1 State House Station

Augusta, ME 04333

2, Obligations

A nuclear drug outlet shall register with the board as a retail drug outlet pursuant to Chapter 8
of the board's rules and is subject to all provisions of the board's rules that apply to retail drug
outlets. A nuclear drug outlet shall comply with the rules identified in Section 1 of this chapter
with respect to all aspects of radiopharmaceutical practice, including but not limited to the
compounding, storage, dispensing, labeling and delivery of radioactive drugs; licensure by the
Division of Health Engineering; and the employment and designation of authorized nuclear
pharmacists. An authorized nuclear pharmacist shall comply with the rules identified in Section
1 of this chapter with respect to all aspects of radiopharmaceutical practice, including but not
limited to the compounding, storage, dispensing, labeling and delivery of radioactive drugs;
and the credentialing of such individual as an authorized nuclear pharmacist.

STATUTORY AUTHORITY: 32 M.R.S.A. §§ 13720, 13721(1), 13722, 13723

EFFECTIVE DATE:
November 8, 2004 - filing 2004-519
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Section 3983, The board may, upon application, made in such manner and form as it shall
determine, reglster an establishment for transacting business as a nuclear pharmacy as
defined In section cne of chapter ninety-four C. A nuclear pharmacy shall not perform any
pharmacy functions other than the dispensing of radiopharmaceutical drug products, The
board shall Issue a permit to such person as its deems quailfied to conduct such pharmacy;
provided, however, that the board may deny such registration and may refuse to issue such
permit if, in its discretion, it determines that such pharmacy would be inconsistent with or

" opposed to the best Interest of the public heaith, welfare and safety. No such registration shall
be made or permit issued In the case of a corporation unless it shail appear to the satisfaction
of the board that the management of such nuclear pharmacy is in the hands of a registered
pharmacist. Such permit shall expire on December thirty-first of each uneven numbered year
following the date of its issue, and the fee therefor shall be determined annually by the
commissioner of administration and finance under the provisions of section three B of chapter
seven, The board shall, within one hundred and fifty days after the filing of an applicatien,
render a final decislon denying or allowing registration. Failure to render such decislon, except
when failure to act Is caused by the delay of the appllcant, shalf constitute an approval of the

appilcation and the permit shali be issued.

The beard, in consultation with the department of pubilc hezlth shall promusigate regulations
pertaining to the operation of nuclear pharmacles In the commonwealth. Such regulations may
include precedures governing the dispensing of radiopharmaceutical drugs whean the name of
a patient to whom the drug Is to be administered Is not known at the time a prescription order
Is recelved, provided that such regulations shall allow a nuclear pharmacist up to seventy-tweo
hours after dispensing a radiopharmaceutical drug to determine the patient'é rmame and record

such Information on the appropriate form,
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Section 204 Radlopharmaceutical drugs
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Section 20A. Notwithstanding any other provisions of this chapter, a prescription for a
radtopharmaceutical drug shall be dispensed anly to an individuat authorized by the nuclear

regulatory commission to possess and administer such drug.

Upon recelving an oral preseription for a radiopharmaceutical drug from an authorized
practiticner, the nuclear pharmacist shall immediately reduce the prescription to writing and
shalt record the name, address and registration number of the practitioner and the name of
any expressly authorized representative, the date of the prescription, the name and the dose
of the radiopharmaceutical drug, the serial number assigned to the prescription by the
dispensing nuclear pharmacy, the name of said nuctear pharmacy, the name and address of
the patient and any specific Instructions required, If the radlopharmaceutical drug Is not
administered, it shall be returned to the nuclear pharmacy to be disposed of in accordance
with requirements established by the nuclear regulatory commission and any applicable faw
and the nuclear pharmacist shall note on the prescription farm the amount of the

radiopharmaceutical drug that has been returned and disposed of as required.
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247 CMR: BOARD OF REGISTRATION IN PHARMACY:

247CMR 13.00:  REGISTRATION REQUIREMENTS AND MINIMAL PROFESSIONAL STAN;
DARDS FOR NUCLEAR PHARMACIES e ' -

Section

13.01; Authority and Pwrpose

13.02: Definitions

13.03: Regquirements for the Issuance of a Nuclear Pharmacy Permit

13.04: Renewal of Nuclear Phanmacy Permit

13.05: General Requirements for Nuclear Pharmacies

13.06: Educational and Experience Requirements of a Qualificd Nuckear Phanmacist

13.01: Authornty and Purpose

247 CMR 13.00 is promulgated under the authority granted the Board by M.G.L. . 112, § 39B
to register an establishment for transacting business as & nuclear pharmacy as defined nM.G.L. ¢,
94C. The purpose of247 CMR 13.00 Is to establish mhimum professional standards for the operation
of a nuclear pharmacy in order to safeguard the public kealth and welfare.

1302: Defnitions

Authentication of product history means the identification of the purchasing source, or of any
intermediate handler, or of the ultimate fate of any radiopharmaceutical or component thereof.

Authorized practitioner means a practitioner who is kegally authorized to receive and administer
radiophanmaceutical drugs.

Compounding of radiepharmaceyticals means the addition of a radioactive substance, or the use of a
radioactive substance in preparation of a single-dose or muiltipk-dose medication, pursnant to the
prescription of an authorized practitioner for a patientwho is being treated by the that practitioner. Such
compounding of radiopharmaceuticals inchudes, but is not mited to, loading and eluting ofradionuclide
generators, using manufactured reagent kits to prepare radio-pharmaceuticals, preparing reagent kits,
aliquoting reagents, and formulating and conducting quality assurance tests ofradiochenticals which are
to be used as radiopharmaceuticals.

Internal test assessment means such testing or quality assurance which is necessary to msure the
mtegrity of a particular test.

Nuckar pharmacy means a facifty under the direction or supervision of a registered pharmacist which
is registered by the Board to dispense radiopharmaceutical drugs pursuant to MLG.L. ¢. 112, § 39 and
247 CMR 13.00.

NRC means the Nuckar Regulatory Commission.

Qualified nuclear pharmacist means, for the purposes of 247 CMR 13.00, a phammncist who is
registered as & pharmacist by the Board pursuant to the provisions of M.G.L. ¢. 112, § 24, who is
employed ina nuclear phammucy, and who has submitted evidence satisfactory to the Board that he or
she meets the requirements of 247 CMR 13.00 i regard to education, training and experience, and
who has recetved from the Board an official ketter stating that, on the basis of the evidence submitted,
he or she has been found qualified to deal with radiephanmceutical drugs and to handle
radiopharmaceutical services.

Radicactive biological product means a biological product which is labeled with a radionuclide or
imtended to be labekd solely with a radionuclide.

Radiotabeling means the process of adding a radioisotope to a suitable nonradicactive substance.

Radiopharmaceutical means a radioactive drug or other radioactive pharmaceutical products.



247 CMR: BOARD OF REGISTRATION IN PHARMACY

13.02: continued

Radiopharmaceutical drug means any substance defined as a drug in section 20£(g)(1) of 21 USCA
§ 321 et seq. (Federal Foed, Drug and Cosmetic Act) which exhibits spontancous disimtegration of
unstable nuclei with the emission of nuckear particles or photons, and mcludes any nonradioactive
reagent kit or nuclide gererator which is mtended to be used in the preparation of any such substance,
but does not nelude drugs such as carbon- containing compounds or potassiw-containing salts which
contain trace quantities of naturally occurring radionuclides.

Radiopharmaceuticalquality assurance means the performance of appropriate chemical, biologicaland
physicaltests onpotentialradiophanmaceuticals, and the mterpretation ofthe resulting data to determine
the suitability of the radiopharmaceutical for use i humans or animals, The termincludes interal test
assessment, authentication of product history, and the maintenance of proper records.

Radiopharmaceutical _service means the counting, dispensing, labelng, and delivery of
radiopharmaceuticals; participating mnradiopharmaceuticalselectionand radiopharmaceutical utilization
reviews; properly and safely storing and distrbuting radiopharmaceuticak; naintaining
radiopharmaceutical quatty assurance; advisimg on therapeutic valies, hazards, and use of
radiopharmaceuticals; and offering or performing those acts, services, operations o1 transactions
necessary in the conduct, operation, management and control of radio- pharmaceutical services within
a muclear phanmacy.

13.03: Requirements for the Issuance of Nuckar Pharmacy Permit

(1) Anapplicant for an mitial permit to establish a nuckar pharmacy shall be made by submitiing 0
the Board a fillly and properly completed application form provided by the Board.

(2) Anapplication for a muclear pharmacy permit shall be accompanied by « check or money order
in the required amount payabke to the "Commonwealth of Massachusetts Board of Registration i
Pharmacy”,

(3) Mo permit shalt be issued to a proposed nuclear pharmacy unless there are numlained on the
pharmacy premises the following publications:
(a) The most recent edition of the United States Pharmacopoeia, inchiding the Iatest supplement
thereto;
(b} the most recent edition of Remington's Pharnmceutical Sciences; and
{c) cumrent texts on the practice of nuckear pharmacy and radiation safety.

{4) No permit shall be issued to a proposed ruclear pharmacy by the Board unless said proposed
nuclear pharmacy maintains on the premises the following equipment:
(a) A dose preparation station;
(b) adose calibrator;
(c) an exhaust hood and fer systemn for handling radioactive gases or volatile radioactive
materials,
(d) a refiigerator for exclusive storage of radioactive materials or reagent kits which require
reftigeration;
{e) chromatographic apparatus as required for radiophanmaceutical quality assurance;
(f) a portabk radiation survey meter capable of detecting 0.005 microcuries of radio-nuelides;
() area radiation detection room monitors;
() personnet dosimeters;
(i) a single-channet or multichanne! scintilfation anatyzer; and
() supplies necessary for dispensing inchuding, but not fimited to, sterile mufti-dose vials, syringes,
disposable alcohol swabs, and adequate shielding for each dosage dispensed.

(5) Mo permit shall be issued 1o a proposed nuclear pharmacy by the Board unless said proposed
pharmacy conforms to the following conditions:

{a} The premises are clean and sanitary; and

{(b) no entrances or exits shall connect directly with other places of business,
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13.03: contmued

(6) Prior to acting upon any application for the issuance ofa permit for a nuclear phanmacy, the Board
may require the applicant to appear before the Board to discuss the merits of the application.

(7) The Board shalt ssue a nuckar pharmacy permit to such personas it deens qualified to conduct
such a pharmacy; provided, however, that the Board may deny the ssuance of a permit if, i its
discretion, it determines that such pharmacy would be inconsistent with, or opposed to, the best interest
of the public health, welfare, and safety.

(8) The Board shall, within 150 days after the fiting of an application for an nitial nuclear pharmacy
permit, render a final decision denying or allowing the issuance of such pennit, Failure to render such
decision; except when failure to act is caused by the delay of the applicant, shall constitute the approval
of the application and the permit shall be isswed.

(9) The Board shall not issue a nuclear pharmacy permit to @ corporation wnless it appears to the
satisfaction of the Board that such muclear pharmacy is menaged and operated by a registered
pharmacist n good standing with the Board.

(10) When the Board is satisfied that a proposed naclear pharmacy has complied with the
requirements of 247 CMR 13.00 and shall be operated in compliance withapplicable federal, state and
local statutes, ordinances, and/or regulations, it shall issue a permit to the applicant nuclear pharmacy.

13.04: Renewal of a Nuckar Pharmacy Permnit

(1} Fachmuclear phaomacy permit issued by the Board shalt expire on December 3 1st ofeachwmeven
namwbered year following the date of its issuance.

(2) Apptication for renewalofa nuclear pharmacy permiit shall be made on a renewal application form
provided by the Board. Suchrenewal formshal be fuily and properly completed and submitted to the
Board in a timely manner.

(3} Eachrenewalapplication formsubmitted to the Board shallbe accompanied by a check or money
order it the required amount made payable to the "Commonwealth of Massachusetts Board of

Registration in Phanmacy™.

13.05: Generat Requirements for Nuclear Phanmacies

(1) Anuclear phanmacy registered pursuant to 247 CMR 13.00 shallcomply with all applicable laws,
regulations, and guidelines of the United States Nuclar Regulatory Commission, the United States
Food and Drug Administration, and other appropriate federal and state agencies.

{2) No person other than a qualified nuclear pharmacist shall be employed by a nuclear pharmacy to
direct and manage the pharmacy.

{3) Only designated qualified nuclear pharmacists shall conduct the radiopharmaceuticai activities of
a nuclear pharmacy, and at least one qualified nuclear pharmacist shall be in personal attendance at the
pharmacy at all times.

(4) A nuclear phannacy shall not dispense those radiophanmaceuticals which do not comply with
acceptable professional standards of radiopharmaceutical quality assurance.

(5) A nuclear pharmacy shall maintain in readily retrievable form for at feast three years detafled
records ofthe acquisition and disposition of all radiopharmaceuticals. These records shaltbe available
to the Board or its agents for inspection upon request,

(6} A muckar pharmacy shallnot prepare, compourd, or dispense radiopharmaceutical drugs except
upon a valid prescription from an authorized practitioner. In order to be valid, a prescription for
radiopharmaceutical drugs shall contain the foliowing mformation:
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{a) the name, address, registration number and, in the case ofa written prescription, the signature
of the practitioner;

(b} the date ofthe preseription;

{c) the name, dosage unit, and strength per dosage wnit of the radiopharmaceutical drug;

{d) the name and address of the patient; if'the name of the patient is unknown at the time the
prescription is received, the nuclear pharmacy shall obtain the name and address of the patiert
within 72 hours after dispensing the radiopharmaceutical drug; the address ofthe fcility where the
patient is being treated will be sufficient Fhis or her residential address is wnavailable; and

(e} any specific nstructionis required.

(7} A nuclear pharmacy shall assign a serial number to each mdiopharmacettical drug it dispenses.

(8} A nuclear pharmacist shall, upon receiving an ozal prescription for a radiopharmaceutical drug
from a practitioner or his or her expressly authorized representative, immediately reduce such
preseription to writing on a prescription form, record on it the same information required wnder 247
CMR 13.05(6), and assign a serial nunber to such prescription.

(9) Inthe eventa prescribed radiopharmaceutical drug is not administered, it shall be retumed to the
nuckear pharmacy to be disposed of in accordance with the requirements established by the Nuckar
Regulatory Commission and the nuclear pharmmacy shall note on the prescription form, or shall record
ona readily retrigvable record form, that the radiopharmaceuticaldrughas been returned and shall state
the amownt of the radiopharmaceuticat drug that has been retumed. The nuclear pharmacy shallcomply
with all NRC regulations regarding the return and disposal of radioactive materiaks.

{10) Amuclear pharmacy may, with properrecord-keeping, transfer to authorized persons radioactive
materials or side-products which are not mterded for medicinal use.

(11)a) Radiopharmaceuticals may be dispensed it bulk amounts necessary to activate the

single unit doses. The bulk radicactivity shalt be supplicd no more than once n1a 12-howr period,
If an emergency radiopharmaceutical is used, the nuckear phanmacy shall, within 72 houes, obtain
a written or orat prescription for the radiopharmaceutical which shall contain all the information
inchuded in 247 CMR 13.04(5). If the bulk radioactivity is not used, the nuclear pharmacy shall
obtaftt and record a written or omal verification to that effect fiom the authorized practitioner to
whom it was dispensed.
{b) A nuclear pharmacy shall mamtain records on all emergency supplies it dispenses as set out
m 247 CMR 13.04(11)(a). The records shallinchide the names of the authorized practitioner and
the institution within which he is or she s practicing, the amounts of non-radioactive materiatand
radioactive material supplied, the dates supplied, the dates the radiopharmaceutical was -
administered, and the prescription serial number for each dose that was administered. The nuclear
pharmacist's records shail ako containthe authorized practitioner's written or oral verification when
the bulk radioactivity is not used. These records shall be made avadlable for ispection by the
Board or its agents upon request.

(12) Tn addition to any other labeling required by federal, state, or local laws or regulations, a-
registered muclear phammacy which dispenses radiopharmaceuticals shall place ¢ach such
pharmaceutical in an outer container and affix to said contamer a labelbearing the following information:

(a) the standard radiation symbol;

(b) the words "Caution - Radioactive Material";

(c) the name of the radionuclide,

(d) the chemical form or conumoen name;

(e) the amownt of radioactive material, stated n milicuries or microcuries, or m SI wnits

(becquerels) at the time of calibration;

(f) ifa liquid, the volurne it cubic centimeters or millifiters;

{2} awdliary waming habels, if any, as needed; and

(i the expiration date or tine.



247 CMR: BOARD OF REGISTRATION IN PHARMACY

13.05: continued

(13) Inthe case of mvestigational radioactive drugs, the nuclear pharmaey's records shall inchide an
ivestigator's protocol for the preparation of radioactive drugs, a copy of the Human Use Committee
Approval, a copy ofthe approved patient consent form, and a letter fromthe manufacturer - "sponsor”
mdicating that the physician requesting the radioactive drug is a qualified investigator,

(14) The premises of a nuclear pharmacy shall at all times be kept in a clean and sanitary manner.

(15) A nuclear pharmacy shall, in leghble letters not less than one nch high, conspicuously display the
pame of the director of pharmacy services on the premises.

(16) A nuclear pharmacy shall have a qualified meclear pharmacist on the premises during the entire
time when said phanmacy is open for business.

(17) A nuclear pharmacy shall keep posted and displiyed n a conspicuous place its permit and the
certificate ofpersonalregisiration to practice pharmacy of cach registered pharmacist who is employed
on a fillk-time basis by the pharmmacy.

(18) A nuckar phanmacy shall n advance of any move to a new location submi to the Board an
application for a new permit and payment of the appropriate fees.

(19) Any nuclear pharmacy which i being established, remodeled, or relocated must first submit to
the Board for review and approval copies of its structural plans.

(20} A nuclear pharmacy which has moved to a new location shall not operate in said location until
said nuclear pharmacy has been approved by the Board and until it has received from the Board a new
permit to manage and operate a nuclear phanmacy and a new controlled substances registration.

(21} Each nuclear pharmacy shall, within ten days of the commencement of employment of any
pharmacist, or within ten days of the termination of employment ofany pharmacist, report to the Board
such employment or termination of employment. Suchreports may be made upon forms availablk from
the Board.

(22) Anuclear pharmacy shall maintain adequate security measwures which are consistent with federal
regulations and with the requirernents of the Board,

{(23) A nuckar pharmacy shall not perform any pharmacy fimctions other than the dispensing of
radiopharmaceutical drug products; it shall not perform the fimctions of, or operate as, a retail
pharmacy or institutional pharmacy.

(24) Only a nuclear pharmmacy shalf keep in stock or handle radiophannaceuticals.

(25) No uuclear pharmacy shall require or permit the same nuckar pharmaeist to remain onduty for
more than 12 hows per day.

(26) A nuclear pharmacy shall be exermpt fom the following reguiations of the Beoard:
(a) 247 CMR 6.01;
{b) 247 CMR6.02;
{c) 247 CMR 6.08;
(dy 247 CMR 9.01(12}, (15} and ({6); and
{e) 247 CMR 9.04(4) and (6).
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(g) awiliary waming labels, if any, as needed; and
(h) the expiration date or time.

{13) In the case of mvestigational radicactive drugs, the nuclear pharmacy's records shall mchide an
mvestigator's protocol for the preparation of radivactive drugs, a copy ofthe Human Use Committee
Approval, a copy ofthe approved patient consent o, and a letter from the manufacturer - "sponsor”
melicating that the physician requesting the radioactive drug is a qualiied investigator.

(14} The premises of a muclear pharmacy shall at all times be kept in a clean and sanitary manner,

(15} A nuclear pharmacy shall, inlegible letters not less than one nch high, conspicuously display the
name of the director of pharmacy services on the premises.

{16} A nuclear pharmacy shall have a qualified nuclear pharmacist on the prerises during the entire
time when said pharmacy is open for business.

(17) A nuclear phanmacy shall keep posted and displayed in a conspicuous place its permit and the
certificate of personal registration to practice pharrmacy of cach registered pharmacist who is employed
ona full-time basis by the pharrmacy.

(I8) A nuelear pharmacy shall in advance of any move to a new location subimit to the Board an
application for a new permit and payment of the appropriate fees.

(19) Any nuclkear pharmacy which is being established, remodeled, or relocated must first submit o
the Board for review and approval copies of its structural plans,

(20) A nuclear pharmacy which has moved to a new location shall not operate i said location until
said nuclear pharmacy has been approved by the Board and untit it has received fromthe Board a new
penmit to nanage and operate a nuclear phanmacy and a new controlled substances registration.

(21) Fach nuclear pharmacy shall, within ten days of the comencement of employment of any
pharmacist, or within tert days ofthe termmation of emnployment ofany pharmacist, report to the Board
such employment or ternination of ermployment. Suchreports may be made upon forms availablke from
the Board.

(22) A nuclear pharmacy shall maintain adequate security measures which are consistent with federal
regulations and with the requirements of the Board.

(23) A nuclear pharmmacy shall be separate fiom, and idependent of; any other business or store.

(24) A nuclear pharmacy shall not perform any pharmacy finctions other than the dispensing of
radiopharmaceutical drug products; it shall not perform the finctions of, or operate as, a retail
pharmacy or mstitutional phanmacy.

(25) Only a nuclear pharmacy shalt keep in stock or handle radiopharmaceuticals.

{26) No muclear phanmacy shalt require or permit the same nuclear pharmacist to rermain on duty for
more than 12 howrs per day.

(27} A nucledr pharmacy shall be exempt from the following regulations of the Board:
(a) 247 CMR 6.01;
(b) 247 CMR 6.02;
(c) 247 CMR 6.08;
(d) 247 CMR 9.01(12), (15) and (16); and
(e) 247 CMR 9.04(4) and (6).
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13.06: Education and Expenence Requirerments of a Qualified Nuclear Pharmacist

A qualified nuclear pharmacist shall
(1} Be currently registered under M.G.L. ¢. 112, § 24;

(2) have received 200 contact howrs of orrmat acadermic training in the area of radio- pharmaceutical
preparation and handling, with no more than 60 of said hours being acquired through kiboratory
training;

(3) have received, maddition to formal academic tralning, a minimum of three months of full-time, or
500 hours of actual on the job practical experience i the field of radioactive drugs and
radiopharmaceutical services under the supervision of a qualified nuclear pharmacist m a nuclear
pharmacy providing nuclear pharmacy services, or in a structured nuclear phanmacy traming program
ofa Boavd-approved college/school of pharmacy; and

(4) submit a detailed affidavit of experience and training to the Board.

REGULATORY AUTHORITY

247 CMR 13.00: M.G.L. 112, §§ 24, 39B and 42A.



DEPARTMENT OF CONSUMER AND INDUSTRY SERVICES
OFFICE OF HEALTH SERVICES
“'BOARD OF PHARMACY /

RADIOPHARMACEUTICALS

(By authority conferred on the board of pharmacy by section 16145 of Act No. 368 of the Public Acts of
1978, being S$333.16145 of the Michigan Compiled Laws)

R 338.3001 Definitions.

Rule 1. As used in these rules:

(a) "Authentication of product history” means identifying the purchasing source, the ultimate fate, and any
intermediate handling of any component of a radiopharmaceutical.

(b} "Board" means the state board of pharmacy.

{c) "Internal test assessment” means conducting those tests of & quality assurance system nccessary to
insure the integrity of the test,

(d) "Radiopharmaceutical" means a pharmaceutical, biological, or drug which has a radioactive enlity.

(¢) "Radiopharmaceutical quality assurance” means the performance of appropriate chemical,
biological, and physical tests on potential radiopharmaceuticals and the interpretation of the
resulting data to determine their suitability for use in humans and animals.

{(f) "Radiopharmaceutical service” means the compounding, dispensing, labeling, and delivery of
radiopharmaceuticals; the participation  in radiopharmaceutical selection and radiopharmaceutical
utilization reviews; the proper and safe storage and distribution of radiopharmaceuticals; the maintenance
of radiopharmaceutical quality assurance; the responsibility for advising, where necessary or where
regulated, of therapeutic values, hazards, and use of radiopharmaccuticals; and the offering or
performing of those acts, services, operations, or transactions necessary in the conduct, operation,
management, and control of a nuclear pharmacy.

History: 1979 AC.

R 338.3002 Professional conduct regarding radiopharmaceuticals.

Rule 2. It is the professional responsibitity of a pharmacist and a pharmacy to conduct the
radiopharmaceutical area of a pharmacy in a manner which is consistent with pertinent state and federal
taws and reguiations.

History: 1979 AC,

R 338.3003 Dispensing radiopharmaceuticals; restrictions.
Rule 3. A radiopharmaceutical shall only be dispensed to a person having authority to possess such
drugs. A radiopharmaceutical shall not be dispensed directly to a patient.

History: 1979 AC.

R 338.3004 Labeling of radiopharmaccuticals.
Rule 4. (1) The immediate container of radiopharmaceuticals shafl be labeled with all of the following:
{a) The standard radiation symbol.
{b) The words "Caution--Radioactive Material."
{c) The name, address, and telephone number of the pharmacy.
(d) The prescription number.



(2) The immediate outer container (within which has been placed the immediate container) shall be
labeled with all of the following:

(a) The standard radiation symbol.

(b) The words "Caution--Radioactive Material."

{c) The radionuctide,

{d) The chemical form,

(e) The amount of radioactive material contained therein in millicuries or microcuries,

() If a liquid, the volume in milliliters.

(g) The requested calibration time for the amount of radioactivity contained therein,

(h) If a radiopharmaceutical is dispensed to a physician it shalt be labeled "FOR PHYSICIAN USE
ONLY."

History: 1979 AC.

R 338.3005 Requirements for pharmacist handling radiopharmaceuticals.

Rule 5. (1) The pharmacist directing radiopharmaceutical services shall develop, implement, supervise,
and coordinate all of the services provided, which shall include at least the following: preparation,
handling, storage, receiving, dispensing, disposition, radiopharmaceutical quality assurance, internal test
assessment, authentication of product history, and pharmacology of radioactive drugs.

(2) A person performing tasks within the radiopharmaceutical area of a pharmacy shall be under the
direct and effective supervision of a pharmacist, who shall be responsible for the adequacy and accuracy
of the person's performance.

(3) A pharmacy directly or indirectly involved with radiopharmaceuticals shall adopt written policies and
procedures containing an organizational description of authority and responsibilities associated
with radiopharmaceuticals, which shall be updated as necessary. These policies and procedures shall be
available to authorized representatives of the board,

History: 1979 AC.

R 332.3006 Housing of radiopharmaceutical arca of pharmacy.

Rule 6. (1) All professional and technical equipment and supplies and radiopharmaceuticals shall be
located in a suitable, well-lighted, and well-ventilated room or department having clean and sanitary
surroundings.

(2) A pharmacy handling radiopharmaceuticals shall have an arca for the compounding of
radiopharmaceuticats. The area shall occupy not less than 300 square feet of space and shall include a
prescription counter providing not less than 10 square feet of free working surface, excluding
hood space. If more than | pharmacist is on duty at any 1 time, the free working surface shall be increased
by not less than 4 square feet for each additional pharmacist. The prescription counter shall be kept clean
and free of ali material not being currently wused in the compounding and dispensing of
radiopharmaceuticals. The space behind the prescription counter shall be sufficient to allow free
movement within the area and shall be free of obstructions.

(3) A pharmacy handling radiopharmaceuticals shall provide a radioactive storage and product decay area,
oceupying not less than 25 square feet of space, separate from, and exclusive of, the hot laboratory,
compounding, dispensing, quality assurance, and office areas. '

(4} A pharmacy handling radiopharmaceuticals shall be maintained in an arca separate from arcas where
nonradioactive drugs are maintained.

History: 1979 AC.

R 3383007 Professional and technical cquipment and supplies  for pharmacies handling
radiopharmaceuticals.



Rule 7. (1) A pharmacy handling radiopharmaceuticals shall meet all of the requirements of a pharmacy
except that, upon request by a pharmacy which handles only radiopharmaceuticals, the board may waive
a requirement which it finds is not pertinent to the handling of radiopharmaceuticals.

{2) The following reference books are required in a pharmacy handling radiopharmaceuticais; afl books
shall be current editions or revisions:

() United States pharmacopeia, with supplements.

{b) National formulary, with supplements,

(c) Michigan laws relating to pharmacy. :

(d) Michigan state department of public health, division of radiological health, ionizing radiation rules,
being R 325.5001 to R 3255511 of the Michigan Administrative Code.

(¢) United States public health service radiological health handbook.

(3) The following technical equipment is required in a pharmacy handling radiopharmaccuticals:

{a) Fume hood.

{b} Laminar flow hood,

{¢) Dose calibrator.

(d) Prescription balance, sensitive to 30 milligrams.

(&) Refrigerator.

(1) Scintillation counter.

(g) Adequate supplies, such as glassware, utensils, gloves, shields, and remote handling devices.

(h) Autoclave, or access (o one.

(i) Pyrogen oven, or access o one.

(j) Miscroscope.

(k) Portable radiation detectors capable of detecting 0.005 microcuries of any radionuclide handled or
stored.

([) Typewriter,

{(m) Any other equipment necessary for radiopharmaceutical quality conirol for the products
compounded or dispensed.

History: 1979 AC,
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Posted: September 21, 2011 i
RADIOACTIVE DRUGS

6800,8100 DEFINITIONS.

Subpart 1. Manufacturers of radiopharmaceuticals. Any person, firm, or hospital compounding,
mixing, deriving, repackaging, or otherwise preparing a radioactive drug shall be licensed as a manufacturer,
unless the drug is prepared for use by:

A. the medical facility to which the facility preparing the product is physically attached; or
B. anindividual patient when the drug is being dispensed on the order of a licensed practitioner.

Subp. 2. Nuclear pharmacy. A nuclear pharmacy is any area, place, or premises described in a
license issued by the board with reference to plans approved by the board where radioactive drugs are stored,
prepared, manufactured, derived, manipulated, compounded, or dispensed.

Subp. 3. Radiopharmacentical, A radiopharmaceutical is any substance defined as a drug in section
201 (g) (1) of the Federal Foad, Drug, and Cosmetic Act that exhibits spontaneous disintegration of unstable
nuclei with the emission of nuclear particles or protons and includes any nonradioactive reagent kit or nuclide
generator which is intended to be used in the preparation of such substance, but does not inchude drugs such
as carbon-containing compounds or potassium-containing salts that contain trace quantities of naturally
oceurring radionuctides.

Subp. 4. Nuclear pharmacy practice, "Nuclear pharmacy practice” refers to a patient-oriented
pharmacy service that embodies the scientific knowledge and professional judgment required for the
assurance of the safe and effective use of radiopharmaceuticals and other drugs.

Statutory Authority: MSs /51.06
History: 18 SR 1145
Posted: September 21, 2011

6800.8200 SCOPE.

Parts 6800.8100 to 6800.8700 are applicable to pharmacies and manufacturers dealing with
radiopharmaceuticals; provided, however, that parts 6800.0100 to 6800.5600 shall also be applicable to
such pharmacies, unless specifically exempted by parts 6300.8100 to 6800.8700 or are in direct conflict
with them, in which case parts 6800.8100 to 6800.8700 apply. :

Statutory Authority: MS s 151.06
History: /8 SR 1145
Posted: September 21, 2011

6800.8300 MINIMUM STANDARDS.

Proof of adequate space and equipment for storage, manipulation, manufacture, compounding,
dispensing, safe handling, and disposal of radioactive material must be submitted to and approved by the
board before a pharmacy license is issued by the board.
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Compliance with all Jaws and regulations of the U.S. Nuclear Regulatory Commission and other
applicable federal and state agencies shall be deemed minimal compliance with this part. TFurther
requirements, as the board in its opinion finds necessary and proper for health and safety in the production,
compounding, dispensing, and use of radiopharmaceuticals, may be imposed as a condition of licensure,
A pharmacy exclusively handling radioactive materials may be exempt from the building and equipment
standards of parts 6800.0700, 6800.0800, 6800.0910, 6300.0950, 6800.1050, and 6800.2150 if the board
finds it is in the public interest.

Statutory Authority: MS s 151.06
History: 9 SR 1656; 18 SR 1145
Posted: September 21, 2011

6800.8400 PHARMACISTS HANDLING RADIOPHARMACEUTICALS.

A pharmacist handling radiopharmaceuticals must be competent in the preparation, handling, storage,
receiving, dispensing, disposition, and pharmacology of radiopharmaceuticals. The pharmacist must have
completed a nuclear pharmacy course and/or acquired experience in programs approved by the board.
Education and experience in nonapproved programs may be accepted if, in the opinion of the board, the
programs provide a level of competence substantially the same as approved programs.

Statutory Authority: MSs 151.06
History: 17 SR 1279; 18 SR 1145
Posted; September 21, 2011

6800.8500 PHARMACIST-IN-CHARGE.

A pharmacy handling radiopharmaceuticals shall not fanction without having a pharmacist who is
competent in the preparation, handling, storage, receiving, dispensing, disposition, and pharmacology
of radiopharmaceuticals in charge of the licensed premises. A qualified nuclear pharmacist shall be a
currently licensed pharmacist in Minnesota and either be certified as a nuclear pharmacist by the Board of
Pharmaceutical Specialties or meet the following standards:

A. have received a minimum of 200 contact hours of instruction in nuclear pharmacy and the
safe handfing and use of radioactive materials from an accredited college of pharmacy, with emphasis in the

following areas:
(1) radiation physics and instrumentation;
(2) radiation protection;
(3) mathematics of radioactivity;
(4) radiation biology; and
(5) radiopharmaceutical chemistry;

. B. attain a minimum of 500 hours of clinical nuclear pharmacy training under the supervision
of a qualified nuclear pharmacist; and
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. submit an affidavit of experience and training to the Board of Pharmacy.

Personnel performing tasks within the pharmacy shall be under the immediate and direct supervision

of the pharmacist competent in handling radiopharmaceuticals.
Statutory Authority: MSs 151.06
History: /8 SR 1145
Posted: September 21, 2011

6800.8550 LABELING OF RADIOPHARMACEUTICALS.

Subpart 1. Immediate container of bulk radiopharmaceutical product, FEach compounded
container must bear a label containing the following information:

A. standard radiation symbol with words "Caution - Radioactive Material";
B. radiopharmaceutical name or its abbreviation; and

C. radiopharmaceutical lot number.

Subp. 2. Outer container of bulk radiopharmaceutical product, Each individual prepared dose
must bear a label containing the following information:

A. standard radiation symbol with words "Caution - Radioactive Material";
radiopharmaceutical name or its abbreviation;

amount of radioactivity;

calibration date and time;

expiration date and time;

mm oo

volume - if liquid, weight - if solid, number of vials or ampoules - if gas, number of capsules
- if capsules;

G. added substances, such as stabilizers and preservatives;

H. radiopharmaceutical lot number;
L. name, address, and telephone number of nucleat pharmacy, if it is to be transferred for

commercial distribution; and

1. initials of preparing nuctear pharmacist, i it is to be transferred for cohlmercial distribution.
_ Subp. 3. Immediate container of each radiopharmaceutical dispensed. Each individual prepared

dose must bear a label containing the:

A. standard radiation symbol with words "Caution - Radioactive Material";
B. radiopharmaceutical name or its abbreviation;
C. radiopharmaceutical prescription or lot number; and
D. patient name,

Subp. 4. Outer container of each radiopharmaceutical dispensed, Each individual prepared dose
must bear a label containing the:

Copyright ©2011 by the Revisor of Statutes, State of Minnesota, All Rights Reserved.
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standard radiation symbol with words "Caution - Radioactive Material";
radiopharmaceutical name or its abbreviation;

amount of radioactivity;

calibration date and time;

expiration date and time;

volume - if liquid, or weight - if solid, and number of vials or ampoules - if gas;
added substances, such as stabilizers and preservatives;

. radiopharmaceutical prescription or lot number;

- I o ®mUOo® >

name, address, and tetephone number of nuclear pharmacy;
J. patient name; and
K. initials of dispensing nuclear pharmacist.
Statutory Authority: MSs 151.06
" History: 36 SR 237
Posted: September 21, 2011

6800.8600 ACQUISITION, STORAGE, AND DISTRIBUTION.

Onfy radiopharmaceuticals which are approved by the U.S. Food and Drug Administration or which
are investigational drugs having IND or NDA status may be dispensed by a nuclear pharmacy.

Radioactive materials shall be kept locked and secure from unauthorized personnel.

Radiopharmaceuticals shall not be transferred, distributed, or dispensed to any person or firm not
licensed or anthorized to receive or possess the drugs.

Statutory Authority: ASs 151.06
History: /8 SR 1145
Posted: Sepfember 21, 2011

6800.8700 RECORD KEEPING.

A pharmacist handling radiopharmaceuticals shall maintain records of acquisition and disposition of
radiopharmaceuticals for at least two years.

In the case of investigational radiopharmaceuticals, the pharmacy records shall include an
investigators protocol for the preparation of radiopharmaceuticals, a copy of the Human Use Committee
approval, a copy of the approved patient consent form, and a letter from the "manufacturer-sponsor”
indicating that the physician requesting the radiopharmaceutical is a qualified investigator.

Additional records shall be maintained as required by statute or rule of any other state or federal
agency.

Statutory Authority: MSs [31.06

History: 18 SR 1145

Copyright ©20H by the Revisor of Statutes, State of Minnesota. All Rights Reserved.
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ARTICLE XXVII NUCLEAR/RADIOLOGIC PHARMACY

Tn addition to all other applicable sections of the Mississippi Code of 1972, ARTICLE XXVIi of
the Mississippi Board of Pharmacy Regulation pertains specifically to nuclear pharmacy and
radiopharmaceuticals.

1.

DEFINITIONS

A.

Authentication of product history means, but is not limited to, identifying the
purchasing source, the ultimate fate, and any intermediate handling of any component
of a radiopharmaceutical;

.

A nuclear pharmacy is a pharmacy providing the services of storing, compounding,

dispensing, labeling, or distributing radiopharmaceuticals;

Practice of Nuclear Pharmacy means a patient-oriented service that embodies the

scientific knowledge and professional judgment required to improve and promote

health through the assurance of the safe and efficacious use of radiopharmaceuticals
and other related drugs;

A qualified licensed professional means an individual (such as a physician, nurse, or

technologist) who possesses a current state license if applicable, and who has

sufficient training and experience to safely handle radiopharmaceuticals as defined by
the Mississippi State Department of Health, Division of Radiological Health;

A qualified nuclear pharmacist means a currently licensed pharmacist in the state of

Mississippi who is certified by the Mississippi State Department of Health, Division

of Radiological Health, or who meets the following standards: '

(D Minimum standards of training for "authorized user status” of radioactive
materials as defined by Mississippi State Department of Health, Division of
Radiological Health;

(2) Completed a minimum of two hundred (200) contact hours of instruction in
nuclear pharmacy and the safe handling and the use of radioactive materials
from a program approved by the Mississippi Board of Pharmacy, and United
States Nuclear Regulatory Commission or Agreement State Agency, with
emphasis in the following areas:

(a) Radiation Physics and Instrumentation;
(b) Radiation Protection;

{c) Mathematics of Radioactivity;

(d) Radiation Biology;

(e) Radiopharmaceutical Chemistry.

3 Attain a minimum of five hundred (500) hours of clinical nuclear pharmacy
training under the supervision of a qualified nuclear pharmacist.

Nuclear pharmacy technician means a person who works under the supervision of a

. qualified nuclear pharmacist and who is currently registered with the Mississippi

Board of Pharmacy. The duties and responsibilities of these personnel must be
consistent with their training and experience; - :

Radiopharmaceutical is any substance defined as a drug in Section 201(g) (1) of the
Federal Food, Drug and Cosmetic Act which also contains unstable nuclei which
undergo spontaneous disintegration with the emission of nuclear radiation;



Radiopharmaceuticals also include any non-radioactive reagent kit or radionuclide
generator which is intended to be used in the preparation of radiopharmaceutical
doses;

H. Radiopharmaceutical Service means, but shall not be limited to the procurement,
storage, handling, compounding, quality control testing, dispensing, delivery,
recordkeeping, and disposal of radiopharmaceutical and other drugs as well as quality
contro] procedure, radiological health activities, any consulting activities associated
with the use of radiopharmaceuticals, health physics and any other activities required
for provision of pharmaceutical care;

I.  Radiopharmaceutical Compounding means the preparation, mixing assembling,
packaging, or labeling of a reagent kit or biological substance with radioactivity;

J.  Radiopharmaceutical quality control means, but is not limited to, the performance of
appropriate chemical, biological, and physical tests on potential and prepared
radiopharmaceuticals and the interpretation of the resulting data to determine their
suitability for use in humans or animals;

Assurance that variances in the processes are clearly identified, assessed and
improved upon if necessary is required for adequate quality control. All quality
control procedures must be a set of planned, defined, and systematic activities to
provide adequate confidence that the product optimally fulfils professional
expectations and requirements;

K. The restricted area of a Nuclear Pharmacy is an area with limited access for the
purpose of protecting individuals against the undue risks from exposure to radiation
and radioactive materials. Generally, the restricted area(s) consists of the
compounding/dispensing area, radioactive material storage area, and radioactive dose
return or breakdown area. '

NUCLEAR PHARMACY STANDARDS AND EQUIPMENT

Written procedures and policy showing proof of adequate space and equipment for all
operations involving radioactive material must be submitted to the Mississippi Board of
Pharmacy along with a certified copy of the RADIOACTIVE MATERIAL LICENSE
issued by the Mississippi Staie Department of Health, Division of Radiological Health,
before a permit to operate as a Nuclear Pharmacy is issued.

Compliance with applicable radiation protection regulations of the Mississippi State
Department of Health, Division of Radiological Health, is further required. Violation of
rules and regulations established by the Mississippi State Department of Health, Division
of Radiological Health, that directly affects public health and safety, shall serve as prima
facie evidence of violation of this ARTICLE,

The restricted area of a nuclear pharmacy shall have at least the following supplies and

equipment: '

A. Radiation detection and measuring instruments capable of accurately measuring
quantities of radioactivity and radiation; :

B. Refrigerator, microscope, and a hemacytometer;

C. Radiochemical fume hood and filter system with suitable air sampling equipment if
storing or dispensing volatile substances;



E.

F.
G

H.

L

J.

Laminar air flow hood and appropriate supplies to ensure sterile practices for parental
solutions;

Syringes, vials, filters, and other necessary supplies needed to compound and
dispense any oral or sterile parenteral drug product;

Adequate shielding for syringes vials drawing stations and returned dose storage arca:
Materials needed for decontamination;

All supplies needed to perform quality control testing;

Appropriate shielding for the transportation of D. O. T. approved outer transport
containers;

Required labels and other supplies for proper shipment of radioactive material.

A pharmacy exclusively handling radiopharmaceuticals may be exempt from the general
requirements of conventional pharmacies as regards to equipment and inventory.

OPERATION OF A NUCLEAR PHARMACY

A,

Nuglear Pharmacy License. A license to operate a pharmacy providing
radiopharmaceutical services shall only be issued to a qualified nuclear pharmacist.
All personnel performing tasks in the preparation and distribution of radioactive
drugs shall be under the direct supervision of a qualified nuclear pharmacist. A
qualified nuclear pharmacist shall be responsible for all operations of the pharmacy.
Nuclear pharmacies shall have adequate space and equipment, commensurate with
the scope of services required and provided.

The nuclear pharmacy restricted area shall be secured from unobserved entry and/or
unauthorized personnel.

Nuclear pharmacies shall maintain complete and accurate records of acquisition,
inventory, and disposition of all radioactive drugs and other radioactive materials, in
accordance with guidelines established by the Mississippi State Department of
Health, Division of Radiological Health.

All pharmacies handling radiopharmaceuticals shall provide a radioactive storage and
product decay area in accordance with guidelines established by the Mississippi State
Department of Health, Division of Radiological Health.

Radiopharmaceuticals are to be dispensed only upon receipt of a prescription drug
order, from a licensed practitioner or his agent. Validation that he is authorized to
possess, use or administer radiopharmaceuticals is required.

Nuclear pharmacies shall, in addition to this ARTICLE XXVII and the Mississippi
State Department of Health, Division of Radiological Health’s applicable regulations,
comply with any applicable requirements of other governing agencies regarding its
daily operations and the disposal of any biohazardous medical waste.

DISPENSING OF RADIOPHARMACEUTICALS

Radiopharmaceuticals shall be dispensed/transferred only to a licensed practitioner
authorized by the Nuclear Regulatory Commission and/or the Mississippi State Department
of Health, Division of Radiological Health to possess, use, and administer such drug. A
radiopharmaceutical shall be dispensed for medical use only upon receipt of a prescription
or medication order from such authorized practitioner. Otherwise, a radiopharmaceutical



may be transferred to a person who is authorized by federal or state law to possess and use
such drug for non-medical applications. All prescriptions/orders shall be readily
retrievable if requested by any governing agency.

A. A nuclear pharmacy, upon receiving an oral prescription order for a

radiopharmaceutical, shall have the prescription order reduced to writing or recorded
in a data processing system, which the written or electronic record shall contain at
least the following:

(1) The name of the institution and prescriber or if applicable, the prescriber’s agent;
(2) The date of dispensing and the calibration time of the radiopharmaceutical;

(3) The name of the procedure;

(4) The name of the radiopharmaceutical;

(5) The activity of the dose or quantity of the radiopharmaceutical;

(6) The serial number assigned to the order for the radiopharmaceutical;

(7) Any specific instructions;

(8) The initials of the pharmacist who dispensed the order.

Whenever an order is for a therapeutic or blood-product radiopharmaceutical, the patient's
name must be obtained and recorded prior to dispensing.

B.

The immediate outer container transportation shield of a radiopharmaceutical to be

dispensed shall be labeled with:

(1) The name and address of the pharmacy and prescriber;

(2) Activity dispensed, expiration date and time, calibration time, serial number, and
date of dispensing;

(3) The standard radiation symbo! and the words "Caution Radioactive Material";

(4) The name of the procedure and the radiopharmaceutical, including pharmacy lot

- number associated with dose;

(5) If a liquid, the volume; if a gas, the number of ampules or vials; and if a solid, the
number of items or weight;

(6) Molybdenum 99 content to USP limits (<0.15 mCi Mo-99 per 1.0 mCi Tc 99m at
time of administration or expiration);

(7) The name of the patient or the words “per physician order” in the absence of a
patients name.

When the prescription is for a therapeutic or blood product radiopharmaceutical, the
patient's name shall appear on the label. The requirements of this subsection shall be met
when the name of the patient is readily retrievable from the physician upon demand,

C.

The immediate inner container label of a radiopharmaceutical to be dispensed shall be
labeled with:

(1) Identity of the radiopharmaceutical and the serial number,

(2) The standard radiation symbol and the words "Caution Radioactive Material";

(3) The chemical form;

(4) The name of the procedure and date dispensed.



D. For aradiopharmaceutical intended for a specific patient, the immediate inner
container shall be labeled with:
(1) The standard radiation symbol and the words, "Caution - Radioactive Material";
(2) The prescription number and name of patient;
(3) Identity and activity or quantity, of the radiopharmaceutical.

When a radiopharmaceutical is dispensed under the authority of an Investigational New
Drug Application (IND) the nuclear pharmacy records shall include an investigator's
protocol for the preparation of the radiopharmaceutical, a copy of the Institutional Review
Board approval form or letter, and a letter from the manufacturer (sponsor) indicating that
the physician requesting the radiopharmaceutical is a qualified investigator.
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NRS: CHAPTER 639 - PHARMACISTS AND PHARMACY Page 1 of 1

NRS :639.2321 clear - pharmacy: Direct supervision of preparation and distribution -of radiopharmaceuticals
‘required; qualifications of managing pharmacist; niuclearpharmacist required on premises. .
[. Any person who prepares or distributes radiopharmaceuticals must be under the direct supervision of a nuclear
pharmacist.
2. The managing pharmacist of a nuclear pharmacy must be a nuclear pharmacist.
3. A nuclear pharmacist must be on the premises during the hours a nuclear pharmacy is open for business.
(Added to NRS by 1989, 1750; A 1995, 292)

NRS 639,2322 Nuclear pharmacy: Oral orders; prohibition on refill of preseription for radiopharmaceutical.+
1. Except as otherwise provided in subsection 2, a managing pharmacist of a nuclear pharmacy may delegate to any
person, under the direct supervision of the managing pharmacist, the authority to accept oral orders from a practitioner or the
designated agent of a practitioner. '

2. An oral order may be used for a radiopharmaceutical which is not prescribed for a specific patient. An oral order which
is designated for a specific patient must be accepted only by a nuclear pharmacist or registered intern acting under the direct
supervision of a nuclear pharmacist.

3. A prescription for a radiopharmaceutical must not be refitled.

4. As used in this section, “designated agent” means a person who is authorized to communicate a practitioner’s
instructions to a nuclear phatmacy.

(Added to NRS by 1989, 1750}
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NAC: CHAPTER 639 - PHARMACISTS AND PHARMACY Page 1 of 4

NUCLEAR PHARMACIES

NAC 639.5802 Definitions. (NRS 639.070) As used in NAC 639.5802 to 639.584, inclusive, unless
the context otherwise requires, the words and terms defined in NAC 639.5804 to 639.5814, inclusive,
have the meanings ascribed to them in those sections.

(Added to NAC by Bd. of Pharmacy, eff. 11-9-95)

NAC 639.5804 “Agreement state” defined. (NRS 639.070) “Agreement state” means any state with
which the Nuclear Regulatory Commission has entered into an effective agreement pursuant to section
274(b) of the Atomic Energy Act of 1954, 42 U.S.C. § 2021(b).

(Added to NAC by Bd. of Pharmacy, eff. 11-9-95)

NAC 639.5806 “Authentication of product history” defined. (NRS 639.070) “Authentication of
product history” means identifying the purchasing source, the ultimate destination and any intermediate
handling of any component of a radiopharmaceutical or other drug.

(Added to NAC by Bd. of Pharmacy, eff. 11-9-95)

NAC 639.5808 “Procedures to assure the quality of radiopharmaceuticals” defined. (NRS
639.070) “Procedures to assure the quality of radiopharmaceuticals” means all activities necessary to
assure the quality of the process used to provide radiopharmaceutical services, including, but not limited
to, authentication of product history and maintenance of any records required by an appropriate
regulatory agency.

(Added to NAC by Bd. of Pharmacy, eft. 11-9-95)

NAC 639.581 “Qualified nuclear pharmacist” defined. (NRS _639.070) “Qualified nuclear
pharmacist” means a nuclear pharmacist who meets the requirements set forth in NAC 639.5818.
(Added to NAC by Bd. of Pharmacy, eff. 11-9-95)

NAC 639.5812 “Radiopharmaceutical services” defined. (NRS 639.070) “Radiopharmaceutical
services” means the procurement, storage, handling, compounding, preparation, labeling, testing to
control the quality of, dispensation, distribution, transfer, recordkeeping and disposal of radiochemicals,
radiopharmaceuticals and ancillary drugs. The term includes procedures to assure the quality of
radiopharmaceuticals, radiological health activities, consulting activities associated with the use of
radiopharmaceuticals, health physics and any other activities required for the provision of pharmaceutical

care.
(Added to NAC by Bd. of Pharmacy, eff. 11-9-95)

NAC 639.5814 “Testing to control the quality of radiopharmaceutical” defined. (NRS 639.070)
“Testing to control the quality of radiopharmaceutical” means the performance of appropriate chemical,
biological and physical tests on a compounded radiopharmaceutical and the interpretation of the resulting
data to determine its suitability for use in humans and animais.

(Added to NAC by Bd. of Pharmacy, eff. 11-9-95)

NAC 639.5816 “Radiopharmaceutical” interpreted. (NRS 639.070) The Board interprets the term
“radiopharmaceutical” as defined in NRS 639.0143 to include any biological product which is labeled
with a radionuclide or intended solely to be Jabeled with a radionuclide.

(Added to NAC by Bd. of Pharmacy, eff. 11-9-95)

NAC 639.5818 Nuclear pharmacist: Certification; fraining and instruction; affidavit of
experience and training, (NRS 639.070) A nuclear pharmacist must hold a current license issued by the
Board and must: '

1. Be certified as a nuclear pharmacist by the Board of Pharmaceutical Specialties, an affiliate of the
American Pharmacists Association; or

2. Satisfy each of the following requirements;
(a) Meets minimum standards of training for status as an authorized user of radioactive material and is
licensed by the Nuclear Regulatory Commission or an agreement state.

(b) Has successfully completed a minimum of 200 contact hours of instruction in nuclear pharmacy

oM/INED
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and the safe handling and use of radioactive materials from a nationally accredited college of pharmacy
or a training program recognized by the Nuclear Regulatory Commission or an agreement state. The
minimum required hours must be apportioned as follows:

(1) Radiation physics and instrumentation (85 hours);

(2) Protection against radiation (45 hours);

(3) Mathematics pertaining to the use and measurement of radioactivity (20 hours);

(4) Radiation biology (20 hours); and

(5) Radiopharmaceutical chemistry (30 hours). :

© (c) Has attained a minimum of 500 hours of clinical or practical training in nuclear pharmacy under

the supervision of a qualified nuclear pharmacist in the following areas, as described in the current
Nuclear Pharmacy Practice Standards adopted by the American Pharmacists Association:

(1) Procuring radioactive materials;

(2) Compounding radiopharmaceuticals;

(3) Performing routine testing to control the quality of radiopharmaceuticals;

(4) Dispensing radiopharmaceuticals;

(5) Distributing radiopharmaceuticals; : _

(6) Carrying out basic procedures for protection against radiation; and

(7) Consulting and educating persons engaged in nuclear medicine, patients, pharmacists, other
health professionals and the general public. ‘

(d) Has submitted an affidavit of experience and training to the Board.
(Added to NAC by Bd. of Pharmacy, eff. 11-9-95)

NAC 639.582 Permit to operate. (NRS 639.070) The Board will issue a permit to operate a nuclear
pharmacy only to a person who is a qualified nuclear pharmacist or who employs a qualified nuclear
pharmacist. The permit to operate a nuclear pharmacy is effective only as long as the pharmacy also holds
a current license issued by the Nuclear Regulatory Commission. Copies of reports of any inspection
conducted by the Nuclear Regulatory Commission must be made available on request for inspection by
the Board.

(Added to NAC by Bd. of Pharmacy, eff. 11-9-95)

NAC 639.5822 Space and equipment requirements; floor plan. (NRS 639.070) A nuclear
pharmacy must have adequate space and equipment commensurate with the scope of services it provides
and must meet the minimum space requirements established for all pharmacies in the State. A nuclear
pharmacy must include, but is not limited to, an area for the:

1. Preparation and dispensation of radiopharmaceuticals.

2. Shipment and receipt of radioactive material.
3. Storage of radioactive material.

4, Decay of radioactive waste.
= An application for a permit to operate a nuclear pharmacy must include a detailed floor plan of the
nuclear pharmacy. The Board must approve any subsequent material change to the floor plan.

(Added to NAC by Bd. of Pharmacy, eff. 11-9-95) '

NAC 639.5824 Security. (NRS 639.070) A nuclear pharmacy must be totally enclosed and be able to
be locked to prevent access by unauthorized personnel.
(Added to NAC by Bd. of Pharmacy, eff. 11-9-95)

NAC 639.5826 Records. (NRS 639.070) The records of acquisition, inventory and disposition of all
radioactive drugs and other radioactive materials of a nuclear pharmacy must be maintained in
accordance with the statutes and regulations of the Board, the Nuclear Regulatory Commission or an

agreement state.
(Added to NAC by Bd. of Pharmacy, eff. 11-9-95)

NAC 639.5828 Quality assurance proceduares for radiopharmaceuticals. (NRS 639.070) A
nuclear pharmacy must compound and dispense radiopharmaceuticals in accordance with the accepted

procedures to assure the quality of radiopharmaceuticals.
(Added to NAC by Bd. of Pharmacy, eff. 11-9-95)

eV aValshia)
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NAC 639.583 Dispensing or transferring radiopharmaceuticals. (NRS _639.070) A
radiopharmaceutical must be dispensed only pursuant to a prescription order received from a licensed
practitioner authorized by the Nuclear Regulatory Commission or an agreement state to possess, Use and
administer such a drug. A radiopharmaceutical may be transferred to a person who is authorized to
possess and use such a drug for nonclinical applications.

(Added to NAC by Bd. of Pharmacy, eff. 11-9-95)

NAC 639.5832 Oral order for radiopharmaceutical: Requirement to keep record; contents of
record. (NRS_639.070) After receiving an oral order for a radiopharmaceutical, a nuclear pharmacy
immediately must reduce the order to writing or record the order in a data processing system and must
include, without limitation, the following information:
The name of the institution and the prescriber or prescriber’s agent.
The date of dispensation and the calibration time of the radiopharmaceutical.
The name of the procedure.
The name of the radiopharmaceutical.
The dose or quantity of the radiopharmaceutical.
The serial number assigned to the order for the radiopharmaceutical.
Any specific instructions of the prescriber.
The initials of the person who received the order.
" The initials of the person who dispensed the order.
10. If an order is for a radiopharmaceutical for therapeutic use or use in a blood product, the name of
the patient must be obtained and recorded before dispensing the radiopharmaceutical.
(Added to NAC by Bd. of Pharmacy, eff. 11-9-95)

R

NAC 639.5834 Outer shield of radiopharmaceutical container: Label required; contents of
tabel. (NRS 639.070) The immediate outer shield of the container of a radiopharmaceutical fo be
dispensed must be labeled with:

The name and address of the pharmacy.

‘The name of the prescriber.

The date of dispensation.

The serial number assigned to the order for the radiopharmaceutical.

The standard radiation symbol.

The words “CAUTION RADIOACTIVE MATERIAL.”

The name of the procedure. '

The radionuclide and chemical form.

" The amount of radioactivity and the date and time of the calibration.

10. 1f the radiopharmaceutical is a liquid, the volume.

11. Ifthe radiopharmaceutical is a solid, the number of items or weight.

12, If the radiopharmaceutical is a gas, the number of ampules or vials.

13. The molybdenum 99 content 'n accordance with the limitations prescribed in the United States
Pharmacopeia - National Formulary, as adopted by reference in paragraph (c) of subsection 1 of NAC
639.670.

14, The name of the patient or the words “Physician’s Use Only” in the absence of a patient’s name.

15. If the prescription is for a radiopharmaceutical for therapeutic use or use in a blood product, the
patient’s name must appear on the label. The requirements of this subsection are met if the name of the
patient is readily reirievable from the prescriber upon demand.

(Added to NAC by Bd, of Pharmacy, eff. 11-9-95; A by R035-06, 9-18-2008)

N ol

NAC 639.5836 Inner label of radiopharmaceutical container; contents. (NRS 639.070) The
immediate inner label of a container ofa radiopharmaceutical to be dispensed must be labeled with:
The name of the pharmacy.
The standard radiation symbol.
The words “CAUTION RADIOACTIVE MATERIAL.”
The identity of the radionuclide.
The chemical form.
The name of the procedure,
The serial number assigned to the order for the radiopharmaceutical.

RownE LN

QIO



NAC: CHAPTER 639 - PHARMACISTS AND PHARMACY Page 4 of 4

(Added to NAC by Bd. of Pharmacy, eff. 11-9-95)

NAC 639.5838 Records of nuclear pharmacy when radiopharmaceutical is dispensed pursuant
to investigational new drug application: Contents. (NRS 639.070) 'If a radiopharmaceutical is
dispensed pursuant to the authority of an investigational new drug application approved by the United
States Food and Drug Administration, the records of a nuclear pharmacy must include:

1. An investigator’s protocol for the preparation of the radiopharmaceutical;

2. A copy of the approval form or letter of the internal review board of the institution; and

3. A letter from the manufacturer or sponsor indicating that the physician requesting the
radiopharmaceutical is a qualified investigator.

(Added to NAC by Bd. of Pharmacy, eff. 11-9-95)

NAC 639.584 Required equipment, (NRS 639.070) A nuclear pharmacy must have the following
equipment: :

1. A radionuclide dose calibrator.

2. A refrigerator.

3. A single or multiple channel well scintillation counter containing the isotopes sodium iodide,
thallium, germanium and lithium.
A radiochemical fume hood and filter system with suitable equipment for sampling air.
An atrea survey meter.
At least two Geiger Mueller survey meters, including one high-range meter.
A microscope and hemacytometer.
A laminar airflow hood and appropriate supplies to ensure sterile practices for parenteral solutions.
_ Radiation shields for syringes and vials.

10. A lead-shielded drawing station.

11. Decontamination supplies.

12. Appropriate supplies to perform procedures to assure the quality of radiopharmaceuticals.

13. Lead transport shields for syringes and vials.

14, USA Type A, 7A transporl containers approved by the Department of Transportation and other
labels and supplies for shipping radioactive materiais. A .

(Added to NAC by Bd. of Pharmacy, eff. 11-9-95)

LNV
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pART Ph 405 STANDARDS OF PRACTICE FOR NUCLEARRADIOLOGIC PHARMACY

Ph 405.01 Purpose and Scope. The practice of nuclear pharmacy is hereby recogﬁized"as a specialty of pharmacy practice, regulated by the state board of pharmacy. As such, the
following rules are included Lo address those areas specific or unique to this specialty practice. These rules shal supplement the rules/regulations of other state and federat agencies.

Source, H6181.B, ¢ff 2-5.96, EXPIRED: 2-3-04
New, #3316, off 3-26-05
Ph 405.02 Definitions,

(a) "Authentication of product history" means identifying the purchasing source, the ultimate fate, and any intermediate handling of any component of 2 radiopharmaceutical or other
drug.

(b} "Nuctear pharmacy” means a pharmacy which provides radiopharmaceutical services,

{c)} "Practice of nuctear pharmacy” means & patient-oriented service that embodies the scientific knowledge and professional judgment sequired to improve and promote tealth through
{he assarance of the safe and efficacious use of radiopharmaceuticals and other drugs.

{d) "Quality assurance procedures” mezns afl activities necessary to guarantec the integrity of the process used to provide radiopharmaceutical services, including authentication of
predizct history and maintenance of all records as required by the department of health and human services, bureaw of radiological health.

() "Quatity control testing” means the performance of chemical, biolagical and physical tests on compounded radiopharmaceuticals and the interpsctation of the resulting data to
determine thieir suitability for use in humans and animals. .

() "Radiopharmaceutical” means any drug which exhibits spontaneous disintegration: of unstable nuctei with the emission of nuclear particles or photons. The term includes any
nonradioactive reagent kit or nuclide generater which is intended to be used in the preparation of any such substance, but does not include drugs such as carbon-contatning compounds or
potassium-containing salis which contain trace quantities of naturally oceurring radionuclides, The term also includes any biclogical product which is tabeled with a radionuclide or intended
solely to be labeled with 2 radionuciide.

{g) "Radiopharmaceuticat service” means the procurement, sterage, handling, compounding, preparation, labeling, quality control testing, dispensing, distrbution, sransfer, record
keeping and disposal of radiochemicals, radiopharmaceuticals and ancillary drugs,

Source. #6181-B, eff2-5-96, EXPIRED: 2-5-04
Mew, #8316, eff 3-26-05
Th 405,03 General uirem for Pharmacies Providing Radiopharmaceuti

{a) A permit to operate a pharmacy, which provides sadiopharmaceutical services shall only be issued to & person who is, or whe employs a qualified nuelear pharmacist, Alb
personnel performing tasks in the preparation and distribution of radiopharmaceuticals and anciliary drugs shafl be under the direct supervision of a qualified nuckear pharmaeist, who shall be
in personal attendance when the pharmacy is epen for business. The pharmacist-in-charge skall be responsible for all operations of the pharmacy.

{b) The nuclear pharmacist wha licenses the pharmacy shall hold a current license issued by the board, and shall be either certified as a nuclear pharmacist by the board of
pharmaceutical specialties or satisfy each of the following requirements:

(1) Meets minimal standards of training for status as authorized user of radioactive material, as specified by the department of health and human services, bureau of Tadiological
frealth;

{?) Has suceessfully completed a minimum of 200 confact hours of instruction in nuglear pharmacy and the safe handling and use of radioactive materials from a nationally
accredited college of pharmacy, or other training program recognized by the department of heaith and human services, bureau of radiological health;

(3} The 200 hours of instruction referenced in {2) abave shail be apportioned as follows:
a. Radiation physics and instrumentation, 85 hours;
b. Radiation protection, 45 hours;
¢. Mathematics periaining to the use and measurement of radioactivity, 20 hours;
4 Radiation biology, 20 hours; aad
¢. Radiopharmaceutical chemistry, 30 hours;

(#) Has attained a minimum of 500 hours of clinical/practical nuelear pharmacy training under the supervision of a qualified nuclear pharmacist in, but not limited to, the
foliowing arcas:

a. Procuring radicactive materials;

b. Compounding radiopharmaceuticals;

<. Performing routine quatity contrel procedures;

4. Dispensing radiopharmacenticals,

¢, Distributing sadiopharmaceuticals;

f. Implementing basic radiation protection procedures; and

g. Consulting and educating the nuclear medicime comuymity, patients, pharmacists, other heaith professionals, and the general public; and
(5} Has submitted an affidavit of experience and training to the board.

(c) The penmit 10 operate a nuclear pharmacy shall be effective only so long as the pharmacy also holds a cumrent license issued by the department of hiealth and human services, bureau
of radiotogical health. Copies of the burean of radiological health inspection seports shall be available at the pharmacy for board inspection.

(d) Nuctear pharmaies shall have adequate space and equipnint, commensurate with the scope of services requized and provided and meeting minimal space requirements established
for alt pharmacies in the state.

{c) All phacmacies handiing radiopharmaceuticals shalt include, put not be limited to, the following areas:
{1y Radiophamnaceutical preparation/dispensing area;
(2) Radioactive materiat shipping/receiving area;
{3) Radiozetive material storage area; and
(4) Radioactive waste decay area.
{) The application for a permit fo operate a nuetear pharmacy shail be the same as in Ph 304.01 and Ph 304,02
{g) The nuclear pharmacy professional service area shall be secured from unauthorized personnel and shafl be totaily enclosed and lockable.

() Nuclear pharmacies shalt maintain records of acquisition, mventory and disposition of ail radioactive drugs and other radioactive materials in accordance with the board and the
department of health and human services, bureau of radiological health statutes and rules.

e oMM M01D
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(i) A radiopharmaceutical shall be dispensed only to 2 licensed practiticaer authorized by the department of health and human services, burzau of radiological health to possess, use
and administer such drug. A radiopharmaccutical shalf be dispensed only upen receipt of a prescription or medication order from such licensed peactitioner. Otherwise, a
radiopharmaceutical may be transferred to a person who is anthorized 1o possess and use such drug for non-clinical applications.

(j) A nuclear pharmacy, upon receiving an oral prescription order for 2 radiopharmacentical, shall immediately have the prescription order reduced to writing, or recorded in a data
processing system.

(k) The writing or record required by {i} above shali contain at least the following:
(1) The name of the institution and prescriber, or prescribers’ agent;
(2) The date of dispensing and the calibration time of the radiopharmaceutical;
(3) The name of the procedure;
{4) The name of the radiopharmaceutical;
¢5) The dose or quantity of the radiopharmaceutical;
(6} The serial number assigned to the order for the radiopharmaceutical;
{7} Any specific instructions,;
(8) The initials of the person who received the order; and
(9) The initials of the person who dispensed the order,
(1) Whenever an order is for a therapeutic ar blood~product radiopharmaceutical, the patient's name shall be obtained and recorded prior to dispensing.
(m) The immediate outer container shield of a sadiopharmaceutical to be dispensed shall be labeled with:
(1) The name and address of the pharmacy;
(2) The name of the prescribes;
(3) The date of dispensing;
(4) The serial number assigned to the order for the radiopharmaceutical;
(5) The standard radiatior symbol;
{6) The words "Caution Radéoactive Matedal”;
7y The name of ik procedure;
(8) The radionuclide and chemical form;
(9) The amount of tadioactivity and the calibration date and time;
(10} ifaliquid, the volume;
{11y If a solid, the number of items or weight;
{12) If a gas, the aumber of ampules or vials;
13) Molybdenun: 99 content to USP limits; and
(14) The name of the patient or the words "Physician's Use Only” in the absence of a patient name,

(n) When the prescription is for a therapentic or bloed-product radiopharmaceatical, the patient name shall appear on the label. The requirements of this paragraph shall be met when
the name of the patient is readily retrevable from the physician upon demand.

(o) The immediate inner container label of a radiopharmaceutical to be dispensed shall be labeled with:
(1) The name of the pharmacy;
(2) The standard radiation symbol;
(3) The words "Caution Radioactive Matenal”;
{4) The identity of the radionuclide;
{5) The chemical fornt;
(6} The name of the procedure; and
(7) Sedal namber of the radiopharmaceutical.

{p} When a radicpharmaceuticat is dispensed under the authority of an investigational new drug application (IND), the nuclear pharmacy records shalt include an investigator’s
protoce] for the preparation of the radiopharmaceutical, angd a letter from the manufacturer of sponsor indicating that the physician requesting the radiophammaceutical is a gualified
imvestigator.

{q) Each nuclear pharmacy shall have 2 cursent copy of the United States Pharmacopeia/National Formutsey {USP/NF), USP-DI, and a cuerent copy of stats and federal rules and
regulations governing the safe storage, handling, use, dispensing, transport and disposal of radiopharmaceuticals.

Source, #61SL-B, eff 2-5-96, EXPIRED: 2-5-04
New, #8316, eff 3-26-05
Ph 465.04 Minimum Equipment. The pharmacy shall have at least the following equipment:
(a) A radionuelide dose catibrator;
{b) A refrigerator;
(¢} A single or muitiple channe! scintittation counter with weli-type Nal(T1} or Ge(Li) detector,
(d) A radiochemical fume hood and filter system with air sampling ¢quipment;
(e} An area survey meler;
(f) Atleast 2 GM survey meters including one high-range meter;

(2) A microscope and hemacytometer;
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(hy A laminar air flow hood and appropriate supplies to ensure sterile practices for parenteral solations;

(i) Syringe and vial radiation shields;

(i) A lead-shiclded drawing station;

(k) Decontamination supplies;

@) Supplies to perform quality assurance testing;

(m} ELead transport shields for syringes and vials; and

{n) New Hampshire department of ransportation approyed USA Type A - 7A approved transport containers and other labels and sapplies for shipping radicactive materials,
Sourge, #6131.B, eff 2-5-96, EXPIRED: 2.5.04
New, #8314, eff 3-26-05
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Now Jersey

CHAPTER 39
STATE BOARD OF PHARMACY
Authority
NJISA, 45:1-15.1 and 45:14:47,

Source and Effective Date

R.2010 d.6990, cffestive May 47, 2010,
See: 42 NILR. 132(a), 42 N.LR. 1221(a).

Chapier Expiration Dsie
Chapter 19, State Board of Pharmacy, expires on May 17, 2015.

Chapter Historicat Note

Chapter 39, State Board of Pharmacy, was adopled and became
effective prior 10 September 1, 1969,

Chapter 39, State Board of Pharmacy, was repeated and adopled as
new rules by R.1989 d.314, effective June 19, 1989, See: 20 NJR
1648(=), 21 NLR. 1712(a).

Purswant to Executive Order No. 66(1978), Chapter 39, State Board of
Pharmacy, was readopted as R.1994 d.351, effective June 16, 1994,
See: 276 N.LR. 1596(a), 26 N.JR. 2905(h), 26 NJ.R. 3878{a).

Subchapter 12, Nuclear Pharmacies, was recodified from Subchapter
11 by R.1994 4.476, effective Sep{em&cr 19, 1994, See: 26 NULR.
1303(a), 26 W.LR. 3378(b).

Pursuant 1o Executive Order Mo, 66(1978), Chapter 39, State Board of
Pharmacy, was readopted as RI999 d.214, effective June 16, 1999,
See: 31 N.LR. 1151(a), 31 HR 1932({a}.

Subchapter 10, Automated Medication Systems, was adopled as
R.2000 d.28, effective January 18, 2000. See: 31 NJR. 2293(b), 32
NJR 3176}

Subchapter 3JA, Continuing Education, was adopted ss R.2003 d.130,
effective March 17, 2003, See: JANJR. 1089(a), 35 N.JLR. 1433(a).

Chapter 39, State Board of Pharmacy, was readopted 4s R.2003 d.25,
offective December 10, 2004, See: 36 NJR. 3345(a), 37 MR 295(a).

Subchapter 2, Liceosore Requirements, was renamed Requirements
for Ialtia] Licensure; Subchapter 24, Requirements for Reciproca! 1i-
censure, was adopted In part as Bew rules and recodified in part from

SUBCHAPTER 2. REQUIREMENTS FOR INITIAL
LICENSURE

§3:392,1  Reguirements for initial licensure as a pharmacist

13:39-2.2  Licensure examination scores

13:39-2.3  Proof of character

1330.24  Criminal history background check

13:39-2.5  Refusal toicense

13:39-2.6  Internship and externship practical experience require-
ments

13:39-2,7  Pharmecy Intem tegistration requirements

13:39-2.8 through 13:3%-2.20

SUBCHAPTER 2A. REQUIREMENTS FOR RECIPROCAL
LICENSURE

13:39-2A.1 Requirements for reciprocal licensure
13:392A.2 Proof of character ’

13:39:2A.3 Refusal 1o license

13:39-2A.4 Criminal history background check

13:392A.5 WMultistate Jusisprudence Pharmacy Examination

SUBCHAPTER 3. PHARMACIST REQUIREMENTS

(Reserved)

13:39-3.1  Authorjzation to practice; display of license

13:39-3.2  Replacement license

13:39-3.3  Change of name

13393.4  Change of address of record; service of process

13:39-3.5  Verification of ficensure

1339-3.6  Reproduction of ficense prohibited

$3:30-3,7  Bicnnial Feense renewal; sdministrative suspension

133938 Reinstatement from administrative and disciplinary
license suspensions

13:39-3.9  Inactive licensuce

13:39-3.10  Steering prohibited

1339-3.11 Responsibilities of pharmacists

SUBCHAFTER 3A. CONTINUING EDUCATION

13:39-3A.1 Continuing education credit hour requirements
1339.3A.2  Criteska for continulng education credit
13:39-3A.3  Continuing education credit hour calculations
1339.3A.4 Continuing education credit hour reporting procedure
13:39.3A.5 Walver of continuing education requirements
13:39-3A.6 Responsibilities of continuing education sponsors
13:39-3A.7 Monitoring of conlinuing cducation programs or
COUrses

SUBCHAPTER 4. PHARMACY PERMIT REQUIREMENTS

Subchapter 3, Licensure by Reciprocity; Subchapter 3, Livensure by 13:39-4.1 New phamacies; pharmacy departments; eligibility
Regiprocity, was renamed Registered Pharmacist Requirements; and and application .
Subchapfer 8, Pharmsoy Training Sites, was repealed by R.2009 d.247, 13:394.2  Issnanes of permits; permit renewals
effective August 3, 2009, Seet 41 N.LR.371(a), 41 NIR. 2969(b). 13:39-4.3  Display of permils
13:39-44  Death of owtier o pariner
Chapter 39, State Board of Pharmacy, was resdopted as R2010 4,090, 133943 Change of ownership; asset acquisition
effective May 11, 2010, As a part of R.2010 d.090, Subchapter 3, 13:39-4.6 Changs of corporate officers or stockholders of a pub-
Registered Pharmacist Requitements, was renamed Pharmacist Require- licly traded corporation
meats: and Subchapter 6, Registered Phacmacist-in-Charge; Pharmacy  13:39-4.7 Change of lacation and/or address of licensed premises
Personnel, was renamed Pharmacist-in-Charge; Pharmacy Personnel,  [3:39-4.8  Remodeling of licensed promises
effective June 21, 2010, See: Source and Effective Date. Sex, also, 13:394.9  Change of name
section annotations. 13:39-4.10  Discontinued gharmacies :
13:39-4.11  Availability of records upon terrnination of business
CHAPTER TABLE OF CONTENTS 13:39-4.12 Rusiness hours; unauthorized closing
(ER 1200 Rebraducion of permi
1 1394, Reproduction of permits

SUBCHAP 1. GENERAL PROVISIONS 13:39.4.15 Security of pharmacies and pharmacy departenis
13:39-1.1  Purpose and scope 1339.4.16 Permils; speciatized penmits
13:39-1.2  Definitions 13:39-4.17  Steering prohthited
13:39-1.3  Feeschedule 13:39-4.18 Responsibilities of permit holders
13:39-1.4  Payment of penaliies 13:39-4.19 Procedures for cenralized prescription handling
13:39-1.5  Opportunity to be heard 1339420 Out-of-State pharmacy registration
13:39-1.6  Waiver 13:3944.21 Procedures for physician ordered or government spon-
13:39-1,7  Fallure to complete application process sored immunizations performed by pharmacists

39.1 Supp- 6-21-10




13:39-11.21

LAW AND PUBLIC SAFETY

In(a), substituted “an 180 class 5" for “a class 1007, Former N.LAC.
13:39-11.21, Condrolled environment: antergom, recedified 1o NJAC.
13:39-11.20.

Laminar air flow hoods not in a clean room
for compounded sterile preparatious

13:39-11.22

Institutional pharmacy IS0 class 5 laminar air flow hoods
not located in a clean room may only be located in an area
which is maintained under sanitary conditions aud fraveled by
persons engaging in the compounding of sterile preparations.
Such hoods shall be certified by an independent cestification
company prior to use when first installed or after being
moved and at six-month intervals.

Now Rule, R.1998 d.297, effective June 15, 1998.
See: 29 NLLR, 2246(a), 30 NLR. 2255(s).
Recodified from NJLAC, 133941123 and amended by R.2005 d.25,

cffective 18, 2008,

See: 36 N.LR.3345(a), 37 N.LR. 295(a).

Substituted "ISO class 5" for “class (00" and “engaging in ihe
compounding of sterile preparations™ for “engaging in sterile product
preparation”, Former N.JA.C. 13:39-11.22, Vertical air laminar flow
hoods, recodified to N.JAC, 13:39-1 i2l.

13:39.11,23  Controlled environment for compounded
sterile preparations: self-contained sterile
glove boxes

Self-contained 1SQ ¢lass 5 glove boxes, barrier isolation
technology of the equivalent not located in a clean room may
only be located in an area which is maintained imder sanltary
conditions and traveled by persons engaging in the com-
pounding of sterile preparations. Such boxes shall be certified
by an independent certification company prior to use when
first instatled or after being moved and at six-month intervals.

Mew Rule, R.1998 d.297, effective June 15, 1998,
Seer 29 N.JR. 2246{a}, 30 N.LR. 2255(a).
Recodified from N.JA.C. 13:39.11.24 and amended by R2005 d.25,

effective January 18, 2003.

Seg: 36 NLLR. 3345(n), 37 NJ.R. 295(a).

Substituted “ISO cless 57 for “class 10 to class 100" following “Self
contained” snd “engaping in the compounding of sterile preparations”
for “engaging In sterile product preparation”. Former NIAC, 13:29-
11,23, Lamioar air fow hoods net in a clean room, recodified to
NIALC 13391122,

13:39-11,24 Library reforences

In addition to the minimum reference library mandated in
NJA.C. 13:39-5.8, each pharmacy engaged in compounding
shall contain recognized references pertinent to specialized
compounding preparations.

New Rule, R.1998 d.297, effective Jung 15, 1998,
See: 29 N.J.RL 2246{a), 30 N.LR. 2255{a}.
Recodified fram MJAC. 13:39-11.25 and amended by R.2005 d.23,
effectlve Fanuary I8, 2005,
See: 36 N.JLR. 3345(a), 37 NJR 295(a).
Rewrote the section. Former N.J.A.C. 13:39.11.24, Controlled en-
vtr%mnent: seff-contained sterile glove boxes, recodified to NJAC
13:39-11.23.

Supp. 6-21-10

£3:39-11.25 Disposal of drugs and materials

All unused drugs and materials used in the compounding of
preparations, including antincoplastic agents, shall be dis-
posed of properly in accordance with accepted professional
standards and applicable laws, including the Medical Waste
Act (N.1.S.A. 13:1E-48.1 et seq., P.L. 1989, ¢.34), so as not
to endanger the public health,

New Rule, R.1998 4.297, effective June 15, 1998,
See: 79 N.JR. 2246(2), 30 N.LR. 2255(s).
Reoodified from MJAC. 13:39-11.26 apd amended by R.2005 4.25,

effective January 18, 2005.

See: 36 NLR, 3345(a), 37 NJ.R. 295(a).

Substituted “compoutding of preparations” for *‘preparalion of sterile
admixture products” preceding “Inctuding antincoplastic agenis”. For-
rlna N.LA.C. 13:39-11.25, Library refereoces, rmeodified to NJAC

3391124,

13:39-11.26  Security

The compounding area and its confents and otber areas
where compounded preparations are present shall be secured,
so 8s to prevent access by unauthorized personnel.

New Rule, R, 1998 d.297, effective Juge |5, 1998.
See: 29 N.JR. 2246{a), 30 NJ.R. 2255(a}.
Recodified from NJAC. 13:39-1127 and amended by R2005 d.25,

af¥ective January 18, 2005,

See: 36 N.LR. 3345(a), 37 NLLR. 295(a).

Substltuted “compounding™ for “stezile admixture™ following © he'
and “compounded prepatations” for “sterile admixture drugs” following
“area and its contents and other ereas where”. Former N.LAC, 13:39-
;]igg, Disposal of drugs and materials, recodifisd to N.LAC. 13:39-

13:39-11.27 Reserved
Recodified to NJLAC, 13:39-11.26 by R2005 d.25, effective January
8, 2005

1 ,
See: 36 NJLR. 3345Ca), 37 N.LR. 295(a).
Section was “Security”.

SUBCHAPTER 12, NUCLEAR PHARMACTES

13:39-12.1

The following words and terms when used in this sub-
chapter shall have the following meanings, unless the context
clearly indicates otherwise.

Definitions

“Authentication of product history” {ncludes, but is not
Jimited to, identifying the purchase source, the pitiinate use or
disposition and any intermediate handling of any components
of a radiopharmaceutical,

“Authorized practitioner” means a praciitioner duly au-
thorized by applicable Federal and State law to possess, use
and administer radiopharmaceuticals.

“Designated agent” means an individual under the direct
supervision of a practitioner authorized to communicate the
practitioner’s instructions to the nuclear pharmacy.

35.50
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13:39-12.2

“Immediate personal supervision” means that the pharma-
cist is physically present in the compounding/dispensing area
when Interns, extems and pharmacy technicians arg per-
forming delegated duties, and the pharmacist conducts any
necessary in-process checks and the final check in preparation
and compounding of medications, inchiding the checking of
each ingredient used, the quantity of each ingredient whether
weighed, measured or counted, and the finished labet.

“Internal test assessment” includes, but is not limited to,
conducting those tests necessary to insure the integrity of the
fest,

“Radiopharmaceutical” means any substance defined ns 2
drug in Section 201(gX1) of the Federal Food, Drug and
Cosmetic Act or in the FDA's Nuciear Pharmacy Guidelines
and which exhibits spontaneous disintegration of unstable
nuclet with the emisston of nuglear particles or photons and
includes any such drug which is intended to be made radio-
active. This definition {ncludes nuclide generators which are
intended to be used in the preparation of any such substance
but does not include drugs such as carbon-containing com-
pounds or potassium-containing compounds ot potassium-
containing salts which contain trace quantities of naturally
oceurring radionuclides. ‘

“Radiopharmaceutical quality assurance” includes, but is
not limited to, the performance of appropriate chemical,
biological and physical fests ol radiopharmaceuticals and the
interpretation of the resulting data to determine their suita-
bitity for use in humans and animals, including internal test
assessment, authentication of product history and the keeping
of proper records.

sRadiopharmaceutical service” includes, but is not limited
to, the compounding, dispensing, labeling and delivery of ra-
diopharmaceuticals; the participation in yadiopharmaceutical
utilization reviews; the proper and safe storage and distri-
bution of radiopharmaceuticals; the maintenance of radio-
pharmaceutical quality assurance, and the offering of those
acts, services, operations or transactions necessary in the
conduct, operation, management and control of a nuclear
pharmacy.

Amended by R.19%4 d 351, effective Juky 18, 1994,
See: 26 N 1596(g), 26 N.LR, 2905(b).
Amended by R.2005 4.25, effective January 18, 2005,
Seer 36 NJR 3345(), 37 NI, 295(a).

 Deleted “Direct supervision”; added “Immediate persanal super-
vision",
Amended by R.2010 4.690, effective June 21, 2010
See: 42 N.LR. 132(a), 42 NJR. 1221(a).

In definition *Immediste personal supervision”, deleted “registered”

preceding the first occurence of “pharmecist”. :

13:39-122  General requirements for pharmacles
providing radiopharmaceutical service

(2) The application for a specialized retail permit to
operate a pharmacy providing radiopharmaceutical services
shail only be issued to a site employing a qualified nuclear
pharmacist. All personnel performing tasks in the preparing
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and distribution of drugs shalt be under the immediate per-
sonal supervision of the nuclear pharmacist who shall be
responsible for all nuclear operations of the licensed atea and
shall be in personal attendance at all times when the nuclear
pharmacy is open for business. On or after April 5, 2011,
nuclear pharmacies shall maintain an audit trail that records
and documments the unique and secure user identifier(s) of the
pharinacisi(s), phatmacy technician(s), intern(s) or extern(s)
performing the radiopharmaceutical services, which are re-
quired to be performed by a pharmacist, pharmacy technician,
intern or extern pursuant to the requirerents of this chapter.
All steps performed by a pharmacy technician, intern or €x-
tern shall be documented in the audit trail. All entrics to the
audit trail made by a pharmacy technicisn, intern or exter
shalt be reviewed and approved by the pharmacist. When
more than one pharmacist is involved in performing ragio-
phamiaceutical services pusiant to this subchapter, the
unigue and secure user identifier(s) of the pharmacist(s) re-
sponsible for the acouracy and appropriateness of the services
performed shall be recorded in the audif trail. Audit trail
documentation shail be generated at the time each service is
performed. Such documentation shatl be maintained or stored
in origina} hard copy form or in any other media that fa-
cilitates the reproduction of the original hard copy and shall
be kept by the pharmacy for five years. ‘The oldest four years
of information shall be maintained in such a manner so 25 fo
be retrievable and readable within two weeks. The most re-
cent one year of information shall be retrievable and readable
within otie business day. Records not cumently in use need
not be stored in the pharmacy, but off-site facilities used to
store such records shall be secure, Patient records shall be
kept confidential, but shall be made available to persons
anthorized to inspect them under State and Federal statutes
and regulations.

{b) Nuclear pharmacics shall have adequate space, com-
menaurate with the scope of services required and provided,
meeting minimal United States Nuclear Repulatory Com-
mission of its successor’s requirements and the requirements
esiablished by the State of New Jersey Bureau of Radiation
Protection. The nuclear pharmacy shall be separate from the
pharmacy areas for non-radioactive drugs and shall be inac-
cessible to all unauthorized pecsonnel, All pharmacies han-
dilng radiophannaceuticals shall be provided with a radio-
aclive storage and decay area. A nuclear pharmiacy dispensing
radicactive drugs may be exempted from the general space
requirements for pharmacies.

(¢) The process used for handling radioactive materials by
any license holder must involve appropriate procedures for
the purchase, receipt, starage, manipulation, compounding,
distribution, and disposal of radioactive materials. In order to
ensure the public health, safety, and welfare, a nuclear phar-
macy shall first meet the following general requirements:

1. The environment where the handling of radioactive
materfals takes place shall be properly ventilated so that

Supp. 6-21-10
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LAW AND PUBLIC SAFETY

radioactive materials cannot be airborne from that environ-
ment to other non-occupationally unrestricted areas;

2. The environment shall be properly located so that
the receipt and dispersal of radioactive materials does not
result in inadvertent and undesired contamination of other
pon-occupationally labeled areas; and

3. The arca shall be designed in such a manner that
radioactive materials can be contained in given areas to
ensure adequate safety and protection to personnel working
in or near them snd to insure proper operation of the
cotresponding assay equipment,

(d) Nuclear pharmacies shall maintain records of acqui-
sition and disposition of all radicactive drugs in accordance

with rules and regulations of the United States Nuclear Reg-

ulatory Commission.

() The immediate outer container of a radioactive drug to
be dispensed shali be labeled with the following:

i. The standard radiation symbol;

2. The words, “CAUTION—RADIOACTIVE MATE-
RIAL”;

3. The radionuclide;
4. The chemical form;

5. The amount of radioactive material contained in
millicuries or microcuries;

6. Ifa fiquid, the volume in milliliters;

7. The requested calibration time for the radioactivity
contained;

8. The name, address, and telephone number of the
nuclear pharmacy;

9. The prescription number; and
10, The date and patient’s name, if available.

() The Immediate container shall be labeled with the
following:

1. The standard radiation symbol;

2. The words, “CAUTION—RADIOACTIVE MATE-
RIAL";

3, The name of the radiopharmaceutical,

() Nuctear pharmacies shall only dispense radiopharma-
ceuticals which comply with acceptable professional stan-
dards of radiopharmaceutical quality assurance.

(h) A nuclear pharmacist may transfer to authorized
persons and United States Nuclear Regulatory Commission
licensed medical practitioners radioactive materials not in-
tended for drug use, in accordance with the regulations of the
United States Nuclear Regulatory Commission or its succes-

Supp. 6-21-10

sor. A nuclear pharmacy may fumish radiopharmaceuaticals fo
these practitioners for patient use.

(i) Nuclear pharmacies shall comply with all applicable
taws and regulations of Federal and State agencies including
those laws and regulations governing non-radioactive drugs.
For nuclear pharmacies handling radiopharmaceuticals exclu-
sively, the Board of Pharmacy may waive rules pertaining to
pharmacy permits for nonradiopharmaceuticals which re-
quirements do not pertain to the practice of nuclear pharmacy.

(i) Radioaciive drugs are to be dispensed only upon a non-
refillable prescription order from a United States Nuclear
Regulatory Commission licensed medical practitioner (or the
designated agent) authorized to possess, use and administer
radiopharmaceuticals.

(k) Prescription orders for delivery of radivactive drups for
use in the medical practice of a United States Nuclear Reg-
ulatory Commission licensed medical practitioner may be
placed on a telephone answering and recording device, only if
the practitioner (or the designated agent) is identified in such
2 manner that is clearly recognized by the nuclear pharmacist
dispensing the radioactive drug.

() A qualificd nuclear pharmacist shall have the antharity
to delegate to any qualified and properly trained person or
persons, acting under his or her immediate personal supst-
vision, any nuclear pharmacy act which a reasonable and
prudent pharmacist would find is within the seope of sound
pharmaceutical judgment to delegate. Such delegation may
only occur if, in the professional opinion of the qualified
nuclear pharmacist, the act may be properly and safely
performed by the person to whom the pharmacy act is
delegated, The delegated act may only be pecformed in its
customary manner, not in violation of other statutes. The
person to whom @ nuclear pharmacy act is delegated shall not
hold himself or herself out to the public as being authorized
to practice pharmacy.

Asended by R.2005 d.25, effective January 18, 2003.
Sec: 36 NLILR. 3345(a), 37 N.LR, 285(a).
in (2) and {§), substituted *immediate personal” for “direct™.
Amended by R.2009 4.305, effective Qctober 5, 2009,
See: 40N.J.R. $170(a), 41 N.LK. 3840(a).
Rewrote (g).

13:39-12.3  General requirements for a nuclear
pharmacist

(a) A qualified nuclear pharmacist shall meet the following
requirements;

1. He or she is a pharmacist licensed to practice in the
State of New Jersey; and

2. He or she meets minimal standards of waining and
experience tn the handling of radioactive materials in ac-
cordance with the requirements of the United States Nu-
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13:39-12.3

clear Regulatory Commission or its successor and the State
of New Jersey Bureau of Radiation Pratection.

13:39-12.4 Minimurna requirements for space,
equipment, supplies, and library

(a) Each nuclear pharmacy must meet the following re-
quirements for space:

1. The area for the storage, compounding and dis-
pensing of radicactive drugs shall be completely separate
from pharmacy areas for non-radioactive drugs;

2. Hot lab and storage area shall be a minimum of 120
. square feet; and

3. The compounding and dispensing area shall be a
minimum of 300 square feet,

{(b) Each nuclear pharmacy shall be equipped with at least
the following itemns of equiptent:

Dose calibrator;
Refrigerator;
Drawing station;

Well scintillation counter;

PR ol o

Microscope;

6. Chromatographic apparatus or comparabie means of
effectively assuring tagging efficiesncy;

7. Radiation survey equipment of the appropriate type
and catibration to detect quantities of radioactive materials
as prescribed in the appropriate radioactive material Ji-
censes; and

8, Other equipment deemed necessary for radiopharma-
ceutical quafity control for products compounded or dis-
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pensed as may be determined by the United States Nuclear
Regulatory Commission or its successor and the State of
New Jersey Bureau of Radiation Protection.

{¢) Bach nuclear pharmacy shall have on the premises the
following, up-to-date reference books:

1. An up-to-date, comprehensive pharmaceutical ref-
erence toxt(s) and suitable reference texts encompassing
the general practice of pharmacy, drug interactions, drug
product composition and patient counseling. Unabridged
computerized versions of these reference texts shafl be
acceptable;

2. Siate statutes and rules relating to pharmacy;

3, State and Federal regulations governing the use of
applicable radioactive materials; and

4. Text relating to the practice of nuclear pharmacy and
radiaiion safoty.
Amended by R.1999 4.214, ¢ffective July 19, 1599,

See: 31 NLAR. 1151(a), 31 NJ.R. 1932(a).
In (1), rewrote the introductory parngraph and 1.

13:39-12.8 Quality control

'The holder of a nuclear pharmacy permit shall be re-
sponsible for the radioactive quality controt of all drugs,
including biologicals, dispensed or manufactured. Radio-
active pharmaceutical quality controls include, but are not
Jimited to, the carrying out and inferpretation of data resulting
from chemical, biological and physical tests on potentially
radioactive pharmaceuticals to determine the suiiability for
use in humans and other amimals, including internal test
asgessment and authentication of product history.

Supp. 10-5-09
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TITLE 16 OCCUPATIONAL AND PROFESSIONAL LICENSING

CHAPTER 19 PHARMACISTS

PART18 ... NUCLEAR PHARMACY,

16.19.18.1 ISSUING AGENCY: Regulation and Licensing Department - Board of Pharmacy, 1650 University Blvd,

NE - Ste. 400B, Albuquerque, NM 87102, (505) 841-9102.
[02:15-1889...02-15-96; 16.19.18.1 NMAC - Rn, 16 NMAC 19.18.1, 03-30-02]

16.19.18.2 SCOPE: All individuals and entities that provide radiopharmaceutical products or services or engage m
the practice of nuclear pharmacy, including owners of nuclear pharmacies.
[02-15-96; 16.19.18.2 NMAC - Rn, 16 NMAC 19.18.2, 03-30-02]

16.19.18.3 STATUTORY AUTHORITY: Section 61-11-6.A.(1) NMSA 1978 authorizes the Board of Pharmacy to
adopt, regularly review and revise rules and regulations necessary to carry out the provisions of the Pharmacy Act. Section
61-11-6.A.(3) directs the Board to provide for the registration and annual renewal of licenses of pharmacists. Pursuant to 61-
11-6.A.(6), the Board is authorized to provide for the licensing of retail pharmacies, nonresident pharmacies and wholesale
drug distributors and to provide for the inspection of their facilities and activities,

[02-15-96; A, 05-30-98; 16.19.18.3 NMAC - Rn, 16 NMAC 19.18.3, 03-30-02]

16.19.18.4 DURATION: Permanent.
[02-15-96; 16.19.18.4 NMAC - R, 16 NMAC 19.18.4, 03-30-02]

16.19.18.5 EFFECTIVE DATE: February 15, 1996 unless a different date is cited at the end of a Section or
Paragraph. This Part reformatted for inclusion into the New Mexico Administrative Code (NMAC) effective 2-15-96.
[02-15-96; A, 05-30-98; 16.19.18.5 NMAC - Rn, 16 NMAC 19.18.5, 03-30-02]

16.19.18.6 OBJECTIVE: The objective of Part 18 of Chapter [9 is to recognize and provide for the specialization of
nuclear pharmacy and to protect the public health and welfare of New Mexico citizens by establishing standards for the
practice.

[02-15-96; 16.19.18.6 NMAC - Rn, 16 NMAC 19.18.6, 03-30-02]

16,19.18.7 DEFINITIONS:

A The "Practice of Nuclear Pharmacy” means a patient-oriented service that embodies the scientific
knowledge and professional judgement required to improve and promote health through the assurance of the same and
efficacious use of radiopharmaceuticals and other drugs.

B. "Nuclear Pharmacy" means a pharmacy which provides radiopharmaceutical services, and shall be
licensed by the Board as a wholesaler and/or retail pharmacy.
C. "Qualified Nuclear Pharmacist” means a pharmacist currently licensed by the Board who meets either of

the following criteria: :
(1)  Must be currently certified as a Nuclear Pharmacist by the Board of Pharmaceutical Specialties or
(2) Must have successfully completed the requirements of Paragraph 7.C.2.a., and meet a minimum of 250
contact hours of didactic instruction in nuclear pharmacy and the safe handling and use of radioactive materials from a
nationally-accredited college of pharmacy or other training program sponsored by an ACPE-accredited provider of
continuing pharmaceutical education, with the minimum 250 contact hours apportioned according to 7.C.2.b. and 7.C.2.c:
(2) Must have attained a minimum of 500 contact hours of experiential training in nuclear pharmacy
under the supervision of a qualified nuclear pharmacist in, but not limited to, the following areas:
(i) procurement of radioactive materials;
(i) compounding of radiopharmaceuticals;
(iii) maintenance of a quality assurance program;
(iv)  dispensing of radiopharmaceuticals;
(v) distribution of radiopharmaceuticals;
(vi) implementation of basic health and safety practices and procedures;
(vii) provision of information and consultation related to the practice of nuclear pharmacy and the
use of radiopharmaceuticals:
(vii) monitoring of outcomes in patients who receive radiopharmaceuticals and refated ancillary
medications;
(ix) research and development of radiopharmaceuticals.
(b) 200 hours in the following five arcas:
(i) radiation physics and instrumentation;
(ii) radiation protection;
(i) mathematics pertaining to the use and measurement of radioactivity;
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(iv) radiation biology;
(v) radiopharmaceutical chemistry; and
(c) 50 hours in the clinical use of radiopharmaceuticals.

(3) "Radiopharmaceutical Services" means the procurement, storage, handling, compounding, labeling, quality
control testing, dispensing, distribution, transfer, record keeping and disposal of radiochemicals, radiopharmaceuticals and
ancillary drugs, and also includes quality assurance procedures, radiological health activities, any consulting activities
associated with the use of radiopharmaceuticals, and any other activities required for provision of pharmaceutical care.

(4)  "Quality Control Testing" means the performance of appropriate chemical, biological and physical tests on
compounded radiopharmaceuticals and the interpretation of the resulting data to determine their suitability for use in humans
and animals.

(5} "Quality Assurance Procedures" means all activities necessary to assure the quality of the process used to
provide radiopharmaceutical services, including authentication of product history and maintenance of all records as required
by pertinent regulatory agencies.

(6) "Authentication of Product History" means identifying the purchasing source, the ultimate fate, and any
intermediate handling of any component of a radiopharmaceutical or other drug.

(7) "Radiopharmaceutical" means any drug which exhibits spontaneous disintegration of unstable nuclei with
the emission of nuclear particles or protons and includes any nonradioactive reagent kit or nuclide generator which is
intended to be used in the preparation of any such substance but does not include drugs such as carbon-containing
compounds or potassium-containing salts which contain trace quantities of naturally occurring radionuctides. The term
radiopharmaceutical’ also includes any biological product which is labeled with a radionuclide or intended solely to be
labeled with a radionuclide.

D. Any pharmacist who has been legally listed on a radioactive material license for a nuclear pharmacy in
the State of New Mexico for at least six months prior to the effective date of these regulations, is exempt from Paragraphs
7.C.1and 7.C.2.

[05-29-94, 05-30-98; 16.19.18.7 NMAC - Rn, 16 NMAC 19.18.7, 03-30-02)

16.19.18.8 LICENSING REQUIREMENTS FOR A NUCLEAR PHARMACY:

A. The licensing provisions contained in this section are in addition to, and not a substitute for, general
licensing requirements for all pharmacies in New Mexico.

B. Any pharmacy that will provide radiopharmaceutical services must obtain a huclear pharmacy license
from the Board.

C. A nuclear pharmacy shatl employ one or more qualified nuclear pharmacists. The application for a

nuclear pharmacy license must include documentation that all pharmacists who provide radiopharmaceutical services in the
nuclear pharmacy meet the criteria specified for a qualified nuclear pharmacist.
[05-20-94; 16.19.18.8 NMAC - Rn, 16 NMAC 19.18.8, 03-30-02}

16.19.18.9 REQUIREMENTS FOR OPERATION OF A NUCLEAR PHARMACY:

A. A nuclear pharmacy shall meet the requirements of 16 NMAC 19.6 of the Board, except as provided for
in this section.

B. A qualified nuclear pharmacist shall be in personal attendance when the nuclear pharmacy is open for
business.

C. A nuclear pharmacy shall meet minimum space requirements established for all pharmacies in the state
(see 16 nmac 19.6.10, with the exception that the space may be interrupted.)

D. The nuclear pharmacy shall maintain records of procurement, inventory and disposition of all radioactive
drugs and other radioactive materials.

E. A nuclear pharmacy shall have a current copy of city, state, and federal regulations governing the safe
storage, handling, use, dispensing, transport and disposal of radiopharmaceuticals.

F. The following minimum equipment requirements for a nuclear pharmacy are in lieu of those contained in

16.19.6.11.A NMAC, Paragraphs 11.A.6-11.A.9; 11.A.12-11.A.14; 11.A.18; 11.A.20 and 11.1.21 {the remainder of Sub-
Section 11.A remains in force):

(1) Radionuclide Dose Calibrator;

(2) Refrigerator;

(3) Single or multiple channel scintillation counter with well-type Nal(T1) or Ge(Li) detector ;

(4) Radiochemical fume hood and filter system;

(5) Arearate meter;

(6) At least two (2) GM survey meters;

(7) Microscope and hemacytometer;

(8) Laminar air flow hood and/or biologic safety cabinet;

(9)  Syringe and vial radiation shields;

(10) Lead-shielded drawing station;

(11) Decontamination supplies;

e e am aw w .
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[05-20-94; 16.19.18.9 NMAC - Rn, 16 NMAC 19.18.9, 03-30-02]

16.19.18.10 REQUIREMENTS FOR PROVISION OF RADIOPHARMACEUTICAL SERVICES:

Al Medications shall be dispensed from a nuclear pharmacy in accordance with the requirements contained
in 16 NMAC 19.6, except as provided for in this section.
B. A radiopharmaceutical shall be dispensed only to a licensed practitioner authorized by the Nuclear

Regulatory Commission or an equivalent agreement state agency to possess, use and administer such drug. A
radiopharmaceutical shall be dispensed only upon receipt of a prescription from such licensed practitioner. Otherwise, a
radiopharmaceutical may be transferred to a person who is authorized to possess and use such drug for non-clinical
applications,

C. In addition to other labeling requirements of the Board for nonradioactive drugs, the outer container
shield of a radiopharmaceutical to be dispensed or transferred shall also be labeled with the following information:

(1) the standard radiation symbol;

(2) the words "Caution -- Radioactive Materials";

(3) the radionuclide;

(4) the chemical form;

(5) the amount of radioactivity and the calibration date and thne;

(6) the expiration date and time;

(7) ifaliquid, the volume;

(8) if a solid, the number of dosage units or weight;

(9) ifa gas, the number of ampules or vials;

(10) the name of the patient (required only for radiolabeled blood components and all radiopharmacenticals
intended for therapeutic use.),

D, The inner container (e.g., syringe, vial, etc.) used to dispense or transfer a radiopharmaceutical shall be
labeled with the following information:

(1) the standard radiation symbol;

(2) the prescription or lot number;

(3) the name of the radiopharmaceutical,

(4) the name of the patient (required only for radiolabeled blood components and all radiopharmaceuticals
intended for therapeutic use.)

E. A licensed nuclear pharmacy, upon receiving a verbal prescription for a radiopharmaceutical, shall
immediately have the prescription reduced to writing or recorded in a data processing system. The writing and/or record shall
contain at least the following information, in addition to other requirements of the Board:

(1) the name of the institution represented,

(2) the date of the prescription;

(3) the name and dose of the radiopharmaceutical,

(4) the name of the procedure;

(5) the requested date/time of calibration (tentative date/time of administration) of the prescribed
radiopharmaceutical;

(6) the name of the patient (required for radiolabeled blood components and all radiopharmaceuticals intended
for therapeutic use.); '

(7) any specific instructions, if required.

F. Whenever a radiopharmaceutical is dispensed under the authority of an Investigational New Drug
Application (INDA), the nuclear pharmacy records shall include an investigator's protocol for the preparation of the
radiopharmaceutical, a copy of the Institutional Review Board approval form (or letter), and a letter from the manufacturer
(sponsor) indicating that the physician requesting the radiopharmacentical is a qualified investigator.

G. Pharmacists practicing at a facility licensed under 16 NMAC 19.18 are exempt from 16.19.4.22.5 NMAC
through 16.19.4.22.7 NMAC.,

[05-20-94; 16.19.18.10 NMAC - Ru, 16 NMAC 19.18.10, 03-30-02]

HISTORY OF 16.19.18 NMAC; :

Pre-NMAC History: The material in this part was derived from that previously filed with the State Records Center and
Archives:

Regulation No. 18, Nuclear Pharmacy, 4-20-94,

History of Repealed Material: [RESERVED]

Other History: 16 NMAC 19.18, Pharmacists - Nuclear Pharmacy, filed 02-02-96, reformatted and renumbered to 16.19.18
NMAC, Nuclear Pharmacy, effective 03-30-2002,
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Effective Date: 01/01/1989
Title: Section 405.15 - Radiologic and nuclear medicine services

405.15 Radiologic and nuclear medicine services.ﬁi;

(a) General provisions for diagnostic and therapeutic radiologic services. The hospital shall maintain or
have available diagnostic radiologic services defined for purposes of this subdivision as imaging
services utilizing diagnostic radiation equipment or devices which emit radiation by virtue of the
application of high voltage. If therapeutic services are provided, they shall meet the requirements
established in subdivision (b) of this section in addition to the requirements of this subdivision. In
addition, the hospital shall meet the standards of Part 16 of the State Sanitary Code.

(1) The hospital shall maintain or have available radiologic services according to the needs of the
patients as determined by the governing body in consultation with the medical staff and the
administration.

(2) Radiologic services shall be provided only on the order of physicians or, consistent with State law, of
those other practitioners authorized by the medical staff and governing body to order such services.

(3) Safety for patients and personnel. The radiologic services shall be free from hazards for patients and
personnel. Written policies and procedures affecting safety shall be implemented and available for
inspection.

(i) Proper safety precautions shall be maintained against fire and explosion hazards, electrical hazards
and radiation hazards. This includes adequate shielding for patients and personnel, as well as appropriate
storage, use and disposal of radioactive materials.

(i) Any existing or potential hazards identified through periodic inspection by local or State health
authorities shall be corrected promptly.

(iii) Personnel shall be instructed in radiation safety principles; and radiation monitoring practices shall
be adequate to ensure compliance with all regulatory requirements.

(iv) Radiologic procedures requiring the use of contrast media or fluoroscopic interpretation and contro}
shall be performed with the active participation of a qualified specialist in diagnostic radiology or a
physician qualified in a medical speciality related to the radiographic procedure. Emergency equipment
and staff (rained in its use shall be available for anaphylactic shock reactions from contrast media,

(4) Personnel. The hospital shall provide qualified personnel adequate to supervise and conduct the
services. For radiologic tests, the following personncl standards shall apply for the purposes of this
subdivision:

(i) a full-time or part-time radiologist who is a board certified or board admissible in radiology shall
direct the clinical aspects of the organization and delivery of radiologic services. That radiologist or
another individual qualifed by education and experience shall direct the administrative aspects of the
services;

(ii) radiologic tests shall be interpreted by a board certified or board admissible radiologist, except that
radiologic tests may be interpreted by practitioners within their field of specialization who are granted
privileges to interpret such test by the governing body and the medical staff in consultation with the

4

director of radiologic services pursuant to the credentialing process in the hospital;

T e eV atakhia)
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(iif) the services of qualified radiologists, qualified practitioners, and licensed radiologic technologists
shall be sufficient and available to meet the needs of the patients. A licensed technologist shall be on
duty or available at all times and function in accordance with Article 35 of the Public Health Law and
Part 89 of this Title,

(iv) Use of the radiologic equipment and administration of radiologic procedures shall be limited to
personnel who are currently licensed and designated as qualified by the hospital in accordance with any
applicable licenses and regulations.

(5) Records. Records of radiologic services including interpretations, consultations and therapy shall be
filed with the patient's record, and duplicate copies shall be kept in the radiology department/service. All
films, scans and other image records shall be referenced in the patient's medical record and retained in
the patient's medical record, radiology department/service or in another central location accessible to
appropriate staff.

(i) Requests by the attending practitioner for x-ray examination shall contain a concise statement of
reasons for the examination which shall be authenticated by the requestor.

(i1) The radiologist or other practitioner who performs radiology services shall authenticate reports of his
or her interpretations.

(iii) The hospital shall retain films, scans and other image records which have not been incorporated in
the medical record for at least six years or three years after a minor patient reaches the age of majority.

(b) Therapeutic radiology or radiation oncology. Therapeutic radiology or radiation oncology services
shall be provided in accordance with the following:

(1) no facility providing the service shall refuse treatment of a patient on the basis of the referring
practitioner or practitioner's facility affiliation, if any; ‘

(2) institutions shall provide services for patients who cannot attend treatment sessions during normal
day shift working hours;

(3) therapeutic radiology or radiation oncology services shall utilize four or more megavoltage (MEV)
or cobalf teletherapy units with a source-axis distance of 80 or more centimeters and rotational
capabilities as the primary unit in a multi-unit radiotherapy service or as the sole unit in a smaller
radiotherapy unit;

(4) a therapeutic radiology service shall be headed by a board admissible or board certified radiation
therapist or a general radiologist who devotes at least 80 percent of his/her time to the practice of
therapeutic radiology and who treats not fewer than 175 patients per year;

(5) a therapeutic radiology service shall have on staff:

(i) one full-time New York State licensed radiation therapy technologist for every MEV unit; and

(i) a full-time registered professional nurse with appropriate education and experience;

(6) a facility with a therapeutic radiology service shall have on staff or through formal arrangements:
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(i) a board admissible or board certified medical oncologist, hematologist or other specialist who
devotes at least 80 percent of his/her practice to medical oncology and who treats not fewer than 175
oncology patients per year; and

(ii) A radiological physicist who will be involved in treatment, planning and dosimetry as well as
calibrating the equipment, and who holds a degree in physics and who is either certified or admissible
for certification by the American Board of Radiology or the American Board of Health Physicists; or

(a) a person holding a degree in physics and having full-time radiation therapy experience; or
(b) a physicist in training or a dosimetrist supervised by a part-time radiological physicist;

(7) the therapeutic radiology service shall be part of a multidisciplinary approach to the management of
cancer patients, involving a variety of specialists ina joint treatment program, either through formal
arrangement or in the facility;

(8) each patient shall have a treatment plan in his/her medical records;

(9) each therepeutic radiology service shall have access, either through formal arrangements or in the
facility, to a full range of diagnostic services, including ultrasound, hematology, pathology, CT
scanners, nuclear medicine and diagnostic radiology;

(10) each facility providing therapeutic radiology services shall have access to the full range of
rehabilitation therapies, including but not limited to physical therapy, occupational therapy, vocational
training, and psychological counseling services for its radiotherapeutic patients;

(11) a radiation therapy program operating an MEV unit with photon or electron beam energies greater
than 10 MEV's must be a part of a comprehensive program of cancer care which includes surgical
oncology, medical oncology, pathology and diagnostic radiology. In addition such program shall meet
the following standards:

(i) there shall be two full-time equivalent radiation oncologists on staff who are board-certified in
radiation oncology or have equivalent training and experience and whose professional practices are
limited to radiation oncology;

(ii) there shall be a full-time medical radiation physicist assigned to the radiation therapy program for
the treatment planning of patients; and

(iif} there shall be a simulator available within the radiation therapy program used for producing precise
mock-ups of geometric relationships of treatment equipment to a patient and yielding high quality
diagnostic radiographs of the treatment portals.

(¢) Nuclear medicine services. If the hospital provides nuclear medicine services, those services shall
meet the needs of the patients in accordance with generally acceptable standards of practice. Nuclear
medicine services shall be ordered only by a physician whose Federal or State licensure and staff
privileges allow such referrals.

(1) Organization and staffing. The 61‘ganization of the nuclear medicine service shall be appropriate to
the scope and complexity of the services offered.

(i) The clinical aspect of the organization and delivery of nuclear medicine services shall be directed by



Viewing Section 405.15 - Radiologic and nuclear medicine services Page 4 of 4

a physician who is qualified in nuclear medicine and named in the facility's New York State Health
Department or New York City Health Department radioactive materials license as authorized to use
radiaoctive materials in humans. The administrative aspects of these services shall be directed by that
physician or another individual qualifed for such duties by education and experience.

(i) The qualifications, training, functions, and responsibilities of all nuclear medicine personnel shall be
specified by the clinical service director in accordance with applicable regulations and approved by the
medical staff and the hospital.

(2) Delivery of service. Radioactive materials shall be prepared, labeled, used, transported, stored, and
disposed of in accordance with generally acceptable standards of practice and pertinent laws, rules and
regulations.

(i) In-house preparation of radiopharmaceuticals shall be by, or under the direct supervision of, an
appropriately trained registered pharmacist or a physician whose use of radioactive materials is
authorized in the facility's New York State Health Department or New York City Health Department
radioactive materials license.

(i1) If clinical laboratory tests are performed in the nuclear medicine service, the service shall meet the
requirement for clinical laboratories with respect to management, adequacy of facilities, proficiency
testing and quality control in accordance with the requirements of section 405.16 of this Part.

(3) Facilities. The hospital shall provide equipment and supplies which are appropriate for the types of
nuclear medicine services offered and shall maintain such for safe and effective performance. The
equipment shall be:

(i) maintained in safe operating condition; and

(ii) inspected, tested, and calibrated at least annually by qualified personnel and at the intervals specified
in the hospital's quality assurance program.

(4) Records. The hospital shall maintain authenticated and dated reports of nuclear medicine
interpretations, consultations and procedures.

(i) The hospital shall maintain copies of nuclear medicine reports which have not been incorporated into
the patient's medical record for at least six years or three years after the patient reaches the age of
majority.

(ii) Interpretation of the results of nuclear medicine procedures shall be made by a physician authorized
in the facility's New York State Health Department or New York City Health Department radioactive
materials license, or a physician under his/her tutelage. Interpretations may be made in consultation with
the referring practitioner or other practitioners. The authorized physician, or physicians in tutelage, shall
authenticate and date the interpretations of these tests.

VYolume: C
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$ECTION 2700 - NUCLEAR PHARMACY

21 NCAC 46 2701 REQUIREMENTS

No pharmacist shall receive, possess or dispense radioactive drugs, except in accordance with the
applicable federal statutes and regulations and these Rules. The requirements of these Rules are in addition
to, and not in substitution for, other applicable provisions of the regulations of any federal or state agency
with authority for regulating the use and distribution of radioactive materials.

History Note:  Authority G.S. 90-85.6;
Eff. Qctober 1, 1990.

21 NCAC 46.2702 DEFINITIONS
For purposes of these Rules, the foliowing terms are defined as follows:
(N Authentication of Product History. Identifying the purchasing source, the ultimate fate,

and any intermediate handling of any component of a radiopharmaceutical or other
radioactive drug.

(2} Nuclear Pharmacy. A pharmacy holding a permit issued by the North Carolina Board of
Pharmacy and licenses issued by the Nuclear Regulatory Commission (NRC) and other
state regulatory agencics, where preseriptions for radiopharmaceutical products are filled,
compounded, or dispensed.

{3} Nuclear Pharmacy Practice, A patient-oriented service that embodies the scientific
knowledge and professional judgment required to improve and promote health through
the assurance of the safe and efficacious use of radiopharmaceuticals.

(4 Nuclear Pharmacy Technician.  Any person involved in the dispensing of a
radiopharmaceutical, not satisfying the definition of Qualified Licensed Professional; any
such person must be registered as a Pharmacy Technician with the State Board of
Pharmacy.

(5) Qualified Licensed Professional. A non-pharmacist possessing a valid license issued by
the North Carolina Medical Board, the North Carolina Board of Nursing, the North
Carolina Dentat Board or the North Carolina Board of Veterinary Medicine, and who has
sufficient training and experience to safely handle and dispense radiopharmaceuticals as
defined by the respective requirements of the regulations of the NRC or the state nuclear
regulatory agencies.

(6) Qualified Nuclear Pharmacist. A pharmacist currently licensed by the Board who meets
the following standards:

{a) Certification as a nuclear pharmacist by the “Board of Pharmaceutical

Specialties”; or

{b) Meets minimum standards of training for "authorized user status" of radioactive
material in accordance with the ficensure guide of the United States Nuclear

Regulatory Commission or the appropriate state nuclear regulatory agencies as

follows:

(1) Has received a minimum of 200 contact hours of instruction in nuclear
pharmacy and the safe handling and use of radioactive materials from
an approved college of pharmacy, including instruction in the following
areas: radiation physics and instrumentation; radiation protection;
mathematics  of  radioactivity;  radiation  biology;  and
radiopharmaceutical chemistry; and

(if) Has a minimum of 500 hours of clinical nuclear pharmacy training
under the supervision of a qualified nuclear pharmacist,
(N Radiopharmaceutical Quality Assurance. The performance of appropriate chemical,

biological and physical tests on potential radiopharmaceuticals and the interpretation of
the resulting data to determine their suitability for use in humans and animals, including
internal test assessment, authentication of product history and the keeping of proper
records.

(8) Radiopharmaceuticals.  Radioactive drugs shall include any article that exhibils
spontancous decay or disintegration of an unstable atomic nucleus, usually accompanied



by the emission of ionizing radiation and any nonradioactive reagent kit or nuclide
generator that is intended for use in the preparation of any such article.

(% Radiopharmaceutical Service. The procurement, storage, handling, preparation, labeling,
quality assurance testing, dispensing, delivery, record-keeping and disposal of
radiopharmaceuticals and other radioactive materials.

(10} Test Assessment. Conducling quality assurance evaluation necessary to ensure the
integrity of the test.

History Note:  Authority G.S. 90-85.6; 90-85.34;
Eff October 1, 1990;
Amended Eff, February 1, 2005.

21 NCAC 46 .2703 OBTAINING A NUCLEAR PHARMACY PERMIT

In order to obtain a nuclear pharmacy permit, the person seeking such a permit shall submit an application
to the Board certifying that he or she is a pharmacist currently licensed by the Board and that he or she isa
qualified nuclear pharmacist as defined in Rule .2702 of this Section. The application shall describe the
location, time and manner by which the contact hours required by Rute .2702(6) of this Section were

obtained by the applicant and shall be submitted under cath.

History Note:  Authority G.S. 90-85.6; 90-85.34;
Eff. October 1, 1998;
Amended Eff. February 1, 2005.

21 NCAC 46 .2704 REQ FOR PHARMACIES PROV IDING RADIOPHARMACEUTICAL
SERVICES

(a) The permit to operate a pharmacy providing radiopharmaceutical services shall be issued by the Board
only to a qualified nuclear pharmacist. All personnel performing tasks in the preparation and distribution
of radiopharmaceuticals shall be under the direct supervision of a qualified nuclear pharmacist. A qualified
nuclear pharmacist shall be responsible for al! operations of the pharmacy related to radiopharmaceutical
services and shall be in personal attendance at all times that the pharmacy renders radiopharmaceutical
services.

(b) TIn emergency situations, and in the absence of a qualified nuclear pharmacist, designated qualified
licensed professionals as identified by the pharmacist-manager in established written policies and
procedures may have access to the area designated as the nuclear pharmacy area, and these individuals may
prepare single doses of radiopharmaceuticals for the immediate emergency only and must document such
activities,

{¢) The nuclear pharmacy area shall be secured from entry by unauthorized personnel as identified by the
pharmacist-manager in established written policies and procedures. ’

(d) Nuclear pharmacies shal maintain records of acquisition, inventory and disposition of all
radiopharmaceuticals in accordance with Section 2300 of this Chapter and the applicable regulations of the
North Carolina Division of Radiation Protection.

(e) All pharmacies handling radiopharmaceuticals shall provide a radioactive storage and product decay
area that provides sufficient protection from radioactivity of all areas surrounding the nuclear pharmacy
area. Floor plans shall be submitted and approved by the Board staff before a nuclear pharmacy permit is
issued.

(f) Radiopharmaceuticals are to be dispensed only upon a prescription or medication ordet from a licensed
medical practitioner authorized to possess, use and administer radiopharmaceuticals.

(g) The lbrary of a nuclear pharmacy shall contain, in addition to the volumes required by Rule
.1601{a)(3) of this Chapter, copies of current state and federal regulations govering the safe storage,
handling, use, dispensing, transport, and disposal of radiopharmaceuticals,

(h) All pharmacies performing Radiopharmaceutical Services shall have in effect a procedures manual
setting forth the procedures and policies of the pharmacy regarding Radiopharmaceutical Quality
Assurance. This manuat shall at all times be readily available for review by Board personnel.

(i) Permit holders must obtain licensure from the North Carolina Division of Radiation Protection and the
number of that license. Copies of the Division's inspection report shall be made available upon request for
inspection by Board personnel.



History Note: Authority G.S. 90-85.6; 90-83.34;
Eff October I, 1990;
Amended Eff. February 1, 2005.
21 NCAC 46 2705 LABELING REQUIREMENTS OF RADIOPHARMACEUTICALS

(a) In addition to other labeling requirements of the Board for non-radioactive drugs described in this
Chapter, the container of a radiopharmaceutical shall also be labeled with:

(1
(2
(3)
(4)
3)

(6)
(N
(8)
9

(16)

(11}
(12}

The standard radiation symboi;

The words "CAUTION - RADIOACTIVE MATERIALS™;

The radionuclide of the radiopharmaceutical contained therein;

The chemical form of the radiopharmaceutical contained therein;

The amount of radioactivity of the radiopharmaceutical contained therein and the date
and time of the calibration of that radicactivity;

The date and time of the expiration of the radiopharimaceutical contained therein;

I the radiopharmaceutical is a Hquid, the volume;

If the radiopharmaceutical is a solid, the number of capsules or weight contained therein;
If the radiopharmaceutical is a gas, the number of ampules, vials, or syringes contained
therein;

The name, address and telephone number of the nuclear pharmacy dispensing the
radiopharmaceutical;

The preseription or lot number; and

The name of the pharmaceutical.

{(b) No radiopharmaceutical may be dispensed unless a tamper-evident seal is applied and a label is affixed
to the defivery container of each dose bearing the following inforination:

{1
(2)
(3)
)
(%)
(&)
()

(8)
(9
(10)

History Note:

The standard radiation symbol.

The words "Caution - Radioactive Material.”

The radionuclide and chemical form.

The volume if in liquid form,

The requested activity and the calibration date and time.

The prescription number,

Labels for radiolabeled blood components and therapeutic dosages must always contain
the patient's name at the time of dispensing.

Where the patient's name is not available at the time of dispensing for diagnostic dosing,
a 72-hour exemption is allowed to obtain the name of the patient. No later than 72 hours
after dispensing the tadiopharmaceutical, the patient's name must be associated with the
prescription in a readily retrievable manner and must be retained for a period of three
years.

The name and address of the nuclear pharmacy.

The name of the end authorized user, must also be a prescriber.

The lot number of the preparation,

Anthority G.S. 90-85.6; 90-85.34;
Eff. January 1, 2005,

21 NCAC 46 .2706 PROHIBITIONS

(a) No person shall utilize unit-dose transport containers for radicactive dosages without an effective
mechanism to avoid contamination of the transport container with blood or other biohazardous substances.
(b} No person shall re-use a unit-dose transport container that has been contaminated with blood or other

biohazardous



substances. Any unit-dose transport container that is returned with the tamper-evident seal broken and the
unit-dose syringe
included must be considered to be contaminated.

History Note:  Authority G.S. 90-85.6; 90-85.34;
Eff. January 1, 2005.
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'RADIOPHARMAGEUTICAL SERVICES.

Chapter
61-05-01 Radiopharmaceutical Services
CHAPTER 61-05-01
RADIOPHARMACEUTICAL SERVICES
Section

81-05-01-01  Purpose and Scope

61-05-01-02  Definitions

61-05-01-03  General Requirements for Pharmacies Providing Radiopharmaceutical Services

51-05-01-04  General Requirements for Pharmacists to Manage a Pharmacy Providing Radiopharmaceutical
Services

61-05-01-06  Library

61-05-01-06  Minimum Equipment Requirements

61-05-01-01. Purpose and scope. 1t is unlawful to receive, possess, or transfer radioactive drugs, except in
accordance with Norih Dakota Century Code chapter 43-15, this Arlicle and the North Dakota Radiological
Health Rules in Articte 33-10, ltis also unlawful for any person to provide radiopharmaceutical services uniess
that person is a pharmacist meeting the qualifications of North Dakota Administrative Code Section 61-05-01-
04, or a person acting under the direct supervision of & pharmacist meeting those gualifications and acting in
accordance with North Dakota Century Code chapter 43-15,-and state board of pharmacy regulations and
regulations of the North Dakota Radiolggical Health rules, in Article 33.10depariment-of-health, with the
exception of a medical practitioner, who is listed as an authorized useron a radioactive materials license, for
administration to the practitioner’s patients. No person may receive, acquire, possess, use, transfer, or dispose
of any radioactive material except in accordance with the conditions of ary radioactive material license on which
the personis an authorized yser, as required by the North Dakota department of health pursuant to North
Dakota Century Adminjstrative Code ehapteps-za—ze—and%&%@—’r article 33-10. The requirements of this chapter
are in addition to, and not in substitution for, other applicable provisions of regulations of the state board of
pharmacy and the North Dakota department of health.

History: Effective August 1, 1983.

General Authority: NDCC 28-32-02, 43-15-10(9), 43-16-10(11), 43-15-10(12), 43-15-10(13),43-16-10(14), 43-
15-36

Law Implemented: NDCC28-32-02; 43-15-10(9}, 43-15-10(11), 43-15-10(12}, 43-15-10(13),43-156-10(14),43-
15-36

61-05-01-02. Definitions. :
1. »authentication of product history” includes identifying the purchasing source, the ultimate fate, and any
intermediate handiing of any component of a radiopharmaceutical.

2. "nternal test assessment” includes conducting those tests of a quality assurance necessary {o ensure
the integrity of the test.

3 "Radiopharmaceutical quality assurance” includes the performance of appropriate chemical, biclogical,
and physical tests on potential radiopharmaceuticals and the interpretation of the resulting data to
determine their suitability for use in humans and animals, including internal test assessment,
authentication of product history, and the keeping of proper records.

4. "Radiopharmaceutical service" includes the compounding, dispensing, tabeling, and delivery of
radiopharmaceuticals,; the participation in radiopharmaceutical selection and radiopharmaceutical
utilization reviews; the proper and safe storage and distribution of radiopharmaceuticals, the
maintenance of radiopharmaceutical quality assurance; the responsibility for advising, where necessary
or where regulated, of therapeutic values, hazards, and use of radiopharmaceuticals; and the offering or
performing of those acts, services, operations, or transactions necessary in the conduct, operation,
management, and contro! of radiopharmaceuticals.

History: Effective August 1, 1983.

General Authority: NDCC 28-32-02, 43-15-10(9), 43-15-10(11), 43-15-10(12), 43-15-10(13),43-1 5-10{14), 43-
15-36

Law Implemented: NDCC28-32-02 43-15-10(9), 43-15-10(11), 43-15-10(12), 43-15-10(13),43-15-10{14), 43-
15-36



§1-05-01-03. General requirements for pharmacies providing radiopharmaceutical services.

1.

A nuclear pharmacy providing radiopharmaceutical services shall only be managed by a qualified
nuclear pharmacist. All personnel performing tasks in the preparation and distribution of radioactive
drugs shall be under the direct supervision of the nuclear pharmacist. The nuclear pharmacist is
responsible for all operations of the licensed area and shall be in-persenat-attendance physically
present at all times that the pharmacy is open for business. In emergency situations, in the nuclear
pharmacist's absence, the nuclear pharmacist may designate one or more other qualified licensed
professionals, who are authorized users, listed by name, ona radiogctive materials icense, to have
access to the licensed area. These individuals may obtain single doses of radiopharmaceuticals,_only if
the sinale dose is already prepared by a qualified nuclear pharmacist, for the immediate emergency and

must document such withdrawals in the controt system.

Nuclear Ppharmacies providing radiopharmaceuticals shall have adequate space, commensurate with
the scope of services required and provided, meeting minimal space requirements established for all
pharmacies in the state, The area shall be separate from the pharmacy areas for nonradioactive drugs
and shall be secured from unauthorized personnel. All pharmacies handling radicpharmaceuticals shall
provide a radioactive storage and product decay area, occupying al least twenty-five square feet [2.32
square meters] of space, separate from and exclusive of the hot laboratory, compounding, dispensing,
quality assurance, and office area. A pharmacy handling radioactive drugs exclusively may be
exempted from the general space requirements for pharmacies by obtaining a waiver from the state
board of pharmacy. Detailed floor plans shall be submitted to the state board of pharmacy before
approval of the license.

Nuclear Ppharmacies providing radiopharmaceutical services shall only dispense radiopharmaceuticais
which comply with acceptable standards of radiopharmaceutical quality assurance.

Nuclear Ppharmacies providing radiopharmaceutical services shall maintain records of acquisition and
disposition of all radioactive drugs and bypreduct material for the duration of the license.

Nuclear Ppharmacies providing radiopharmaceutical services shall comply with alt applicable laws and
regulations of federal and state agencies, including those laws and regulations governing
nonradioactive drugs.

Radicactive drugs are to be dispensed only upon a prescription request from a licenseemedieal
prastitioner authorized to possess, use, and administer radiopharmaceuticals. A pharmacist providing
radiopharmaceutical services may transfer to authorized persons radioactive materials not intended for
drug use, in accordance with North Dakota rules and regulations pertaining to radiation control.

A preseriptionfor-a-radiopharmaceutical shall-be-for-anindividualpatient may be provided only to a
facility licensed under North Dakota Administrative Code ariicle 33-10, with an authorjzed user for the
radicactive drug requested. A nuclear pharmacy must have on file a copy of the current radioactive
materials license for the licensed facility requesting any radioactive drug before the radjcaciive drug is
permitted to be dispensed to that facility. The radioactive drug must be delivered to the authorized
address in the license for receipt, logging in, testing for contamination, determining the current activity
and then the dose is ayailable to be gdministered 10 a patient. A-pharmacy-may-furnish

In addition to any tabeling requirements of the state board of pharmacy for nonradioactive drugs, the
immediate outer container of a radioactive drug to be dispensed shall also be tabeled with:

(a) the standard radiation symbol;

(b) the words "Caution—-Radioactive Material”;

(¢) the radionuciide;

{d) the chemical form;

{e) the amount of radioactive material contained, in millicuries or microcuries;

(/i aliquid, the volume in eubic-centimeters milliliters;

(g) the requested calibration time for the amount of radioactivity contained.




9. The immediate container shali be labeled with:
(a) the standard radiation symbol,
(b) the words "Caution-Radioactive Material";
{c) the name, address, and telephone number of the pharmacy; and
(d) the prescription number.

10. The amount of radioactivity shall be determined by dose calibrator or other appropriate radiometric
methods for each individuat dose immediately prior to dispensing.

11. PNuclear pharmacies may redistribute national food and drug administration approved radioactive drugs
if the phammacy does not process the radioactive drugs in any manner nor viclate the product
packaging.

History: Effective August 1, 1983.

General Authority: NDCC 28-32-02, 43-15-10(9), 43-15-10(11), 43-15-10(12), 43-15-10{13),43-15-10(14), 43-
15-36

Law Implemented: NDCC 283202 43-15-10(9), 43-15-10(11), 43-15-10(12), 43-15-10(13),43-15-10(14), 43-
15-36 : ,

61-05-01-04, General requirements for nuclear pharmacists to manage a nuclear pharmacy providing
radiopharmaceutical services. A qualified nuclear pharmacist shalk:

1. Meet minimal standards of training for medical uses of radioactive material.
2. Be-a currently licensed pharmaeist Hold a current, active license to practice pharmacy.in this state.
3. Have received completed a minimum of geven hundred contact hours jn a structured educational

program consisting of didactic instruction in nuclear pharmacy and clinical nuclear pharmagcy training
under the supervision of a qualified nuclear pharmacist in a nuclear pharmacy providing nuglear
pharmacy services, or in a structured clinical nuclear pharmagy training program from-an-accredited

college-of pharmacy, with emphasis in the following areas:

Radiation physics and instrumentation

Radiation protection
Mathematics pertaining to the use and measurement of radioactivity

Chemistry of byproduct material for medical use

Radiation biclogy

Shipping, receiving and performing related radiation surveys

Using and performing checks for proper operation of instryments used to determine the activity of
dosages, survey melers and, if appropriate, instruments uged to measure alpha-of beta-emitting
radionuciides

h. Calculating, assaying and safely preparing dosages for patients or human research subiects

i, Using procedures o prevent or minimize radioactive contamination and sing proper
decontamination procedures

e e e [

- r-pharmacy (raining-program-n-a
pharmaecy: Obtain written attestation signed by an authorized puclear pharmacist stating that the
pharmacist has completed the requirements of this section and has achieved a level of competence
sufficient to function independently as an authorized nuclear pharmacist and submit that to the Board of

Pharmacy, or;

5. Submit evidence-an-affidavit of-experience-and-training-fo the state board of pharmacy that the
pharmacist is certified by a specialty board whose cerlification has been recognized under 10 CER

35.55(a).

History: Effective August 1, 1983

General Authority: NDCC 28-32-02, 43-15-10(9), 43-15-10(11), 43-15-10(12), 43-15-10(13),43-15-10(14), 43-
15-36

Law Implemented: NDCC 28-32-02,43-15-10(9), 43-15-10(11), 43-15-10(12), 43-15-10(13),43-15-10(14), 43-
15-36




61-05-01-05. Library. Each nuclear pharmacy providing radiopharmaceutical services shall have current
editions or revisions of:

1. United States Pharmacopoeia National Formulary, with supplements.
National-Femularywith-su :
2. Current issues of the Journal of Nuclear Medicine or online access
3. State laws and regulations relating to pharmacy.
4. State and federal regulations governing the use of applicable radioactive materials,_including North

Dakota Radiological Health Rules. Article 33-10.

B. Muclear-Medicine—by-Blahd:
Principles and Practice of Nuciear Medicine — by Early and Scdee

Nuclear phamacy — by Chilton and Witéofski

8. Medical Radiation-Biology—by-Pizzarclo-and-Weleofske-

Radiopharmagceuticals in Nuclear Pharmacy and Nuclear Maedicine — by Kowalski and Phelan

11— Cuprentissues of-Journal-of Nuclear-Medieine:

The board of pharmacy recognizes that the library needed will depend on the type of radiophamaceutical
services offered. Variations in the required library may be granted by the board of phamacy.

History: Effective August 1, 1983.

General Authority: NDCC 28-32-02, 43-15-10(9), 43-15-10{11), 43-15-10(12),

43-15-10(13),43-15-10(14), 43-15-38

Law Implemented: NDCC 28-32-02:43-15-10(9), 43-15-10(11), 43-15-10(12), 43-15-10(13),43-15-10(114), 43-
15-36

61-05-01-06, Minimum equipment requirements. Each pharmacy providing radiopharmaceutical services
shall have the following equipment:

1. RArea radiation laberatery monitor {a which is stationary ene and away from other activity).

9. Garrima counter Dose calibrator and well counter.

3. Poriable ionization chamber-survey meter, capable of measuring up to 2000 mR/hr {e for determinejng
contamination and for other physic proceduresy

4. Sufficient quantity of lead bricks, lead plates, leaded glass of high density, and leaded or tungsten syringe
shields.

5. Refrigerator with freezer with temperature monitoring capabilities.

6. Class A prescription balance or balance of greater sensitivity.

7. Single,_or multi-channel scintiliation counter.

8. Pyregen-oven Sink with hot and cold running water.



10.
1.
12.
13.

14,

15

16.
17.
18.
19.

20.

Porableradiation-survey meter Wipe test counter capabte of detecting 0.005 microcuries of the
radionuclides in question.

Chromatographic equipment.

Fumer Annually calibrated fume hood, if handling volatile radioactive materials.

Chemical exhaust hood,_if handling large quantities of chemicals .

Electronic balance,_or Class A prescription balance.

Lighted microscope themocytometer.
. Auto-clave-for-steam-sterilization. ISO Class 5 Laminar flow dispensing hood,

Dey heat-oven (for-heatsterilization-and-o-dry-glassware)- Forceps / tongs for remote handling of material.

Hotplate and/or heat block.

Lead shielded-waterbath- Class || Bio-safety cabinet for handling blood sampies for fabsling.

Glassware.

Other equipment necessary for radiophamaceutical services provided as required by the board of
pharmacy.

The board of pharmacy recognizes that the equipment needed will depend on the type of radiopharmaceutical
services offered. Variations for required equipment may be granted by the board of pharmacy.

History: Effective August 1, 1983.

General Authority: NDCC 28-32-02, 43-15-10(9), 43-15-10(11), 43-15-10(12), 43-15-10(13),43-15-10(14), 43-
15-36

Law Implemented: NDCC 28-32-02; 43-15-10(9), 43-15-10(11), 43-15-10(12), 43-15-10(13),43-15-10(14), 43-
15-36
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Chapter 4729-15 Nuclear Pharmacies’
4729-15-01 Definitions.

As used in Chapter 4729-15 of the Administrative Code:

(A} “Class 100 environment” means an atmospheric environment that contains no more than oneé
hundred particles of 0.5 microns in diameter or larger per cubic foot of air according to “Federal
Standard 209E”. A class 100 environment is equivalent to ISO class 5.

{B) “Class 100,000 environment” means an atmospheric environment that contains no more than one
hundred thousand particles of 0.5 microns In diameter or larger per cubic foot of air according to
“Fadaral Standard 209E". A class 100,000 environment is equivalent to ISO class 8,

{C) “Nuclear pharmacist” shall be a licensed pharmacist hoiding a current identification card in the
state of Ohlo, and meets the following standards:

(1) Be certified as a nuclear pharmacist by the “moard of Pharmaceutical Specialties”; or

(2) Meet minimal standards of training for an “authorized user” of radioactive material or for an
“authorized nuclear pharmacist (ANP)” designation by the proper nuclear regulatory agency, the United
States nuclear regulatory commission, or the appropriate state agency inciuding:

(a) Have received a minimum of two hundred contact hours of didactic instruction in nuclear pharmacy
and the safe handling and use of radioactive materials from an accredited college of pharmacy or a
program approved by the nuclear regulatory commission, with emphasis in the following areas:

(i) Radiation physics and mstrumentation;
(i}) Radiation protection;

(iii) Mathematics of radioactivity;

(iv) Radiation biology;

(V) Radiopharmaceutical chemistry.

(b) Attain a minimum of five hundred hours of clinicat nuclear pharmacy training under the supervision
of a pharmacist trained in nuclear pharmacy and who is an wauthorized user” or an “authorized nuclear
pharmacist” as defined by the nuclear regulatory commission.

(D) “Nuclear pharmacy” is a pharmacy where prescriptions for radiopharmaceuticals are filled or where
radiopharmaceuticals are compounded or dispensed by a pharmacist licensed by the proper authorities
to receive, possess, and use such drugs. A nuclear pharmacy shall be licensed by the United States
nuclear regulatory commission or the appropriate state nuclear regulatory agencies, other appropriate
state agencies, and by the state board of pharmacy.

(E) “Radiopharmaceutical,” a dangerous drug as defined in division (F) of section 4729.01 of the
Revised Code, shall include any article that exhibits spontaneous decay or disintegration of an unstable
atomic nucleus, usually accompanied by the emission of lonizing radiation and any nonradioactive
reagent kit or nuclide generator which is intended to be used in the preparation of any such article.
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Replaces: 4729-15-01
Effective: 01/01/2010
R.C. 119.032 review dates: 12/01/2014

Promulgated Under: 119.03

Statutory Authority: 3719,28, 4729.26
Rute Ampiifies: 3719.01, 4729.01

prior Effective Dates: 4/1/78, 9/1/89, 7/1/94, 3/1/99, 2/1/05

4729-15-02 Responsibility for nuclear pharmacy.

A nuclear pharmacist shall maintain supervision and control of radiopharmaceuticals as provided in
division {B) of section 4729.55 of the Revised Code.

(A) The responsible nuclear pharmacist whose name appears on the terminal distributor of dangerous
drugs license shall sign the license and shall maintain the license in a readily available place in the
principal location of the business.

(B) The responsible nuclear pharmacist is responsible for maintaining adequate supervision and contro}
over the dangerous drugs acquired and dispensed by the terminal distributor of dangerous drugs and
maintaining all records required by this chapter and federal law to be kept at the establishment or
place described in the license,

(C) ¥f there Is a change in the responsible nuclear pharmacist, the board of pharmacy shall be notified
within thirty days thereof of the date of change and the name of the new responsible nuclear
pharmacist.

(1) This notice to the board of pharmacy shall be made by completing, signing, and returning the form
supplied by the board by regular mail or by verified facsimile transmission.

(2) A complete inventory of the controiled substances on hand shall be taken, pursuant to federal
regulations, with the new responsible nuclear pharmacist. The new responsible nuclear pharmacist
shall be responsible for the accuracy of this inventory.

Effective: 01/01/2009

R.C. 119,032 review dates: 09/26/2008 and 12/01/2013
Promulgated Under: 119.03

Statutory Authority: 4729.26

Rule Amplifies: 4729.54, 4729.,55, 4729.57

Prior Effective Dates: 4/1/1978, 9/1/1989, 7/1/1994, 1/1/2004
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(A) A nuclear pharmacy shall comply with all applicable local, state, and federal requirements. If a
nuclear pharmacy compounds parenteral or sterile product  prescriptions other than
radiopharmaceuticals or hichazardous materials, the pharmacy shall also comply with rule 4729-19-04
of the Administrative Code.

(B) A policy and procedure manual shall be prepared and maintained regarding the compounding,
dispensing, and delivery of sterile radiopharmaceutical prescriptions. The policy and procedure manuat
shall include at a minimum:

(1) A quality assurance program for the purpose of monitoring personnel qualifications, training and
performance, product integrity, equipment, facilities, and guidelines regarding patient education;

(2) Justification for the chosen beyond use dates of compounded products;

(3) Proper handling, storage, and disposal of drugs, radlopharmaceuticals, and radioactive waste;
{4) Proper handling, storage, and disposal of biohazardous materials, if applicable;

(5) Handling of spills and exposure to radioactive and bichazardous materials;

(6) Proper documentation and reporting of adverse events;

(7) Procedures to resolve conflicts when sterile product preparation may interfere with radiation safety
practices and equipment. These procedures should use the principle of as clean as reasonably
achievable. '

The policy and procedure manual shall be current and available for inspection and copying by a state
board of pharmacy agent.

(C) Physical requirements

(1) The facility shall have a designated area with access limited to authorized personnel for preparing
sterlie radiopharmaceutical products. ‘This area shall be isolated from other areas and must be
designed to avoid unnecessary traffic and airflow disturbances from activity within the controlled area.
It shall be used only for the preparations of these specialty products. It shall be of sufficient size to
accommodate a laminar airflow hood or other primary engineering control devices that provide a class
100 environment and to provide for the proper storage of drugs and supplies under appropriate
conditions of temperature, light, moisture, sanitation, ventilation, and security.

(2) The facility compounding radiopharmaceutical prescriptions shall have appropriate:

(a) Primary engineering control devices capable of maintaining at least class 100 conditions in the work
place where critical objects are exposed and critical activities are performed; at a minimum, there shall
be a physical barrier separating the area where biohazardous products such as human blood are
prepared; furthermore, these devices are to be capable of maintaining class 100 conditions during
normal activity. Examples of appropriate devices include laminar airflow hoods and zonal laminar flow
of high efficiency particulate air (HEPA) filtered air.

(b) Shielding of radioactive materials;

eV iaNiaTihXa)
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(¢) Compounding devices and equipment;
(d) Storage conditions for drugs, radiopharmaceuticals, and biohazardous materials;
(e) Appropriate disposal containers for used needies, syringes, etc.

(3) The facility shall maintain supplies adequate to maintain an environment suitable for the aseptic
preparation of sterile products. '

{4} The compounding of sterile products shall be done within a class 100 environment except in an
emergency situation when the product is required to meet the immediate needs of a patient whase
health would otherwise be jeopardized.

(D) Delivery service

The responsible nuclear pharmacist shall ensure that ail employees comply with all applicable local,
state, and federal requirements to assure the proper labeling, environmental controls, integrity, and
safety of all products transported.

(E) Disposal of radioactive and/or biohazardous waste

The responsible nuclear pharmacist shall ensure that all employees comply with all applicable tocal,
state, and federal requirements to assure that there is a system for the disposal of radioactive and/for
biohazardous waste in a manner so as not to endanger the public health.

{F) Heaith care professional counseling

When appropriate, a nuclear pharmacist shall be involved in discussing with each health care
professional responsible for receiving, storing, and administering a radiopharmaceutical product, the
following matters:

(1) Dosage form, dosage, callbrated activity, route of administration, and duration of therapy,;
(2) Special directions and precautions for preparation and administration;

(3) Proper storage; and

(4) Stability or incompatibilities of the medication,

(G) Quality assurance

(1) There shall be a documented, ongoing quality assurance control program that monitors personnel
performance, equipment, finished compounded drug products, and facilities.

(2) At a minimum, there shall be written quality assurance programs developed that address:

(a) Adequate training and continuing competency monitoring of all personnel in personal cleansing,
proper attire, aseptic technique, proper clean room conduct, and clean room disinfecting praocedures,
Instructors shall have the appropriate knowledge and experience necessary to conduct the training;

(b) Continued verification of compounding accuracy and including when possible physical inspection of
end products;

(c) Continued verification of automated compounding devices;
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{(d) Continued verification that appropriate beyond use dates are being assigned to compounded
products;

(e) End product testing including, but not limited to, the appropriate sampling of products if micrebial
contamination is suspected. If bulk compounding of sterile products is being performed using
nonsterile chemicals, extensive end product testing must be documented prior to the release of the
product from quarantine;

(f) All clean rooms and laminar flow hoods shall have environmental monitoring performed at least
every six months to certify operational efficlency. There shall be a plan in place for immediate
corrective action if operational efficiency is not certified. Records certifying operation efficiency shall be
maintained for at least three years.

Effective: 01/01/2010
R.C. 119.0372 review dates: 09/28/2009 and 12/01/2014

Promulgated Under: 119.03

Statutory Authority: 4729.26
Rule Amplifies: 4729.54, 4729.55

Prior Effective Dates: 2/1/05

ng of radiopharmaceuticals.

4729-15-04 Labeli

All radiopharmaceuticals dispensed for use by inpatients of an institutional facllity are exempt from the
labeling requirements of rule 4729-17-10 of the Administrative Code. All radiopharmaceuticals
dispensed for use by outpatients are exempt from the labeling requirements of rule 4729-5-16 of the
Administrative Code,

(A) No radiopharmaceutical may be dispensed unless a label is affixed to the immediate container
bearing the following information:

(1) The standard radiation symbol.

(2) The words “Caution - Radioactive Material,”
(3) The prescription number.

{(4) The radionuclide and chemical form.

(B) No radiopharmaceutical may be dispensed unless a tamper-evident seal is applied and a label is
affixed to the outer or delivery container of each dose bearing the foliowing information:

(1) The standard radiation symbol.
(2) The words “Caution - Radioactive Material.”
(3) The radionuclide and chemical form.

(4) The volume if in liquid form.
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(5) The requested activity and the calibration date and time.
(6) The prescription number.

(7) Labels for radiolabeled blood components and therapeutic dosages must always contain the
patient’s name at the time of dispensing. Where the patient’s name is not available at the time of
dispensing for diagnostic dosing, a sevanty-two-hour exemption is allowed to obtain the name of the
patient. No later than seventy-two hours after dispensing the radiopharmaceutical, the patient’s name
must be associated with the prescription in a readily retrievabte manner and must be retained for a
period of three years.

(8) The telephone number of the nuclear pharmacy, and the name and address of the nuclear
pharmacy as it appears on the terminal distributor of dangerous drugs ficense.

(9) The name of the end authorized user, who must also be a prescriber as defined in section 4729.01
of the Revised Code.

(10) The lot number of the preparation.

Effective: 01/01/2009

R.C. 119,032 review dates: 09/26/2008 and 12/01/2013
Promulgated Under: 119.03

Statutory Authority: 3715.69, 3719.28, 4729.26

Rule Amplifies: 3715.64, 3719.08

Prior Effective Dates: 4/1/1978, 9/1/1989, 7/1/1994, 3/1/1999

4729-15-05 Prohibitions.

ol e e A e e e i s

(A} No person <hall receive, possess, or transfer radiopharmaceuticals except in accordance with
section 4729.51 of the Revised Code.

(B) No person, other than a nuclear pharmacist, shall be personally in full and actual charge of a
nuclear pharmacy.

(C) No person shall conduct a nuclear pharmacy except in accordance with section 4729.28 of the
Revised Code, state board of pharmacy rules, regulations of the United States nuclear regulatory
commission or the appropriate state nuclear regulatory agencles, and regulations of other appropriate
stake agencies.

(D) No person shall utilize resuable unit dose transport containers for radioactive dosages without
either an effective process to decontaminate the transport container of blood or other biohazardous
substances or an effective mechanism to avoid contamination of the transport container.

(E)} No person shall re-use 2 unit dose transport container that remains contaminated with blood or
other biohazardous substances. Any unit dose transport container that is returned with the tamper-
evident seal broken and the unit dose syringe included must be considered to be contaminated.
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(F) This rule does not apply to:

(1) An individual prescriber who prepares radiopharmaceuticals for administration to the prescriber’s
patients as provided in section 4729.29 of the Revised Code,

(2) The transfer of radioactive rnaterial not intended for use as a drug to authorized persons.

(3) The occasional transfer of bulk quantities of radiopharmaceuticals to other authorized persons to
meet shortages.

R.C. 119.032 review dates: 09/26/2008 and 09/26/2013

promulgated Under: 119.03

Statutory Authority: 3715.69, 3719.28, 4729.26
Rule Amplifies: 3715.63, 3719.09, 4729.27, 4729.28, 4729.51

Prior Effective Dates: 4/1/1978, 9/1/1989, 7/1/1994, 3/1/1999, 4/27/2007



Lawriter - OAC - 3701:1-58-20 Training for an authorized nuclear pharmacist. Page 1 of 2

3701:1-58-20 Training for an authorized nuclear
pharmacist.

Except as provided in rule 3701:1-58-21 of the Administrative Code, the licensee shall require the
authorized nuclear pharmacist to be a pharmacist who:

(A) Is certified by a specialty board whose certification process has been recognized by the director,
United States nuclear regulatory commission, or an agreement state and who meets the requirements
in paragraph {(B)(2) of this rule. The names of board certifications which have been recognized by the
director, United States nuclear regulatory commission, or an agreement state will be posted on the
United States nuclear regulatory commission’s web page at www.nrc.gov. To have its certification
process recognized, a specialty board shall require all candidates for certification to:

(1) Have graduated from a pharmacy program accredited by the “American Council on Pharmaceutical
Education” (ACPE) or have passed the “Foreign Pharmacy Graduate Examination Committee” (FPGEC)
examination;

(2) Hold a current, active license to practice pharmacy;

(3) Provide evidence of having acquired at least four thousand hours of training/experience in nuclear
pharmacy practice. Academic training may be substituted for no more than two thousand hours of the
required training and experience; and

(4) Pass an examination in nuclear pharmacy administered by diplomates of the specialty board, that
assesses knowledge and competency in procurement, compounding, quality assurance, dispensing,
distribution, health and safety, radiation safety, provision of Information and consultation, monitoring
patient outcomes, research and development; or

(B) Has achieved the following requirements:

(1) Has completed seven hundred hours in a structured educational program consisting of both:
(a) Two hundred hours of classroom and laboratory training in the foliowing areas:

(i) Radiation physics and instrumentation;

(ii} Radiation protection;

(i) Mathematics pertaining to the use and measurement of radioactivity;

(iv) Chemistry of radioactive materiai for medical use; and

(v) Radiation biology; and

(b) Supervised practical experience in a nuclear pharmacy involving:

(i) Shipping, receiving, and performing related radiation surveys;

(i) Using and performing checks for proper operation of instruments used to determine the activity of
dosages, survey meters, and, if appropriate, instruments used to measure alpha- or beta-emitting
radionuclides;
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(iii} Calculating, assaying, and safely preparing dosages for patients or human research subjects;

(iv) Using administrative controls to avold medical events in the administration of radioactive material;
and

(v} Using procedures to prevent or minimize radioactive contamination and using proper
decontamination procedures; and

(2) Has obtained written attestation, signed by a preceptor authorized nuclear pharmacist, that the
individual has satisfactorily completed the reguirements in paragraphs (A)(1), {A)(2), and (A)(3) or {B)
(1) of this rule and has achieved a level of competency sufficient to function independently as an

authorized nuclear pharmacist.
Replaces: 3701:1-58-20

Effective: 12/22/2008

R.C. 119.032 review dates: 12/01/2013

Promulgated Under: 119.03

Statutory Authority: 3748,02, 3748.04
Ride Amplifies: 3748.04

Prior Effective Dates: 8/15/2005
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3701:1-46-43 Manufacture, preparation, or transfer for
commercial distribution of radioactive drugs containing
radioactive material for medical use.

. (A) An application for a specific license to manufacture, prepare, or transfer for commercial distribution
radioactive drugs containing radioactive material for use by persons authorized pursuant to Chapter
3701:1-58 of the Administrative Code or equivalent regulations of an agreement state will be approved
if:

(1) The applicant satisfies the general requirements specified in rule 3701:1-40-15 of the
Administrative Code;

(2) The applicant submits evidence that the applicant Is at least one of the following:

(a) Registered with the United States food and drug administration as the owner or operator of a drug
establishment that engages in the manufacture, preparation, propagation, compounding, or processing
of a drug under 21 C.F.R. 207.20(a) (as published in the April 1, 2009 Code of Federal Regulations};

(b) Registered or licensed with a state agency as a drug manufacturer;

(c) Licensed as a pharmacy by a state board of pharmacy;

(d) Operating as a nuclear pharmacy within a federal medical institution; or

{e) A positron emission tomography (PET) drug production facility registered with a state agency.

(3) The applicant submits information on the radionuclide; the chemical and physicél form; the
maximum activity per vial, syringe, generator, or other container of the radicactive drug; and the
shielding provided by the packaging to show it Is appropriate for the safe handling and storage of the
radioactive drugs by medical use licensees; and

(4) The appticant satisfies the following Jabeling requirements:

(a) A label is affixed to each transport radiation shield, whether it is constructed of lead, glass, plastic,
or other material, of a radioactive drug to be transferred for commercial distribution. The label must
include the radiation symbol and the words “CAUTION, RADIOACTIVE MATERIAL" or “DANGER,
RADIOACTIVE MATERIAL”; the name of the radicactive drug or its abbreviation; and the quantity of
radioactivity at a specified date and time. For radioactive drugs with a half -life greater than one
hundred days, the time may be omitted.

(b) A label is affixed to each syringe, vial, or other container used to hold a radioactive drug to be
transferred for commercial distribution. The label must include the radiation symbol and the words
“CAUTION, RADIOACTIVE MATERIAL” or "DANGER, RADIOACTIVE MATERIAL” and an identifier that
ensures that the syringe, vial, or other container can be correlated with the information on the
transport radiation shield label.

(B) A licensee described by paragraph (A)(2)(c) or (AY(2)(d) of this rule:

(1) May prepare radioactive drugs for medical use, as defined in rule 3701;1-38-01 of the
Administrative Code, provided that the radioactive drug is prepared by either an authorized nuclear
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pharmacist, as specified in paragraphs (B)(2) and (B)(3) of this rule, or an individual under the
supervision of an authorized nuclear pharmacist as specified in rule 3701:1-58-14 of the
Administrative Code.

(2) May allow a pharmacist to work as an authorized nuclear pharmacist if:

(a) This individual qualifies as an authorized nuclear pharmacist as defined in rule 3701:1-58-01 of the
Administrative Code,

(b) This individual meets the requirements specified in paragraph (BY} of rule 3701:1-58-2Q of the
Administrative Code and rule 3701:1-58-22 of the Administrative Code and the licensee has received
an approved license amendment identifying this individual as an authorized nuclear pharmacist, or

(c) This individual is designated as an authorized nuclear pharmacist in accordance with paragraph (B)
(4) of this rule.

(3) The actions authorized in paragraphs (B)(1) and (B)(2) of this rule are permitted in spite of more
restrictive language in license conditions.

(4) May designate a pharmacist (as defined in rule 3701:1-38-01 of the Administrative Code) as an
authorized nuclear pharmacist if:

(a) The individual was a nuclear pharmacist preparing only radioactive drugs containing accelerator-
produced radioactive material, and

(b) The Individual practiced at a pharmacy at a government agency or federally recognized indian tribe
before November 30, 2007 or at all other pharmacies before August 8, 2009, or an earlier date as
noticed by the United States nuclear regulatory commission.

(5) Shall provide to the director a copy of:

(a) Each individual’s certification by a specialty board whose certification process has been recognized
by the United States nuclear regulatory commission or an agreement state as specified in paragraph
(A) of rule 3701:1-58-20 of the Administrative Code with the written attestation signed by a preceptor
as required by paragraph (B)(2) of rule 3701:1-58-20 of the Administrative Code; or

(b) The United States nuclear regulatory comrmission or agreement state license; or
(c) The permit issued by a United States nuclear regulatory commission master materials licensee; or

(d) The permit issued by a licensee or United States nuclear regulatory commission master materials
permittee of broad scope or the authorization from a commercial nuclear pharmacy authorized to list
its own authorized nuclear pharmacist; or .

(e) Documentation that only accelerator-produced radioactive materials were used in the practice of
nuclear pharmacy at a government agency or federally recognized indian tribe before November 30,
2007, or at all other locations of use before August 8, 2009, or an earlier date as noticed by the United
States nuclear regulatory commission; and

(f) State pharmacy licensure of registration, no later than thirty days after the date that the licensee
allows, under paragraphs (B)(2)(a} and (B)(2)(c) of this rule, the individual to work as an authorized
nuclear pharmacist.
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(C) A licensee shall possess and use Instrumentation to measure the radioactivity of radioactive drugs.
The licensee shall have procedures for use of the Instrumentation. The licensee shall measure, by
direct measurement or by combination of measurements and calculations, the amount of radioactivity
in dosages of alpha-, beta-, or photon-emitting radicactive drugs prior to transfer for commercial
distribution. In addition, the licensee shall;

(1) Perform tests before initlal use, periodicaily, and foilowing repair, on each instrument for accuracy,
linearity, and geometry dependence, as appropriate for the use of the instrument; and make
adjustments when necessary; and

(2) Check each instrument for constancy and proper operation at the beginning of each day of use.

(D) Nothing in this rule relieves the licensee from complying with applicable United States food and
drug administration, other federal, and state requirements governing radioactive drugs.

Effective: 10/04/2010
R.C. 119.032 review dates: 06/28/2010 and 10/01/2015

promulgated Under: 119.03

Statutory Authority: 3742.02, 3748.04
Rule Amplifies: 3748.04

Prior Effective Dates: 10/20/2002, 8/15/05, 1/20/08, 12/22/08
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{Source: Added at 12 Ok Reg 2543, eff 8-26-95; Amended at 13 Ok Reg 2807, eff 6-27-96]

SUBCHAPTER 17. NUGLEAR PHARMACY

Section

535:15-17-1. Purpose
535:15-17-2. [RESERVED]
535:15-17-3. Definittons
535:15-17-4. [RESERVED]
535:15-17-5. General requirements

535:15-17-6. [RESERVED]

535:15-17-7. Minimum equipment

535:15-17-8. {RESERVED]

535:15-17-9. Library reference books or computer sources
{Source: Added at 14 Ok Reg 3027, eff 7-11-97]

535:15-17-1. Purpose _

The rules of this Subchapter are to accomplish the purposes of the Oklahoma
Pharmacy Act, as specified in 569 0.S., Section 353.18 (A) thereof, by implementing
rules of a licensed nuclear pharmacy. Nuclear pharmacy is hereby recognized as a
specialty of pharmacy practice. As such, the following rules address those areas
specific or unique to this specialty practice. These regulations are intended to

supplement the regulations of other state and federal agencies.
- {Source: Added at 14 Ok Reg 3027, eff 7-11-97}

535:15-17-3. Definitions

The following words or terms, when used in this Subchapter, shall have the
following meaning, unless the context clearly indicates otherwise:

«Authentication of Product History” means identifying the purchasing
source, the ultimate fate, and any intermediate handling of any component of a
radiopharmaceutical or other drug.

“Nuclear Pharmacy” means a pharmacy which provides radiopharmaceutical
services and shall be licensed by the Board as a retail pharmacy.

“practice of Nuclear Pharmacy” means a patient-oriented service that
embodies the scientific knowledge and professional judgment reguired to improve
and promote health through the assurance of the safe and efficacious use of
radiopharmaceuticals and related drugs.

“Qualified Nuclear Pharmacist” means a pharmacist who holds a current
license issued by the Board, and who is either listed as an authorized user on a
radioactive material users license or certified as a Nuclear Pharmacist by the Board
of Pharmaceutical Specialties or satisfies each of the following requirements:

(A) Meets minimal standards of training for status as an Authorized
Nuclear Pharmacist (ANP), as specified by the Oklahoma Department of
Environmental Quality Control, or if in another state the Nuclear
Regulatory Commission, or appropriate agreement state nuclear
regulatory agency. |

(B) Has successfully completed a minimum of 200 contact hours of
instruction in nuclear pharmacy and the safe handling and use of
radioactive materials from an accredited college of pharmacy, or other
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training program recognized by the Nuclear Regulatory Commission,
with the following subjects covered:

() radiation physics and instrumentation,

(i) radiation protection,

(iy mathematics pertaining to the use and measurement of

radioactivity,

(iv) radiation biology,

(v) radiopharmaceutical chemistry;
(C) Has attained a minimum of 500 hours of clinical/practical nuclear
pharmacy training under the supervision of a qualified nuclear
pharmacist in, but not limited to, the following areas, as described in the
current American Pharmaceutical Association (APhA) Nuclear Pharmacy
Practice Standards:

()  procuring radioactive materials,

(i) compounding radiopharmaceduticals,

(i} performing routine quality control procedures,

(iv) dispensing radiopharmaceuticals,

(v) distributing radiopharmaceuticals,

(vi) implementing basic radiation protection procedures,

(vii) consutting and educating the nuclear medicine community,

patients, pharmacists, other health professionals, and the general

public;
(D) Keeps documentation of experience and training available in the
pharmacy for Board review.

“Quality Assurance Procedures” means all activities necessary to assure
the quality of the process used to provide radiopharmaceutical services, including
authentication of product history and maintenance of all records as required by
pertinent regulatory agencies.

“Quality Control Testing” means the performance of appropriate chemical
and physical tests on compounded radiopharmaceuticals and the interpretation of
the resulting data to determine their suitability for use in humans and animals.

“Radiopharmaceutical Services” means, the procurement, storage,
handling, compounding, preparation, tabeling, quality contro! testing, dispensing,
distribution, transfer, record keeping and disposal of radiochemicals,
radiopharmaceuticals and ancillary drugs, and also includes quality assurance
procedures, radiological health activities, any consulting activities associated with
the use of radiopharmaceuticals, health physics, and any other activities required for
provision of pharmaceutical care.

“Radiopharmaceutical” means any substance which exhibits spontaneous
disintegration of unstable nuclei with the emission of nuclear particles or photons
and includes any nonradioactive reagent kit or nuclide generator which is intended
to be used in the preparation of any such substance but does not include drugs such
as carbon-containing compounds or potassium-containing salts which contain trace
guantities of naturally occurring radionuclides. The term “radiopharmaceutical” also
includes any product that is labeled with a radionuclide or intended solely to be

labeted with a radionuclide.
[Source: Added at 14 Ok Reg 3027, off 7-11-97; Amended at 24 Ok Reg 2262, eff 7-1-07]

167



535:15-17-5. General requirements
(a) A permit to operate a nuclear pharmacy shall only be issued to a person who is,
or who employs a qualified nuclear pharmacist. All personnel performing tasks in
the preparation and distribution of radiopharmaceuticals and anciliary drugs shall be
under the direct supervision of a qualified nuclear pharmacist, who shall be in
personal aitendance when the pharmacy is open for business. The nuclear
pharmacist-in-charge shall be responsible for all operations of the pharmacy.
(b) The permit to operate a nuclear pharmacy is effective only so long as the
pharmacy also holds a current Radioactive Material License issued by the
Oklahoma Department of Environmental Quality Control, or if in another state the
Nuclear Regulatory Commission, or appropriate agreement state nuclear regulatory
agency. Copies of inspection reports from Oklahoma Department of Environmental
Quality Control, or if in another state the Nuclear Regulatory Commission, of
appropriate agreement state nuclear regulatory agency shall be available for Board
inspection.
(c) Nuclear pharmacies shall have adequate space and equipment, commensurate
with the scope of services required and provided, meeting minimal space
requirements established for all pharmacies in the state. All pharmacies handling
radiopharmaceuticals shall include, but not be limited to, the following areas:
radiopharmaceutical preparation/dispensing  area; radioactive  material
shipping/receiving area; radioactive material storage area; and radioactive wasle
decay area.
(d) The nuclear pharmacy professional service area shall be secured from
unauthorized personnel and must be totally enclosed and lockable.
(e} Nuclear pharmacies shall maintain records of acquisition, inventory and
disposition of all radioactive drugs and other radioactive materials in accordance
with Board and Nuclear Regulatory Commission statutes and regulations.
(i Nuclear pharmacies shall compound and dispense radiopharmaceuticals in
accordance with accepted standards of radiopharmaceutical quality assurance,
including compounded sterile products. The Board recognizes that the preparation
of radiopharmaceuticals involves the compounding skills of the nuclear pharmacist
to assure that the final drug product meets accepted professional standards.
{(g) A radiopharmaceutical shall be dispensed only to a licensed practitioner
authorized by the Oklahoma Department of Environmental Quality Control, or if in
another state the Nuclear Regulatory Commission or appropriate agreement state
nuclear regulatory agency to possess, us€ and administer such drug. A
radiopharmaceutical- shall be dispensed only upon receipt of a prescription or
medication order from such licensed practitioner. Otherwise, a radiopharmaceutical
may be transferred to a person who is authorized to possess and use such drug for
non-clinical applications as described in 535:15-17-5 subsection (k) below
Separate records will be kept for these transfers and sales, see drug supplier permit
rules in 535:15-7.
(h) A nuclear pharmacy, upon receiving an oral prescription order for a
radiopharmaceutical, shall immediately have the prescription order reduced to
writing, or recorded in a data processing system.

(1) This writing or record shall contain at least the following:
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(A) the name of the institution and prescriber, or prescribers' agent;
(B) the date of dispensing (or calibration) and the calibration time of the
radiopharmaceutical; '
(C) the name of the procedure;
(D) the name of the radiopharmaceutical;
(E) the dose or quantity of the radiopharmaceutical,
(F) the serial number assigned to the order for the radiopharmaceutical;
(G) any specific instructions; and
(H) the initials of the pharmacist who dispensed the order.
(2) Whenever an order is for a therapeutic or blood-product
radiopharmaceutical, the patient's name must be obtained and recorded prior
to dispensing.
(i}
(1) The immediate outer container shield of a radiopharmaceutical to be
dispensed shall be labeled with:
(A) the name and address of the pharmacy,
(B} the name of the prescriber;
(C) the date of dispensing (or calibration);
(D) the serial number assigned to the order for the
radiopharmaceutical;
(E) the standard radiation symbot;
(F) the words "Caution Radioactive Material’;
(G) the name of the procedure;
(H) the radionuclide and chemical form;
() the amount of radioactivity and the calibration date and time,
(J) if aliquid, the volume;
(K) if a solid, the number of items or weight;
(L) if a gas, the number of ampules or vials;
(M) the expiration date and time; and,
(N) the name of the patient or the words e.9. “Per Physician's Orders’
in the absence of a patient name.
(2) When the prescription is for a therapeutic or blood-product
radiopharmaceutical, the patient name shall appear on the label. The
requirements of this sub-section shall be met when the name of the patient is
readily retrievable from the physician upon demand.
(j) The inner container labe! of a radiopharmaceutical to be dispensed shall be
labeled with, but not limited to:
(1) the standard radiation symbol;
(2) the identity of the radionuclide;
(3) the amount of radioactivity and the calibration date and time;
(4) the name of the procedure; and
(5) serial number of the radiopharmaceutical.
(k) When a radiopharmaceutical is dispensed under the authority of an
investigational New Drug Application (IND), the nuclear pharmacy records shall
include an investigator's protoco! for the preparation of the radiopharmaceutical, a
copy of the institutional radiation safety committee or equivalent radioactive use
oversight committee approval, a copy of the Institutional Review Board approval
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form (or letter), and a letter from the manufacturer (sponsor) indicating that the
physician requesting the radiopharmaceutical is a qualified investigator.

() Each nuclear pharmacy shall have an adequate library and a current copy of
state and federal regulations governing the safe storage, handling, use, dispensing,

transport and disposal of radiopharmaceuticals.
[Source: Added at 14 Ok Reg 3027, off 7-11-97; Amended at 15 Ok Reg 3272, eff 7-13-98; Amended at 24 Ok Reg 2262, eff
7-1-07}

535:15-17-7. Minimum equipment
(a) A nuclear pharmacy shall be exempt from the physical requirements in Section
535:15-3-4, Subsections (3) through (8) and (10) through (11).
(b) The professional area of the pharmacy shall have at least the following
equipment:
(1) Radionuclide Dose Calibrator;
( 2) Refrigerator;
(3) Single or multiple channel scintillation counter with solid state detector
(e.g. Nal(TT) or Ge(LD)),
(4) Radiochemical fume hood and filter system with suitable air sampling
equipment when dispensing or preparing volatile radiopharmaceuticals;
(5) Area survey meter,
(6) Atleast two GM survey meters (including one high-range meter);
(7) Microscope and hemacytometer, when dispensing or preparing particle
size dependent radiopharmaceuticals;
(8) Laminar airflow hood and appropriate supplies to ensure sterile practices
for parenteral solutions;
(9) Syringe and vial radiation shields;
(10) Appropriate shielded drawing station;
(11) Decontamination suppfies;
(12) Appropriate supplies to perform quality assurance testing;
(13) Appropriate transport shields for syringes and vials; and
(14) Transport containers which meet the U.S. Department of
Transportation regulations, and other labels and supplies for shipping

radicactive materials.
[Source: Added at 14 Ok Reg 3027, eff 7-11-97; Amended at 24 Ok Reg 2264, eff 7-1-07]

535:15-17-9. Library reference books or computer sources
A pharmacy library shall contain the following current reference books or
computer sources:
(1) Oklahoma law books. The latest copy of the Oklahoma State Board of
Pharmacy, Laws and Rules and Regulations Pertaining to the Practice of
Pharmacy and a recent copy of the Oklahoma State Bureau of Narcotics &
Dangerous Drug Control's Rules and Regulations.
(2) Reference compendia necessary to practice Nuclear Pharmacy safely

within federal and state requirements.
{Source: Added al 14 Ck Reg 3027, eff 7-11-97]
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QUESTIONS ABOUT THE CONTENT OR MEANING OF THIS AGENCY'S RULES?
cLicK HERE TO Accgss RULES COORDINATOR CONTACT INFORMATION

BOARD OF PHARMACY

DIVISION 42

NUGLEAR PHARMAGIES AND PHARMACISTS

865-042-00056
Purpose and Scope

{1) Ariy person who provides radiopharmaceutical services shall be a nuclear pharmacist or working under the supervision of
a nuclear pharmacist and shall actin accordance with the State Board of Pharmacy and State Radiation Control Agency
rules.

(2) These rules shall not apply to anyone who is an "authorized practitioner” as that term is defined in these rules.

{3) The requirements imposed by these nuclear pharmacy rules shall apply in additien 1o, and not in place of, any other
requirements contained in rules of the State Board of Pharmacy, the State Radiation Controt Agency, or any other state or
federal agency.

Siat. Auth.: ORS 689
Stats. Implemented:
Hist.: PB 7-1987, f. & of. 7-8-87

856-042-0010
Definitions
{1) A "Nuclear Pharmacy” is a pharmacy providing radiopharmacéutical services.

(2) "Nuclear Pharmacist” means a licensed pharmacist who has met the reguirements of these rules regarding training,
education, and experience, and has received a letter of notification from the hoard indicating the board recognizes the
pharmacist, based on evidence submitted, as qualified to provide radiopharmaceutical services.

(3) "Radiopharmaceutical Services" shall mean, but shall not be limited to, the compounding, dispensing, labeling and
detlivery or radiopharmaceuticals; the participation in radiopharmaceutical selection and radicpharmaceutical utilization
reviews; the proper and safe storage and distribution of radiopharmaceuticals; the maintenance of radiophamaceutical
quality assurance; the responsibility for advising, where necessary or where regulated, of therapeutic values, hazards and use
of radiopharmaceuticals; and the offering or performing of those acts, services, operaticns or transactions necessary in the
conduct, operation management and control of a nuctear pharmacy.

4y A "Radiopharmaceutical” is any substance defined as a drug in Section 201{g)(1) of the federal Food, Drug and Cosmetic
Act which exhibits spontaneous disintegration of unstable nuclet with the emission of nuclear particles or photons and
includes any such drug which is intended to be made radicactive. This definition inciudes nonradioactive reagent kits and
nuclide generators which are intended to be used in the preparation of any such substance but does not include drugs such
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as carbon-containing compounds or potassium-containing compounds or potassium-containing salts which contain trace
quantities of naturally occurring radionuclides.

(5) "Radiopharmaceutical Quality Assurance” means, but is not limited 1o, the performance of appropriate chemical, biclogical
and physical tests on radiopharmaceuticals and the interpretation of the resulting data to determine their suitability for use in-
humans and animals, including internal test assessment authentication of product history and the keeping of proper records.

(6) "Internal Test Assessment” means, but is not limited to, conducting those tests of quality assurance necessary to insure
the integrity of the test.

(7) "Authentication of Product History" means, but is not limited to, identifying the purchasing source, the ultimate fate, and
intermediate handling of any component of a radiopharmaceutical,

{8) "Authorized Practitioner” means a practitioner duly authorized by faw to possess, Use, and administer
radiopharmaceuticals.

Stat. Auth.: ORS 689
Stats. Implemented:
Hist.: PB 7-1987, f. & ef. 7-8-87 .

855-042-0016
Nuclear Pharmacies

(1) Every nuclear pharmacy shall have a nuclear pharmacist designated on the nuclear pharmacy regisiration as the
pharmacist-in-charge who shall be responsible for the nuclear pharmacy's compliance with laws and rules, both state and
federal, pertaining o the practice of nuclear pharmacy. All personnet performing tasks in the preparation and distribution of
radio-pharmaceuticals shall be under the supervision of a nuclear pharmacist. The nuclear pharmacy pharmacist-in-charge
shali see that direclives from the board are communicated o the owner(s), management, other pharmacists, and interns of
the nuclear pharmacy. A pharmacist may be pharmacist-in-charge for no more than one nuclear phamacy at any one given
time.

(2) Nuclear pharmacies shall have adeguate space, commensurate with the scope of services to be provided. The nuclear

pharmacy area shall be separate from the pharmacy areas for nonradio-pharmaceuticals and shall be sacured from access
by unauthorized personne. Detailed floor plans shall be submified to the State Board of Pharmacy and the State Radiation
Control Agency before approval of the registration.

{3) Nuclear pharmacies shall only dispense radiopharmaceuticals which comply with accepted professional standards of
radiopharmaceutical quality assurance.

{4) Nuclear pharmacies shall maintain records of acquisitton and disposition of all radiopharmaceuticals in accordance with
applicable rules of the state Board of Pharmacy, the State Radiation Controt Agency and other state and federal agencies.

(5) For nuclear pharmacies handling radiopharmaceuticals exclusively, the Stale Board of Pharmacy may waive regulations
pertaining to the phannacy registration for nonradiopharmaceuticals for requirements that do not pertain to the practice of
nuclear pharmacy.

(6) Radiopharmaceuticals are to be dispensed oniy upon a prescription from a practitioner authorized o possess, use and
administer radiopharmaceuticals. A nuclear pharmacy may also furnish radiopharmaceuticats for office use to these
practitioners.

(7) A nuclear pharmacist may transfer lo authorized persons radicactive materials not intended for drug use, in accordance
with regulations of the state radiation control agency.

(8) Prescriptions or medication orders for radiopharmmaceuticals shall include:

{a) The name of the practitioner andfor institution;

(b) The name of (he radiopharmaceutical;

(c} The amount of radioactivity to be contained in millicuries, microcuries, or the St equivalent at calibration;
(d} The date and time of calibration, and volume.

{9) In addition {o any labaling requirements of the state Board of Pharmacy for nonradiopharmaceuticals, the outer container
of any radicpharmaceutical to be dispensed shall also be fabeled with: '
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(a) The prescription number and the patient's name {of the words "Physician Use Only" in the absence of the name of the
patient};

{b) The standard radiation symbaol;

{c) The words "Caution -- Radioactive Material",

{(d) The name of the radiopharmaceutical;

{e) The lot number;

(f) The amount of radioactive material contained in millicuries, microcuries, or their S equivalent;
(g) If a liquid, the volume in milliliters;

th) The requested calibration date and time; and

{i} Expiration date andfor time, if applicable;

{i) Specific concentration of radioactivity;

{k) The name and address of the _practitioner and/or institution that ordered the radiopharmaceuticals.
(10) The immediate inner container of a radiopharmaceutical shail be labeled with:

{a) Standard radiation symboal;

{b} The words "Caution -- Radioactive Material"; and

() The name and prescription number of the radiopharmaceutical;

{d) The prescription number;

{e) The name of the nuclear pharmacy,

(f) The date; and

{g} The amount of radicactive material in millicuries, microcuries, or their Si equivatent.

{(11) The amount of radioactivity shall be determined by radiometric methods for each individual preparation immediately prior
to dispensing.

{12) Nuclear pharmacies may redistribute NDA (New Drug Application) approved radiopharmaceuticals to authorized persons
if the pharmacy does not process the radiopharmacsuticals in any manner or violate the product packaging.

(13) The nuclear pharmacy shall have the current revisions of state laws and rules of ihe State Board of Pharmacy and State
Radiation Control Agency.

(14) The nuclear pharmacy shalt maintain a reference library commensurate with the tevel of radiopharmaceutical service o
be provided and shalt include, in addition to the requirements listad in OAR 855-041-0040;

{a) Oregon radiation control regulations;
(b) CFR Title 10, Paris 0~199, with current amendments; and
{c} CFR Title 49, Parts 106-199, with current amendmentis.

Stal. Auth.: ORS 475.035 & 689.205
Stats. Implemented:
Hist.: PB 7-1987, {. & ef. 7-8-87; PB 1-1994, f & cert. ef, 2-2-94

855-042-0026

Minimum Equipment Requirements
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(1) Nuclear pharmacies shail have adequate equipment commensurate with the scope of radiopharmaceutical services tobe
provided. A detailed list of equipment and description of use must be submitled to the State Board of Pharmacy and Radiation
Control Agency before approval of the license.

{2) The Stale Board of Pharmacy may, for good cause shown, waive rules pertaining to the equipment and supplies required
for nuclear pharmacies handling radiophamaceuticais exclusively.

Stat, Auth.: ORS 689
Stats. Implementad:
Hist.: PB 7-1987, 1. & ef. 7-8-87

The official copy of an Oregon Administrative Rula is contained in the Administrative Order filed at the Archives Division, 80C Summer SL NE, Satam, Oregon 97310, Any
discrepancies with the published version are satisfied in faver of the Adminlstrative Order. The Oregon Adminisirative Rules and the Cregon Buttetin are capyrighled by the Qregon
Secretary of State, Tefms and Conditions of Use
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information on the patient profiles. The consultant pharmacist shall:
v review the drug and biological regimen of each resident monthly.

v report any irregularities to the attending physician and director of nurses.
Reports shall show evidence of review and response; and

v document in writing the performance of such review, which documentation
shall be kept on file by the facility and shall be made accessible to inspectors
upon request.

16.1.4 A unit dose drug dispensing system or automated dispensing device may be utilized
for the dispensing of drugs to patients in a licensed hospital, nursing facility or
hospice facility, Such systems or devices shall be utilized in accordance with
regulations herein.

‘Section 17.0 - 'Pharmaceutical Services: Nuclear/Radiologic Pharmacies:

17.1

The practice of nuclear/radiologic pharmacy is hereby recognized as a specialty of pharmacy
practice, regulated by the Board. This section applies only to pharmacies which are
preparing and distributing, or redistributing radioactive material, not simply handling such
material.

Policies and Procedures

17.2

17.3

17.4

17.5

17.6

These rules and regulations herein shall not apply to a nuclear medicine department within a
medical institution which is licensed by another agency.

Nuclear pharmacies shall maintain records of acquisition, inventory, and disposition of all
radioactive drugs and other radioactive materials, in accordance with the provisions of the
Rules and Regulations for the Control of Radiation (R23-1.3RAD).

All pharmacies handling radiopharmaceuticals shall provide a radioactive storage and
product decay area. Detailed floor plans shall be submitted to the Department and the state
Office of Ocecupational and Radiological Health before approval of the license.

Radiopharmaceuticals are to be dispensed only upon a prescription drug order, from a
practitioner authorized to possess, use and administer radiopharmaceuticals.

The permit to operate a nuclear pharmacy is conditional upon an approved state Office of
Occupational and Radiological Health license. Copies of the Office of Occupational and
Radiological Health inspection reports shall be made available upon request for Board
inspection.

Personnel

17.7

A license to operate a pharmacy providing radiopharmaceutical services shall only be issued
to a qualified nuclear pharmacist. All personnel performing tasks in the preparation and
distribution of radioactive drugs shall be under the direct supervision of a qualified nuclear
pharmacist. A qualified nuclear pharmacist shall be responsible for all operations of the
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17.8

pharmacy and shall be in personal attendance at all times that the pharmacy is open for
business.

The nuclear pharmacy area shall be secured from unauthorized personnel.

Physical Requirements

17.9

Nuclear pharmacies shall have adequate space and equipment, cominensurate with the scope
of services required and provided, meeting minimal space requirements established for all
pharmacies in the state or as otherwise defined by the Board.,

Section 18.0 Nonresident Pharmacies

18.1

8.2

18.3

18.4

Licensure - In ovder to ship, mail, or deliver prescription drugs and/or devices to a patient in
this state, a non-resident pharmacy must be licensed by the Board and shall comply with all
statutory and regulatory requirements as stated herein.

Agent of record - Each nonresident pharmacy that ships, mails, or delivers prescription drugs
and/or devices to a patient in this state shall designate a resident agent in this state for service
of process. Any such nonresident pharmacy that does not so designate a registered agent and
that ships, mails, or delivers prescription drugs and/or devices in this state, shall be deemed
an appointment by such nonresident pharmacy of the Secretary of State to be its true and
lawful attorney upon whom may be served all legal process in any action or proceeding
against such pharmacy growing out of or arising from such delivery. A copy of any such
service of process shall be mailed to the nonresident pharmacy by the complaining party by
certified mail, return receipt requested, postage prepaid, or by international certified mail,
return receipt requested, postage prepaid, at the address of such nonresident pharmacy as
designated on the pharmacy's application for licensure in this state. 1fany such pharmacy is
not licensed in this state, service on the Secretary of State in this state only shall be sufficient
service. -

Conditions of Licensure - As conditions of licensure, the nonresident pharmacy must
comply with the following:

a) maintain, at all times a valid unexpired license, permit or registration to operate the
pharmacy in compliance with the laws of the state or province of Canada in which it is
located;

b) provide a description of any final disciplinary action(s) by licensing boards in other
states or provinces of Canada; and :

¢} provide all information requested by the Board.

A pharmacy license will be issued to the owner who meets the requirements established
pursuant to the Act and the rules and regulations herein. The owner of each pharmacy shall
receive a license of location, which shall entitle the owner to operate such pharmacy at the
location specified, or such other temporary location as the director may approve, for the
period ending on 30 September. Each such owner shall at the time of filing provide proof of
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Title 40 - Professions and Occupations
CHAPTER 43.
SOUTH CAROLINA PHARMACY PRACTICE AGT
SEGTION 40-43-10, Short title; purpose of chapter; severability,
This chapter may be cited as the “South Carglina Pharmacy Practice Act”. The purpose of this chapler is to promole, presarve, and protect the public heaith, safety, and
welfare by and through the effective controt and regulation of the practice of pharmacy; the ticensure of pharmacists; the licensure, permitling, contrel, and regulation of all
sitas or persons, in or out of this State, that distribute, manufaciure, pessess, or sek drugs or devices within this State, as may be used in the diagnosis, treatment, and
prevention of injury, illness, and disease of a patient or other individual,
The practica of pharmacy sha't ceater around the provision of pharmacy care servicas and assisting the palient to achieve cptimal therapeutic outcomes.
If a provision of this chapter is declared unconstitutional or illegat, or the applicability of this chapler to a person, gharmacy, er eircumstanca is hald invalid by a court of
competent jurisdiction, the constitutionafity or tegality of the remaining provisions of this chapler and lhe application of this chapter lo other persons, pharmacies, and
circumstances are not affected and shall remain in full foree and affect witheul the invalid provision or applicalion.
HISTORY: 1998 Act No. 368, Section 1.
SECTION 40-43-20. License required.
Except as otherwise provided in this chapter, it is untawful for an individual to engage in the practice of pharmacy unless currently licensed pursuant to this chapter.
HISTORY: 1998 Act No. 386, Section 1.
SECTION 40-43-30. Definitions.
For purpesas of this chapler:

(1) "Administer’ means the direct application of a drug er device pursuant to a Jawful erder of a practitioner {o the body of a patient by injaction, inhalation, ingestien, topical
application, or any other means.

{2) "Biological safely ¢cabinet’ means a contaipment unil suitable for the preparation of low-te-moderate risk agenls where there is a need for protection of the product,
personngl, and environmant, according to Mational Sanitation Foundation Standard 48,

(3) "Board” or "Board of Pharmacy” means the State Board of Pharmacy.
{4) "Brand nams" means the proprietary of {rada name placed upon a drug, ils container, 1abel, or wrappling at the time of packaging.

(5) "Chart order* means a lawful order from a practitioner for a drug or device for patieats of a hospital or extended care facility, or such an order prepared by another
person and signed by a practitioner either immedialely of ai another time, issued for a legitimala medicat purpose within the practitioner's course of legitimate practice and
incluging orders derived on behalf of a praclitioner from a praciitioner approved drug therapy management.

{8) "Ctass 100 environmsnt™ means an atmospheric environment which conlains less than one hundred particles 0.5 microns In diamater per cubie fool of air.

(7} "Compounding™ means the preparation, propagation, conversion, or processing of a drug or device, either directly or indirectly, by extraction from subslances of natural
origin or independantly by means of chemicat or biological synthesis, of the preparation, mixing, assembling, packaging, o tabefing of a drug or device as the result of a
practitioner's prescription drug order of initiative based on the practiioner/patient/pharmacist ralationship in the course of professionat practics, or for the purpase of, or 2s
an incident te, research, teaching, or chemical snalysis and not for sala of dispensing. Compounding also includes the preparation of drugs or devices in anticipation of
prascription drug orders based on routine, regularly observed prescribing patterns, The term compounding does nol include mixing, reconstituting, or other such acts that
are performed in accordance with directions contained in approved tabeling provided by the product's manufacturer and other manufacturer direclions consistent with that
labeting.

{8) "Confidential information” means information maintained in a patient's secords of which is communicated to a patiant as part of patient counseling, which is privileged
and may be releasad only lo the patient, to those praclitioners and pharmacists where, in the pharmacist's professional judgment, release is nacessary 1o protect the
patient's heaith and well being, and to other persons of governmental agencies authorized by law to receive such confidential information.

(§) "Cytotoxic agent” means a drug that has the capab{!ity of Killing living ce'ls, ’

{10} "Detives" or "delivery” means the actual, conslructive, or altempted transfer of a drug or device from one person to another, whether or not for consideration.

(11) "Designated agent’ means a person employed by an authorized practitioner to transmit, eithar crally or electronically, a prescription drug order on behalf of the
authorized practifioner to the pharmacist The autherized practitioner accepts the responsibilty for the correct transmission of the preseription drug order.
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(6) _N_q?zi_dio;ﬁaharrnaceu\kcal may be dispensed unless a labal is affixed to the immediate container bearing; ©
(af ﬁwe standard radiation sysnbol; .
{b) the words rCaution—Radicactive Material”; and

{¢} the prescription number.

{7) No radiopharmaceulicat may ba dispensed unless a label is affued to the outer or defivery container bearing (e
(a} standard radiatlon symbo¥;

{b) words “Caulion—Radioactiva Material”,

{c} radionuctide and chemical form;

(¢} aclivity and date and time of assay;

(e} voluma H in liquid form,

{f} requested activity and the calibrated activity;

[g) prescription number,

{h} patient name or spacs for patient name. Where the patient's name is not avaitable at the time of dispensing, a saventy-lwo hour exemplion is aliowed to obtain the
name of the patient. No later than seventy-two hours after dispensing the radiopharmaceutical, the patient's name shak pecome a part of the presciiption drug order o be
retained for two yaars; '

{i) name and address of the nuclear pharmacy,

(3} name of the practitionar; and

{k} ot rumber of the prescription.
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.SECT_EO_N'40-43—87:§:?'Ndb'leé:rfradioto'gic pharmacy praclice; regulations set by Nuclear Regulatory Commission; revocal
regarding viotations of state or federal law; space and equipment requirements.

{A) Nuclear/radiologic pharmacy practice refers to a patient-oriented service that embodies the scientific knowledge anc
promote health through the assurance of the safe and efficacious use of radiopharmaceuticals and other drugs. Nucleai
regulations established by the Nuclear Regulatory Commission as they pertain to the practice of nuclear pharmacy.

The pharmacist-in-charge of a nuclear pharmacy must be a qualified nuclear pharmacist. All personnel performing tasks
radiopharmaceuticals and ancillary drugs must be under the direct supervision of a qualified nuclear pharmacist.

(B) Revocation of the radioactive materials license from the Department of Health and Environmental Control voids the
he returned to the board within ten days.

{C) Copies of all regulatary inspection reports must be made available upon request for board inspection.

(D) The nuclear pharmacist-in-charge shall notify the Board of Pharmacy by letter of the outcome of any hearings that a
state or federal laws or regulations governing radioactive materials. Notification must be within thirty days of the date of

(E) Space and equipment must be adequate to the scope of services required and provided. All nuclear pharmacy facilit
preparations/dispensing area, a radioactive material shipping/receiving area, and a radioactive waste decay area. Airflo
efficiency in accordance with federal standards by a qualified technician and must be recertified each time the hood is n
the hood and shall state the date cerlification was granted. Prefilters must be changed in accordance with manufacturer
date and initials. Documentation must be retained for two years.

(F) For purposes of this section, “qualified nuclear pharmacist” means a pharmacist who holds a current license issued
is either certified as a nuclear pharmacist by the Board of Pharmaceulical Specialties, or meets minimal standards of tre
material, as specified by the Nuclear Regulatory Commission.

HISTORY: 1998 Act No. 366, Section 1.
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1140-06-.01 APPLICABILITY.

The provisions of this Chapter are in addition to, and not In substitution for, other applicable laws and
rules administered by the board, the State Board of Radiological Health.

Authotity: T.C.A. § 63-10-504(b){1). Administrative History: Original chapter filed January 26, 1987,
effective April 29, 1987. Repeal and new rufe filed May 11, 1998; effective July 25, 1998.

1140-06-.02 GENERAL REQUIREMENTS.

(1) A nuclear pharmacy practice site shall contain adequate space, commensurate with the
scope of services required and provided. The board may, upon request, exempt a nuclear
pharmacy practice site handling radioactive drugs exclusively from the minimum space
requirements for pharmacy practice sites.

(2) The compounding and dispensing area for radioactive drugs shall be separate from the
compounding and dispensing area for non-radicactive drugs, and shall be secured from
unauthorized personnel.

(3) All pharmacy practice sites handling radiopharmaceuticals shall provide adequate radioactive
storage and product decay area, preferably separate from and exclusive of the hot lahoratory
and the compounding, dispensing, quality assurance, and office areas.

A nuclear pharmacy practice site shall only dispense radiopharmaceuticals which comply with
acceptable professional standards of radiopharmaceufical quality assurance.

(5) A pharmacist may transfer to authorized persons radioactive materials not intended for drug
use, in accordance with T.C.A. 68-202-206. A nuclear pharmacy practice site may also
furnish radiopharmaceuticals for office use to authorized practitioners for individual patient
use.

(8)  In addition to any labeling requirements of the board for non-radioactive drugs, the immediate
outer container of a radioactive drug to be dispensed shall also be labeled with:

(a) the standard radiation symbol;

(b) the words "Caution - Radioactive Material";

(c) the radionuclide;

(d) the chemical form;

{e) the amount of radicactive material contained, in millicuries or microcuries;

(i ifaliquid, the volume;

(g)  the calibration time for the amount of radioactivity contained;

(h) the expiration time; and

(i)  the name, address, and telephone number of the nuclear pharmacy praclice site.

February, 2009 (Revised) 1



NUCLEAR PHARMACY PRACTICE SITES 1140-06

(Rule 1140-06-.02, continued)
(7}  The immediate container shall be labeled with:

(a)  the standard radiation symbol;

{b)  the words "Caution - Radioactive Material";
{c)  the name of the drug; and

(d)  the medical or prescription order number.

(8) The amount of radioactivity shall be determined by radiometric methods for each product
immediately prior to dispensing. .

(9) A nuclear pharmacy practice site shall conduct and keep proper records of appropriate
internal test assessments on all radiopharmaceuticals, with interpretation of the resulting data
to determine suitability for use in humans.

(10) A nuclear pharmacy practice site shall conduct authentication of product history by identifying
and keeping proper records of the purchasing source, the ultimate fate, and any intermediate
handling of any component of a radiopharmaceutical.

Authority: T.C.A. § 63-10-404(4),(11),(16},(28), § 63~10—504(b)(1},' § 63-10-504(b)(1),(2}, § 63-10-504()).
Administrative History: Original chapter filed January 26, 1987; effective April 29, 1987. Repeal and
new rule filed May 11, 1998; effective July 25, 1998.

1140-06-.03 LIBRARY.

Each nuclear pharmacy practice site shall maintain an adequate reference library (printed or electronic)
consistent with its scope of practice. The reference library shall include a current edition of the
Tennessee Pharmacy Laws issued by the Tennessee Board of Pharmacy and may include current
material regarding the technical, clinical, and professional components of the practice of pharmacy, with
particular emphasis in the area in which the pharmacy specializes.

Authority: T.C.A. § 63-10-304. Administrative History: Original chapter filed January 26, 1987,
effective April 29, 1987. Repeal and new rule filed May 11, 1998 effective July 25, 1998, Amendment
tiled November 24, 2008; effective February 7, 2009. '

1140-06-.04 EQUIPMENT.
Each nuclear pharmacy practice site shalt contain at least the following equipment:

(1) Vertical laminar flow hood;

(2) Dose calibrator;

(3) Refrigerator; -~

(4) Room monitor;

(5} Portable survey meter;

(6)  Single or multiple channel scintillation counter;

(7) Microscope,

(8) Radio chemical exhaust hood and filter system, only if required for licensing by the State
Board of Radiological Health.

(9)  Such other equipment as may be required by the State Board of Radiological Health.

Authority: T.C.A. § 63-10-504(b)(1),(2). Administrative History: Original chapter filed January 26,
1987 effective April 29, 1987. Repeal and new rule filed May 11, 1998, effective July 25, 1998

February, 2009 (Revised) 2
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<<Prev Rule Texas Administrative Code Next Rule>>
TITLE 22 EXAMINING BOARDS
PART 15 TEXAS STATE BOARD OF PHARMACY
CHAPTER 291 PHARMACIES
SUBCHAPTERC  NUCLEAR PHARMACY (CLASS B)
RULE §291.51 Purpose

The purpose of this subchapter is to provide standards for the preparation, labeling, and distribution of
compounded radiopharmaceuticals by licensed nuclear pharmacies, pursuant to a radioactive
prescription drug order. The intent of this subchapter is to establish a minimum acceptable level of
pharmaceutical care to the patient so that the patient's health is protected while contributing to positive
patient outcomes. The board has determined that this subchapter is necessary to protect the health and
welfare of the citizens of this state.

Source Note: The provisions of this §291.51 adopted to be effective March 19, 1998, 23 TexReg 2815;
amended to be effective September 14, 2010, 35 TexReg 8357

Mext Page Previous Page
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mobrev Ruls Texas Administrative Code Next Rule>>
TITLE 22 EXAMINING BOARDS
PART 15 TEXAS STATE BOARD OF PHARMACY
CHAPTER 291 PHARMACIES
SUBCHAPTERC  NUCLEAR PHARMACY (CLASS B)
RULE §291.52 Definitions

The foflowing words and terms, when used in this subchapter, shall have the following meanings,
unless the context clearly indicates otherwise. Any term not defined in this section shall have the
definition set forth in the Act, §551.003.

(1) Act--The Texas Pharmacy Act, Chapters 551 - 566 and 568 - 569, Occupations Code, as amended.

(2) Accurately as prescribed--Dispensing, delivering, and/or distributing a prescription drug order or
radioactive prescription drug order:

(A) to the correct patient (or agent of the patient) for whom the drug or device was prescribed;

(B) with the correct drug in the correct strength, quantity, and dosage form ordered by the
practitioner; and

(C) with correct labeling (including directions for use) as ordered by the practitioner, Provided,

however, that nothing herein shall prohibit pharmacist substitution if substitution is conducted in strict
accordance with applicable laws and rules, including Subchapter A, Chapter 562 of the Act.

(3) ACPE--Accreditation Council for Pharmacy Education.

(4) Administer--The direct application of a prescription drug and/or radiopharmaceutical, by injection,
inhalation, ingestion, or any other means to the body of a patient by:

(A) a practitioner, an authorized agent under his supervision, or other person authorized by law; or

(B) the patient at the direction of a practitioner.

(5) Airborne particulate cleanliness class--The level of cleanliness specified by the maximum
allowable number of particles per cubic meter of air as specified in the International Organization of
Standardization (ISQ) Classification Air Cleanliness (ISO 14644-1). For example:

(A) ISO Class 5 (formerly Class 100) is an atmospheric environment that contains less than 3,520
particles 0.5 microns in diameter per cubic meter of air (formerly stated as 100 particles 0.5 microns in
diameter per cubic foot of air);

(B) ISO Class 7 (formerly Class 10,000) is an atmospheric environment that contains less than
352,000 particles 0.5 microns in diameter per cubic meter of air (formerly stated as 10,000 particles 0.5

microns in diameter per cubic foot of air); and

(C) ISO Class 8 (formerly Class 100,000) is an atmospheric environment that contains less than
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3,520,000 particles 0.5 microns in diameter per cubic meter of air (formerly stated as 100,000 particles
0.5 microns in diameter per cubic foot of air).

(6) Ancillary supplies--Supplies necessary for the administration of compounded sterile
radiopharmaceuticals.

(7) Aseptic processing--The technique involving procedures designed to preclude contamination of
drugs, packaging, equipment, or supplies by microorganisms during processing.

(8) Authentication of product history--Identifying the purchasing source, the intermediate handling,
and the ultimate disposition of any component of a radioactive drug.

(9) Authorized nuclear pharmacist--A pharmacist who:

(A) has completed the specialized training requirements specified by this subchapter for the
preparation and distribution of radiopharmaceuticals; and

(B) is named on a Texas radioactive material license, issued by the Texas Department of State Health
Services, Radiation Control Program. .

(10) Authorized user--Any individual named on a Texas radioactive material license, issued by the
Texas Department of State Health Services, Radijation Control Program.

(11) Automated compounding or drug dispensing device--An automated device that compounds,
measures, counts, packages, and/or labels a specified quantity of dosage units for a designated drug
product. ‘

(12) Biological Safety Cabinet, Class II--A ventilated cabinet for personnel, product, and
environmental protection having an open front with inward airflow for personnel protection, downward
HEPA filtered laminar airflow for product protection, and HEPA filtered exhausted air for
environmental protection.

(13) Board--The Texas State Board of Pharmacy.
(14) Clean room or controlled area--A room in which the concentration of airborne particles is
controlled to meet a specified airborne particulate cleanliness class. Microorganisms in the environment

are monitored so that a microbial level for air, surface, and personnel gear are not exceeded for a
specified cleanliness class.

(15) Component--Any ingredient intended for use in the compounding of a drug preparation,
including those that may not appear in such preparation.

(16) Compounding--The préparaftion, mixing, assembling, packaging, or labeling of a drug or device:

(A) as the result of a practitioner’s prescription drug or medication order based on the practitioner-
patient-pharmacist relationship in the course of professional practice; . ‘

(B) for administration to a patient by a practitioner as the result of a practitioner’'s initiative based on
the practitioner-patient-pharmacist relationship in the course of professional practice;
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(C) in anticipation of prescription drug or medication orders based on routine, regularly observed
prescribing patterns; or

(D) for or as an incident to research, teaching, or chemical analysis and not for sale or dispensing,
except as allowed under §562.154 or Chapter 563 of the Act.

(17) Controlled substance--A drug, immediate precursor, or other substance listed in Schedules I -V
or Penalty Groups 1-4 of the Texas Controlled Substances Act, as amended, or a drug, immediate
precursor, or other substance included in Schedule I, 11, 111, IV, or V of the Federal Comprehensive
Drug Abuse Prevention and Control Act of 1970, as amended (Public Law 91-513).

(18) Critical site--Sterile ingredients of compounded stetile preparations and locations on devices and
components used to prepare, package, and transfer compounded sterile preparations that provide
opportunity for exposure to contamination.

(19} Dangerous drug--A drug or device that:

(A) is not included in Penalty Group 1,2, 3, or 4, Chapter 481, Health and Safety Code, and is unsafe
for self-medication; or

(B) bears or is required to bear the legend:

(i) "Caution: federal law prohibits dispensing without prescription” or "Rx only" or another legend
that complies with federal law; or

(ii) "Caution: federal law restricts this drug to use by or on the order of a licensed veterinarian.”

(20) Data communication device--An electronic device that receives electronic information from one
source and fransmits or routes it to another (e.g., bridge, router, switch, or gateway).

(21) Deliver or delivery--The actual, constructive, or attempted transfer of a prescription drug or
device, radiopharmaceutical, or controlled substance from one person to another, whether or not for a
consideration,

(22) Designated agent--

(A) an individual, including a licensed nurse, physician assistant, or pharmacist:

(i) who is designated by a practitioner and authorized to communicate a prescription drug order to a
pharmacist; and

(i) for whom the practitioner assumes legal responsibility;

(B) a licensed nurse, physician assistant, or pharmacist employed in a health care facility to whom a
practitioner communicates a prescription drug order; or

(C) a registered nurse or physician assistant authorized by a practitioner to administer a prescription
drug order for a dangerous drug under Subchapter B, Chapter 157 (Occupations Code).

(23) Device--An instrument, apparatus, implement, machine, contrivance, implant, in vitro reagent, or



: Texas Administrative Code Page 4 of 5

other similar or related articles, including any component parts or accessory that is required under
federal or state law to be ordered or prescribed by a practitioner.

(24) Diagnostic prescription drug order--A radioactive prescription drug order issued for a diagnostic
purpose.

(25) Dispense--Preparing, packaging, compounding, ot labeling for delivery a prescription drug or
device, or a radiopharmaceutical in the course of professional practice to an ultimate user ot his agent
by or pursuant to the lawful order of a practitioner.

(26) Dispensing pharmacist--The authorized nuclear pharmacist responsible for the final check of the
dispensed prescription before delivery to the patient.

(27) Distribute--The delivering of a prescription drug or device, or a radiopharmaceutical other than
by administering or dispensing.

(28) Electronic radioactive prescription drug order--A radioactive prescription drug order which is
transmitted by an electronic device to the receiver (pharmacy).

(29) Internal test assessment--Validation of tests for quality control necessary to insure the integrity of
the test.

(30) Nuclear pharmacy technique--The mechanical ability réquired to perform the nonjudgmental,
technical aspects of preparing and dispensing radiopharmaceuticals.

(31) Original prescription--The:
(A) original written radioactive prescription drug orders; or

(B) original verbal or electronic radioactive prescription drug orders maintained either manually or
electronically by the pharmacist.

(32) Pharmacist-in-charge--The pharmacist designated on a pharmacy license as the pharmacist who
has the authority or responsibility for a pharmacy's compliance with laws and rules pertaining to the
practice of pharmacy.

(33) Pharmacy technician--An individual whose responsibility in a pharmacy is to provide technical
services that do not require professional judgment regarding preparing and distributing drugs and who
works under the direct supervision of and is responsible to a pharmacist.

(34) Pharmacy technician trainee--An individual who is registered with the board as a pharmacy
technician trainee and is authorized to participate in a pharmacy's technician training program.

(35) Process validation--Documented evidence providing a high degree of assurance that a specific
process will consistently produce a product meeting its predetermined specifications and quality
attributes.

(36) Quality assurance--The set of activities used to ensure that the process used in the preparation of
sterile radiopharmaceuticals lead to preparations that meet predetermined standards of quality.
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(37) Radiopharmaceutical--A prescription drug or device that exhibits spontaneous disintegration of
unstable nuclei with the emission of a nuclear particle(s) or photon(s), including any nonradioactive
reagent kit or nuclide generator that is intended to be used in preparation of any such substance.

(38) Radioactive drug quality control--The set of testing activities used to determine that the
ingredients, components (e.g., containers), and final radiopharmaceutical prepared meets predetermined
requirements with respect to identity, purity, non-pyrogenicity, and sterility and the interpretation of the
resulting data in order to determine the feasibility for use in humans and animals including internal test
assessment, authentication of product history, and the keeping of mandatory records.

(39) Radioactive drug service--The act of distributing radiopharmaceuticals; the participation in
radiopharmaceutical selection and the performance of radiopharmaceutical drug reviews.

(40) Radioactive prescription drug order--An order from a practitioner or a practitioner's designated
agent for a radiopharmaceutical to be dispensed.

(41) Sterile radiopharmaceutical--A dosage form of a radiopharmaceutical free from living micro-
organismes.

(42) Therapeutic prescription drug order--A radioactive prescription drug order issued for a specific
patient for a therapeutic purpose.

(43) Ultimate user--A person who has obtained and possesses a prescription drug or
radiopharmaceutical for administration to a patient by a practitioner.

Source Note: The provisions of this §291.52 adopted to be effective March 19, 1998, 23 TexReg 2815,
amended to be effective September 16, 1999, 24 TexReg 7259; amended to be effective June 1, 2002,

27 TexReg 1781; amended to be effective March 4, 2004, 29 TexReg 1999; amended to be effective
June 6, 2004, 29 TexReg 5362; amended to be effective September 14, 2010, 35 TexReg 8357

Mext Page Previocus Page
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<<Prev Rule Texas Adminisirative Code Next Rule>>
TITLE 22 EXAMINING BOARDS
PART 15 TEXAS STATE BOARD OF PHARMACY
CHAPTER 291 PHARMACIES
SUBCHAPTERC  NUCLEAR PHARMACY (CLASS B)
RULFE §291.53 Personnel

(a) Pharmacists-in-Charge.
(1) General.

(A) Every nuclear pharmacy shall have an authorized nuclear pharmacist designated on the nuclear
pharmacy license as the pharmacist-in-charge who shall be responsible for a nuclear pharmacy's
compliance with laws and regulations, both state and federal, pertaining to the practice of nuclear
pharmacy.

(B) The nuclear pharmacy pharmacist-in-charge shall see that directives from the board are
communicated to the owner(s), management, other pharmacists, and interns of the nuclear pharmacy.

(C) Each Class B pharmacy shall have one pharmacist-in-charge who is employed on a full-time
basis, who may be the pharmacist-in-charge for only one such pharmacy; provided, however, such
pharmacist-in-charge may be the pharmacist-in-charge of:

(i) more than one Class B pharmacy, if the additional Class B pharmacies are not open to provide
pharmacy services simultaneously; or

(i1) up to two Class B pharmacies open simultaneously if the pharmacist-in-charge works at least 10
hours per week in each pharmacy. :

(2) Responsibilities. The pharmacist-in-charge shall have the responsibility for, at a minimum, the
following:

(A) ensuring that radiopharmaceuticals are dispensed and delivered safely and accurately as
prescribed,;

(B) developing a system to assure that all pharmacy personnel responsible for compounding and/or
supervising the compounding of radiopharmaceuticals within the pharmacy receive appropriate

education and training and competency evaluation;

(C) determining that all pharmacists involved in compounding sterile radiopharmaceuticals obtain
continuing education appropriate for the type of compounding done by the pharmacist;

(D) supervising a system to assure appropriate procurement of drugs and devices and storage of all
pharmaceutical materials including radiopharmaceuticals, components used in the compounding of

radiopharmaceuticals, and drug delivery devices;

(E) assuring that the equipment used in compounding is properly maintained,

e o d e
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(F) developing a system for the disposal and distribution of drugs from the Class B pharmacy;
(G) developing a system for bulk compounding or batch preparation of radiopharmaceuticals;

(H) developing a system for the compounding, sterility assurance, and quality contro! of sterile
radiopharmaceuticals;

(1) maintaining records of all transactions of the Class B pharmacy necessary to maintain accurate
control over and accountability for all pharmaceutical materials including radiopharmaceuticals,
required by applicable state and federal laws and rules;

(J) developing a system to assure the maintenance of effective controls against the theft or diversion
of prescription drugs, and records for such drugs;

(K) assuring that the pharmacy has a system to dispose of radioactive and cytotoxic waste in a
manner so as not to endanger the public health; and

(L) legal operation of the pharmacy, including meeting all inspection and other requirements of all
state and federal laws or rules governing the practice of pharmacy.

(b) Owner. The owner of a Class B pharmacy shall have responsibility for all administrative and
operational functions of the pharmacy. The pharmacist-in-charge may advise the owner on
administrative and operational concerns. The owner shall have responsibility for, at a minimum, the
following, and if the owner is not a Texas licensed pharmacist, the owner shall consult with the
pharmacist-in-charge or another Texas licensed pharmacist:

(1) establishment of policies for procurement of prescription drugs and devices and other products
dispensed from the Class B pharmacy;

(2) establishment of policies and procedures for the secutity of the prescription department including
the maintenance of effective controls against the theft or diversion of prescription drugs;

(3) if the pharmacy uses an automated pharmacy dispensing system, reviewing and approving all
policies and procedures for system operation, safety, security, accuracy and access, patient

confidentiality, prevention of unauthorized access, and malfunction;

(4) providing the pharmacy with the necessary equipment and resources commensurate with its level
and type of practice; and

(5) establishment of policies and procedures regarding maintenance, storage, and retrieval of records
in a data processing system such that the system is in compliance with state and federal requirements.

(c) Authorized nuclear pharmacists.
(1) General.
(A) The pharmacist-in-charge shall be assisted by a sufficient number of additional authorized

nuclear pharmacists as may be required to operate the pharmacy competently, safely, and adequately to
meet the needs of the patients of the pharmacy.
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(B) All personnel performing tasks in the preparation and distribution of radiopharmaceuticals shall
be under the direct supervision of an authorized nuclear pharmacist. General qualifications for an
authorized nuclear pharmacist are the following. A pharmacist shall:

(i) meet minimal standards of training and experience in the handling of radioactive materials in
accordance with the requirements of the Texas Regulations for Control of Radiation of the Radiation
Control Program, Texas Department of State Health Services;

(ii) be a pharmacist licensed by the board to practice pharmacy in Texas; and

(iii) submit to the board either:

(T) written certification that he or she has current board certification as a nuclear pharmacist by the
Board of Pharmaceutical Specialties; or '

(1I) written certification signed by a preceptor authorized nuclear pharmacist that he or she has
achieved a level of competency sufficient to independently operate as an authorized nuclear pharmacist
and has satisfactorily completed 700 hours in a structured educational program consisting of both:

(-a-) 200 hours of didactic training in a program accepted by the Radiation Control Program,
Texas Department of State Health Services in the following areas:

(-1-) radiation physics and instrumentation;

(-2-) radiation protection;

(-3-) mathematics pertaining to the use and measurement of radioactivity;

(-4-) radiation biology; and

(-5-) chemistry of radioactive material for medical use; and

(-b-) 500 hours of supervised practical expetience in a nuclear pharmacy involving the following:

(-1-) shipping, receiving, and performing related radiation surveys;

(-2-) usiné and performing checks for proper operation of instruments used to determine the
activity of dosages, survey meters, and, if appropriate, instruments used to measure alpha- or beta-
emitting radionuclides;

(-3-) calculating, assaying, and safely preparing dosages for patients or human research
subjects;

(-4-) using administrative controls to avoid adverse medical events in the administration of
radioactive material; and

(-5-) using procedures to prevent or minimize contamination and using proper decontamination
procedures. '

(C) The board may issue a letter of notification that the evidence submitted by the pharmacist meets
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the requirements of subparagraph (B)(i} - (iii) of this paragraph and has been accepted by the board and
that, based thereon, the pharmacist is recognized as an authorized nuclear pharmacist.

(D) Authorized nuclear pharmacists are solely responsible for the direct supervision of pharmacy
technicians and pharmacy technician trainees and for delegating nuclear pharmacy techniques and
additional duties, other than those listed in paragraph (2) of this subsection, to pharmacy technicians
and pharmacy technician trainees, Each authorized nuclear pharmacist:

(i) shall verify the accuracy of all acts, tasks, or functions performed by pharmacy technicians and
pharmacy technician trainees; and

(ii) shall be responsible for any delegated act performed by pharmacy technicians and pharmacy
technician trainees under his or her supervision.

(E) All authorized nuclear pharmacists while on duty, shall be responsible for complying with all
state and federal laws or rules governing the practice of pharmacy.

(F) The dispensing pharmacist shall ensure that the drug is dispensed and delivered safely and
accurately as prescribed.

(2) Special requirements for compounding,.

(A) Non-sterile preparations. All pharmacists engaged in compounding non-sterile
radiopharmaceuticals shall meet the training requirements specified in §291.131 of this title (relating to
Pharmacies Compounding Non-Sterile Preparations).

(B) Sterile Preparations. All pharmacists engaged in compounding sterile radiopharmaceuticals shall
meet the training requirements specified in §291.133 of this title (relating to Pharmacies Compounding
Sterile Preparations).

(3) Duties. Duties which may only be performed by an authorized nuclear pharmacist are as follows:

(A) receiving verbal therapeutic prescription drug orders and reducing these orders to writing, either
manually or electronically;

(B) receiving verbal, diagnostic prescription drug orders in instances where patient specificity is
required for patient safety (e.g., radiolabeled blood products, radiolabeled antibodies) and reducing
these orders to writing, either manually or electronically;

(C) interpreting and evaluating radioactive prescription drug orders;

(D) selection of drug products; and

(E) performing the final check of the dispensed prescription before delivery to the patient to ensure
that the radioactive prescription drug order has been dispensed accurately as prescribed.

(d) Pharmacy Technicians and Pharmacy Technician Trainees.

(1) General. All pharmacy technicians and pharmacy technician trainees shall meet the training
requirements specified in §297.6 of this title (relating to Pharmacy Technician and Pharmacy
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Technician Trainee Training).
(2) Special requirements for compounding.

(A) Non-sterile preparations. All pharmacy technicians and pharmacy technician trainees engaged in
compounding non-sterile radiopharmaceuticals shall meet the training requirements specified in
§291.131 of this title,

(B) Sterile Preparations. All pharmacy technicians and pharmacy technician trainees engaged in
compounding sterile radiopharmaceuticals shall meet the training requirements specified in §291.133 of
this title.

(3) Duties.

(A) Pharmacy technicians and pharmacy technician trainees may not perform any of the duties listed
in subsection (¢)(3) of this section.

(B) An authorized nuclear pharmacist may delegate to pharmacy technicians and pharmacy
technician trainees any nuclear pharmacy technique which is associated with the preparation and
distribution of radiopharmaceuticals provided:

(i) an authorized nuclear pharmacist verifies the accuracy of all acts, tasks, and functions performed
by pharmacy technicians and pharmacy technician trainees; and

(ii) pharmacy technicians and pharmacy technician trainees are under the direct supervision of and
responsible to a pharmacist.

(4) Ratio of authorized nuclear pharmacist to pharmacy technicians and pharmacy technician trainees.

(A) The ratio of authorized nuclear pharmacists to pharmacy technicians and pharmacy technician
trainees may be 1:3, provided at least one of the three is a pharmacy technician and is trained in the
handling of radioactive materials,

(B) The ratio of authorized nuclear pharmacists to pharmacy technician trainees may not exceed 1:2.

(e) Special education, training, and evaluation requirements for pharmacy personnel compounding or
responsible for the direct supervision of pharmacy personnel compounding sterile
radiopharmaceuticals. All pharmacy personnel preparing sterile radiopharmaceuticals shall meet the
training requirements specified in §291.133 of this title.

Source Note: The provisions of this §291.53 adopted to be effective March 19, 1998, 23 TexReg 2815,
amended to be effective September 16, 1999, 24 TexReg 7259; amended to be effective September 12,
2001, 26 TexReg 6920; amended to be effective March 4, 2004, 29 TexReg 1999; amended to be
effective June 6, 2004, 29 TexReg 5362; amended to be effective September 14, 2010, 35 TexReg
8357; amended to be effective June 7, 2012, 37 TexReg 4047
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<<Prev Rule Texas Adminisirative Code Next Rule>>
TITLE 22 EXAMINING BOARDS
PART 15 TEXAS STATE BOARD OF PHARMACY
CHAPTER 291 PHARMACIES
SUBCHAPTER C NUCLEAR PHARMACY (CLASS B)
RULE §291.54 Operational Standards

(a) Licensing requirements.

(1) It is unlawful for a person to provide radioactive drug services unless such provision is performed
by a person licensed o act as an authorized nuclear pharmacist, as defined by the board, or is a person
acting under the direct supervision of an authorized nuclear pharmacist acting in accordance with the
Act and its rules, and the regulations of the Texas Department of State Health Services, Radiation
Control Program. Subsection (a) of this section does not apply to:

(A) a licensed practitioner or his or her designated agent for administration to his or her patient,
provided no person may receive, possess, use, transfer, own, acquire, or dispose of
radiopharmaceuticals except as authorized in a specific or a general license as provided in accordance
with the requirements of the Texas Department of State Health Services, Radiation Control Program,
Texas Administrative Code, Title 25, Part 1, Subchapter F, §289.252 relating to Licensing of
Radioactive Material, or the Act;

(B) institutions and/or facilities with nuclear medicine services operated by practitioners and who are
licensed by the Texas Department of State Health Services, Radiation Control Program, to prescribe,
administer, and dispense radioactive materials (drugs and/or devices).

(2) An applicant for a Class B pharmacy shall provide evidence to the board of the possession of a
Texas Department of State Health Services radioactive material license or proof of application for a
radioactive material license.

(3) A Class B pharmacy shall register with the board on a pharmacy license application provided by
the board, following the procedures specified in §291.1 of this title (relating to Pharmacy License
Application).

(4) A Class B pharmacy which changes ownership shall notify the board within ten days of the change
of ownership and apply for a new and separate license as specified in §291.3 of this title (relating to
Required Notifications). ‘

(5) A Class B pharmacy which changes location and/or name shall notify the board within ten days of
the change and file for an amended license as specified in §291.3 of this title.

(6) A Class B pharmacy owned by a partnership or corporation which changes managing officers shall
notify the board in writing of the names of the new managing officers within ten days of the change,
following the procedures in §291.3 of this title.

(7) A Class B pharmacy shall notify the board in writing within ten days of closing, following the
procedures in §291.5 of this title (relating to Closing a Pharmacy).
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(8) A separate license is required for each principal place of business and only one pharmacy license
may be issued to a specific location.

(9) A fee as specified in §291.6 of this title (relating to Pharmacy License Fees) will be charged for
the issuance and renewal of a license and the issuance of an amended license.

(10) A Class B pharmacy, licensed under the provisions of the Act, §560.051(a)(2), which also
operates another type of pharmacy which would otherwise be required to be licensed under the Act,
§560.051(a)(1), concerning community pharmacy (Class A), is not required to secure a license for such
other type of pharmacy; provided, however, such licensee is required to comply with the provisions of
§291.31 of this title (relating to Definitions); §291.32 of this title (relating to Personnel); §291.33 of
this title (relating to Operational Standards); §291.34 of this title (relating to Records); and §291.35 of
this title (relating to Official Prescription Requirements), to the extent such rules are applicable to the
operation of the pharmacy.

(11) A Class B (nuclear) pharmacy engaged in the compounding of non-sterile non-radioactive
preparations shall comply with the provisions of §291.131 of this title (relating to Pharmacies
Compounding Non-Sterile Preparations).

(12) A Class B (nuclear) pharmacy engaged in the compounding of sterile non-radicactive
preparations shall comply with the provisions of §291.133 of this title (relating to Pharmacies
Compounding Sterile Preparations).

(b) Risk levels for compounded sterile radiopharmaceuticals. Risk Levels for sterile compounded
radiopharmaceuticals shall be as listed below.

(1) Low-risk level compounded sterile radiopharmaceuticals.

(A) Low-risk level compounded sterile radiopharmaceuticals are those compounded under all of the
following conditions.

(1) The compounded sterile preparations are compounded with aseptic manipulations entirely within
1SO Class 5 or better air quality using only sterile ingredients, products, components, and devices.

(i) The compounding involves only transfer, measuring, and mixing manipulations with closed or
sealed packaging systems that are performed promptly and attentively.

(iii) Manipulations are limited to aseptically opening ampuls, penetrating sterile stoppers on vials
with sterile needles and syringes, and transferring sterile liquids in sterile syringes to sterile
administration devices and packages of other sterile products.

(iv) For a low-risk preparation, in the absence of passing a sterility test, the storage periods cannot
exceed the following periods: before administration, 48 hours at controlled room temperature, for not
more than 14 days if stored in cold temperatures, and for 45 days if stored in a frozen state at minus 20
degrees Celsius or colder). For delayed activation device systems, the storage period begins when the
device is activated.

(B) Examples of low-risk compounding include radiopharmaceuticals compounded from sterile
components in closed sterile containers and with a volume of 100 mL or less for a single-dose injection
or not more than 30 mL taken from a multidose container.
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(2) Medium-risk level compounded sterile radiopharmaceuticals.

(A) Medium-risk level compounded sterile radiopharmaceuticals are those compounded aseptically
under low-risk conditions and one or more of the of the following conditions exists.

(i) Multiple individual or small doses of sterile products are combined or pooled to prepare a
compounded sterile radiopharmaceuticals that will be administered either to multiple patients or to one
patient on multiple occasions.

(ii) The compounding process includes complex aseptic manipulations other than the single-volume
transfer.

(iii) The compounding process requires unusually long duration, such as that required to complete
the dissolution or homogenous mixing.

(iv) The sterile compounded radiopharmaceuticals do not contain broad-spectrum bacteriostatic
substances, and they are administered over several days.

(v) For a medium-risk preparation, in the absence of passing sterility test, the storage periods cannot
exceed the following time periods: before administration, the compounded sterile preparations are
properly stored and are exposed for not more than 30 hours at controlled room temperature for not more
than 7 days at a cold temperature, and for 45 days in solid frozen state at minus 20 degrees or colder.

(B) Examples of medium-risk compounding include the following.
(i) Compounding of total parenteral nutrition fluids using a manual or automated device during
which there are multiple injections, detachments, and attachments of nutrient source products to the

device or machine to deliver all nutritional components to a final sterile container,

(ii) Filling of reservoirs of injection and infusion devices with multiple sterile drug products and
evacuations of air from those reservoirs before the filled device is dispensed.

(iii) Filling of reservoirs of injection and infusion devices with volumes of sterile drug solutions that
will be administered over several days at ambient temperatures between 25 and 40 degrees Celsius (77
and 104 degrees Fahrenheit).

(iv) Transfer of volumes from multiple ampuls or vials into a single, final sterile container or
product.

(3) High-risk level compounded sterile radiopharmaceuticals.

(A) High-risk level compounded sterile radiopharmaceuticals are those compounded under any of the
following conditions.

(1) Non-sterile ingredients, including manufactured products are incorporated, or a non-sterile
device is employed before terminal sterilization.

(i) Sterile ingredients, components, devices, and mixtures are exposed to air quality inferior to ISO

Class 5. This includes storage in environments inferior to [SO Class 5 of opened or partially used
packages of manufactured sterile products that lack antimicrobial preservatives.
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(iii) Non-sterile preparations are exposed no more than 6 hours before being sterilized.

(iv) It is assumed, and not verified by examination of labeling and documentation from suppliers or
by direct determination, that the chemical purity and conient strength of ingredients meet their original
or compendial specifications in unopened or in opened packages of bulk ingredients.

(v) For a high-risk preparation, in the absence of passing sterility test, the storage periods cannot
exceed the following time periods: before administration, the compounded sterile preparations are
properly stored and are exposed for not more than 24 hours at controlled room temperature for not more
than 3 days at a cold temperature, and for 45 days in solid frozen state at minus 20 degrees or colder.

(B) Examples of high—riék compounding include the following.

(i) Dissolving non-sterile bulk drug and nutrient powders to make solutions, which will be
terminally sterilized.

(ii) Sterile ingredients, components, devices, and mixtures are exposed to air quality inferior to ISO
Class 5. This includes storage in environments inferior to ISO Class 5 of opened or partially used
packages of manufactured sterile products that lack antimicrobial preservatives.

(iif) Measuring and mixing sterile ingredients in non-sterile devices before sterilization is
performed.

(iv) Assuming, without appropriate evidence or direct determination, that packages of bulk
ingredients contain at least 95% by weight of their active chemical moiety and have not been
contaminated or adulterated between uses.

(c) Environment.

(1) Special requirements for the compounding of sterile radiopharmaceuticals. When the pharmacy
compounds sterile radiopharmaceuticals, the following is applicable.

(A) Low and Medium Risk Preparations.

(i) The pharmacy shall have a designated controlled area for the compounding of sterile
radiopharmaceuticals that is functionally separate from areas for the preparation of non-sterile
radiopharmaceuticals and is constructed to minimize the opportunities for particulate and microbial
contamination. This controlled area for the preparation of sterile radiopharmaceuticals shall:

(D) have a controlled environment that is aseptic or contains an aseptic environmental control
device(s). If the aseptic environmental control device is located within the controlled area, the
controlled area must extend a minimum of six feet from the device and clearly marked to identify the
separation between the controlled and non-controlled area,

(IT) be clean, well lighted, and of sufficient size to support sterile compounding activities;

(111) be used only for the compounding of sterile radiopharmaceuticals;

(IV) be designed to avoid outside traffic and airflow;
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(V) be designed such that hand sanitizing and gowning oceurs outside the conirolled area but
accessible without use of the hands of the compounding personnel;

(VI) have non-porous and washable floors or floor covering to enable regular disinfection;
(VII) be ventilated in a manner not interfering with aseptic environmental control conditions;

(VIII) have walls, ceilings, and fixtures, shelving, count%fs, and cabinets that are smooth,
impervious, free from cracks and crevices, and nonshedding (acoustical ceiling tiles that are coated
with an acrylic paint are acceptable);

(TX) have drugs and supplies stored on shelving areas above the floor to permit adequate floor
cleaning; and

(X) contain only the appropriate compounding supplies and not be used for bulk storage for
supplies and materials. Objects that shed particles may not be brought into the controlled area.

(i) The pharmacy shall prepare sterile radiopharmaceuticals in a primary engineering control
device, such as a vertical air flow hood, which is capable of maintaining at least ISO Class 5 conditions
during normal activity.

() The primary engineering control shall:

(-a-) be located in the buffer area or room and placed in the buffer area in a manner as to avoid
conditions that could adversely affect its operation such as strong air currents from opened doors,
personnel traffic, or air streams from the heating, ventilating and air condition system;

(-b-) be certified by an independent contractor according to the International Organization of
Standardization (ISO) Classification of Particulate Matter in Room Air JSO 14644-1) for operational
efficiency at least every six months and when it is relocated, in accordance with the manufacturer's
specifications; and

Cont'd...
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<<Prev Rule Texas Administrative Code Next Rule>>
TITLE 22 EXAMINING BOARDS
PART 15 TEXAS STATE BOARD OF PHARMACY
CHAPTER 291 PHARMACIES
SUBCHAPTERC  NUCLEAR PHARMACY (CLASS B)
RULK §291.55 Records

(a) Maintenance of records.
(1) Every inventory or other record required to be kept under this section shall be:

(A) kept by the pharmacy and be available, for at least two years from the date of such inventory or
record, for inspecting and copying by the board or its representative, and other authorized focal, state,
or federal law enforcement agencies; and

(B) supplied by the pharmacy within 72 hours, if requested by an authorized agent of the Texas State
Board of Pharmacy. If the pharmacy maintains the records in an electronic format, the requested
records must be provided in a mutually agreeable electronic format it specifically requested by the
board or its representative. Failure to provide the records set out in this subsection, either on site or

within 72 hours, constitutes prima facie evidence of failure to keep and maintain records in violation of
the Act.

(2) Records of controlled substances listed in Schedules I and 11 shall be maintained separately from
all other records of the pharmacy.

(3) Records of controlled substances, other than original prescription drug orders, listed in Schedules
T11 - V shall be maintained separately or readily retrievable from all other records of the pharmacy. For
purposes of this subsection, "readily retrievable” means that the controlled substances shall be
asterisked, red-lined, or in some other manner readily identifiable apart from all other items appearing
on the record.

(4) Records, except when specifically required to be maintained in original or hard-copy form, may be
maintained in an alternative data retention system, such as a data processing system or direct imaging
system provided:

(A) the records maintained in the alternative system contain all of the information required on the
manual record; and '

(B) the data processing system is capable of producing a hard copy of the record upon the request of
the board, its representative, or other authorized local, state, or federal law enforcement or regulatory
agencies.

(b) Prescriptions.
(1) Professional responsibility. Pharmacists shall exercise sound professional judgment with respect to

the accuracy and authenticity of any radioactive prescription drug order they dispense. If the pharmacist
questions the accuracy or authenticity of a radioactive prescription drug order, he/she shall verify the
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order with the practitioner prior to dispensing.
(2) Verbal radioactive prescription drug orders.

(A) Only an authorized nuclear pharmacist or a pharmacist-intern under the direct supervision of an
authorized nuclear pharmacist may receive from a practitioner or a practitioner's designated agent:

(i) a verbal therapeutic prescription drug order; or

(ii) a verbal diagnostic prescription drug order in instances where patient specificity is required for
patient safety (e.g., radiolabeled blood products, radiolabeled antibodies).

(B) A practitioner shall designate in writing the name of each agent authorized by the practitioner to
communicate prescriptions verbally for the practitioner. The practitioner shall maintain at the
practitioner's usual place of business a list of the designated agents. The practitioner shall provide a
pharmacist with a copy of the practitioner's written authorization for a specific agent on the
pharmacist's request,

(C) A pharmacist may not dispense a verbal radioactive prescription drug order for a dangerous drug
or a controlled substance issued by a practitioner licensed in the Dominion of Canada or the United
Mexican States unless the practitioner is also licensed in Texas.

(3) Radioactive prescription drug orders issued by practitioners in another state.

(A) Dangerous drug prescription orders. A pharmacist may dispense a radioactive prescription drug
order for dangerous drugs issued by practitioners in a state other than Texas in the same manner as
radioactive prescription drug orders for dangerous drugs issued by practitioners in Texas are dispensed.

(B) Controlled substance prescription drug orders. A pharmacist may dispense radioactive
prescription drug orders for controlled substances in Schedule II, 1V, or V issued by a practitioner in
another state provided:

(i) the radioactive prescription drug order is written, oral, or telephonically or electronically
communicated prescription as allowed by the DEA issued by a person practicing in another state and
licensed by another state as a physician, dentist, veterinarian, ot podiatrist, who has a current federal
Drug Enforcement Administration registration number, and who may legally prescribe Schedule I, IV,
or V controlled substances in such other state;

(ii) the radioactive prescription drug order is not dispensed more than six months from the initial
date of issuance.

(4) Radioactive preseription drug orders issued by practitioners in the United Mexican States or the
Dominion of Canada. '

(A) Controlled substance prescription drug orders. A pharmacist may not dispense a radioactive
prescription drug order for a Schedule I1, 111, 1V, or V controlled substance issued by a practitioner
licensed in the Dominion of Canada or the United Mexican States.

(B) Dangerous drug prescription drug orders. A pharmacist may dispense a radioactive prescription
drug order for a dangerous drug issued by a person licensed in the Dominion of Canada or the United
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Mexican States as a physician, dentist, veterinarian, or podiatrist provided the radioactive prescription
drug order is an original written prescription.

(C) Prescription drug orders for Schedule IT controlled substances, No Schedule H controlled
substance may be dispensed without a written prescription drug order of a practitioner on a official
prescription form as required by the Texas Controlled Substances Act, §481.075.

(5) Electronic radioactive prescription drug orders. For the purpose of this paragraph, electronic
radioactive prescription drug orders shall be considered the same as verbal radioactive prescription drug

orders,

(A) An electronic radioactive prescription drug order may be transmitted by a practitioner or a
practitionet's designated agent:

(1) directly to a pharmacy; or
(ii) through the use of a data communication device provided:
(1) the confidential prescription information is not altered during transmission; and

(II) confidential patient information is not accessed or maintained by the operator of the data
communication device other than for legal purposes under federal and state law.

(B) A practitioner shall designate in writing the name of each agent anthorized by the practitioner to
electronically transmit prescriptions for the practitioner. The practitioner shall maintain at the
practitioner's usual place of business a list of the designated agents. The practitioner shall provide a
pharmacist with a copy of the practitioner's written authorization for a specific agent on the
pharmacist's request.

(C) A pharmacist may not dispense an electronic radioactive prescription drug order for a:

(i) Schedule IT controlled substance except as authorized for faxed prescriptions in §481.074, Health
and Safety Code; or

(ii) dangerous drug or controlled substance issued by a practitioner Jicensed in the Dominion of
Canada or the United Mexican States unless the practitioner is also licensed in Texas.

(6) Original prescription drug order records.

(A) Original prescriptions shall be maintained and readily retrievable by the pharmacy and remain
accessible for a period of two years from the date of filling.

(B) If an original prescription drug order is changed, such prescription order shall be invalid and of
no further force and effect; if additional drugs are to be dispensed, a new prescription drug order with a
new and separate number is required.

(C) Original prescriptions shall be maintained in one of the following formats:

(i) in three separate files as follows:
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(I) prescriptions for controlled substances listed in Schedule II;

(1) prescriptions for controlled substances listed in Schedule 111 - V; and

(I11) prescriptions for dangerous drugs and nonprescription drugs; or

(ii) within a patient medication record system provided that original prescriptions for controlled
substances are maintained separate from original prescriptions for noncontrolled substances and
prescriptions for Schedule 11 controlled substances are maintained separate from all other original
prescriptions.
(D) Original prescription records other than prescriptions for Schedule 11 controlled substances may

be stored on microfilm, microfiche, or other system which is capable of producing a direct image of the
original prescription record, €.g., digitalized imaging system. If original prescription records are stored

in a direct imaging system, the following is applicable.

(i) The original prescription records must be maintained and readily retrievable as specified in
subparagraph (C) of this paragraph.

(ii) The pharmacy must provide immediate access to equipment necessary to render the records
casily readable.

(7) Prescription drug order information.
(A) Al original radioactive prescription drug orders shall bear:
(i) name of the patient, if applicable at the time of the order;
(i) name of the institution;

(iii) name, and if for a controlled substance, the address and DEA registration number of the
practitioner;

(iv) name of the radiopharmaceutical;

(v) amount of radioactive material contained in millicuries (mCi), microcuries (uCi), or bequerels
(Bq) and the corresponding time that applies to this activity, if different than the requested calibration
date and time,

(vi) date and time of calibration; and

(vii) date of issuance.

(B) At the time of dispensing, a pharmacist is responsible for the addition of the following
information to the original prescription: .

() unique identification number of the prescription drug order;

(ii) initials or identification code of the person who compounded the sterile radiopharmaceutical and
the pharmacist who checked and released the product unless maintained ina readily retrievable format;
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(iii) name, quantity, lot number, and expiration date of each product used in compounding the
sterile radiopharmaceutical; and

(iv) date of dispensing, if different from the date of issuance.

(8) Refills. A radioactive prescription drug order must be filled from an original prescription which
may not be refilled.

(¢) Policy and procedure manual.

(1) All nuclear pharmacies shall maintain a policy and procedure manual. The nuclear pharmacy
policy and procedure manual is a compilation of written policy and procedure statements.

(2) A technical operations manual governing all nuclear pharmacy functions shall be prepared. It shall
be continually revised to reflect changes in techniques, organizations, efc. All pharmacy personnel shall
be familiar with the contents of the manual.

(3) The nuclear pharmacy policies and procedures manual shall be prepared by the pharmacist-in-
charge with input from the affected personnel and from other involved staff and committees to govern
procurement, preparation, distribution, storage, disposal, and control of all drugs used and the need for
policies and procedures relative to procurement of multisource items, inventory, investigational drugs,
and new drug applications.

(d) Other records. Other records to be maintained by a pharmacy:
(1) a permanent log of the initials or identification codes which will identify each dispensing
pharmacist by name (the initials or identification code shall be unique to ensure that each pharmacist

can be identified, i.e., identical initials or identification codes shall not be used);

(2) copy 3 of DEA order form (DEA 222) which has been properly dated, initialed, and filed, and all
copies of each unaccepted or defective order form and any attached statements or other documents;

(3) a hard copy of the power of attorney to sign DEA 222 order forms (if applicable);

(4) suppliers' invoices of controlled substances; a pharmacist shall verify that the controlied drugs
listed on the invoices were actually received by clearly recording his/her initials and the actual date of
receipt of the controlled substances;

(5) suppliers' credit memos for controlled substances and dangerous drugs;

(6) a hard copy of inventories required by §291.17 of this title (relating to Inventory Requirements);

(7) hard-copy reports of surrender or destruction of controlled substances and/or dangerous drugs to
an appropriate state or federal agency;

(8) records of distribution of controlled substances and/or dangerous drugs to other pharmacies,
practitioners, or registrants; and

(9) a hard copy of any notification required by the Texas Pharmacy Act or these sections, including,
but not limited to, the following:
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(A) reports of theft or significant loss of controlled substances to DEA, DPS, and the board;
(B) notifications of a change in pharmacist-in-charge of a pharmacy; and

Cont'd...
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administration facility and the consulting pharmacist of the supplying pharmacy;

(c) a copy of the approved list of contents shall be conspicuously posted on or
near the kit;

{d] the emergency kit shall be used only for hona fide emergencies and only when
medications cannot be obtained from a pharmacy in a timely manner;

{e) records documenting the receipt and removal of drugs in the emergency kit
shall be maintained by the facility and the pharmacy;

(£} the pharmacy shall be responsible for ensuring proper storage, security and
accountability of the emergency kit and shall ensure that:

(1) the emergency kit is stored in a locked area and is locked itself; and

{ii) emergency kit drugs are accessible only to licensed physicians, physician
assistants and nurses employed by the facility;

{¢) the contents of the emergency kit, the approved list of contents and all
related records shall be made freely available and open for inspection to appropriate
representatives of the Divisicen and the Utah Department of Health.

lkiSSﬁi?b%Biﬁd.Z:Opefétihg Standards -~ Class B - Nuclear Pharmacy:

In accordance with Subsection 58-17b-601(1}, the cperating standards for a Class B
pharmacy designated as a nuclear pharmacy shall have the feollowing:

{1} A nuclear pharmacy shall have the following:

{z) have applied for or possess a current Utah Radioactive Materials License; and

(b} adequate space and equipment commensurate with the scope of services reguired
and provided.

(2) Nuclear pharmacies shall only dispense radiopharmaceuticals that comply with
acceptable standards of quality assurance.

{3} Nuclear pharmacies shall maintain a library commensurate with the level of
radiopharmaceutical service to be provided.

{4d) A licensed Utah pharmacist shall be immediately available on the premises at
all times when the facility is open or available to engage in the practice of pharmacy.

{5} In addition to Utah licensure, the pharmacist shall have classroom and
laboratory training and experience as reguired by the Utah Radiation Control Rules.

(6) Tnhis rule does not prohibit:

{a} a licensed pharmacy intern or technician from acting under the direct
supervision of an approved preceptor who meets the requirements to supervise a nuclear
pharmacy; or

{b} a Utah Radicactive Materials license from possessing and using
radiopharmaceuticals for medical use.

(7) A hospital nuclear medicine department or an cffice of a physician/surgeon,
ostecpathic physician/surgeon, veterinarian, pediatric physician or dentist that has a
current Utah Radicactive Materials License does not require licensure as a Class B
pharmacy. ‘

{8} A nuclear pharmacy preparing sterile compounds must fellow the USP-NF Chapter
797 Compound for sterile preparations.

(¢} A nuclear pharmacy preparing medications for a specific person shall be
licensed as a Class B - nuclear pharmacy if located in Utah, and as a Class D pharmacy if
located outside of Utah.

R156-17b-615. Operating Standards - Class C Pharmacy - Pharmaceutical
Wholesaler/Distributor and Pharmaceutical Manufacturer in Utah.

in accordance with Subsections 58-17b-102(48) and 58-17b-601(1), the operating
standards for Class C pharmacies designated as pharmaceutical whelesaler/distributor and
pharmaceutical manufacturer licensees includes the fellowing:

(1) FEvery pharmaceutical wholesaler or manufacturer that engages in the wholesale
distribution and manufacturing of drugs or medical devices located in this state shall be
licensed by the Division. A separate license shall be obtained for each separate
location engaged in the distributicn or manufacturing of prescription drugs. Business
names cannot be identical te the name used by another unrelated wholesaler licensed to
purchase drugs and devices in Utah.

(2] Manufacturers distributing only their own FDA-approved prescription drugs or
co-licensed product shall satisfy this requirement by registering their establishment

29
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(a) Routine performance of prospective drug use review and patient monitoring functions by a
pharmacist;

(b)- Patient monitoring plans that include written outcome measures and systems for routing
patient assessment (examples include infection rates, rehospitalization rates, and the
incidence of adverse drug reactions),

(c) Documentation of patient training as required by Section 12.14 above; and

(d) Appropriate collaboration with other heaith care professionais.

Part 13 Licensing of Investigative and Research Projects

13.4 Licenses Required Licensing of Investigative and Research Projects is required by 26
V.S.A. § 2061(5). A legitimate institution or entity which possess prescription drugs in the course of
conducting research or investigation shall apply to the Board for a license. The Board may issue a
license when it determines that:
(a) The entity requesting the license is a legitimate research entity, recognized by state or
national licensing or accreditation organizations approved by the Board,;

(b) The entity explains with its application;
(1) where and how regulated drugs used for research or investigation will be stored,
secured, and accounted for,
(2) who will be responsible for ensuring compliance with the requirements of this rule
and;

{c) The Board can conclude that the regulated drugs can be handled in a manner consistent
with these rules.

13.2 Conditions The Board may set reasonable conditions on licenses granted under this
section.

The license holder will notify the Board within 5 working days if there is a change in the person
responsible for compliance.

13.3 Exemptions  Medical facilities such as clinics and physicians’ offices which are otherwise
legally entitled to possess prescription drugs or are otherwise licensed by this Board are not required
to be licensed under this Part 13 of the rules. :

Part 14 Nuclear/Radiologic Pharmacy.

141 Purpose and Scope The practice of nuclear/radiologic pharmacy is a specialty of pharmacy
practice regulated by the Board. Nuclear/radiologic pharmacy practice refers to a patient-oriented
service that embodies the scientific knowledge and professional judgment required to improve and
promote health through the assurance of the safe and efficacious use of radiopharmaceuticals and

~ other drugs.

14,2 Definitions 7 -
(a) “Authentication of product history” means, but is not limited to, identifying the purchasing source,
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the ultimate fate, and any intermediate handling of any component of a radiopharmaceutical.

(b) “Internal test assessment” means, but is not limited to, conducting those tests of quality
assurance necessary to ensure the integrity of the test. ‘

(c) “Nuclear pharmacy” means a pharmacy providing radiopharmaceutical services or, as provided in
Rule 14.3 below, the appropriate area of any institutionat facility.

(d) “Qualified licensed professional” means a non-pharmacist individual (such as a physician, nurse,
or technologist) who possesses a current state license, if applicable, and who has sufficient training
and experience to safely handle and dispense radiopharmaceuticals as defined by the Board.

(e) “Qualified nuclear pharmacist” means a currently licensed pharmacist in Vermont who is certified
as a nuclear pharmacist by a certification board recognized by the Board, or who meets the following
standards:
(1) Minimum standards of training for “authorized user status” of radioactive material, as
defined by the Vermont Department of Health (VDH).
(2) Completed a minimum of 200 contact hours of instruction in nuclear pharmacy and the
safe handling and use of radioactive materials from a program approved by the Board, with
emphasis on the following areas:
(A) Radiation physics and instrumentation;
(B) Radiation protection;
(C) Mathematics of radioactivity;
(D) Radiation biology; and
(E) Radiopharmaceutical chemistry.
(3) Attain a minimum of 500 hours of clinical nuclear pharmacy training under the supervision
of a qualified nuclear pharmacist.

(f) “Radiopharmaceutical quality assurance” means, but is not limited to, the performance of
appropriate chemical, biological, and physical tests on potential radiopharmaceuticals and the
interpretation of the resulting data to determine their suitability for use in humans and animals,
including internal test assessment, authentication of product history, and the keeping of proper
records.

(g) “Radiopharmaceutical service” means, but shall not be limited to, the procurement, storage,
handling, preparation, labeling, quality assurance testing, dispensing, delivery, record keeping, and
disposal of radiopoharmaceuticals and other drugs.

(h) "Radiopharmaceuticals” are radioactive drugs as defined by the FDA.

14.3 General Requirements for Pharmacies Providing Radio-Pharmaceutical Services

(a) A license to operate a pharmacy providing radio-pharmaceutical services shall be issued only to
a qualified nuclear pharmacist.

(b) All personnel performing tasks in the preparation and distribution of radioactive drugs shali be
under the direct supervision of a qualified nuclear pharmacist.

(c) A qualified nuclear pharmacist shall be responsible for all operations of the pharmacy and shall
be in personal attendance at all times that the pharmacy is open for business.
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(d) in emergency situations when a qualified nuclear pharmacist is not present, designated qualified
licensed professionals may have access to the licensed area. These individuals may prepare single
doses of radio-pharmaceuticals for the immediate emergency, and must document such activities.

14.4 Physical Requirements  Nuclear pharmacies shall have adequate space and equipment,
commensurate with the scope of services required and provided, meeting minimal space
requirements established for all pharmacies in Vermont or as otherwise defined by the Board.

14.5 Security The nuclear pharmacy area shall be secured from unauthorized personnel;

14.6 Records Nuclear pharmacies shall maintain records of acquisition, inventory, and
disposition of all radioactive drugs and other radioactive materials in accordance with the
requirements of the Vermont Department of Health.

14.7 Radioactive Storage  All pharmacies handling radiopharmaceuticals shall provide a
radioactive storage and product decay area. Detailed floor plans shall be submitted to the Board and
the Vermont Department of Health before approval of the certification to practice nuclear pharmacy.

14.8 Prescriptions Radiopharmaceuticals are to be dispensed only upon a prescription drug
order from a practitioner authorized to possess, use, and administer radiopharmaceuticals.

14.9 Permit Prerequisites  The permit to operate a nuclear pharmacy is conditioned upon an
approved Vermont Department of Health (VDH) or Nuclear Regulatory Commission (NRC) license.
Copies of the VDH or NRC inspection reports shall be made available upon request for Board
inspection.

1410 Other Requirements  All nuclear/radiologic pharmacies shall also adhere to the rules for
pharmaceutical care as they pertain to the practice of nuclear pharmacy.

Part 15 Drug Outlet Closure

15.1 Voluntary Surrender of Drug Outlet License The Board may accept a license to operate
a drug outlet that has been surrendered voluntarily, if:
(a) The licensee submits, in writing, a signed statement setting forth the reasons the license is
being surrendered; and
(b) All prescription legend drugs are properly disposed of under these rules; and
(c) The Board does not have cause for disciplinary action under statutes and rules governing
the Board.

15.2 Termination Of License To Operate A Drug Outlet  Unless a temporary license has been
applied for within 5 business days of the foliowing, a license to operate a drug outlet is immediately
terminated: :

: (a) If a sole proprietorship: death of owner, change of location, change in ownership, or
change in business name. '

(p) if a partnership: death of a partner, change of location, change in partners or other

change in ownership, change in business name, or other factors as provided in statutes

governing partnerships.
{c) If a corporation: change in location, or change in corporate name or charter.
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The Pharmacy Act, Drug Control Act, And Related Statutes-2012

3. Whenever a pharmacist dispenses any drug listed within Schedule 11 on a prescription issued by a prescriber, he
shatl affix to the container in which such drug is dispensed, a label showing the prescription serial number or name of
the drug; the date of initial filling; his name and address, or the name and address of the pharmacy; the name of the
patient or, if the patient is an animal, the name of the owner of the animal and the species of the animal; the name of
the prescriber by whom the prescription was written, except for those drugs dispensed to a patient in a hospital
pursuant to a chart order; and such directions as may be stated on the prescription.

B. A drug controlied by Schedules III through VI or a device controlied by Schedule VI shall be dispensed upon
receipt of a written or oral prescription as follows:

1. If the prescription is written, it shall be properly executed, dated and signed by the person preseribing on the day
when issued and bear the full name and address of the patient for whom, or of the owner of the animal for which, the
drug is dispensed, and the full name and address of the person prescribing. If the prescription is for an animal, it shall
state the species of animal for which the drug is prescribed.

2. If the prescription is oral, the prescriber shall furnish the pharmacist with the same information as is required by
law in the case of a written prescription for drugs and devices, except for the signature of the prescriber.

A pharmacist who dispenses a Schedule 11l through VI drug or device shall label the drug or device as required in
subdivision A 3 of this section.

C. A drug controlled by Schedule VI may be refilled without authorization from the prescriber if, after reasonable
effort has been made to contact him, the pharmacist ascertains that he is not available and the patient's health would
be in imminent danger without the benefits of the drug. The refill shall be made in compliance with the provisions of
§ 54.1-3411.

If the written or oral prescription is for a Schedule VI drug or device and does not contain the address or registry
number of the prescriber, or the address of the patient, the pharmacist need not reduce such information to writing if
such information is readily retrievable within the pharmacy.

D. Pursuant to authorization of the prescriber, an agent of the prescriber on his behalf may orally transmit a
prescription for a drug classified in Schedules III through VI if, in such cases, the written record of the prescription
required by this subsection specifies the full name of the agent of the prescriber transmitting the preseription.

(1970, c. 650, § 54-524.67; 1972, c. 798; 1976, c. 614; 1977, ¢. 302; 1983, cc. 395, 612; 1988, ¢. 765; 1996, ¢, 408;
2003, c. 511)

§ 54.1:3410.1. Requirements for radiopharmaceuticals.
A. A pharmacist who is authorized by the Board and acting in good faith, may sell and dispense
radiopharmaceuticals pursuant to the order of a physician who is authorized by state or federal law to possess and

administer radiopharmaceuticals for the treatment or diagnosis of disease.

B. When an authorized nuclear pharmacist dispenses a radioactive medical material, he shall assure that the outer
container (shield) of the radiopharmaceutical shall bear the following information:

1. The name and address of the nuclear pharmacy;
2. The name of the prescriber (authorized user);
3. The date of dispensing;

4, The serial number assigned to the radiopharmaceutical order;
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The Pharmacy Act, Drug Control Act, And Related Statutes-2012

5. The standard radiation symbol;

6. The name of the diagnostic procedure;

7. The words "Caution: Radioacti?e Material™;

8. The name of the radionuclide;

9. The amount of radioactivity and the calibration date and time;

10. The expiration date and time;

1. In the case of a diagnostic radiopharmaceutical, the patient's name or the words "Per Physician's Order"; and
[2. In the case of a therapeutic radiopharmaceutical, the patient's name.

C. Orders for radiopharmaceuticals, whether written or verbal, shall include at least the following information;
1. The name of the in_stitution or facility and the name of the person transmitting the order;

2. The date that the radiopharmaceutical will be needed and the calibration time;

3. The name or generally recognized and accepted abbreviation of the radiopharmaceutical;

4, The dose or activity of the radiopharmaceutical at the time of calibration; and

5. In the case of a therapeutic radiopharmaceutical or a radiopharmaceutical blood product, the name of the patient
shall be obtained prior to dispensing.

(2000, c. 861.)

§ 54.1-3410.2, Compounding; pharmacists' authority to compound under certain conditions; Iabeling and
record maintenance requirements.

A. A pharmacist may engage in compounding of drug products when the dispensing of such compounded products is
(1) pursuant to valid prescriptions for specific patients and (i} consistent with the provisions of § 54.1-3303 relating
to the issnance of prescriptions and the dispensing of drugs.

Pharmacists shall label all compounded drug products that are dispensed pursuant to a prescription in accordance
with this chapter and the Board's regulations, and shall include on the labeling an appropriate beyond-use date as
determined by the pharmacist in compliance with USP-NF standards for pharmacy compounding.

B. A pharmacist may also engage in compounding of drug products in anticipation of receipt of prescriptions based
on a routine, regularly observed prescribing pattern.

Pharmacists shall label all products compounded prior to dispensing with (i) the name and strength of the
compounded medication or a list of the active ingredients and strengths; (ii) the pharmacy's assigned control number
that corresponds with the compounding record; (iii) an appropriate beyond-use date as determined by the pharmacist
in compliance with USP-NF standards for pharmacy compounding; and (iv) the quantity.

C. In accordance with the conditions set forth in subsections A and B, pharmacists shall not distribute compounded
drug products for subsequent distribution or sale to other persons or to commercial entities, including distribution to
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‘Virginia Board of Pharmacy Revision date: December 22, 2011
18 VAC 110-20-10- et seq.

C. Safeguards for controlled paraphernalia and Schedule VI medical devices. Controlled paraphernalia
and Schedule VI medical devices shall not be placed in an area completely removed from the prescription
department whereby patrons will have free access to such items or where the pharmacist cannot exercise
reasonable supervision and control.

D. Expired, or otherwise adulterated or misbranded drugs; security. Any drug which has exceeded the
expiration date, or is otherwise adulterated or misbranded, shall not be dispensed or sold; it shall be
separated from the stock used for dispensing. Expired prescription drugs shall be maintained in a
designated area within the prescription department until proper disposal.

18VAC110-20-210. Disposal of drugs by pharmacies.

[f a PIC wishes to dispose of unwanted drugs, he shall use one of the following proceduzes:

1. Transfer the drugs to another person or entity authorized to possess or provide for proper disposal of
such drugs; or

2. Destroy the drugs by burning in an incinerator, or other board-approved method, in compliance with all
applicable local, state, and federal laws and regulations. If Schedule IT through V drugs are to be
destroyed, the following procedures shall apply:

a. At least 14 days prior to the destruction date, the PIC shall provide a written notice to the board office;
the notice shall state the following:

(1) Date, time, manner, and place of destruction.
(2) The names of the pharmacists who will witness the destruction process.

b. If the destruction date is to be changed or the destruction does not oceur, a new notice shall be provided
to the board office as set forth above in subdivision 2 of this section.

c. The actual destruction shall be witnessed by the PIC and another pharmacist not employed by the
pharmacy. ‘

d. The DEA drug destruction form shall be fully completed and used as the record of all drugs to be
destroyed. A copy of the destruction form shall be retained at the pharmacy with other inventory records.

Part V. Nuclear Pharmacies-
18VAC110-20-220. General requirements for pharmacies providing radiopharmaceutical services.
A. Nuclear pharmacies shall comply with standards and requirements of the Nuclear Regulatory
Commission (NRC) and the Virginia Department of Health related to the staffing and operation of the
facility.

B. Radiopharmaceuticals are to be dispensed only upon an order from a prescriber authorized to possess,
use and administer radiopharmaceuticals.
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1. Orders shall originate at an institution or healthcare facility licensed to receive and possess
radiopharmaceuticals, and must contain all necessary information relative to the radiopharmaceutical,
activity, time of calibration, and any special preparation or delivery instructions.

2. Orders for radiopharmaceuticals may be transmitted orally, by fax, or by electronic transmission by an
authorized agent of the prescriber. If the fax or electronic transmission of the authorized agent is pursuant
to an oral order from the prescriber, the transmitted document need not include the prescriber's signature,
but must include the name of the agent.

C. The immediate outside container of a radioactive drug to be dispensed shall also be labeled in
accordance with requirements of § 54.1-3410.1 B of the Code of Virginia.

D. The immediate inner container shall be labeled with: (1) the standard radiation symbol; (i) the words
"Caution--Radioactive Material™; and (iii) the serial number assigned to the order.

E. Nuclear pharmacies may redistribute approved radioactive drugs if the pharmacy does not process the
radioactive drugs in any manner nor violate the product packaging.

18VAC110-20-230. (Repealed.)

Part VI. Drug Inventory and Records
18VAC110-20-240. Manner of maintaining records, prescriptions, inventory records.
A. Each pharmacy shall maintain the inventories and records of drugs as follows:

1. Inventories and records of all drugs listed in Schedules I and 11 shall be maintained separately from all
other records of the pharmacy. Fach pharmacy shall maintain a perpetual inventory of all Schedule II
drugs received and dispensed, with reconciliation at least monthly. Electronic monitoring at the pharmacy
or by another entity that provides alerts for discrepancies between drugs received and drugs dispensed is
acceptable provided such alerts are reviewed at least monthly.

2. Inventories and records of drugs listed in Schedules III, IV, and V may be maintained separately or
with records of Schedule VI drugs but shall not be maintained with other records of the pharmacy.

3. All executed order forms, prescriptions, and inventories of Schedule 11 through V drugs shall be
maintained at the same address as the stock of drugs to which the records pertain. If authorized by DEA,
other records pertaining to Schedule IT through V drugs, such as invoices, may be maintained in an off-
site database or in secured storage. All records in off-site storage shall be retrieved and made available for
inspection or audit within 48 hours of a request by the board or an authorized agent.

4. All inventories required by § 54.1-3404 of the Code of Virginia shall be signed and dated by the person
taking the inventory and shall indicate whether the inventory was taken prior to the opening of business or
after close of business. A 24-hour pharmacy with no opening or closing of business shall clearly
document whether the receipt or distribution of drugs on the inventory date occurred before or after the
inventory was taken.
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Purpose and scope.

(1) No person may lawfully provide radiopharmaceutical services unless he or sheis a
nuclear pharmacist, or is performing radiopharmaceutical services under the supervision of a
nuclear pharmacist, and is acling in accordance with the state board of pharmacy and state
radiation contral agency regulations.

(2) These regulations shall not apply to anyone who is an "authorized practitioner” as that
term is defined in section 2 of these regulations.

(3) The requirements imposed by these nuclear pharmacy regulations shalt apply in
addition to, and not in place of, any other requirements contained in regulations of the state
board of pharmacy, the state radiation control agency, or any other state or federal agency.

{Statutory Authority: RCW 18.84.005 and chapter 18,64A RCW. 91-18-067 (Order 191B), recodified as § 246-
903-001, filed 8/30/91, effective 9/30/91. Statulory Authority: RCW 18.84.005(9). 79-02-061 {Order 145,
Resolution No. 1-79), § 360-54-018, filed 2/1/79.]
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WAC 246-903-010
Definitions.
(1) A "nuclear pharmacy" is a class A pharmacy providing radiopharmaceutical services.

(2) "Nuclear pharmacist’ means a licensed pharmacist who has submitted evidence to the
board of pharmacy that he or she meets the requirements of WAC 246-903-030 of these
regutations regarding training, education, and experience, and who has received notification
by letier from the board of pharmacy that, based on the evidence submitted, he or she is
recognized by the board of pharmacy as qualified to provide radiopharmaceutical services.

(3) "Radiopharmacetutical service" shall mean, but shall not be limited to, the
compounding, dispensing, labeling and delivery of radiopharmaceuticals; the participation in
radiopharmaceutical selection and radiopharmaceutical utitization reviews; the proper and
safe storage and distribution of radiopharmaceuticals; the maintenance of
radiopharmaceutical quality assurance; the responsibility for advising, where necessary or
where regulated, of therapeutic values, hazards and use of radiopharmaceuticals; and the
offering or performing of those acts, services, operations or transactions necessary inthe
conduct, operation management and control of a nuclear pharmacy.

(4) A "radiopharmaceutical” is any substance defined as a drug in section 201(g)(1) of the
Federal Food, Drug and Cosmetic Act which exhibits spontangous disintegration of unstabte
nuclei with the emission of nuclear particles or photons and includes any such drug which is
intended to be made radioactive. This definition includes nonradioactive reagent kits and
nuclide generators which are intended to be used in the preparation of any such substance
but does not include drugs such as carbon-containing compounds or potassium-containing
compounds or potassium-containing salts which contain trace quantities of naturally
occurring radionuclides.

(5) "Radiopharmaceutical quality assurance" means, but is not limited to, the performance
of appropriate chemical, biological and physical tests on radiopharmaceuticals and the
interpretation of the resulling data to determine their suitability for use in humans and
animals, including internal test assessment authentication of product history and the keeping
of proper records.

{6) "Internal test assessment" means, but is not limited to, conducting those tests of
quality assurance necessary to insure the integrity of the test.

(7} "Authentication of product history" means, but is not limited to, identifying the
purchasing source, the ultimate fate, and intermediate handling of any component ofa
radiopharmaceutical.

(8) "Authorized practitioner” means a praclitioner duly authorized by law to possess, use,
and administer radiopharmaceuticals.

(9) "Accepted professional standards” are those set forth in the Nuclear Pharmacy
Praciice Standards published by the American Pharmaceutical Association, Board of
Pharmaceutical Specialties, adopted on March 18, 1986.

[Statutory Authority: RCW 18,64.005, 93-04-016 {Order 320B}, § 248-903-010, filed 1425193, effective 2/126/93;
92-12-035 (Crder 277B), § 246-903-010, filed 5/28/92, effective 6/28/92. Statutory Authority: RCW 18.64.005
and chapter 18.64A RCW., 91-18-057 (Order 191B), recodified as § 246-803-010, filed 8/30/91, effective
9/30/91. Stafutory Authority: RCW 1§.64.005(9). 79-02-061 (Order 145, Resolution No. 1-78), § 360-54-020,
fited 2/1/79.]
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Nuclear pharmacies.

(1) A permit to operate a nuclear pharmacy providing radiopharmaceutical services shall
only be issued to a qualified nuclear pharmacist. All personnel performing tasks in the
preparation and distribution of radiopharmaceuticale shall be under the supervision of a
nuclear pharmacist. The nuclear pharmacist shall be responsible for all operations of the

licensed area. In emergency situations, in the nuclear pharmacist's absence, he or she may

designate one or more qualified, registered or certified health care personnel to have access
to the licensed area. These individuals may obtain radiopharmaceuticals for the immediate
emergency and must document such withdrawals in the control system.

{2) Nuclear pharmacies shall have adequate space, commensurate with the scope of
services to be provided. The nuclear pharmacy area shall be separate from the pharmacy
areas for nonradiopharmaceuticals and shall be secured from access by unauthorized
personnel. A nuclear pharmacy handling radiopharmaceuticals exclusively may be exempted
from the general space requirements for pharmacies by obtaining a walver from the state
board of pharmacy. Detailed floor plans shall be submitted to the state board of pharmacy
and the state radiation control agency before approval of the license.

(3) Nuclear pharmagcies shall compound and dispense radiopharmaceuticals in

~ accordance with accepted professional standards.

{4) The board recognizes that the preparation of nuclear pharmaceuticals involves the
compounding skills of the nuctear pharmacist to assure that the final drug product meets
accepted professlonal standards.

(5) Nuclear pharmacies shall maintain records of acquisition and disposition of all
radiopharmaceuticals in accordance with applicable regulations of the state board of
pharmacy, the state radiation control agency and other state and federal agencies,

{6) For nuclear pharmacies handiing radiopharmaceuticals exclusively, the state board of
pharmacy may waive regulations pertaining to the pharmacy permits for
nonradiopharmaceuticals for requirements that do not pertain to the practice of nuclear
pharmacy.

(7) Radiopharmaceuticals are to be dispenséd only upon a prescription from a practitioner
authorized {o possess, use and administer radiopharmaceuticals. A nuclear pharmacy may
also furnish radiopharmaceuticals for office use to these practitioners.

(8) A nuclear pharmacist may transfer to authorized persons radioactive materials not
intended for drug use, in accordance with regulations of the state radiation control agency.

(9) In addition to any labeling requirements of the state board of pharmacy for
nonradiopharmaceuticals, the immediate outer container of the radiopharmaceutical to be
dispensed shall also be labeled with: (&) Standard radiation symbol; (b) the words "caution-
radioactive material’; {¢) the name of the radiopharmaceutical; (d) the amount of radioactive
material contained, in millicuries or microcuries; (e} if a liquid, the volume in milliliters; (f} the
requested calibration time for the amount of radioactivity contained; (g) expiration data, if
applicable; and (h) specific concentration of radioactivity.

{10) The immediate container shall be tabeled with: (a) The standard radiation symbol; (b}
the words "caution-radioactive material”; (c) the name of the nuclear pharmacy; (d) the
prescription number; () the name of the radiopharmaceutical; (f) the date; and (g) the
amount of radioactive material contained in millicuries or microcuries.
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WAC 246-903-020: Nuclear pharmacies, Page 2 of 2

{11) The amount of radioactivity shall be determined by radiometric methods for each
individual preparation immediately prior to dispensing.

{12) Nuclear pharmacies may redistribute NDA approved radiopharmaceuticals if the
pharmacy does not process the radiopharmaceuticals in any manner or violate the product
packaging.

(13) The nuctear pharmacy shall have the current revisions of staie faws and regulations
of the state board of pharmacy and state radiation control agency.

] (14) The nuclear pharmacy shall maintain a library commensurate with the level of
radiopharmaceulical service to he provided. A detailed library listing shall be submifted to the
state board of pharmacy and state radiation control agency before approvai of the license.

[Statutory Authority: RCW 18.64.005. 93-04-016 (Qrder 3298}, § 246-903-020, filed 1/25/93, effective 2/25/93.
Statutory Authority: RCW 18.64.005 and chapter 18.64A RCW. 91-18-057 {Order 191B), recodified as § 246-
803-020, filed 8/30/91, effective 9/30/91. Statutory Authority: RCW 18.64.005(9). 79-02-061 (Crder 145,
Resoluticn No. 1-79}, § 360-54-030, filed 2/1/79.]
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Nuclear pharmacists.

In order for a pharmacist {o qualify under these regulations as a nuclear pharmacist, he or
she must:

(1) Meet minimal standards of training and experience in the handling of radicactive
materials in accordance with the requirements of the state radiation control agency; and,

(2) Be a pharmacist licensed to practice in Washingten; and,
{3) Submit to the board of pharmacy either:

{a} Certification that he or she has completed a minimum of 6 months on-the-job training
under the supervision of a qualified nuclear pharmacist in a nuclear pharmacy providing
radiopharmaceutical services, or

{b} Certification that he or she has completed a nuctear pharmacy training program in an
aceredited college of pharmacy or

(¢) That upon application to the board in affidavit form, and upon the furnishing of such
other information as the board may require, the board may grant partial or equivalent credit
for education and experience gained in programs not sponsored by an accredited coflege of
pharmacy, if, in the opinion of the board, the education and experience gained by parlicipants
in these programs would provide the same leve! of competence as participation in a program
at an accredited college of pharmacy; and

(4) Receive a letter of notification from the board of pharmacy that the evidence submitted
that the pharmacist meets the requirements of subsections 1, 2, and 3 above has been
accepled by the board and that, based thereon, the pharmacist is recognized by the board as
a nuclear pharmacist.

{Statutory Authority: RCW 18.64.005 and chapter 18.64A RCW. 91-18-057 (Order 191B), recodified as § 246-
903-030, filed 8/30/91, effective 9/30/91. Stalutory Authority: RCW 18.64.005(9). 79-02-061 (Order 145,
Resolution No. 1-79), § 360-54-040, filed 2/1/79 ]




WAC 246-903-040: Minimum equipment requirements.
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Minimum equipment requirements.

(1) Nuclear pharmacies shalt have adequate equipment commensurate with the scope of
radiopharmaceutical services to be provided. A detailed list of equipment and description of
use must be submilted to the state board of pharmacy and radiation controf agency before
approval of the license.

{2) The state board of pharmacy may, for good cause shown, waive reguiations pertaining
to the equipment and supplies required for nuclear pharmacies handiing
radiopharmaceuticals exclusively,

[Statutory Authority: RCW 18.64.005 and chapter 18.64A RCW. 91-18-057 (Order 1918), recadified as § 246-
903-040, filed 8/30/91, effective 9/30/91. Statutory Authority: RCW 18.64.005(9). 79-02-061 (Order 145,
Resolution No. 1-79), § 360-54-050, filed 2/1/79.]




TITLE 15 S
LEGISLATIVE RULE

SERIES 1 TR
LICENSURE AND PRACTICE OF PHARMACY - © .0
e e LT unnic
§15-1-1. General,
1.1. Scope. -- This rule provides definitions of many terms and establishes general

provisions for Board operation; establishes internship requirements; provides the requirements
for application as a pharmacist, including examination requirements, renewals, and reinstatement
of lapsed licenses; establishes the qualifications for obtaining a license by reciprocity, including
requirements for a foreign pharmacy graduates; establishes proceedings for disciplinary action;
establishes how drugs may be transferred and the restrictions on refilling and transferring of
prescription orders, including establishing communications requirements for the manual and
electronic prescribing and dispensing of prescription drugs, specifically. providing for E-
prescribing and Electronic Data Intermediaries; establishes how drugs and devices may be
returned; states the requirements for drug product selection and substitution; establishes the
requirements for pharmacy permits, including the minimum requirements, security, and
professional work environment; states the required equipment, facilities, and record systems
required by a pharmacy; establishes the requirements for a permit to conduet sterile
pharmaceutical compounding; establishes licensure and control of nuclear pharmacies;
establishes the sanitary requirements in a pharmacy; establishes rules of professional conduct for
pharmacists; establishes the duties and responsibilities of a pharmacist-in-charge; establishes the
manner of issuance of a prescription; states different labeling requirements; establishes the
requirements and responsibilities of a consultant pharmacist; establishes different types of
specialized dispensing systems, including the use of emergency kits; states the requirement for
places that need to obtain a controlled substance permit, including the fees for such permit.

1.2 Authority -- W. Va. Code §§30-5-12C(d}, 30-5-14, and 30-3-19.
1.3 Filing date -- June 28, 2011.
1.4 Effective date -- July 1,2011.
§15-1-2, Definitions.
2.1. The following words and phrases as used in this Rule have the following meanings:

2.1.1. "Act” or "Uniform Controlled Substance Act" means to West Virginia Code §
60A-1-1, et seq. ‘

2.1.2. "Administer” means the direct application of a drug to the body of a patient or
research subject by injection, inhalation, ingestion or any other means.

2.1.3  “Automated pharmacy system” means mechanical systems which perform
operations or activities, other than compounding or administration, relative to the storage,

1



17.1.1.

17.1.2.

“clean” anteroom adjoining the buffer room according to United States
Pharmacopeia standards.

The compounding area shall be large enough to allow working room for
all personnel to be in the room at one time without interference with each
other,

The buffer room must contain at least one certified airflow hood, vented if
necessary;

b. At least the following equipment shall be available and shall be maintained in
working order:

D R —

Properly certified airflow hood;

Adeguate refrigerator and freezer space;

A sink and wash area in the anteroom as provided for in this section; and
Appropriate waste containers for:

A. Used needles and syringes;
B. All cytotic waste including disposable apparel used in its
preparation;

¢. Minimum supplies on hand shall include, but not be limited to:

S i a e

Cloves, masks, and disposable gowns;

Disposable syringes and needles in necessary sizes;
Disinfectant cleaning material for equipment surfaces;
Disposable towels;

Liquid bactericidal cleanser for hand washing; and
Spill kits for cytotoxic agent spills;

d. Minimum reference works required in a pharmacy with a Sterile Pharrnaceutical
Compounding permit are:

1.

2.

A current edition of the three volume set of the USP-DI with supplements,
or referenced texts designated by the Board,

Handbook of Injectable Drugs published by the American Society of
Hospital Pharmacists, or its equivalent.

§15-1-17. Licensure and Cotitrol of Nuclear Pharmacies,
17.1. General Requirements.

A pharmacy providing radiopharmaceutical services, and compounding or
mixing prescription orders for radiopharmaceuticals shall obtain a Nuclear Pharmacy license
from the Board, The license will be issued after satisfactory inspection of the completed
facilities. The license will be issued only when the pharmacist-in-charge is a qualified nuclear
pharmacist and the pharmacy has been approved by the appropriate federal agency.

Pharmacies providing rcgular pharmaceutical care in addition to
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radiopharmaceutical services shall comply: with all sections of this rule applicable to pharmacies
in general,

17.2. Space.

17.2.1. The nuclear pharmacy area shall be separate from all other pharmacy areas for
non-radioactive drugs and shall be secured from unauthorized personnel,

17.2.2. A pharmacy handling radiopharmaceuticals shall provide a radioactive stprage
and product decay area which meets the requirements of the appropriate federal agency.

17.3. Dispensing and labeling.

17.3.1. A prescription order for a radiopharmaceutical shall be dispensed in a package
that is properly labeled.. A pharmacy may furnish radiophammceutiqals only to practitioners for
administration to patients and for the occasional transfer to another ph?irmacist.

17.3.2. In addition to any label requirements of the Board for nonradioactive drugs, the
immediate outside container of a radiopharmaceutical to be dispensed shall also be labeled with:

the standard radiation symbol;

The words “CAUTION-Radioactive Material”;

the name of the radio nucleotide;

the chemical form;

The amount of radioactive material contained in millicuries Or microcuries;
The volume in milliliters, if the material is a liquid,;

The requested calibration time for the amount of radioactivity contained; and
The practitioner’s name and the assigned lot number.

PR e e o

17.3.3. The immediate inner container shall be labeled with:

a. The standard radiation symbol;
b. The words “CAUTION-Radioactive Material”; and
¢. The preseription number

17.3.4. The amount of radioactivity shall be determined by radiometric methods for each
dose immediately prior to dispensing.

17.4. Distribution — Nuclear pharmacies may distribute approved radioactive drugs to any
receiving pharmacy if the receiving pharmacy - does not process the radioactive drugs in any
manner nor violate or change the product packaging except that a licensed pharmacist may
divide the product into individual doses.

§ 15-1-18. Sanitary Regulation of Pharmacies.

18.1. The pharmacist-in-charge of a pharmacy shall maintain the prescription room and
c¢quipment in the prescription room in a elean and orderly condition and in good operating order
at all times,
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