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

MINUTES OF MEETING
Date: Thursday, August 13, 2015
Time: 9:00 a.m.
Place: Queen Liliuokalani Conference Room

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

Members Present: Kerri Okamura, RPh, Chair
Garrett Lau, RPh,Vice Chair
Marcella Chock, PharmD., Pharmacist
Carolyn Ma, PharmD., BCOP, Pharmacist
Mary Jo Keefe, RPh, Pharmacist

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

Guests: Kellie Noguchi, Times
Paul Smith, Walgreens
C. Mike Kido, Ashford & Wriston LLP
Greg Edwards, Department of Health, Food and Drug Branch
Catalina Cross, Times
Nicole Miyazaki, UH Hilo, College of Pharmacy
Brian Bautista, Creighton

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 9:00 a.m.
Chair's Report: Announcements and Introductions

The Chair asked the audience to introduce themselves.

Additions/Additional Distribution to Agenda

None.
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Vice Chair's Report:

Executive Officer'’s
Report:

Approval of the Previous Minutes — June 18, 2015

The Chair called for a motion in regards to the minutes of the June 18, 2015 meeting and
stated that on the first page, the DAG for the June meeting was Daniel Jacob.

There being no further discussion or amendments, upon a motion by Dr. Ma, seconded
by Ms. Keefe, it was voted on and unanimously carried to approve the minutes for the
June 18, 2015 meeting as amended.

None.
HAR Title 16, Chapter 95 — Status Report

The EO reported the Board members should have received the clean version of the
current rules and that based on the Board’s previous determination, would like to
immediately begin amendments to allow the Board to issue a pharmacy intern permit as
early as during their first year of pharmacy school to pharmacy students and to amend
§16-95-84 “Transfer of prescriptions. “to include initial prescriptions that may not have
been filled. This would allow a pharmacy who has a prescription that may not have been
filled, to transfer the prescription to another pharmacy.

There being no further discussion, upon a motion by the Vice Chair, seconded by Ms.
Keefe, it was voted on and unanimously carried to move forward with the amendments
previously discussed by the Board pertaining to pharmacy intern permits and transfer
prescriptions to include initial prescriptions that may not have been filled.

Conferences/Seminars/Meetings

2015 MPJE State Item Pool Review — September 10-11, 2015, Chicago, lllinois —
Marcella Chock

Dr. Chock stated that she will be attending the MPJE Standards Setting meeting on
August 19, 2015, not the MPJE State Item Pool Review. She is however interested in
attending the 2015 MPJE State ltem Pool Review as well.

NABP/AACP District 6,7 & 8 Meeting — September 14-17, 2015 Lake Tahoe, Nevada —

Mary Jo Keefe
Ms. Keefe stated she will be attending the district meeting and will not be able to attend

the Board’s September meeting.

Emergency Preparedness/State of Emergency

The EO stated that at the last meeting the Board members were provided the February
2013 “State of Emergency” policy and was asked to review to see if the policy should be
updated or amended.
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The Chair wanted clarification if “State” of emergency meant the whole state or could a
Mayor of a county declare an emergency. She stated that in the past the Big Island
experienced “emergency” situations that did not affect the rest of the State, such as the
lava flow from the volcano which threatened to destroy some pharmacies and/or blocked
roadways so that people could not get to the pharmacy for their medications.

The DAG stated that based on this document and the applicable statute, a state of
emergency must be declared by the Governor.

The EO stated that perhaps we should not refer to state of emergency but more of an
emergency preparedness policy and that she will review with the DAG and report back to
the Board.

DME Providers

The EO asked the Board for clarification on their previous determination based on the
definition of “Practice of pharmacy” to require any entity that “dispensed” a prescription
device, including durable medical equipment, to obtain a pharmacy license/permit
whether located in or out-of-state.

The EO explained that upon review of other definitions, the definition of “drug”,
“‘pharmacy”, “prescription” or “dispensing” did not include “device” but only refers to
‘drugs”. She also pointed out that there is no definition for “durable medical equipment”,
‘medical device”, “prescription device” or “device” and that perhaps the Board would
need to re-review their laws and rules as there appears to be some concern regarding

the who can dispense durable medical equipment.

She asked if any of the pharmacies normally carry “durable medical equipment™? Some
of the response from the Board and members of the audience was “no” or that they
needed clarification on what exactly is “durable medical equipment”.

Mr. Smith stated regardless if there are drugs, you could actually hurt someone if you
don't tell them how to use that product. The issue is, do we want to as pharmacist, give
away our expertise or whoever is the expert on that product. There may be some non-
pharmacies that do have training and do train the patient on the device, but where is the
over-sight on what kind of training they have? There should be concern over the
dispensing of any prescription device since the FDA determined that a prescription is
required for that device.

The EO stated that when the Board previously determined that only pharmacies may
dispense any prescription drug or device, that this was part of their concern as well.

She stated, however, that the Board has to weigh the patient safety issue versus the
access to durable medical equipment for residents of this State.



Board of Pharmacy

Minutes of the August 13, 2015 Meeting

Page 4

Executive Session:

Chapter 91, HRS,

Adjudicatory Matters:

Executive Officer's
Report:

At 9:33 a.m., upon a motion by the Vice Chair, seconded by Dr. Chock, it was voted on
and unanimously carried to move into executive session pursuant to §92-5(a)(4), HRS,
“To consult with the Board’s attorney on questions and issues pertaining to the board’s
powers, duties, privileges, immunities, and liabilities;”.

At 11:30 a.m. upon a motion by Ms. Keefe, 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 11:30 a.m. to discuss and deliberate
on the following adjudicatory matter(s) pursuant to Chapter 91, HRS:

In the Matter of the Pharmacist’s License of David A. Kanak; PHA 2012-18-L,
Settlement Agreement Prior to Filing of Petition for Disciplinary Action and Board’s Final
Order; Exhibit  “1”

Upon a motion by Dr. Chock, seconded by Ms. Keefe, 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 11:32 a.m.

DME Providers

The Chair stated that although there is concern with patient safety with the use of certain
devices, the Board has not been presented with evidence of harm related to current
operating DME providers.

She stated that it is also the understanding that DME providers must obtain DMEPOS
accreditation to become a Medicare DMEPQOS provider in order to bill certain items to
Medicare and that the accreditation process involves providing evidence of personnel
training, recordkeeping and training on the use of devices to the patient and evidence of
the patient’s understanding of use.

Therefore, in order to improve access to devices that do not contain prescription drugs or
devices used for the delivery of prescription drugs, the Board will only require a
pharmacy license or miscellaneous permit for entities dispensing devices that contain
prescription drugs and/or devices used for the delivery of prescription drugs.

The Board will continue to explore possible oversight of DME providers.
The Board agreed.
This is an informal interpretation in accordance with Hawaii Administrative Rules section

16-201-90 for informational and explanatory purposes only. It is not an official opinion or
decision and is thus, not binding on the Board.



Board of Pharmacy

Minutes of the August 13, 2015 Meeting

Page 5

Correspondence:

Immunization of Minors

Immunization Training for Pharmacist Administering Vaccines to Minors — 15 Hours
Acceptable?

The EO stated that when the bill initially passed the Board heard from the Hawaii
Pharmacists Association (HPhA) when discussing the immunization training course
required to administer the influenza vaccine to minors. At that time, based on the
information provided, the Board accepted the 20 hour immunization course.

At the June 18, 2015 meeting, the Board discussed only accepting ACPE courses for the
renewal training requirement to immunize minors as long as it was at least one hour.

The EO stated that they received a Certificate of Completion from a pharmacist who
completed an immunization course presented by the Washington State Pharmacy
Association in 2008, but the information the pharmacist provided on the course is current
(2015) and not necessarily from the 2008 program. It indicates the course as being
fifteen (15) hours and is ACPE accredited.

After some discussion, it was the consensus of the Board to accept any ACPE approved
immunization program for the initial and renewal training requirements.

FAQs for Immunization of Minors
The Board reviewed a draft of FAQs to be posted on the Board’s web page.

There were no concerns expressed by the Board members.

The following correspondence was distributed to the Board members for their
information. There was no discussion.

NABP

NABP e-News

Dispensers Get Four More Months to Meet DSCSA Provisions

e NABP President Urges Pharmacists to Educate Colleagues, Community on
Prescription Drug Abuse

e NABP, Alliance for Safe Online Pharmacies Warn Public About Rogue Online
Pharmacies in USP Blog

e Pharmacy Robberies Still Climbing in Some States, Report Drug Topics

e Consumer Purchasing Diazepam Online Warned to Be Wary of Counterfeit
Version
FDA Advises Caution Against Codeine for Treating Colds in Kids
Pharmacies Could Volunteer to Add Locking Devices on Painkillers Under lllinois
Bill
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NABP News Roundup — June 2015

e New Kentucky Laws Support Medication Synchronization and Dispensing of
Naloxone

e New Mexico Implements Requirement for Safe Opioid Use CPE

e Opportunity for North Dakota Pharmacies to Participate in Program for Proper
CS Disposal

e Amendments to Tennessee Rules on Internships, Outsourcing Facilities, and
Oxygen Supplies Now in Effect

e |Immunization Authority Expanded to Allow Meningococcal Vaccine, Intern
Administration in West Virginia

e Pharmacy Technician Trainees Must Apply with the West Virginia Board Before
Beginning Work

e Revised Wyoming Law Modifies PMP Reporting Requirements and Allows for
Delegates

NABP News Roundup — July 2015
e Louisiana Board Adopts Emergency Rule Regarding Compounding for Office
Use for Veterinarians
Minnesota Implements 2015 Legislation Related to Immunizations
Washington Passes Legislation on Opioid Overdose...NABP Comments to FDA
Regarding the Draft Memorandum of Understanding

Are Out-of-State Pharmacies Permitted by the Board Required to Comply with
Hawaii Pharmacy Laws/Rules?

The Board reviewed an inquiry from Laurel Wala, Esqg. on behalf of her client who is a
compounding pharmacy located in California asking if her client, who becomes registered
as a non-resident pharmacy in Hawaii is required to comply with the laws of its home
state pursuant to HRS 461-15(a)(7)(C) or are there Hawaii pharmacy statutes and
regulations that they must comply with.

The Vice Chair stated that the application for a miscellaneous permit states that they
have to comply with Hawaii pharmacy laws.

The EO stated that she could not find an actual section that made that requirement and
that she remembers that previously another DAG had concerns with the Board requiring
an out-of-state entity or individual to comply with Hawaii statutes if they were not
practicing in this State.

The DAG stated it would be difficult to enforce.

After some discussion, it was the consensus of the Board to defer this for further
discussion/consideration after a more thorough review of the pharmacy laws and rules
can be conducted by the Laws and Rules Committee and consultation with Mr. Edwards
of the DOH and Keith Kamita, Administrator for the Department of Public Safety,
Narcotics Enforcement Division.



Board of Pharmacy

Minutes of the August 13, 2015 Meeting

Page 7

Are Hawaii Pharmacies Permitted to Purchase Genetic Tests from Laboratories?

The Board reviewed an inquiry from Emily Johnson, Attorney, asking if Hawaii
pharmacies are permitted to purchase genetic tests from laboratories and if so, are they
allowed to markup the cost to the patient.

The Chair stated that there may be two (2) types of “tests”, home tests or test that you
can take at home such as a pregnancy test or a physician ordered test, but from the
email it is unclear as to which type of tests she is referring to.

Ms. Keefe stated that under the definition of “Practice of pharmacy” in HRS 461-1, the
practice of pharmacy includes, “Ordering drug therapy related laboratory tests;”.

The Chair added this section pertains to procedures or functions that would require a
collaborative agreement.

After some discussion, it was the consensus of the Board to inform Ms. Johnson that
Hawaii pharmacists (not pharmacies) may “Order drug therapy related laboratory tests;”
pursuant to the definition of “Practice of pharmacy” under HRS 461-1 but that the Board
does not have the authority to address the appropriateness over the pricing of such tests.

Request for “Guidance” on the Responsibility of the Pharmacist When Only
Medical Devices Classified as “Legend Devices” Will Be Sold

The Board directed the EO to respond to this inquiry based on their previous discussion
and informal interpretation regarding DME providers.

Theft Reporting
The Board discussed the concern over pharmacy robberies.

Dr. Ma stated that upon review of the security requirements in the law it only ask for a
“description” of the security measures and does not include any specific requirements.

The EO expressed concerns that some retail stores with pharmacies are open twenty-
four hours which may include the pharmacy, which makes the pharmacy staff more
vulnerable.

After some discussion, it was the consensus of the Board to refer this to their
Laws and Rules Committee for research other state regulations to see if this is
addressed or if security measures should be specified in the pharmacy laws/rules.
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Applications:

Oregon State University College of Pharmacy Course - “Patient Safety and
Medication Error Prevention for Pharmacy — Online CE Course

It was the consensus of the Board to refer the course information to the Regulated
Industries Complaints Office for their consideration and/or appropriate action.

Centers for Disease Control and Prevention’s (CDC) Advisory Committee on
Immunization Practices (ACIP) Issues Recommendation for Meningitis B Vaccine

The recommendations were distributed to the Board members for their information.
Ratification List

Upon a motion by the Vice Chair, seconded by Dr. Chock, it was voted on and
unanimously carried to approve the attached ratification lists.

Applications

Pharmacy Intern Permit

Upon a motion by the Vice Chair, seconded by Dr. Chock, it was voted on and
unanimously carried to approve a conditional pharmacy intern permit with conditions as
follows:

Emily Lowery - Request for Reconsideration of Board's Previous Decision

Conditions:
e Must comply with the Oregon Stipulated Consent Order dated August 28, 2014,
including but not limited to the conditions of the probation;
e Must notify your preceptor(s) in writing of the conditions placed on your Hawaii
pharmacy intern permit; and
e Must notify the Board in writing, within ten (10) days, of any change of status or
changes to the Oregon Board of Pharmacy’s Stipulated Consent Order.

Pharmacist

Upon a motion by the Vice Chair, seconded by Ms. Keefe, it was voted on and
unanimously carried to defer the application for current information that includes a
current License Transfer Report from the NABP and provided there are no new
convictions or prior disciplinary actions, the Board delegates to the EO to approve the
application for:

Allison Panganiban
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Miscellaneous Permit

Upon a motion by the Vice Chair, seconded by Ms. Keefe, it was voted on and
unanimously carried to approve the following miscellaneous permit application upon
receipt of an explanation for “No” response to question number 3 on the application when
applicant indicated prior disciplinary action by the Colorado Board of Pharmacy:

Homescripts.com, LLC

Upon a motion by the Chair, seconded by Dr. Ma, it was voted on and unanimously
carried to approve the following miscellaneous permit applications and additional
pharmacist(s) for miscellaneous permits:

All About Your Health, Inc., dba All About Your Health Family Pharmacy
Liberty Medical LLC, dba Liberty Medical Supply

Anazaohealth Corporation (PMP 558) — Dina Haileyesus, New Staff
Pharmacist

Promesa Health Inc. (PMP 662) — Margie White, New PIC

EHT Pharmacy, LLC, dba Curexa

LLC Patient Services Inc.

Heartland Veterinary Pharmacy LLC (PMP 1157) — Aaron Stutzman, New PIC

Upon a motion by the Chair, seconded by the Vice Chair, it was voted on and
unanimously carried to approve the following application, however, the approval does not
include pharmacist Kerry Eastland due to her encumbered California pharmacist license:

Mesa Pharmacy Inc., dba Mesa Pharmacy VI

Upon a motion by the Chair, seconded by Dr. Ma, it was voted on and unanimously
carried to deny the following miscellaneous permit application for having an encumbered
license in another state, pursuant to HRS §§436B-19(13) Revocation, suspension, or
other disciplinary action by another state or federal agency against a licensee or
applicant for any reason provided by the licensing laws or this section; 461-21(a)(2)
Professional misconduct, gross carelessness, or manifest incapacity; and 461-21(a)(5)
Violation of any state or federal drug, controlled substance, or poison law:

Pharmacy Creations, LLC
Upon a motion by the Chair, seconded by Dr, Chock, it was voted on and unanimously
carried to rescind the Board’s previous decision to deny and to allow applicant to

withdraw the application because a new application was not required:

ExcelleRx
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Next Meeting:

Adjournment:

Taken and recorded by:

/s/ Lisa Kalani

The Chair announced the next Board meeting as September 17, 2015 and asked if
everyone was available.

Ms. Keefe stated she will not be able to attend the September meeting as she will be
attending the NABP/AACP meeting.

September 17, 2015

9:00 a.m.

Queen Liliuokalani Conference Room
King Kalakaua Building

335 Merchant Street, First Floor
Honolulu, Hawaii 96813

With no further business to discuss, the Chair adjourned the meeting at 11:58 a.m.

Reviewed and approved by:

/s/ Lee Ann Teshima

Lisa Kalani, Secretary

9/8/15

Lee Ann Teshima, Executive Officer

[ ]Minutes approved as is.
[X ] Minutes approved with changes; see minutes of _9/17/15
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August 13, 2015 Ratification List

Miscellaneous Permits (PMP)

Change of PIC

Enclara Pharmacia Inc. (PMP-504)
2525 Horizon Lake Dr. #101
Memphis, TN. 38133

New PIC: Kristen George Smith
Effective: 4/14/15

Fairview Pharmacy Services LLC

dba Fairview Specialty Services Pharmacy (PMP-572)
711 Kasota Ave. SE

Minneapolis, MN. 55414

New PIC: Melissa Neslon

Effective: 6/18/15

Specialty Therapeutic Care LP (PMP-564)
1311 W Sam Houston Pkwy N, Ste. 150
Houston, TX. 77043

New PIC:  Allison Mercadel

Effective: 3/31/15

Medi-Physics Inc. dba GE Healthcare (PMP-492)
150 W Cerritos Ave. #150

Anaheim, CA. 92805

New PIC: Jasmine Kim

Effective: 6/27/15

Rx To You Pharmacy Inc. (PMP-911)
3202 SE Federal Hwy

Stuart, FL. 34997

New PIC: William Frey

Effective: 7/1/15

Medi-Physics Inc. dba GE Healthcare (PMP-492)
150 W Cerritos Ave. #150

Anaheim, CA. 92805

New PIC: Jasmine Kim

Effective: 6/27/15

Oncology Rx Care Advantage LP (PMP-487)
13501 Park Vista Blvd. #150

Ft. Worth, TX. 76177

New PIC: Timothy Litsch

Effective: 6/30/15



Caprock Discount Drug (PMP-983)
2625 50" Street

Lubbock, TX. 79413

New PIC: Heather Leigh Arjona
Effective: 6/9/15

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

Santa Fe Springs, CA. 90670

New PIC: Vicki Lewis

Effective: 5/26/15

Express Scripts Pharmacy Inc. dba Express Scripts (PMP-945)
5701 E Hillsborough Ave. Ste. 1300

Tampa, FL. 33610

New PIC: Karen Hancock

Effective: 6/1/15

Pharma Management Group Inc. dba Pharma R Express (PMP-1173)
1321 NW 14" St. Ste. 100

Miami, FL. 33125

New PIC: Aaron Zev Isaac

Effective: 6/29/15

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

Dallas, TX. 75229

New PIC: Olatokunboh Ogundipe

Effective: 7/6/15

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

Palm Beach Gardens, FL. 33410

New PIC: Rebecca Hunter

Effective: 3/20/15

The Medicine Store Pharmacy Inc. dba RxPress Pharmacy (PMP-1045)
1000 W Weatherford St. Ste. 200

Fort Worth, TX. 76102

New PIC: Diana Tow

Effective: 6/22/15

Valley View Drug Inc. dba Valley View Drug (PMP-919)
13966 Valley View Ave.

La Mirada, CA. 90638

New PIC: David Jensen

Effective: 7/21/15



Closure

LCRX LLC dba Alpha Direct Compounding (PMP-935)
8240 E Gelding Ste. 115

Scottsdale, AZ. 85260

Effective: 7/2/15

FPR Specialty Pharmacy LLC (PMP-932)
7910 C Rae Blvd.

Victor, NY. 14564

Effective: 7/1/15

Kare Pharmacy LLC dba Kare Pharmacy (PMP-888)
2901 Coral Hills Dr. #120

Coral Spring, FL. 33065

Effective: 6/19/15

Express Scripts (PMP-643)
5450 N Riverside Dr.

Fort Worth, TX. 76137
Effective: 6/6/15

Life Extension Pharmacy Inc. (PMP-507)
5990 N Federal Hwy.

Ft. Lauderdale, FL. 33308

Effective: 7/17/15

Relocation

Express Scripts Pharmacy Inc. dba Express Scripts (PMP-305)
1810 Lincoln Hwy.

North Versailles, PA. 15137

Effective: 6/1/15

Exact Care Pharmacy LLC (PMP-1101)
8333 Rockside Rd.

Valley Vew, OH. 44125

Effective: 5/15/15

Wellpartner Inc. (PMP-724)
20800 SW 115™ Ave. Ste. 100
Tualatin, OR. 97062

Effective: 5/11/15

Name Change

Enclara Pharmacia Inc. (PMP-504)
2525 Horizon Lake Dr. #101
Memphis, TN. 38133

Effective: 2/20/15




Humana Pharmacy Inc. (PMP-587)
9843 Windisch Rd.

West Chester, OH. 45069

Effective: 6/19/15

Humana Pharmacy Inc. (PMP-473)
4302 W Buckeye Rd.

Phoenix, AZ. 85043

Effective: 6/19/15

Trade Name Change

MCS Enterprises Inc. dba Xubex Pharmacy (PMP-727)
3796 Howell Branch Rd.

Winter Park, FL. 32792

Effective: 6/25/15

Pharmacy (PHY)

Change of PIC

Mina Corporation dba Mina Compounding Pharmacy #4 (PHY-888)
1620 N School St. #107

Honolulu, HI. 96817

New PIC: Gregory O’Malley

Effective: 4/15/15

Longs Drug Stores California LLC dba Longs Drugs #9220 (PHY-718)
4211 Waialae Ave.

Honolulu, HI. 96816

Temp PIC: Glen Morikawa (5/28/15 to 6/6/15)

New PIC: John Hung

Effective: 6/7/15

Longs Drug Stores California LLC dba Longs Drugs #6889 (PHY-758)
1481 S King St. Ste 111

Honolulu, HI. 96814

New PIC: Tasha Castro

Effective: 7/5/15

Longs Drug Stores California LLC dba Longs Drugs #9953 (PHY-741)
45-480 Kaneohe Bay Dr.

Kaneohe, HI. 96744

New PIC: Ryan Wong

Effective: 7/6/15

Longs Drug Stores California LLC dba Longs Drugs #9835 (PHY-726)
2750 Woodlawn Dr.

Honolulu, HI. 96822

New PIC: Derek Hasegawa

Effective: 7/6/15



Wal-Mart Stores Inc. dba Wal-Mart Pharmacy 10-2308 (PHY-550)
3-3300 Kuhio Highway

Lihue, HI. 96766

New PIC: Sean Chu

Effective: 7/21/15

Wholesale Distributor

Closure

PSS World Medical Inc. (PWD-47)
99-994 |waena St. Bay #101

Aiea, HI. 96701

Effective: 7/2/15

Elite Pharma Inc. (PWD-164)
820 Mililani St. #703
Honolulu, HI. 96813

Effective: 1/23/15
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