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

MINUTES OF MEETING
Date: Thursday, April 16, 2015
Time: 9:00 a.m.
Place: Queen Liliuokalani Conference Room - New Location

335 Merchant Street, First Floor
King Kalakaua Building
Honolulu, HI. 96813

Members Present: Kerri Okamura, RPh, Chair
Marcella Chock, PharmD., Pharmacist
Carolyn Ma, PharmD., BCOP, Pharmacist
Mary Jo Keefe, RPh, Pharmacist
Lydia Kumasaka, MS, APRN, Public Member

Members Excused: Garrett Lau, RPh,Vice Chair

Staff Present: Lee Ann Teshima, Executive Officer ("EQ")
Shari Wong, Deputy Attorney General (‘DAG”)
Lisa Kalani, Secretary

Guests: Kellie Noguchi, Times
Paul Smith, Walgreens
Fred Cruz, CVS
Stacy Pi, Kaiser Permanente
Amy Este, Walmart
Catalina Cross, Times Pharmacy
Tiffany Yajima, Ashford & Winston

Call to Order: 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 Chair called the meeting to order at 9:03 a.m. and excused
the Vice Chair from today’s meeting.

Chair's Report: Announcements and Introductions

The Chair asked the audience to introduce themselves.
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Vice Chair's Report:

Executive Officer’s
Report:

Additions/Additional Distribution to Agenda

Upon a motion by Ms. Keefe, seconded by Dr. Chock, it was voted on and unanimously carried
to add the following to the agenda:

ADDITIONS
4, Executive Officer's Report
C. Conferences/Seminars/Meetings
4) 2015 NABP Program Review and Training Session
d. Correspondence
a. NABP
10) NABP Seeking Volunteers for 2015-2016 Committees and Task
Forces
f. Oregon State University College of Pharmacy’s course: Patient Safety &
Medication Error Prevention for Pharmacists
g. Drug samples for use with inpatients in institutional facilities

Approval of the Previous Minutes — March 12, 2015
The Chair called for a motion in regards to the minutes of the March 12, 2015 meeting.

Upon a motion by Dr. Ma, seconded by Ms. Kumasaka, it was voted on and unanimously carried
to approve the minutes for the March 12, 2015 meeting as circulated.

None.
HAR Title 16, Chapter 95 — Status Report
The EO reported there are some minor typographical changes that need to be made to the
amendments to the administrative rules Chapter 95, and then they will be sent to the Governor’s
office for approval.
2015 Legislature - Bill Status Report
The EO reported on the following bills:
e HB 253, HD 2 - Relating to Vaccinations

HB 253, HD 2 was modified by the Senate to change the effective date to “upon approval’. It
then went back to the House and they disagreed with the changes. It may go to conference.

The DME bills were not heard by the Finance Committees. If the Board wants to move forward
with a DME bill next session, it may fall under 26H Sunrise Report and therefore the EO will need
to check with the AG on how to proceed.

The AG stated in general, anytime you have a regulated profession, vocation or industry, the
auditor will do a report, talk to people in the community, see if there is a need for the government
to be regulating this. A lot of times the auditor says it is not warranted.
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Correspondence:

Conferences/Seminars/Meetings

MPJE Item Development Workshop, March 19-20, 2015, Mount Prospect, lllinois — Marcella
Chock — Report on Attendance

Dr. Chock reported the workshop was very interesting from a new Board members perspective to
meet the other states representatives. This was the exam writing seminar and so the people
from the other states that attended were inspectors or executive directors and are paid to do this,
unlike our volunteer members.

The EO asked if they were pharmacists?

Dr. Chock stated some were and some weren't, depending on the state. Learning how these
other states have their resources is that the fines and fees incurred stay with the board. So that
is what pays for all their travel, and things that they do. As far as the content of the workshop,
they wanted to know “what is the common theme between all the states that you would write
questions on”. Some of the themes Identified were compounding and veterinary medicine, which
is something Hawaii is not very robust on, so | couldn’t really contribute on those questions.
Being that Mark Brown, former Hawaii Board Chair, has attended several times and is now a
reviewer, he knows that structure of the exam and how the questions should be written and
having a current Board member, they can identify any gaps together.

NABP’s 111" Annual Meeting, May 16-19, 2015, New Orleans, Louisiana
The EO reported that Ms. Keefe will attend the NABP 111" Annual Meeting, May 16-19, 2015 in
New Orleans, Louisiana.

50 State Compounding Meeting — Greg Edwards — Report on Attendance
Mr. Edwards was not present.

2015 NABP Program Review and Training Session

The EO reported that NABP will be hosting their Annual Program Review and Training
session for board staff members who are new or seeking a refresher course on NABP
programs and services.

NABP

System-Based Causes of Vaccine Errors

The Chair reported that immunizations are widely recognized as one of the most successful and
cost-effective health interventions ever introduced worldwide. However, errors with vaccines can
result in an unintended and unrecognized source of vulnerability. While the immediate impact of
a vaccine-related error on a patient may not be serious, such errors may render the vaccine
ineffective or reduce its effectiveness, leaving patients unprotected against serious diseases.
The most common contributing factors associated with the reported vaccine errors included
mistakes in choosing age-dependent formulations of vaccines intended to prevent the same
diseases; unfamiliarity with the vaccine, particularly its dose, dosing schedule, age specifications,
route of administration, and the vaccine’s various components ; failure to check or verify the
patient's age, health record, or state registry; similar vaccine names and abbreviations; similar
and confusing vaccine labeling and packaging; unsafe storage conditions; and expiration dates
not noticed or misunderstood.
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|daho BOP — Administrative Rule Changes
Dr. Chock reported that Idaho State Board of Pharmacy made several rule changes recently.
Some of the rule changes that may be of interest to the Board are as follows:

o Rules 010, 011, and 130: Are amended to allow for the definition of and the substitution
of biological products with interchangeable biosimilars as allowed by Food and Drug
Administration and printed in the “Purple Book”;

e Rules 011, 021, 074, and 600: Are amended to allow the board to define, register,
charge a registration fee, and regulate a new class of drug outlet that was recently
created by the federal Drug Quality and Security Act (DQSA): the outsourcing facility.
Federally registered outsourcing facilities that are currently registered as Idaho mail-
service pharmacies should pay particular attention to these rules; and

o Rules 144, 239, 240, and 241: Regulate the practice of compounding.

Kentucky BOP — DEA Disposal Regulations

Ms. Keefe reported that the Controlled Substances Act (CSA) was amended by the Secure and
Responsible Drug Disposal Act of 2010 (Disposal Act). This gave Drug Enforcement
Administration (DEA) the authority to promulgate new regulations, within the framework of the
CSA, to allow ultimate users to deliver unused pharmaceutical controlled substances (CS) to
appropriate entities (including pharmacies) for disposal in a safe and effective manner consistent
with effective controls against diversion.

West Virginia BOP — Does the PIC of a Nonresident Pharmacy Also Have to Be the PIC of the
West Virginia Mail-Order Permit?

Dr. Ma reported that although West Virginia Code requires each pharmacy to have a pharmacist-
in-charge (PIC) who is responsible for the pharmacy’s compliance, which has long been the law
in this state, and although the law requires pharmacists practicing pharmacist care in West
Virginia, including dispensing into this state from outside of this state, to have a West Virginia
pharmacist’s license, the board in the past found that most nonresident mail-order pharmacies
had no one licensed in West Virginia. In 2013, the West Virginia Legislature amended the
Pharmacy Practice Act and added language to the board’s rulemaking authority to make it clear
that nonresident pharmacies dispensing into West Virginia, ie, mail-order pharmacies, must have
a PIC licensed to practice in West Virginia.

NABP, Stakeholders Release Consensus Document on the Challenges and “Red Flag” Warning
Signs Related to Prescribing and Dispensing Controlled Substances

The Chair reported that a coalition of stakeholder organizations released a consensus document
representing the medical, pharmacist, and supply chain spectrum highlighting the challenges and
‘red flag” warning signs related to prescribing and dispensing controlled substance prescriptions.
As detailed in the consensus document, the goal is to provide health care practitioners with an
understanding of their shared responsibility to ensure that all controlled substances are
prescribed and dispensed for a legitimate medical purpose, as well as to provide guidance on
which red flag warning signs warrant further scrutiny. Overall, challenges faced by health care
practitioners in regard to prescribing and dispensing controlled substances can be overcome
through collaborations, communication, and broader efforts to prevent the diversion and misuse
of controlled substances while ensuring access to the medications for patients who need them for
legitimate reasons.
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The Chair stated this is a very good document and asked if it could be posted on the Board's
webpage?

The EO stated she will check with NABP.

NABP March 2015 State News Roundup

Ms. Kumasaka reported that as of December 31, 2014, 5,147 prescribers have registered to use
the lowa Prescription Monitoring Program (PMP) (an increase of 14.5% from one year ago) and
2,390 pharmacists have registered to use the program (an increase of 15% from one year ago).

Proposed Resolutions for NABP 111t Annual Meeting, May 16-19, 2015

The Chair asked that if the Board has any concerns with the resolutions to email her no later than
May 8, 2015 so she can pass the concerns onto Ms. Keefe, as she will be attending the Annual
Meeting as the Board’s delegate and will be voting on the resolutions.

Request for Information from Virginia Department of Health
Dr. Chock led the discussion on a request for information from Virginia Department of Health.
They are asking the Board to respond to the following questions:
1. Does your state currently allow a trained lay person to possess epinephrine auto-
injectors, perhaps pursuant to a protocol, for the purpose of administering to someone
believed to be experiencing an anaphylactic reaction?

a. If so, has your state developed training for identifying anaphylaxis and
administering the drug?
b. If not, is your state currently considering legislation to allow this?

2. Does your state currently allow stocking of epinephrine auto-injectors, at places other
than medical facilities and public schools, for the purpose of administering to someone
believed to be experiencing an anaphylactic reaction?

a. If so, which places are so authorized?
b. If not, is your state currently considering legislation to allow this?

3. Ifyour state allows administration of epinephrine by lay people and/or the stocking of
auto-injectors at other places, please provide cites for the applicable laws and/or
regulation.

The EO stated she does not think this is under the Board's jurisdiction. She will check with the
Department of Health's Epidemiologist on staff.

NAPLEX and MPJE Eligibility for Individuals Seeking Licensure in Utah

Ms. Keefe reported that at the request of the Utah Board of Pharmacy, the National Association
of Boards of Pharmacy (NABP) will be confirming the eligibility of candidates to sit for the North
American Pharmacist Licensure Examination (NAPLEX) and/or the Multistate Pharmacy
Jurisprudence Examination (MPJE). The Utah Board and NABP expect that moving this task to
the NABP will streamline processes for the Board and its licensure applicants. NABP is providing
this service at no cost to the board.

NABP Seeking Volunteers for 2015-2016 Committees and Task Forces
The Chair stated the NABP is seeking volunteers from its active member boards of pharmacy to
serve on the 2015-2016 committees or task forces.

The EO stated if anyone is interested to let her know.
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Non-pharmacy Hires Pharmacist to Perform Telephonic Health Coaching and Disease
Management - License Requirements?

Dr. Ma led the discussion on an email inquiry seeking clarification on a specific scenario. The
scenario is a health and wellness company engaged in telephonic health coaching and
telephonic disease management. A pharmacist licensed in Missouri will be talking over the
telephone with participants in their program about medication adherence, medication side effects,
polypharmacy, the appropriateness of nicotine replacement therapy, and overall education
regarding medication. They are NOT a pharmacy, and the pharmacist will NOT be dispensing
medication, but will be physically located in Missouri. The questions with the Board's responses
are as follows:
o Does the state of Hawaii require a pharmacist license for this person in order to speak
with residents of Hawaii? Yes.
e [fso, is it a standard pharmacist license or a different category of license? Standard
Hawaii pharmacist license.
e Ifalicense is required, does the application entail the standard NABP License Transfer
process? Yes.

Tricare Emergency Contraceptive Billing Form

Ms. Kumasaka led the discussion on an email inquiry asking if their “For Billing Purposes Only”
prescription will be acceptable to process in Hawaii.

The Chair stated the form they want to use states “This is not a Prescription” and is only to be
used with the purpose of billing.

Dr. Chock stated the product they are referring to is an over-the-counter (OTC) product.

The EO stated if they want to receive reimbursement for it then they would write a prescription,
but they are saying this is not a prescription.

After brief discussion and a review of the pharmacy laws and rules, the Board determined that
any prescription for dispensing must comply with HAR §16-95-82 and that “billing” prescriptions
are not addressed in the current pharmacy laws and rules.

Containment Technologies Group Inc. - Compliance to Pharmacy Compounding
Regulations and Standards

The Board was provided with a letter from Containment Technologies Group Inc. regarding their
compliance to pharmacy compounding regulations and standards for their information.

Accreditation Commission for Health Care — ACHC Inspection Services
The Board was provided with a letter from ACHC Inspection Services, a Division of Accreditation

Commission for Health Care regarding their program to provide inspection services for
pharmacies on behalf of state regulatory bodies for their information.
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Executive Session:

Chapter 91, HRS,
Adjudicatory Matters:

Oregon State University College of Pharmacy’s course: Patient Safety & Medication Error
Prevention for Pharmacists

The Board reviewed an email and course outline from the President of the Oregon Board of
Pharmacy for the Oregon State University College of Pharmacy’s newest course: Patient Safety
& Medication Error Prevention for Pharmacists. The course was developed collaboratively by
Oregon State University’s College of Pharmacy and the Oregon Patient Safety Commission. It
contains a brief introduction by the Institute for Safe Medication Practices and provides
pharmacists with the tools to identify problems, reduce risk and improve communication, leading
to increased patient safety within the pharmacy environment. It is accredited by ACPE for 18
hours (1.8 CEU’s) and priced at $350.00. Upon registration, each individual has three years to
complete the course.

The EO stated if the Board would like to pre-approve courses, she can then refer the course to
the Regulated Industries Complaints Office (RICO) so they can incorporate them into disciplinary
actions. For example, if they have a respondent that has to take a Board approved course, they
will already have a list of Board approved courses available.

The Board by consensus, approved the course and will refer the course to RICO.
Drug samples for use with inpatients in institutional facilities

The Board reviewed an email inquiry asking whether drug samples can be given to institutional
pharmacies for use with inpatients.

After a brief discussion and review of the pharmacy laws and rules the Board determined that the
current pharmacy laws and rules do not specifically address this issue. However, the pharmacy
laws/rules do allow manufacturers' drug samples be provided to practitioners who are then able
to dispense them to their own patients.

At 9:58 a.m., upon a motion by Ms. Keefe, seconded by Dr. Chock, it was voted on and
unanimously carried to move into executive session pursuant to §92-5(a)(1) and (4), HRS, “to
consider and evaluate personal information relating to individuals applying for professional or
vocational licenses cited in section 26-9 or both;” and “To consult with the Board's attorney on
questions and issues pertaining to the board’s powers, duties, privileges, immunities, and
liabilities;”.

At 10:05 a.m. upon a motion by Dr. Ma, seconded by Dr. Chock it was voted on and unanimously

carried to move out of executive session.

The Chair called for a recess from the meeting at 10:06 a.m. to discuss and
deliberate on the following adjudicatory matter(s) pursuant to Chapter 91, HRS:

In the Matter of the Miscellaneous Permit of AETNA SPECIALTY PHARMACY, LLC.
PHA 2014-16-L, Settlement Agreement Prior to Filing of Petition for Disciplinary Action
and Board’s Final Order; Exhibit “1”

Upon a motion by Ms. Kumasaka, seconded by Dr. Chock, it was voted on and
unanimously carried to approve the Board’s Final Order.
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Applications:

Next Meeting:

Adjournment:

In the Matter of the Miscellaneous Permit of BIOLOGICS, INC. PHA 2014-44-L,
Settlement Agreement Prior to Filing of Petition for Disciplinary Action and Board’s Final
Order; Exhibit “1” — “2”

Upon a motion by Dr. Chock, seconded by Ms. Kumasaka, it was voted on and
unanimously carried to approve the Board’s Final Order.

Following the Board’s review, deliberation, and decisions in this matter, pursuant to
Chapter 91, HRS, the Chair announced that the Board was reconvening its scheduled
meeting at 10:08 a.m.

Ratification List

Upon a motion by Ms. Keefe, seconded by Dr. Ma, it was voted on and unanimously carried to
approve the attached ratification lists.

Applications
Pharmacist
Upon a motion by the Chair seconded by Ms. Keefe, it was voted on and unanimously carried to
approve the following application:
Kelly Woldt
Miscellaneous Permit

Upon a motion by the Chair, seconded by Ms. Keefe, it was voted on and unanimously carried to
approve the following applications:

Rx Unlimited, LLC, dba RX Unlimited Pharmacy

Safeway Inc., dba Safeway Pharmacy #4702 — Mark Allen Schaefer, New PIC
Senderra Rx Partners LLC — James Hathaway, Staff Pharmacist

Express Pharmacy Services of PA, LLC, dba CVS Caremark #1638

The Chair announced the next Board meeting as May 21, 2015 and asked if everyone was
available.

May 21, 2015

9:00 a.m.

Queen Liliuokalani Conference Room
335 Merchant Street, First Floor

King Kalakaua Building

Honolulu, HI. 96813

With no further business to discuss, the Chair adjourned the meeting at 10:11 a.m.
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Lisa Kalani, Secretary Lee Ann Teshima, Executive Officer
4/23/15

[X ] Minutes approved as is.
[ ]Minutes approved with changes; see minutes of
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April 16, 2015 Ratification List

Miscellaneous Permits (PMP)

Change of PIC

Diabetic Care RX LLC (PMP-731)
5371 Hiatus Rd.
Sunrise, FL. 33351

New PIC: Caroline Eller
Effective: 3/6/15

Bioscrip Pharmacy NY, Inc (PMP-237)
1 Vermont Dr.

Lake Success, NY. 11042

New PIC: Ana Martinez

Effective: 3/2/15

The Medicine Store Pharmacy Inc. dba Rxpress Pharmacy (PMP-1045)
1000 W Weatherford St., Suite 200

Fort Worth, TX. 76102

New PIC: Victor Morgan

Effective: 2/25/15

HMX Services LLC dba HM Compounding (PMP-904)
558 Kennedy Blvd.

Bayonne, NJ. 07002

New PIC: Eun-Joo Lee

Effective: 1/26/15

American Custom Compounding Pharmacy LLC (PMP-994)
2607 Walnut Hill Ln. Ste. 220

Dallas, TX. 75229

New PIC: Mydhili Beeram

Effective: 2/9/15

Crescent Healthcare Inc. (PMP-537)
11980 Telegraph Rd. Ste. 102

Santa Fe Springs, CA. 90670

New PIC: David Chook

Effective: 3/9/15

Acro Pharmaceutical Services LLC (PMP-626)
313 Henderson Dr.

Sharon Hill, PA. 19074

New PIC: Christopher Duffy

Effective: 3/27/15



Healthscripts Specialty Pharmacy LLC (PMP-1118)
13020 Dairy Ashford Rd. Ste. 301

Sugar Land, TX. 77478

New PIC: Mike Nguyen

Effective: 3/30/15

Coast Quality Pharmacy LLC (PMP-1079)
5710 Hoover Blvd.

Tampa, FL. 33634

New PIC: Cynthia Godfrey

Effective: 4/10/15

Express Scripts Specialty Distribution Services Inc. (PMP-200)
8931 Springdale Ave., Ste. A

St. Louis, MO. 63134

New PIC: Daniel White

Effective: 3/19/15

Express Scripts Specialty Distribution Services Inc. (PMP-1068)
4700 N Hanley Rd. #A

St. Louis, MO. 63134

New PIC: Carolyn Bast

Effective: 3/19/15

Acro Pharmaceutical Services LLC. (PMP-626)
313 Henderson Dr.

Sharon Hill, PA. 19074

New PIC: Christopher Duffy

Effective: 3/27/15

MMS Solutions (PMP-462)

202 Cumberland Bend

Nashville, TN. 37228

New PIC: Timothy R. Hoffman
Effective: 3/23/15

Coram Healthcare Corporation of Northern California

dba Coram Specialty Infusion Services an Apria Healthcare Company (PMP-751)
3160 Corporate PI.

Hayward, CA. 94545

New PIC: Iman Eskandari

Effective: 3/20/15

Palm Beach Pharmaceuticals Inc. (PMP-513)
8409 N Military Trail #125

Palm Beach Gardens, FL. 33410

New PIC: Rebecca Hunter

Effective: 3/20/15



Physician Specialty Pharmacy LLC (PMP-1070)
6258 North W St.

Pensacola, FL. 32505

New PIC: John Dowhal

Effective: 3/23/15

CVS Rx Services Inc. dba Retail Pharmacy Customer Care Center (PMP-778)
2100 Highland Corporate Pk. Dr.

Cumberland, RI. 02864

New PIC: Rhiannon M. Hatton

Effective: 4/6/15

Closure

Apria Healthcare LLC dba Apria Pharmacy Network (PMP-21)
2150 Trabajo Dr. #A

Oxnard, CA. 93030

Effective: 2127115

Express Scripts Pharmacy Inc. dba Express Scripts (PMP-312)
One Millenium Dr.

Willingboro, NJ. 08046

Effective: 4/10/15

CHD Pharmacy (PMP-744)
6225 Annie Oakley Dr. Ste. 300
Las Vegas, NV. 89120
Effective: 5/2/15

Catamaran Home Delivery (PMP-682)
6225 Annie Oakley Dr. Ste. 400

Las Vegas, NV. 89120

Effective: 5/2/15

Express Scripts Pharmacy Inc. dba Express Scripts (PMP-304)
6225 Annie Oakley Dr.

Las Vegas, NV. 89120

Effective: 5/2/15

InnovativeRx Gulf Coast Pharmacy Inc. (PMP-1095)
1035 Collier Center Way #2

Naples, FL. 34110

Effective: 2/28/15

Cystic Fibrosis Services Inc. (PMP-30)
7472 S. Tucson #100

Englewood, CO. 80112

Effective: 3/21/15



Name Change

Magellan Rx Pharmacy LLC (PMP-560)
6870 Shadowridge Drive Suite 111
Orlando, FL. 32812

Effective: 1/30/15

Relocation

Cystic Fibrosis Services Inc. dba Cystic Fibrosis Services (PMP-1006)
10530 John W. Elliott Drive, Suite 200

Frisco, TX. 75033

Effective: 3/23/15

Algunas Inc (A California Corporation) dba Woodland Hills Pharmacy (PMP-884)
20631 Ventura Blvd. Ste. 305

Woodland Hills, CA. 91364

Effective: 3/25/15

Pharmacy (PHY)

Change of PIC

Longs Drug Stores California LLC dba Longs Drugs #6889 (PHY-758)
1481 S. King Street, Suite 111

Honolulu, HI. 96814

New PIC: Joy Kimura

Effective: 3/29/15

Longs Drug Stores California LLC dba Longs Drugs #10848 (PHY-881)
275 W. Kaahumanu Ave. #1C01A

Kahului, HI. 96732

New PIC: Kara Kaneshiro

Effective: 4/10/15

Longs Drug Stores California LLC dba Longs Drugs #9663 (PHY-722)
70 E Kaahumanu Ave.

Kahului, HI. 96732

New PIC: Brando Go

Effective: 4/10/15

Closure

Mina Corporation dba Mina Pharmacy #16 (PHY-804)
3375 Koapaka St. #F-245

Honolulu, HI. 96819

Effective: 4/12/15

Mina Corporation dba Mina Pharmacy #12 (PHY-800)
98-020 Kamehameha Hwy. #2E

Aiea, HI. 96701

Effective: 4/10/15



Mina Corporation dba Mina Pharmacy #4 (PHY-645)
1620 N. School St. Unit 107

Honolulu, HI. 96817

Effective: 4/10/15

Mina Corporation dba Mina Pharmacy #2 (PHY-605)
599 Farrington Hwy. #101

Kapolei, HI. 96707

Effective: 4/10/15

Mina Corporation dba Mina Pharmacy #17 (PHY-814)
440 Kilani Ave.

Wahiawa, HI. 96786

Effective: 4/10/15

Prescription Wholesale Distributor (PWD)

Closure

Nita Mir dba Pacific Medical Wholesaler (PWD-169)
614 Kilauea Ave. #104

Hilo, HI. 96720

Effective: 3/31/15



