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“Lunch with the Chief” Series
 Quarterly webinar
 Conducted over the noon hour
 Discussion of current topic
 Answer related questions
 One hour of continuing education
 Future dates

 January 15, 2014
 April 8, 2014
 July 17, 2014
 October 15, 2014
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Webinar Design
 All participants are muted, “listen only” mode
 Listen by telephone option
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Continuing Education
 Board-approved for one hour (0.1 CEU) of 

live pharmacist continuing education
 Must be officially signed up and logged on 

via your computer
 CE credit will not be issued to those 

listening via the phone only
 Must submit post survey within 48 hours
 Instructions at the end of webinar
 CE credit is not submitted to CPE Monitor
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Handouts and Recordings
 Handouts posted on Board’s webpage
 Recording of webinar posted in 7-10 days

 Link on Board’s webpage
 Publications/Resources
 Videos/Webinars

 No CE credit for watching recording
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How to Ask a Question
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Webinar Objectives
 Discuss revisions to the manual and 

electronic prescription recordkeeping 
regulations. 

 Discuss the new prescription imaging 
regulation. 

 Answer questions related to the new and 
revised regulations. 
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Webinar Outline
 Prescription Requirements
 Prescription Records Systems

 Non-Electronic (Manual)
 Electronic

 Electronic Record-Keeping Systems (ERS)
 Questions
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Previous Regulations
 20 CSR 2220-2.018 Prescription 

Requirements
 20 CSR 2220-2.080 Electronic Data 

Processing
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New or Revised Regulations
 Effective August 30, 2013
 Revised

 20 CSR 2220-2.018 Prescription Requirements
 20 CSR 2220-2.080 Electronic Prescription 

Records
 New 

 20 CSR 2220-2.017 Non-Electronic (Manual) 
Prescription Records

 20 CSR 2220-2.083 Electronic Record-Keeping 
Systems
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Prescription 
Requirements
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20 CSR 2220-2.018
Prescription Requirements

 The date of prescribing
 The name of the patient(s), or if an animal, 

species and owner’s name
 The prescriber’s name, if an oral prescription, or 

written or electronic signature if a written, faxed, 
or an electronically transmitted prescription. 
Electronic signatures shall comply with all 
applicable provisions of 20 CSR 2220-2.085

 Name, strength and dosage of drug, device or 
poison prescribed and the directions for use  
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Veterinary Prescriptions
 BOP regulations now matches state and 

federal controlled substance requirements
 Owner’s name, species
 Correct

 Tom Smith, Canine
 Tom Smith, K-9, Rover
 Tom Smith, Dog

 Incorrect
 Rover Smith
 Rover Smith, Canine
 Rover Dog Smith
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20 CSR 2220-2.018
Prescription Requirements

 The number of refills, if applicable
 The quantity prescribed in weight, volume, or 

number of units
 An indication of whether generic substitution has 

been authorized by the prescriber, as required by 
section 338.056, RSMo

 Any change or alteration made to the prescription 
dispensed based on contact with the prescriber to 
show a clear audit trail.  This shall include, but is 
not limited to, a change in quantity, directions, 
number of refills, or authority to substitute a 
drug
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20 CSR 2220-2.018
Prescription Requirements

 The address of the prescriber and the patient 
when the prescription is for a controlled 
substance; 

 The prescriber’s Drug Enforcement Administration 
(DEA) number when the prescription is for a 
controlled substance; and

 Controlled substance prescriptions shall also 
comply with all requirements of federal and state 
controlled substance laws.
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Non-Electronic 
(Manual)Prescription 

Records
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Non-Electronic vs. Electronic 
Prescription Records

 Pharmacy must designate one system
 Non-Electronic (Manual)

 All initial/refill dispensings documented on the 
prescription hard copy 

 Bates numbering device
 20 CSR 2220-2.017 Non-Electronic (Manual) 

Prescription 
 Electronic 

 All initial/refill dispensing documented in 
computer

 20 CSR 2220-2.080 Electronic Prescription 
Records
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20 CSR 2220-2.017 
Non-Electronic (Manual) Prescription Records

Must maintain:
 The date the prescription was prescribed and the 

date of initial dispensing, if different
 A unique, sequential prescription label number
 If applicable, a unique readily retrievable 

identifier
 The name of the patient(s), or if an animal, 

species and owner’s name
 The prescriber’s name, if an oral prescription, 

signature if a written or faxed prescription. 
Electronic signatures shall comply with all 
applicable provisions of 20 CSR 2220-2.085
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20 CSR 2220-2.017 
Non-Electronic (Manual) Prescription Records

 Name, strength and dosage of drug, device or 
poison dispensed and the directions for use

 The number of refills authorized
 The quantity dispensed in weight, volume, or 

number of units
 The date of refill, if any
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20 CSR 2220-2.017 
Non-Electronic (Manual) Prescription Records

 The identity of the pharmacist responsible for 
reviewing the accuracy of data on each original 
prescription

 The identity of the pharmacist responsible for 
verifying the final product prior to dispensing on 
each original and refill prescription, if different
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20 CSR 2220-2.017 
Non-Electronic (Manual) Prescription Records

 Whether generic substitution has been authorized 
by the prescriber

 Any change or alteration made to the prescription 
dispensed based on contact with the prescriber to 
show a clear audit trail. This shall include, but is 
not limited to, a change in quantity, directions, 
number of refills, or authority to substitute a 
drug
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20 CSR 2220-2.017 
Non-Electronic (Manual) Prescription Records

 If additional refills are authorized and added to 
the prescription, a notation indicating the method 
and source of the authorization must be a part of 
the manual record or hard copy, in such case the 
expiration date of the original prescription shall 
remain the same; and
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20 CSR 2220-2.017 
Non-Electronic (Manual) Prescription Records

 Any prescription, when it is for a controlled 
substance, must comply with all requirements of 
federal and state controlled substance laws

 The address of the prescriber and the patient 
when the prescription is for a controlled 
substance

 The prescriber’s Drug Enforcement Administration 
(DEA) number when the prescription is for a 
controlled substance
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20 CSR 2220-2.017 
Non-Electronic (Manual) Prescription Records

 Prescription hard copies must be maintained and 
filed sequentially by the prescription label 
number or a unique readily retrievable identifier. 
Except as otherwise provided by 20 CSR 2220-
2.010(1)(J), prescription hard copies shall be 
retrievable at the time of inspection.
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Electronic Prescription 
Records
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20 CSR 2220-2.080
Electronic Prescription Records

 All information concerning the compounding, 
dispensing, or selling by a pharmacy of any drug, 
device, or poison pursuant to a lawful 
prescription which is entered into an EDP system 
at any pharmacy shall be entered only by a 
licensed pharmacist or by a technician or intern 
pharmacist under the direct supervision and 
review of a licensed pharmacist. Prior to 
dispensing, a pharmacist shall personally verify 
the accuracy of prescription data entered into the 
EDP for each original prescription.
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20 CSR 2220-2.080
Electronic Prescription Records

Store and retrieve:
 A unique, sequential prescription label number
 If applicable, a unique readily retrievable 

identifier
 Patient’s full name, or if an animal, the species 

and owner’s name
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20 CSR 2220-2.080
Electronic Prescription Records

Store and retrieve:
 Identity of the pharmacist responsible for 

verifying the accuracy of prescription data prior 
to dispensing on each original prescription

 Identity of the pharmacist responsible for 
reviewing the final product prior to dispensing on 
each original and refill prescription, if different 
from the pharmacist verifying prescription data
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20 CSR 2220-2.080
Electronic Prescription Records

Store and retrieve:
 Whether generic substitution has been authorized 

by the prescriber
 The manner in which the prescription was 

received by the pharmacy (e.g., written, 
telephone, electronic, or faxed)
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20 CSR 2220-2.080
Electronic Prescription Records

 Except as otherwise provided by 20 CSR 2220-
2.083, prescription hard copies must be 
maintained and filed by either the sequential 
prescription label number or by a unique readily 
retrievable identifier. 

 For verbal, telephone, or electronic data 
transmission prescriptions, a hard copy 
representation of the prescription shall be made 
and filed which contains all of the information in 
section (2). 
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20 CSR 2220-2.080
Electronic Prescription Records

 The EDP system shall be able to provide a listing 
of drug utilization for any drug for a minimum of 
the preceding twenty-four- (24-) month period. 
Drug utilization information shall be available by 
date(s), specific drug product, patient name, or 
practitioner. If requested to do so, the pharmacy 
shall have three (3) working days to provide the 
report.
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20 CSR 2220-2.080
Electronic Prescription Records

 Daily signature log requirement deleted
A bound logbook or separate file in which each pharmacist involved in the 
pharmacy’s record keeping system shall sign a statement each day 
attesting that information concerning the refill of prescriptions has been 
entered into the system for that day and that the pharmacist has 
reviewed the information for accuracy. The logbook or file shall be 
maintained at the pharmacy for at least five (5) years after the date the 
drugs, medicines or poisons are dispensed.

 Licensees shall also comply with all state and 
federal controlled substance record keeping 
requirements, including, any required daily log 
books or printouts.
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Daily Signature Log or Printouts
Caution:  Still required for controlled 
substance prescription refills process by a 
computer system.

21 CFR 1306.22 Refilling of prescriptions
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Electronic Record-Keeping 
Systems 
(ERS)
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Electronic Record-Keeping 
Systems (ERS)

 338.100 allows hard copies to be stored in  
an “electronic record-keeping system”

 ERS defined as a system maintained by 
the pharmacy that provides input, 
storage, processing, communications, 
output, and control functions for digitized 
images of original prescriptions

 Hard copies are still required for all 
 Hard copies may be stored in either paper 

format or as digitized image in a ERS
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Electronic Record-Keeping 
Systems (ERS)

ERS can be:
 Combined with pharmacy’s prescription 

processing system (EDP)
 Stand alone system 
 More than one system
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Electronic Record-Keeping 
Systems (ERS)

 Digitized image can be used for:
 All non-controlled prescriptions (written, 

verbal, transfer, e-prescribed)
 E-prescribed controlled substance prescriptions

 Digitized image cannot be used for:
 Written controlled substance prescriptions
 Faxed controlled substance prescriptions
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Digitized Image
 Image of written/faxed prescription
 Image of pharmacist’s reduction to writing 

of verbal or transfer prescription info
 Image of e-prescribed prescription data
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20 CSR 2220-2.083
Electronic Record-Keeping Systems

 Readily retrievable shall be defined as providing 
records immediately or within two (2) hours of a 
request of the inspector or by making a computer 
terminal available to the inspector for immediate 
use. 

 An ERS system shall be capable of printing and 
retrieving the digitized prescription image at the 
time of inspection, including the reverse side of 
the prescription if applicable.
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20 CSR 2220-2.083
Electronic Record-Keeping Systems

 Any printout of a digitized prescription image 
provided by a licensee/registrant to the patient or 
the patient’s representative shall be 
conspicuously marked with the statement “Copy 
Only – Not Valid for Dispensing Purposes.”
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20 CSR 2220-2.083
Electronic Record-Keeping Systems

Written policy and procedure manual
 Topics

 Use of ERS including storing, retrieving, and 
recovering digitized images

 Compliance with 20 CSR 2220-2.083 
 Reviewed annually
 Available on inspection
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20 CSR 2220-2.083
Electronic Record-Keeping Systems

Backup and recovery 
 All digitized images in the ERS shall be 

stored, copied, or saved onto secure 
storage media on a regular basis in a 
manner that will allow image recovery in 
the event of a disaster, system 
interruption, or system failure.
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Electronic Record-Keeping 
Systems (ERS)

Summary:
 All prescriptions require a hard copy
 Option of paper or digitized image
 ERS stores and retrieves images
 Allows image instead of paper hard copy
 Must keep written and faxed controlled 

substance prescription hard copies
 ERS able to print image for inspector
 Backup and recovery
 Policy and procedure manual
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Questions

Continuing Education
 Post Webinar Survey 

 Do not close web browser window
 Click Close on “The webinar has ended” screen
 Survey will then open
 Phones and tablets may not receive survey

 Survey must be submitted within 48 hours 
to receive CE credit 

 Certificates will be mailed in 7-10 days
 Questions: compliance@pr.mo.gov 

A link to a recording of this webinar for viewing will 
be available on the Board’s website within
7-10 days.


