Members Present:

Excused:

Staff Present:

Guests:

Agenda:

Call to Order:

Vice Chair's Report;

BOARD OF PHARMACY
Professional & Vocational Licensing Division
Department of Commerce and Consumer Affairs
State of Hawaii

MINUTES OF MEETING
Thursday, September 20, 2012
9:00 a.m.

King Kalakaua Room

King Kalakaua Building

335 Merchant Street, First Floor
Honolulu, Hawaii 96813

Patrick Adams, Pharmacist, Vice Chair
Garrett Lau, Pharmacist

Carolyn Ma, Pharmacist

Jill Oliveira Gray, Public Member

Mark E. Brown, Pharmacist, Chair
Todd Inafuku, Pharmacist
Lydia Kumasaka, Public Member

Lee Ann Teshima, Executive Officer ("EQ")
Stephen Levins, Deputy Attorney General (“DAG”)
Christine Hironaka, Secretary

Lisa Kalani, Secretary

Jason Okazaki, UH Hilo College of Pharmacy

Marcella Chock, Hawaii Pharmacist Association (“HPhA”")
Nicole Pagayo (“HPhA”)

Paul Smith, Walgreens

Albert Lau, Kaiser Permanente

Greg Edwards, DOH Food & Drug Branch

Dexter Mer, Ohana Health Plan

Keali'i S. Lopez, DCCA, Director

The agenda for this meeting was filed with the Office of the Lieutenant Governor, as
required by section 92-7(b), Hawaii Revised Statutes ("HRS").

There being a quorum present, the Vice Chair called the meeting to order at 9:00 a.m.

None

The Vice Chair excused Mr. Inafuku, the Chair and Ms. Kumasaka and asked the audience

to introduce themselves.
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Executive Officer Report:

Correspondence:

DCCA Director Keali'i S. Lopez introduced herself and addressed the board. She
expressed her appreciation for the board members and realizes the commitment it takes to
be a member as it takes time away from their regular jobs. She stated that she understands
the license is a privilege to practice and that the role of the board is to protect the consumer
and that she understands there is a “balance” when considering disciplinary action against a
licensee which may result in taking away that license to practice.

Director Keali‘i also reminded the board members of the October 2012 orientation and its
purpose is to let board members know the responsibility they have taken onto themselves.

The Vice Chair responded to Keali'i Lopez that he appreciates the orientation and he
understands how important their jobs are. He commended Lee Ann Teshima and Stephen
Levins on their work with the board.

Additions and Additional Distribution

The Vice Chair announced that additional information from Jodi Miller, agenda item 8.c. was
distributed to the members as additional distribution.

Approval of the Previous Minutes — August 16, 2012

The Vice Chair called for a motion to approve the minutes of the August 16, 2012 meeting.
There being no amendments or discussion, upon a motion by Dr. Ma, seconded by Dr.
Oliveira Gray, it was voted on and unanimously carried to approve the minutes of the
August 16, 2012 meeting.

The Vice Chair called for a motion to approve the July 12, 2012 Executive Session minutes.
There being no amendments or discussion, upon a motion by Mr. Lau, seconded by Dr.
Oliveira Gray, it was voted on and unanimously carried to approve the July 12, 2012
Executive Session minutes.

2013 Board Meeting Schedule

The Vice Chair called for a motion to approve the 2013 Board Meeting Schedule.

There being no amendments or discussion, upon a motion by Dr. Ma, seconded by Mr. Lau,
it was voted on and unanimously carried to approve the 2013 Board Meeting Schedule.

The EO also introduced the Board’s new secretary, Lisa Kalani.
National Association of Boards of Pharmacy (“NABP”)

NABP State News Roundup, August 2012
The Chair reported on the following:

o “Maryland Board Reports New Legislation Related to Prescription Drug Programs,
Vaccine Administration, and Drug Therapy Management”
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The Maryland Board of Pharmacy reported that effective October 1, 2011, they
have amended its laws to: 1) Expand the purpose of return of prescription drugs
and medical supplies to a pharmacy for the purpose of proper drug disposal; 2)
Authorizes a pharmacist to administer an influenza vaccine to an individual who is
at least nine years old; and 3) requires nonresident pharmacies and wholesale
drug distributors to have a pharmacist on staff that is licensed by the Board and
who is designated as the pharmacist responsible for providing pharmaceutical
services to patients in the state.

o  “Missouri Board Grants Pharmacists Authority to Perform Medication Therapy
Services”

Effective August 31, 2012 the Missouri Board of Pharmacy granted pharmacists
the authority to perform medication therapy services.

e “Ohio Organization Works to Resolve Safety Concerns with Electronic
Prescriptions”

The Ohio State Board of Pharmacy has been actively involved with Ohio Health
Information Partnership (OHIP). Their goal is to increase the utilization of
e-prescribing and the adoption of health information exchanges in Ohio. OHIP and
the Board are working on capturing the main safety issues that can go along with
e-prescibing such as drop-down errors for wrong sig, drug, prescriber, and patient.

“Idaho State Board of Pharmacy new area of registration is termed — Prescriber Drug
Outlet”

The Idaho State Board of Pharmacy announced a new area of registration for “Prescriber
Drug Outlets” which is defined as “A drug outlet in which prescription drugs or devices are
dispensed directly to patients under the supervision of a prescriber, except where delivery is
accomplished only through on-site administration or the provision of drug samples.”

“Kentucky Board of Pharmacy - Requirements of HB 1”

The Kentucky Board of Pharmacy reported that new legislation passed during the 2012
Special Session requires: 1) All new applicants (pharmacist) submit to a criminal
background investigation by means of fingerprint and query to the National Practitioner Data
Bank; 2) The pharmacist-in-charge will be responsible for filing a report with the board of a
theft or loss of controlled substances; and 3) Other regulations in regards to the handling,
dispensing and tracking of controlled substances.

“Oregon Board of Pharmacy — No. 509 Veterinary Prescriptions”

The Oregon Board of Pharmacy reported on the increasing number of veterinarian’s
concerns that some community pharmacists have changed veterinary prescriptions such as
directing the veterinary client to a different drug, changing the prescribed dosage, or
advising the client to lower a drug’s dosage.

The EO reported that she has met with a representative of the Board of Veterinary
Examiners and the association who also expressed similar concerns with pharmacies in this
State and stated that the pharmacy laws and rules also apply to prescriptions for an animal
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and that pharmacists should treat prescriptions written by veterinarians the same as if
written by a licensed physician. She further stated that any reports of a pharmacist failing to
comply with the pharmacy laws and rules for filling a prescription will be reported to the
Regulated Industries Complaints Office for investigation and appropriate action.

“West Virginia Board of Pharmacy — Board of Pharmacy Requlations Regarding Pharmacy
Interns”

The West Virginia Board of Pharmacy put out a reminder that with the advent of a third
school of pharmacy in the state of West Virginia, more pharmacies will be approached by
students seeking internships and that it is important for the pharmacists to know and
understand the laws and rules relating to pharmacy internships before hiring the student.

License Requirements for Replacement Supplies and Accessories for Ventricular
Assist Devices to Patients in Hawaii.

The Vice Chair asked Dr. Ma to lead the discussion on the inquiry from Thoratec
Corporation in which they ask if they are subject to any licensure requirements in Hawaii.
They claim to be a specialty supplier that provides replacement accessories and supplies,
of which a majority are considered prescription items, to patients, pursuant to a physician’s
prescription, who have a Ventricular Assist Device (VAD).

Dr. Ma stated that it appears that a miscellaneous permit as an out-of-state pharmacy would
be required.

It was the consensus of the Board that based solely on the information provided, that a
miscellaneous permit as an out-of-state pharmacy would be required to dispense
prescription medical devices directly to the end user/patient residing in this State.

This is an informal interpretation based solely on the information provided and if for
informational and explanatory purposes only and is not an official opinion or decision and
therefore, not to be viewed as binding on the Board.

In-State and Out-of-State Intracompany Prescription Transfer
Requirements/Regulations

The Board reviewed an email inquiry regarding intracompany transfer of stock bottles of
prescription drugs. According to Mr. Rickert, he is aware of the Board's determination at
their August 16, 2012 meeting in which the Board decided that a pharmacy could distribute
a stock bottle to a clinic under common control since this was an exemption under the
definition of “wholesale distribution” in Hawaii Administrative Rules (‘HAR”) 8§16-95-2,
however wanted further clarification to the Board's previous decision.

Mr. Rickert ask, “May a Pharmacy transfer a stock bottle of drugs to another pharmacy
under common ownership without a wholesale license?

The Vice Chair stated that he does not believe this is the same situation as the August
inquiry because this is a transfer between two pharmacies, whereas the prior inquiry was
between a pharmacy and a clinic (no pharmacy).
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Mr. Lau stated that this situation may fall under HAR 816095-2(5) under the definition of
“Wholesale distribution”, the exemption for the sale, purchase, or trade of a drug, for
“emergency medical reasons”, to another pharmacy...except the transfer shall not exceed
5% of the total prescription drug sales of either pharmacy during any period of 12
consecutive months.

Mr. Rickert’s second question, “May a pharmacy receive a stock bottle of drugs from an out-
of-state pharmacy that does not have a wholesale permit but is under common ownership
with the receiving pharmacy?”

The Vice Chair stated that he believes the out-of-state pharmacy would be subject to the
above mentioned section and would also be required to obtain a miscellaneous permit as
an out-of-state pharmacy pursuant to Hawaii Revised Statutes §461-15(a)(7).

It was the consensus of the Board to respond to Mr. Rickert's inquiry as indicated above
and to also inform him that the dispensing or distribution of any controlled substances falls
under the authority of the Department of Public Safety, Narcotics Enforcement Division.

This is an informal interpretation based solely on the information provided and if for
informational and explanatory purposes only and is not an official opinion or decision and
therefore, not to be viewed as binding on the Board.

License Requirements for Unmanned Warehouse for Storage of Durable Medical
Equipment and Oxygen Company

The Vice Chair asked Dr. Oliveira Gray to lead the discussion on the inquiry from Penny
Lohman asking if the Board allows “unmanned” warehouses, located in Hawaii, to store
DME items and oxygen, required to be licensed?” If so, what are the license requirements?

After some discussion it was the consensus of the Board to respond to the inquiry as if they
were referring to prescription medical devices and medical oxygen:
e Ifthe entity is “dispensing” prescription medical devices, then a wholesale
distributor license would be required.
o Ifthe entity is “dispensing” medical oxygen from that location, then a
miscellaneous permit would be required pursuant to HRS 8461-15(a)(5).
o [fthe entity is “distributing” medical oxygen from that location, then a wholesale
distributor license would be required.
e Ifthe entity is both “dispensing” and “distributing” medical oxygen, then a
wholesale distributor license would be required.

This is an informal interpretation based solely on the information provided and if for
informational and explanatory purposes only and is not an official opinion or decision and
therefore, not to be viewed as hinding on the Board.
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Old Business:

Open Forum:

Applications:

Chapter 91, HRS
Adjudicatory Matters:

Are Pharmacy Interns Allowed to Take Verbal Prescriptions Over the Phone

The Board reviewed and discussed the question, “Are pharmacy assistants (interns) able to
take verbal prescriptions over the phone?

After some discussion, it was the consensus of the Board that a pharmacy intern, who is
permitted by the Board, may be allowed to take verbal prescriptions over the phone
provided they have been delegated and is immediately supervised by a licensed
pharmacist.

This is an informal interpretation based solely on the information provided and if for
informational and explanatory purposes only and is not an official opinion or decision and
therefore, not to be viewed as binding on the Board.

HAR Title 16, Chapter 95 — Status Report

The Executive Officer reported she is still working on the rules.

APRN-Rx for Controlled Substances — Status Report on Guidance Document

The EO reported that a draft was recently emailed to the representatives for feedback.

Dr. Ma suggested the Board seek the assistance of the Hawaii Pharmacists Association to
help distribute the information.

The Vice Chair asked the audience if they wanted to discuss with the Board.

Dr. Ma asked if a pharmacist is providing immunizations to minors between the ages of 14-
17 but is not in or affiliated with a pharmacy how will we know.

The EO explained that she is only posting information on pharmacists who are affiliated
with a pharmacy on the Board’s web page and recommended that the Board discuss this at
the next meeting.

Ratification List

Upon a motion by Mr. Lau, seconded by Dr. Ma, it was voted on and unanimously carried to
approve the attached ratification list.

At 10:10 a.m. the Vice Chair called for a recess from the Board's meeting to discuss and
deliberate on the following adjudicatory matter, pursuant to Chapter 91, HRS:

In the Matter of the Pharmacist’s License of Dennis R. Birk, PHA 2008-38-L,
Compliance with Board’s Final Order

Upon a motion by Dr. Ma, seconded by Mr. Lau, it was voted on and unanimously carried to
accept the information regarding respondent’s compliance with the WRAPP program and to
request clarification, that includes official documentation, regarding respondent’s Phase Il
treatment.
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Next Meeting:

Adjournment:

8/31/12

In the Matter of the Pharmacist’s License of Huong Nguyen Tran, PHA 2010-28-L,
Compliance with Board’s Final Order and Consideration of Respondent’s Request to
Change Status of License to Terminated.

Upon a motion by Dr. Ma, seconded by Mr. Lau, it was voted on and unanimously carried to
recognize the payment of the fine by the respondent and to return respondent’s license
status.

In the Matter of the Pharmacist’s License of Jodi M. Miller, PHA 2008-11-L, Affidavit of
Denise P. Balanay; Exhibits “1” — “3”

Mr. Lau recused himself.
Due to lack of quorum, this matter was deferred.

Following the Board's review, deliberation and decision on these matters, pursuant to
Chapter 91, HRS, the Vice Chair announced that the Board was reconvening its scheduled
meeting at 10:21 a.m.

Thursday, October 18, 2012

9:00 a.m.

King Kalakaua Conference Room
King Kalakaua Building, First Floor
335 Merchant Street

Honolulu, Hawaii 96813

With no further business to discuss, the Vice Chair adjourned the meeting at 10:25 a.m.
Taken and recorded by:
[s/ Lee Ann Teshima

Lee Ann Teshima
Executive Officer

[ ]Minutes approved as is.
[ x] Minutes approved with changes; see minutes of 10/18/12
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