OPEN MINUTES
Missouri Board of Pharmacy

April 20-21, 2011
Hilton Garden Inn
3300 Vandiver Drive
Columbia, MO

The Missouri Board of Pharmacy met in open session during the times and dates stated
in the following minutes. Each item in the minutes is listed in the order it was discussed
at the meeting. The regular meeting was called to order by President James Riddle at
8:04 a.m. on April 20, 2011, at Hilton Garden Inn, Columbia, Missouri.

Board Members Present

James Riddle, R.Ph., President
Barbara Bilek, R.Ph., Vice President
Janine Burkett, R.Ph., Member
Pamela Marshall, R.Ph., Member
Anita Parran, Public Member

Board Members Absent
Melissa Graham, R.Ph., Member

Staff Present

Kimberly Grinston, Executive Director
Tom Glenski, R.Ph., Chief Inspector
George McConnell, R.Ph., Inspector
Andi Miller, R.Ph., Inspector

Steven Smith, R.Ph., Inspector

Dan Vandersand, R.Ph., Inspector
Frank VanFleet, R.Ph., Inspector
Sid Werges, R.Ph., Inspector
Barbara Wood, Inspector

Tammy Siebert, Executive |

Others Present
Curtis Thompson, Legal Counsel
Visitors as recorded in the visitor register

MOTION TO CLOSE 8:05 AM

At 8:05 a.m. Pam Marshall made a motion, seconded by Barbara Bilek, that the
Board go into closed session and that all votes, to the extent permitted by law,
pertaining to and/or resulting from this closed meeting be closed under Section
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610.021(1), (3), (5), (7), (13) and (14), RSMo, and under Section 324.001.8, RSMo.
Motion passed, all in favor, none opposed, Melissa Graham absent.

MEMBERS OF THE PUBLIC LEFT THE MEETING ROOM AT 8:05 AM.
RECONVENE OPEN 8:44 AM

By motion duly made, seconded, passed and recorded in closed session minutes, the
Board returned to open session at approximately 8:44 a.m.

MEMBERS OF THE PUBLIC ENTERED THE MEETING ROOM AT 8:45 AM

#A1l Adgenda Additions/Corrections
Kim Grinston reported regarding additional information for item #C1, and a new item
#DH16, which is found in Board member folders.

#A2 Board Member Report — Nothing reported.

#A3 General Administration Report:
Financial Report
Legislative Update
SB 284
HB 496
HB 732
Pharmacy Technician Working Group Update
NABP Annual Meeting
Pharmacy Practice Guide
CE audit

e MTS Rules Update
Financial Report — Kim Grinston reported regarding status of pharmacy technician
renewals, commented the Board’'s fund balance is in good shape, and legal counsel
costs are still under a normal balance. Ms. Grinston reported the Board office recently
purchased a network copier/scanner and will be purchasing at least two new cars next
fiscal year, plus we are considering purchase of a scanning station for the office; a new
FTE position will be requested for the 2013 budget year. President Riddle questioned
the expense/equipment item listed in red.

Legislative Update — Kim Grinston reported several healthcare bills are moving within
the legislature. SB284 carries the Board’'s language, including the licensure and
investigational drug language. HB496 gives Board authority over veterinary dispensing,
there was no opposition during the hearings, and an amendment was stopped from
being added to the bill. Ms. Grinston reported she’s worked with the Missouri Veterinary
Association on bill language, specifically regarding not requiring a pharmacist on duty
fulltime. HB732 allows boards to enter a disciplinary action by default if a licensee does
not appear for a hearing; the civil penalties language has been removed from this bill;
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and language added, but later removed, regarding internet prescribing to allow
physicians to prescribe without a physical exam.

Pharmacy Technician Working Group Update — Kim Grinston reported the working
group held its first meeting on 4/14/11 and the next meeting is scheduled for 5/12/11. A
survey has been implemented and is open till the end of May. Results of the survey will
be provided at the July meeting. Sam Leveritt asked if a nuclear pharmacy
representative was part of the working group.

NABP Annual Meeting — Kim Grinston reported the meeting will be held in San
Antonio, Texas, May 21-24, 2011.

Pharmacy Practice Guide — Kim Grinston reported the Pharmacy Practice Guide has
been posted to the Board’s website, and had over 400 hits within the first week.

CE Audit — Kim Grinston reported there was an approximate 10% “concern” rate, and
final information will be provided later in this meeting.

MTS Rules Update — Kim Grinston reported the MTS drafted rules are being reviewed
by the Division and have not yet been filed.

Employee Recognition — Tom Glenski recognized inspector Frank VanFleet for his ten
years of service to the Board.

#A4 Approval of Minutes

e February 23, 2011 Conference Call
Motion was made by Barbara Bilek, seconded by Pam Marshall, to approve the
minutes of the February 23, 2011, open session conference call meeting. Motion
passed, all in favor, none opposed, Melissa Graham absent.

#C1 Applications for Intern Training Pharmacy Special Site
National Cancer Center Singapore
UMKC Division of Pharmacy Practice
UMKC Veracruz Mexico
Zablocki VA Medical Center
Natural Standard Research Collaboration

e VA Nebraska Western lowa Health Care System — Omaha Division
Tom Glenski reported additional information is found in Board member folders for
National Cancer Center Singapore, and reported a pharmacist is supervising the UMKC
Veracruz Mexico site, students will not be moving drugs, the medical school will actually
obtain/take the drugs. Tom Glenski also reported National Standard Research
Collaboration application is missing page 2, but reported a pharmacist is on the
application. Motion was made by Barbara Bilek, seconded by Janine Burkett, to
approve the listed Intern Training Pharmacy Special Site applications for 500
hours. Motion passed, all in favor, none opposed, Melissa Graham absent.
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#C2 STLCOP and UMKC College of Pharmacy

e STLCOP Site Listing

e STLCOP Preceptor Listing

e UMKC Site Listing

e UMKC Preceptor Listing
Tom Glenski reported Allergan, Inc. should be removed from STLCOP’s site list
because no application has been received from the school for this site. Motion was
made by Barbara Bilek, seconded by Janine Burkett, to approve the STLCOP and
UMKC site/preceptor lists as printed, except delete Allergan from STLCOP’s site
list. Motion passed, all in favor, none opposed, Melissa Graham absent.

#D1 Proposed Rules: Electronic Records

e 20 CSR 2220-2.018

e 20 CSR 2220-2.080

e 20 CSR 2220-2.083
20 CSR 2220-2.018 - Kim Grinston reported an electronic recordkeeping system can be
the same or different as an electronic data processing system, and reported about the
proposed revisions to 20 CSR 2220-2.018. Discussion was held. Gary Sobocinski
suggested dosage form be added to (1)(E). Christian Tadrus suggested dosage form
needs to be added to the pharmacy’s written prescription record. Doug Lang inquired
what is going to be legally required on a prescription to be valid, and suggested further
research and a new rule may be necessary.

20 CSR 2220-2.080 — Kim Grinston reported. Sam Leveritt asked about veterinary
prescriptions and commented veterinarians typically don’'t provide the species on their
prescriptions. Bilek commented if (2)(K) “or” should be changed to “and”, even though
pharmacist may not be responsible for inputting the information. A member of the
public commented both pharmacists’ identity will be required in the electronic system.
Gary Sobocinski questioned if dosage form should be included in (2)(H), and suggested
that “reviewing” is a passive rule and “verification” be inserted instead; change should
be made in all places within the rule. Doug Lang inquired about sequential unique
identifier in (2)(A) and discussion was held. Tom Glenski commented he understands
Mr. Lang’s position and he and Kim Grinston will again review. Lengthy discussion was
held. Gary Sobocinski inquired if the Board is leaning toward allowing hard copies to
be destroyed as long as a record is readily retrievable; licensees will no longer be
required to keep all hard copy prescriptions if the requirements of the regulation are
met. Doug Lang clarified that this also includes telephone, verbal and transferred
prescriptions, but faxes will fall under 20 CSR 2220-2.083. In (3)(A), the word “copy”
should not be used because it's referring to the actual data rather than copy of an
original prescription. It was suggested Section 338.085’s definition of fax be added to
the rule for clarification purposes.

20 CSR 2220-2.083 — Barbara Bilek asked if “exact digitized image” will soon be archaic
language. Kim Grinston reported that “digitized” is language taken from the statute.
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Sam Leveritt suggested wording in 20 CSR 2220-2.083(2) is cleaner than what's listed
in 2.080. Kim Grinston reported it was intended to be broader, and commented the
public will need to be educated for implementation of this rule. A member of the public
commented 2.080(8) addresses when the system is inoperable, but 2.083 does not
address system crashes, and suggested it be added to 2.083. An Omnicare
representative commented that for prescriptions faxed from long-term care facilities,
clarification needs to be added regarding “copy only—not valid for dispensing
purposes”. It is her suggestion that each prescription does not need to be stamped.

It was Board consensus to pursue processing proposed revisions to 20 CSR 2220-
2.018, 20 CSR 2220-2.080, and 20 CSR 2220-2.083, with changes as noted. Kim
Grinston reported the rules will be returned for further review at the July meeting.

#D2 Compounding Hydroxyprogesterone Caproate
o FDA Statement
e 20 CSR 2220-2.400(9)

Kim Grinston reported. James Gray of Barnes-Jewish reported that FDA has taken the
position that compounding for a patient is the practice of pharmacy and FDA is deferring
the matter back to the states to determine whether it's manufacturing or the practice of
pharmacy. He also commented that they currently compound the product for use within
the inpatient hospital setting. Doug Lang commented the pharmacy profession is being
drug into the issue created by the manufacturer, and cost is not a medical reason for
compounding a commercially available product. Mr. Lang further commented that on a
national basis, doctors write for Makena and Makena is dispensed, but they question
the prescription if Makena or a different product is actually wanted. Jake Wilson of
Bellevue Pharmacy in St. Louis commented and requested the Board to consider the
effect on small pharmacies and the possible loss of business in Missouri. James Gray
commented that it's a patient safety issue, but the patient must also be able to pay for
the drug. He further commented he’s talked with a Washington University obstetrics
physician who indicated most of his patients fall in between; he’s having problems
prescribing Hydroxyprogesterone Caproate, and is pleading with Barnes-Jewish to
continue to compound the drug. Anita Parran asked what the cost is that we are talking
about. James Gray stated it's $30,000 for a full course of therapy or $1,500 per dose
compared to $609 per course if BJC compounds the product.

Motion was made by Barbara Bilek, seconded by Pam Marshall, that in light of the
public comment and current information from the FDA, to maintain the Board’s
current position and wait until more information/research is obtained before
making a final decision. Discussion was held. President Riddle asked that a specific
date be included in the Board’s position statement so the public knows when the matter
will be revisited by the Board. Anita Parran clarified Barbara Bilek’s motion that the
pharmacist can continue to compound this product. Kim Grinston read the Board’'s
current statement for the public’'s information. Motion passed, all in favor, none
opposed, Melissa Graham absent.
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#D3 Proposed Rule: 20 CSR 2220-2.145 Minimum Standards for Multi-Med
Dispensing
e Proposed Rule

Kim Grinston reported that the agenda provides language she, Tom Glenski and Jorgen
Schlemeier drafted, and the Board should also note the handout item in their folders.
President Riddle asked if “prepared by a pharmacist” in (2) should be deleted. Gary
Sobocinski asked if the Board considered when a patient is allergic to a specific drug,
can they remove the allergic medication and return the rest of the drugs in the med pack
to the patient? Tom Glenski suggested this scenario is already covered in (E). James
Gray commented this regulation also applies for discharge patients, and can the pak be
adjusted by the pharmacist for the patient if there’s a change in therapy? Kim Grinston
stated it's already addressed in the proposed rule changes. Sam Leveritt commented
that any type of adverse event should also be considered. Doug Lang commented
other states allow drugs to be removed, but not added. Kim Grinston stated she will
discuss this with Curt Thompson and the Board will revisit the item later in the meeting.

#D4 Proposed Rule: 20 CSR 2220-2.400 Compounding Standards of Practice

e Proposed Rule
Kim Grinston reported the agenda materials are an initial draft for the Board’'s
consideration. A revised copy will be provided to the Board for further review. James
Gray commented his facility requires the physician to provide an order/requisition. Sam
Leveritt reminded the Board that nuclear pharmacies are required to be licensed as a
drug distributor when doing this same thing. Doug Lang commented compounds are
preparations, and requested consistency throughout the regulation—change (C) to
“compounded preparation container”, and also suggested “dispensed” be changed to
“distribution.” Pam Marshall asked if (A) should use a script or assign an invoice #. Kim
Grinston and Tom Glenski reported this has been discussed but not yet decided, and
commented it could be maintained in a separate file. Tom Glenski then commented
some states have supply limits, which has not yet been addressed in the rule. A
member of the public commented that (14) “Missouri-licensed healthcare practitioner”
should be changed to allow for prescribers in surrounding states. Ms. Grinston reported
she had communicated with the North Carolina Board of Pharmacy.
It was Board consensus for Board staff to go back to work on the rule and return it to the
Board at a future meeting for decision.

A member of the pubic inquired if this is for compounded products only, or if for non-
compounded products as well. Tom Glenski advised pharmacies already have the
ability to sell to physicians.

#D5 Proposed Rule: 20 CSR 2220-7.010 General Licensing Rules (Pharmacists,
Intern Pharmacists, Pharmacy Technicians)

e Proposed Rule

e Private Fiscal Note

e Public Fiscal Note
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Kim Grinston reported this matter is here for approval of the fiscal notes; rule language
was previously already approved by the Board. President Riddle asked if (2) should be
changed to simply state “missing information.” Kim Grinston clarified applications are
filed, but may not be officially complete. Motion was made by Barbara Bilek,
seconded by Janine Burkett, to approve the private and public fiscal notes as
printed. Motion passed, all in favor, none opposed, Melissa Graham absent.

#D6 Proposed Rule: 20 CSR 2220-7.025 Intern Pharmacist Licensure

e Proposed Rule

e Private Fiscal Note

e Public Fiscal Note
Kim Grinston reported. Motion was made by Barbara Bilek, seconded by Anita
Parran, to approve 20 CSR 2220-7.025 and fiscal notes as printed. Motion passed,
all in favor, none opposed, Melissa Graham absent.

#D7 Proposed Rule: 20 CSR 2220-7.027 Approval of Missouri Schools/Colleges of
Pharmacy

e Proposed Rule

e Private Fiscal Note

e Public Fiscal Note
Kim Grinston reported. Motion was made by Pam Marshall, seconded by Barbara
Bilek, to approve 20 CSR 2220-7.027 and fiscal notes as printed. Motion passed,
all in favor, none opposed, Melissa Graham absent.

#D8 Proposed Rule: 20 CSR 2220-7.030 Pharmacist Licensure by Examination

e Proposed Rule

e Private Fiscal Note

e Public Fiscal Note
Kim Grinston reported. Motion was made by Pam Marshall, seconded by Anita
Parran, to approve 20 CSR 2220-7.030 and fiscal notes as printed. Motion passed,
all in favor, none opposed, Melissa Graham absent.

#D9 Proposed Rule: 20 CSR 2220-7.040 Foreign Graduates

e Proposed Rule

e Private Fiscal Note

e Public Fiscal Note
Kim Grinston reported. Motion was made by Janine Burkett, seconded by Pam
Marshall, to approve 20 CSR 2220-7.040 and fiscal notes as printed. Motion
passed, all in favor, none opposed, Melissa Graham absent.

#D10 Proposed Rule: 20 CSR 2220-7.050 License Transfer/Reciprocity
e Proposed Rule
e Private Fiscal Note
e Public Fiscal Note
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Kim Grinston reported. Motion was made by Anita Parran, seconded by Janine
Burkett, to approve 20 CSR 2220-7.050 and fiscal notes as printed. Motion
passed, all in favor, none opposed, Melissa Graham absent.

#D11 Proposed Rule: 20 CSR 2220-7.060 Score Transfer

e Proposed Rule

e Private Fiscal Note
Kim Grinston reported. Motion was made by Anita Parran, seconded by Janine
Burkett, to approve 20 CSR 2220-7.060 and fiscal note as printed. Motion passed,
all in favor, none opposed, Melissa Graham absent.

#D12 Proposed Rule: 20 CSR 2220-7.070 Temporary License (Post Graduate
Training)

e Proposed Rule

e Private Fiscal Note

e Public Fiscal Note
Kim Grinston reported. Motion was made by Barbara Bilek, seconded by Anita
Parran, to approve 20 CSR 2220-7.070 and fiscal notes as printed. Motion passed,
all in favor, none opposed, Melissa Graham absent.

#D13 Proposed Rule: 20 CSR 2220-7.080 _License Renewal and Continuing
Pharmacy Education

e Proposed Rule

e Private Fiscal Note

e Public Fiscal Note
Kim Grinston reported. Motion was made by Pam Marshall, seconded by Janine
Burkett, to approve 20 CSR 2220-7.080 and fiscal notes as printed. Motion
passed, all in favor, none opposed, Melissa Graham absent.

#D14 Proposed Rule: 20 CSR 2220-7.090 Fingerprint Requirements

e Proposed Rule

e Private Fiscal Note

e Public Fiscal Note
Kim Grinston reported. Motion was made by Janine Burkett, seconded by Barbara
Bilek, to approve 20 CSR 2220-7.090 and fiscal notes as printed. Motion passed,
all in favor, none opposed, Melissa Graham absent.

#D15 Drop Sites
e Minnesota Rule

Montana Rule
Oregon Rule
Texas Rule
Virginia Rule
Kim Grinston reported and discussion was held. Pam Marshall asked the inspectors if
they are seeing problems with drop site issues. Andi Miller comment as a former retail
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employee, it happens all the time. Barbara Wood commented that she gets questions
all the time, especially about assisted living facilities, and it's usually not a problem until
the drugs are left somewhere else and are later discovered to be missing. President
Riddle commented this topic is also in the Strategic Planning agenda and will be further
discussed later in the meeting.

MOTION TO CLOSE 11:51 AM

At 11:51 a.m. Anita Parran made a motion, seconded by Barbara Bilek, that the
Board go into closed session and that all votes, to the extent permitted by law,
pertaining to and/or resulting from this closed meeting be closed under Section
610.021(1), (3), (5), (7), (13) and (14), RSMo, and under Section 324.001.8, RSMo.
Motion passed, all in favor, none opposed, Melissa Graham absent.

MEMBERS OF THE PUBLIC AND THE COURT REPORTER LEFT THE MEETING
ROOM AT 11:52 AM.

RECONVENE OPEN 1:22 PM
By motion duly made, seconded, passed and recorded in closed session minutes, the
Board returned to open session at approximately 1:22 p.m.

MEMBERS OF THE PUBLIC, INCLUDING A COURT REPORTER, ENTERED THE
MEETING ROOM AT 1:23 PM

#B1 Cynthia Richmond, #042919, #2008-003949
Notice of Disciplinary Hearing
Complaint
Answer
Joint Motion for Consent Order, Joint Stipulation of Facts and Conclusions of Law,
and Waiver of Hearing

e Consent Order
A disciplinary hearing was scheduled for April 20, 2011, at 1:30 p.m. A court reporter
was present and the hearing began at approximately 1:32 p.m. The Board was
represented by Daryl Hylton, and Cynthia Richmond was present and was represented
by Jennifer Tucker. The hearing concluded at approximately 2:33 p.m. A copy of the
transcript is on file with the Board of Pharmacy.

#B2 Veterinary Teaching Hospital Pharmacy, #004815, #2008-003947
Notice of Disciplinary Hearing
Complaint
Answer
Joint Motion for Consent Order, Joint Stipulation of Facts and Conclusions of Law,
and Waiver of Hearing
e Consent Order
A disciplinary hearing was scheduled for April 20, 2011, at 1:30 p.m. A court reporter
was present and the hearing began at approximately 2:45 p.m. The Board was
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represented by Daryl Hylton, and Neil Olson, Dean of College of Veterinary Medicine
was present for Veterinary Teaching Hospital Pharmacy and was represented by
Katherine Bunn. The hearing concluded at approximately 3:13 p.m. A copy of the
transcript is on file with the Board of Pharmacy.

MOTION TO CLOSE 3:15 PM

At 3:15 a.m. Anita Parran made a motion, seconded by Barbara Bilek, that the
Board go into closed session and that all votes, to the extent permitted by law,
pertaining to and/or resulting from this closed meeting be closed under Section
610.021(1), (3), (5), (7), (13) and (14), RSMo, and under Section 324.001.8, RSMo.
Motion passed, all in favor, none opposed, Melissa Graham absent.

MEMBERS OF THE PUBLIC AND THE COURT REPORTER LEFT THE MEETING
ROOM AT 3:16 PM.

RECONVENE OPEN 3:32 PM
By motion duly made, seconded, passed and recorded in closed session minutes, the
Board returned to open session at approximately 3:32 p.m.

MEMBERS OF THE PUBLIC, INCLUDING A COURT REPORTER, ENTERED THE
MEETING ROOM AT 3:33 PM

#D3 Proposed Rule: 20 CSR 2220-2.145 Minimum Standards for Multi-Med
Dispensing

Kim Grinston reported she has drafted additional language to address the issue
involving an allergy to a medication as previously mentioned by Gary Sobocinski, and
provided a handout to Board members. Lengthy discussion was held. It was Board
consensus to remove (H)8 from Ms. Grinston’s newest draft. Motion was made by
Pam Marshall, seconded by Barbara Bilek, to approve 20 CSR 2220-2.145 as
originally printed in the agenda, with Tom Glenski’s revision as provided in the
handout folders. Motion passed, all in favor, none opposed, Melissa Graham
absent.

#DH16 General Counsel Contract

Kim Grinston reported and discussion was held concerning Curt Thompson’s proposed
legal fee increase from $75 to $125 per hour effective July 1, 2011. Motion was made
by Barbara Bilek, seconded by Janine Burkett, to approve Curt Thompson’s legal
fee increase to $125 per hour. Motion passed, all in favor, none opposed, Melissa
Graham absent.

#B3 Kay Kimberly Berry, #2006033457, #2009-005317
¢ Notice of Disciplinary Hearing
e Circuit Court of Cole County, Missouri Judgment
e Administrative Hearing Commission Decision
e Answer
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e Notice of Intent to Disqualify
A disciplinary hearing was scheduled for April 20, 2011, at 2:30 p.m. A court reporter
was present and the hearing began at approximately 4:01 p.m. The Board was
represented by Shannon Kemp, and Kay Kimberly Berry Miksell was present without
counsel. The hearing concluded at approximately 4:14 p.m. A copy of the transcript is
on file with the Board of Pharmacy.

THE FOLLOWING ITEMS WERE REVIEWED IN SECTION E, WHICH REQUIRED NO
ACTION OR DISCUSSION.

#E1 Licensees Presently Under Discipline

#E2 Board Licensee Statistics

THE BOARD WENT INTO OPEN SESSION STRATEGIC PLANNING MEETING AT
APPROXIMATELY 4:17 P.M.

RETURN TO OPEN

THURSDAY, APRIL 21, 2011

THE BOARD RETURNED TO THE REGULAR OPEN SESSION MEETING FROM THE
OPEN SESSION STRATEGIC PLANNING MEETING AT APPROXIMATELY 3:45 P.M.
ON THURSDAY, APRIL 21, 2011.

#A3 General Administration Report:

e CE audit
Jason Menken reported on this year's continuing education audit results. Seven
pharmacists did not respond and were sent a second letter. A total of 72 did not meet
the CE requirements. Discussion was held.

MOTION TO ADJOURN 3:51 PM

At approximately 3:51 p.m., motion was made by Barbara Bilek, seconded by
Janine Burkett, to adjourn the April 20-21, 2011, regular open session meeting.
Motion passed, all in favor, none opposed, Melissa Graham absent.

KIMBERLY A. GRINSTON
EXECUTIVE DIRECTOR

DATE APPROVED: 7/11/12
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