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State of Alaska
Department of Commerce, Community and Economic Development
Division of Corporations, Business and Professional Licensing
Alaska Board of Pharmacy
FINAL MINUTES OF THE MEETING

November 14 - 15 - In-Person and Teleconference via OnBoard

By authority of AS 08.01.070(2), and in compliance with the provisions of AS 44.62,
Article 6, a scheduled meeting of the Board of Pharmacy was held in-person at the
Robert Atwood Building, Suite 1550 in Anchorage, Alaska and at the State Office
Building, 9" Floor, Conference Room A in Juneau, Alaska on November 14 and 15,
2019. This meeting was scheduled to begin at 9:00 a.m., but was postponed to 1:17p.m.

Agenda Item 1 Call to Order/Roll Call Time: 1:17 p.m.

The November 14, 2019 meeting day was called to order by Chair, Rich Holt at 1:11 p.m.

Board members present, constituting a quorum:

Richard Holt, PharmD #PHAP2008, MBA — Chair
Leif Holm, PharmD #PHAP1606 (via telephone)
Phil Sanders, RPh #PHAP776 (via telephone)
James Henderson, RPh #PHAP1683 (via telephone)
Lana Bell, RPh #PHAP893

Tammy Lindemuth, Public Member

Sharon Long, Public Member (Absent)

Division staff present:

Christianne Carrillo, Occupational Licensing Examiner
Laura Carrillo, Executive Administrator

Marilyn Zimmerman, Paralegal

Sonia Lipker, Senior Investigator

Carl Jacobs, Investigator

Members from the public present:

Alaska Board of Pharmacy
November 14 - 15, 2019 Meeting
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Jessica Adams, Telepharm (via phone)

Lorry Walmsley, Walgreens (via phone)

Lauren Call, CVS (via phone)

William Cover, NABP (Anchorage)

Molly Gray, (Alaska Pharmacy Association; in Anchorage)
Michael Herron, #128756, Walgreens (via phone)

Agenda Item 2 Review/Approve Agenda Time: 1:14 p.m.

Chair Holt informed the board that due to the postponement of the meeting, agenda items #1 —
(roll call/call to order, review/approve agenda, ethics disclosures, and review/approve minutes)
were to proceed beginning at after 1:00 p.m., followed by Bill Cover’s NABP presentation at 1:30
p.m., consent agreements at 2:30 p.m., the investigative update at 3:00 p.m., and old business

as time permits.

On a motion duly made by Lana Bell, seconded by Tammy Lindemuth, and approved
unanimously, it was:

RESOLVED to accept the November 14t agenda as amended.

APPROVE DENY ABSTAIN ABSENT

Leif Holm X

Richard Holt

Phil Sanders

Lana Bell

Tammy Lindemuth

oI B A

James Henderson

Sharon Long X

The motion passed with no further discussion.

Agenda Item 3 Ethics Time: 1:17 p.m.
There were no ethics disclosures.

Agenda Item 4 Review/Approve Meeting Minutes Time: 1:17 p.m.
The board reviewed the meeting minutes from March 7 — 8, 2019 and June 27, 2019.

On a motion duly made by Phil Sanders to approve the March 7 — 8, 2019 and June 27, 2019
meeting minutes as written, seconded by Lana Bell, and approved unanimously, it was:

Alaska Board of Pharmacy
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RESOLVED to accept the March and June meeting minutes as written.
APPROVE DENY ABSTAIN ABSENT
Leif Holm X
Richard Holt X
Phil Sanders X
Lana Bell X
Tammy Lindemuth X
James Henderson X
Sharon Long X
The motion passed with no further discussion.
TASK 1
Laura Carrillo will send Chair Holt the final minutes for signature.
(Pending)
Agenda Item 5 Old Business Time: 1:24 a.m.
William “Bill” Cover with the National Association of Boards of Pharmacy (NABP) was attending

in Anchorage to present to the board programs and services offered by the national association,
including:

NABP Clearinghouse

Mr. Cover informed the board that Clearinghouse is a national database of educational, licensure,
and disciplinary information on pharmacists, wholesale drug distributors, pharmacies, pharmacy
owners, technicians, interns, manufacturers, and controlled substance licenses. Mr. Cover added
that any such actions can be found through the ePortal. The reporting and utilization of the
Clearinghouse is part of the NABP’s constitution and bylaws, for which Alaska is a participating
member. Mr. Cover added that the NABP is required by the federal government to report adverse
actions to the National Practitioner Databank (NPDB), but also requires from states to report to
the Clearinghouse. Chair Holt inquired if this process is done on the back end, to which Mr.
Cover confirmed. Ms. Carrillo explained that the division signs an agreement allowing the NABP
to act as an authorized agent for reporting, adding that she would follow-up with Marilyn
Zimmerman as she was also included in earlier discussions for this service. Chair Holt also
inquired whether we’re currently participating in this, to which Bill stated that the NABP staff is
doing this on states’ behalf by reviewing meeting minutes then reporting to the NPDB.

DMPEPOS: Durable medical equipment, prosthetics, orthotics, and supplies accreditation
rogram.

Alaska Board of Pharmacy
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Mr. Cover indicated that NABP works to ensure facilities can continue to provide durable medical
equipment legally and to ensure that Medicare beneficiaries receive the appropriate products,
services, and patient care. The program has a policy and procedures review to be submitted by the
facility, followed by a license verification process to ensure relevant licenses are current and active,
then unannounced on-site surveyor inspections to confirm the submitted policies and procedures
are in place.

Pre-NAPLEX

To help prepare applicant for the NAPLEX test experience, the NABP provides content similar
to the live questions. The pre-test is available online and includes 100 questions to be completed in
140 minutes. Mr. Cover indicated that the attempt limit is two times and must take it within seven
days.

VIPPS (Verified Internet Pharmacy Practice Sites Accreditation)

This service was launched in 1999, and Mr. Cover indicated the NABP currently tracks 10,000
websites that offer prescription drugs across the word. The board was informed that 95% of
these websites are operating are out of compliance with US laws, for example, those that provide
counterfeit drugs. Compliant internet pharmacies are placed on a list on their ‘.pharmacy’ to
designate it as a compliant pharmacy for improved consumer awareness and patient safety. There
has been a number of state boards that have utilized this so that there’s a guidepost of what
Internet pharmacies to use that are safe. Pharmacies placed on this are assessed for patient privacy,
security of prescription orders, quality assurance, and consultation between pharmacists and
patients.

Verified Pharmacy Program
Launched in 2012, this program was developed to fill gaps in non-resident pharmacy system and

provide states complete information needed to make licensing decisions. Mr. Cover stated that 48
states utilize VPP in some manner. Currently, this is required by Michigan for all non-resident
sterile compounding pharmacies and also required in other states like Virginia and Utah. Tammy
Lindemuth inquired what two states aren’t current participating, to which Bill stated it was in
Hawaii and California; California does inspections themselves and Hawnaii is not inspecting in-state
pharmacies at this time so are holding same standard to non-resident pharmacies. Bill noted that
the 48 number would need to be looked at further since Alaska is not currently participating
either.

Christianne Carrillo left the room at 1:43 p.m.
Christianne Carrillo returned to the room at 1:45 p.m.

Virtual wholesaler — virtual manufacturer

Mr. Cover stated that within last 5-10 years, the topic of “virtuals” has come into existence. The
common question is, why are these entities entering the supply chain? Mr. Cover stated that part
of it is the logistics aspect and noted that for virtual manufacturers, these individuals, firms, or
entities who owns the drug never physically takes possession of it within their own facility. The
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pros were stated as: high utilization of third party logistics providers which creates the efficient
movement of prescription drugs across the supply chain. The cons were stated as: numerous
examples of virtuals that operate in a residence, which can create issues with compliance and
record keeping inspections. Virtuals provide opportunities for counterfeit products to be
introduced into the supply chain, so is the reason why states introduce regulations to better
monitor them. Mr. Cover further stated that virtual wholesalers are sometimes referred to as being
a broker, but brokers actually take possession of the drug. Federal law under DSCSA states that
two pharmacies can’t distribute without using a wholesale drug distributor; one must be licensed
as a wholesale drug distributor in order to conduct business legally.

NABP Services for distributors

Mr. Cover indicated that VAWD is in compliance with DSCSCA, which brings a uniform
compliance assessment for wholesale distributors. DSCSA changed how states can license and
regulate wholesale distribution of drugs; many states had wholesale drug distributors, third-party
logistics providers, outsourcing facilities, manufacturers, 503B facilities, etc. that were licensed
under one category, which conflicts with current federal law as they require distinct licenses for
authorized trading partners.

VAWD Accreditation

Mr. Cover stated that a common question is how long it takes to gain VAWD accreditation, which
can be in as little as 2-3 months, but generally will take 6-9 months. Now that Alaska is
participating in VAWD, this brings the number of states participating in this service to 47.

Wholesale Distributor Inspection (WDI) program

Launched in fall 2019, similar to VAWD, but is based on NABP’s long established expertise and
experience in protecting patients. Mr. Cover stated the main difference is that there is no policy
and procedure remediation or in-depth transactional review required with VAWD. WDI involves
unannounced inspections within 8 weeks of licensure. Following a review of inspections post-
licensure, it was found that many wholesale distributors were not aligned with requirements in
terms of sanitation, compliance, and not even knowing with DCSAC is. Mr. Cover indicated that
one of the benefits of the program is that the results of WDI inspections can be available within
the existing e-Profile, and that it offers an integrity and security review. Mr. Cover then proceeded
to share with the board images of what results look like in the eProfile, including a screen shot of
business hours to see when facilities are available for inspections, schematic diagrams, and store
front photos.

Lana Bell inquired to Mr. Cover what the different roles are between the NABP and the
NNCPDP. What is the current relationship between the two between the Internet pharmacies?
Ms. Bell recalled that the NABP used to issue a pharmacy identification number, which NCPDP
now does. Mr. Cover stated that it was sold to the NCPDP about 25 years ago, and is used for
reimbursement and e-prescribing purposes, which that happens outside of the NABP. VPPS is
about pharmacies that have an online presence. Mr. Cover addressed pharmacies who attempt to
change their name to avoid being detected as pharmacy with disciplinary history. ACPE is
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involved in collecting continuing education verification, then sending the information to the
NABP for assignment of unique identifiers. Tammy Lindemuth inquired as to how many in-state
wholesale drug distributors we currently have in Alaska, to which Chair Holt indicated, to his
recollection, that we have three.

Chair Holt reminded the board that they now regulate three new license types and to keep in mind
that at present, they are accepting a self-inspection where the applicant may just be checking a
box, alluding to the fact it may behoove the board to repeal the self-inspection option and instead
just require the VAWD accreditation.

On a motion duly made by Rich Holt to authorize the National Association of Boards of
Pharmacy (NABP) to act as the board’s agent for reporting disciplinary actions to the
National Practitioner Databank (NPDB), seconded by Lana Bell, and approved
unanimously, it was:

RESOLVED to authorize the NABP as an adverse action reporting agent to the
NPDBP.

APPROVE DENY ABSTAIN ABSENT

Leif Holm X

Richard Holt

Phil Sanders

Lana Bell

Tammy Lindemuth

oI B A

James Henderson

Sharon Long X

The motion passed with no further discussion.

TASK 2

Laura Carrillo will send Marilyn Zimmerman the signed authorized agent paperwork naming the
NABP as the authorized agent of the Alaska Board of Pharmacy for reporting adverse disciplinary
actions against licensure.

(Pending; 1anra Carrillo signed the document on 11/19/2019, which will then need to be signed by the executive
director of the NABP)

Agenda Item 7 Consent Agreements Time: 2:28 p.m.

Marilyn Zimmerman entered the room at 2:28 p.m.
Marilyn Zimmerman left the room at 3:35 p.m.
Marilyn Zimmerman joined the board to discuss consent agreements and potential board actions.
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On a motion duly made by Rich Holt in accordance with AS 44.62.310(c)(2), and seconded
by James Henderson, the board unanimously moved to enter executive session for the
purpose of discussing subjects that tend to prejudice the reputation and character of any
person, provided the person may request a public discussion.

RESOLVED to enter into executive session in accordance with AS 44.62.310(c)(2).
Staff members, Laura Carrillo and Marilyn Zimmerman wete authorized to remain in the room.

Off record for executive session at 2:35 p.m.
On record for public discussion at 3:01 p.m.

Chair Holt clarified for the record that no motions were made during executive session, but were
ready to entertain motions.

On a motion duly made by Rich Holt to accept the default revocation for Arielle Vargas,
pharmacy technician #PHAC4905, case #2019-000308, and seconded by Lana Bell, it was:

RESOLVED to accept the default revocation for pharmacy technician, Arielle
Vargas.

APPROVE DENY ABSTAIN ABSENT

Leif Holm X

Richard Holt

Phil Sanders

Lana Bell

Tammy Lindemuth

oI B A

James Henderson

Sharon Long X

The motion passed with no further discussion.

On a motion duly made by Rich Holt to accept the default revocation for Kao Saelee,
pharmacy technician #111460, case #2019-000307, and seconded by Lana Bell, it was:

RESOLVED to accept the voluntary surrender for pharmacy technician, Kao

Saelee.
APPROVE DENY ABSTAIN ABSENT
Leif Holm X
Richard Holt D¢
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Phil Sanders

Lana Bell

Tammy Lindemuth

oMW

James Henderson

Sharon Long X

The motion passed with no further discussion.

TASK 3

Rich Holt will sign the license actions for Arielle Vargas and Saelee Koa and return them to the
division.

(Complete; Lanra Carrillo forwarded the documents to Chair Holt for signature via email on 11/20/2019).

Hearing nothing further on actions, the board returned to discussion on consent agreements to
address outstanding continuing education audits, which are not actually consent agreements but
were scheduled for discussion under this agenda item. Ms. Carrillo noted to the board that the
continuing education audits for Dorothy Luchansky and Merry Gregg were inadvertently closed
during the board’s March 7 — 8, 2019 meeting, but that their documentation was in need of further
review. It was also indicated to the board that Tina Horn and Joan Bittner still needed to provide
additional documentation; however, Ms. Zimmerman noted that Joan Bittner had since submitted
the outstanding documents for her audit on June 5%, 2019.

TASK 4

Marilyn Zimmerman will forward Joan Bittner’s CE documentation submitted in June, and Ms.
Carrillo will upload her documentation to OnBoard on November 227 for the board’s next
monthly review and voting period.

(Complete; Marilyn Zimmerman provided the documentation to Lanra Carrillo on 11/15/2019; Laura Carrillo
will post the documentation in OnBoard by 11/21/19; audit closed 12/27/2019).

TASK 5

Laura Carrillo will follow-up with Marilyn Zimmerman as to whether Tina Horn had since
completed her audit.

(Complete; Marilyn Zimmerman confirmed with Laura Carrillo that Ms. Horn’s CE audit was closed in April
2019).

TASK 6
Laura Carrillo will further assess the continuing education documents for Dorothy Luchansky and
Merry Gregg.
(Completed on 11/20/2019; was referred for further review).
Agenda Item 6 Investigative Report Time: 3:01 p.m.
8
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Carl Jacobs and Sonia Lipker Zimmerman entered the room at 3:01 p..
Carl Jacobs and Sonia Lipker Zimmerman left the room at 3:35 p.m.

Investigator Carl Jacobs presented the investigative report, which included cases from May 22,
2019 to October 30, 2019. During this review period, the investigative unit opened 15 cases,
closed 9, and are still reviewing 3 cases. These cases included matters related to fraud or
misrepresentation, violation of licensing regulation, unlicensed practice or activity, application
falsification, unprofessional conduct, incompetence, negligence, unethical conduct, and other
application issues.

Investigator Jacobs informed the board there were three matters to review.

On a motion duly made by Rich Holt in accordance with AS 44.62.310(c)(2), and seconded
by James Henderson, the board unanimously moved to enter executive session for the
purpose of discussing subjects that tend to prejudice the reputation and character of any
person, provided the person may request a public discussion.

RESOLVED to enter into executive session in accordance with AS 44.62.310(c)(2).

Staff members, Laura Carrillo, Carl Jacobs, and Sonia Lipker were authorized to remain in the
room.

Off record for executive session at 3:10 p.m.
On record for public discussion at 3:35 p.m.

Chair Holt clarified for the record that no motions were made during executive session, but were
ready to entertain motions.

On a motion duly made by Rich Holt to accept the imposition of civil fine for Hallandale
Pharmacy, registration #PHAO1184, case #2018-001271, and seconded by Lana Bell, it

was:

RESOLVED to accept the imposition of civil fine for Hallandale Pharmacy.

APPROVE DENY ABSTAIN ABSENT

Leif Holm X

Richard Holt

Phil Sanders

Lana Bell

Tammy Lindemuth

Mo MMM

James Henderson

Sharon Long X

The motion passed with no further discussion.
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On a motion duly made by Rich Holt to accept the imposition of civil fine for Southside
Pharmacy 3, registration #108014, case #2019-000253, and seconded by Lana Bell, it was:

RESOLVED to accept the imposition of civil fine for Southside Pharmacy 3.

APPROVE DENY ABSTAIN ABSENT
Leif Holm X
Richard Holt X
Phil Sanders X
Lana Bell X
Tammy Lindemuth X
James Henderson X

Sharon Long X

The motion passed with no further discussion.
On a motion duly made by Rich Holt to accept the voluntary surrender for Distinguished
Pharmaceuticals, registration #PHAO1378, case #2017-000945 and 2019-001230, and

seconded by Lana Bell, it was:

RESOLVED to accept the voluntary surrender for Distinguished Pharmaceuticals.

APPROVE DENY ABSTAIN ABSENT
Leif Holm X
Richard Holt X
Phil Sanders X
Lana Bell X
Tammy Lindemuth X
James Henderson X

Sharon Long X

The motion passed with no further discussion.

TASK 7

Rich Holt will sign the license actions for Hallandale Pharmacy, Southside Pharmacy 3, and
Distinguished Pharmaceuticals, and will return them to the division.

(Complete; Laura Carrillo forwarded the documents to Chair Holt for signature via email on 11/20/2019; sent
12/05/2019).

Agenda Item 9 Old Business Time: 3:44 p.m.
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Hearing nothing further on actions, Chair Holt moved to addressing old business topics. Chair
Holt pointed the board to the March 7 — 8, 2019 meeting minutes where it was, “resolved to
submit to the AAG a request for input on whether the board can weigh in on a federal rule,
particularly the issue concerning DEA guidance on transferring of controlled substance

prescriptions.”

TASK 8

Ms. Carrillo will submit a request for legal opinion on whether the board can weigh in on DEA
guidance during an open commenting period.
(Complete; Requested via deputy director on 11/22/2019, received LAW guidance on 12/11/2019).

Agenda Item 7 Regulation Projects (from day 2 agenda)

The board then moved to discussing old and tabled regulation projects.

12 AAC 52.470 (Refills)

The board reviewed public comment on this proposal, including Chair Holt’s comment that not

Time: 3:48 p.m.

all prescriptions are written for 30 days, for example, birth control issued for a 28 supply, or
creams, ointments, inhalers, issued for less than 30 days, so the board needs to consider other
types of prescriptions where this supply day limit may not apply. need to think about types of
prescriptions where this may not apply. Chair Holt suggested the board exclude prescriptions that
aren’t typically issued for 30 days to 90 days. Leif Holm stated the intent is to have the ability to
increase the days’ supply for the patients’ benefit, so working through the wording is the goal.

James Henderson inquired as to what any unintended consequences would be of amending this
section, to which Chair Holt Rich stated there would be consequence of having to again amend
this section once the board is able to regulate nationally certified technicians. Mr. Henderson
turther inquired whether the change is needed since the actions must be done under the direct
supervision of the pharmacist, regardless of whether it’s a technician or an intern. The board
discussed it may not be necessary to specifically name technicians and interns since they’re already
required to perform under the supervision of a pharmacist.

On a motion duly made by Rich Holt, to amend 12 AAC 52.470(d), seconded by Lana Bell
and approved unanimously to read , “the pharmacist, nationally certified pharmacy
technician or pharmacist intern may dispense any quantity of drug on an original or refill
prescription drug order so long as the 1.) total quantity of dosage units dispensed does not
exceed the total quantity of dosage units authorized by the prescriber on the prescription
drug order, including refills; and 2.) the drug is not a federal or state scheduled controlled

substance.” it was:

RESOLVED to amend 12 AAC 52.470(d).

APPROVE

Alaska Board of Pharmacy
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Leif Holm

Richard Holt

Phil Sanders

Lana Bell

Tammy Lindemuth

R

James Henderson

Sharon Long X

The motion passed with no further discussion.

TASK9

Laura Carrillo will forward the board’s proposed amendment to 12 AAC 52.470(d) and associated
regulations FAQ relating to refills to the publications specialist for cursory review by the
Department of Law.

(Complete; Ms. Carrillo completed the regulations FAQ for this section on 11/20/2019).

Agenda Item 5 PDMP Update Time: 4:02 p.m.

Enhancements

Ms. Carrillo discussed NarxCare, license integration, the compliance module, RxCheck, and
clinical alerts. She also reviewed the board’s PDMP report, which indicates at least 100%
compliance with mandatory registration, noting that pharmacists have the highest registration and
use compliance rate among all provider types required to register with the PDMP despite being
the only profession not required to perform patient queries. The full report can be found at:
https:/ /www.commerce.alaska.gov/web/cbpl/ProfessionalLicensing/PrescriptionDrugMonitorin
gProgram/PDMPBoardReports.aspx

Military PDMP

Ms. Carrillo informed the board that the military launched their own PDMP in December and that
continued efforts are underway to determine how military providers will register since there are a
number of military prescribers and dispensers already registered with the state PDMP.

Grants

Ms. Carrillo also discussed the current grants from the Bureau of Justice Administration, the
Centers for Disease Control and Prevention (CDC), and an upcoming grant to implement the
Medicaid Support Act.

Staffing
Ms. Bell inquired as to what the status was with staffing. Ms. Carrillo informed the board that the

division was actively recruiting to fill the PDMP manager and occupational licensing examiner
position.
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Agenda Item 10 Recess

Time: 4:16 p.m.

Chair Holt motioned to recess until November 15t at 9:15 a.m. The board went off record at 4:16

p.m.
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State of Alaska
Department of Commerce, Community and Economic Development
Division of Corporations, Business and Professional Licensing
Alaska Board of Pharmacy
FINAL MINUTES OF THE MEETING

November 14 - 15 - In-Person and Teleconference via OnBoard

By authority of AS 08.01.070(2), and in compliance with the provisions of AS 44.62,
Article 6, a scheduled meeting of the Board of Pharmacy was held in-person at the
Robert Atwood Building, Suite 1550 in Anchorage, Alaska and at the State Office
Building, 9" Floor, Conference Room A in Juneau, Alaska on November 14 and
15, 2019.

These are draft minutes that have not yet been approved by the board.

Agenda Item 1 Call to Order/Roll Call Time: 9:17 a.m.

The November 15, 2019 meeting day was called to order by Chair, Rich Holt at 9:17 a.m.

Board members present, constituting a quorum:

Richard Holt, PharmD #PHAP2008, MBA — Chair
Leif Holm, PharmD #PHAP1606 (via telephone)
Phil Sanders, RPh #PHAP776 (via telephone)
James Henderson, RPh #PHAP1683 (via telephone)
Lana Bell, RPh #PHAP893

Tammy Lindemuth, Public Member

Sharon Long, Public Member (Absent)

Division staff present:

Laura Carrillo, Executive Administrator

Members from the public present:

Adam Chelser, Cardinal Health (via phone)
Molly Gray, (Alaska Pharmacy Association; in Anchorage)

Agenda Item 2 Review/Approve Agenda Time: 9:20 p.m.

Alaska Board of Pharmacy
November 14 - 15, 2019 Meeting

14



587
588
589
590
591
592
593
594
595
596
597
598
599
600
601
602
603
604
605
606
607
608
609
610
611
612
613
614
615
616
617
618
619
620
621
622
623
624
625
626
627
628

The board reviewed the agenda for day 2. Chair Holt noted to the board that agenda item #5
would be struck as the board reviewed those comments during their June 27%, 2019 meeting.
Chair Holt also noted that public comment would be entertained at 10:40 a.m.

On a motion duly made by Lana Bell to approve the day 2 meeting minutes as amended,
seconded by Tammy, and approved unanimously, it was:

RESOLVED to accept the day 2 agenda as amended.

APPROVE DENY ABSTAIN ABSENT
Leif Holm X
Richard Holt X
Phil Sanders X
Lana Bell X
Tammy Lindemuth X
James Henderson X

Sharon Long X

The motion passed with no further discussion.

Agenda Item 3 Implemented Regulations Time: 9:22 p.m.

Ms. Carrillo pointed the board to their packet on the new regulations that went into effect on
10/31/19, which included regulations for non-resident wholesale drug distributors, outsourcing
facilities, and third-party logistics providers. The board was informed that the applications for
these new license types were posted on 10/25/19, and that the board has since received 3
applications for non-resident wholesale drug distributors, and 1 application from an outsourcing
facility. Ms. Carrillo also informed the board that the Indian Health Service Exemption form was
also created and is currently posted. Ms. Carrillo then addressed the new FAQs document and
asked the board for input.

Question #1: I am already registered in Alaska as an out-of-state pharmacy. Do I need to maintain
my non-resident pharmacy registration in addition to obtaining an outsourcing facility, third-party
logistics (3PL), or non-resident wholesale drug distributor license?

Chair Holt commented that this answer needs to be clarified such that applicants/licensees know a
separate application and license is required if the facility operates distinct but concurrent lines of
business. For example, if an out-of-state pharmacy is already registered in Alaska, the way the
current answer reads seems to imply that if the same facility also operates as an outsourcing
facility, a new registration wouldn’t be required. The board agreed and Ms. Carrillo indicated she
would make this correction.

Question #3: What is the business license versus the professional license?
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James Henderson commented that the first sentence should read, ...from the board” rather than
“by the board.”

prescriptions. Is this permissible in Alaska?
Chair Holt commented that the Good Compounding Practices published in 2008 have also been

adopted by reference in regulation, which should be stated in this answer.

TASK 10

Laura Carrillo will amend question #1 of the new license type FAQs initially dated 11-05-19 to
clarify that facilities engaged in separate lines of business must obtain a license for the respective
licensing category, e.g.: an out-of-state pharmacy also operating as an outsourcing facility.
(Complete; Ms. Carrillo amended the response to this question and forwarded the updated document to the division’s
publications specialist for posting on 11/20/2019).

TASK 11

Laura Carrillo will amend question #3 of the new license type FAQs initially dated 11-05-19 to
clarify that facilities obtain the professional license from the board.

(Complete; Ms. Carrillo amended the response to this question and forwarded the updated document to the division’s
publications specialist for posting on 11/20/2019).

TASK 12

Laura Carrillo will amend question #17 of the new license type FAQs initially dated 11-05-19 to
mention 12 AAC 52.440, which is the section formally adopting Good Compounding Practices.
(Complete; Ms. Carrillo amended the response to this question and forwarded the updated document to the division’s
publications specialist for posting on 11/20/2019).

Agenda Item 4 Division Update/Board Report Time: 9:34 a.m.

Sharon Walsh joined the room at 9:30 a.m.
Sharon Walsh left the room at 9:48a.m.

Right-touch regulation

Deputy Director, Sharon Walsh, joined the board to provide the division’s deregulation
presentation. Deputy director Walsh reminded the board that the division director, Sara
Chambers, had sent out a memo back in July informing boards to start thinking about professional
licensing reform. The main idea of this presentation was for boards to create a more streamlined
application process, to identify inefficiencies, and discuss/remove outdated regulations. Chair Holt
expressed that the board is currently doing this, for example, passing regulations allowing the
executive administrator to review and approve applications where there is no adverse disciplinary
or criminal history associated with the applicant. Ms. Carrillo added that she has been maintaining
a running list of outdated or unnecessary regulations, and suggested the board form a workgroup
or subcommittee to further discuss this. Tammy inquired whether her understanding is correct in
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that the subcommittee meet, then present the findings to the board, who ultimately makes the
decision, to which Ms. Carrillo indicated the understanding was correct. Phil Sanders expressed his
support of forming a subcommittee. L.ana Bell recommended the board chair choose a member.

Budget report
The board addressed the board’s budget report, to which deputy director Sharon Walsh indicated

she would be happy to provide this to them, but would need some time to review. Ms. Carrillo
indicated she would email the report to Ms. Walsh, who would review and then return to present
their budget report to the board.

Chair Holt called for break at 10:00 a.m.

Off record at 10:00 a.rm.
On record at 10:20 a.m.

On a motion duly made by Rich Holt, seconded by Tammy Lindemuth, and approved
unanimously to form a subcommittee consisting of Rich Holt and Tammy Lindemuth to
evaluate the ideas for redundant or unnecessary statutes/regulations to conform to the
right-touch regulations performed by Deputy director Sharon Walsh, it was:

RESOLVED to form a subcommittee consisting of Rich Holt and Tammy
Lindemuth to further the board’s progress on creating regulatory efficiencies.

APPROVE DENY ABSTAIN ABSENT
Leif Holm X
Richard Holt X
Phil Sanders X
Lana Bell X
Tammy Lindemuth X
James Henderson X

Sharon Long X

The motion passed with no further discussion.

TASK 13

Ms. Carrillo will forward the document titled, “Ideas for Redundant or Unnecessary Regulations.”
to Rich Holt and Tammy Lindemuth to assist their subcommittee’s right-touch regulation
discussion.

(Complete; Ms. Carrillo forwarded this document on 11/20/ 19 along with the right-touch regulation workbook

and clarification on public noticing a subcommittee).

AgendaItem 11 ~ CSAC Update Time: 10:20 a.m.
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Tammy Lindemuth presented her update for the Controlled Substance Advisory Committee
(CSAC). Ms. Lindemuth reminded the board and advised the public that as of the board’s March
2019 meeting, she was designated as the board’s chair of the CSAC. Rob Henderson with
Department of Law was previously in charge of the meeting because LAW houses the resources
tor scheduling. Rebecca Cain from Dept. of Law informed Tammy that Cat Reynolds would assist
with scheduling. Tammy reached out to Cat Reynolds for assistance but has not heard back. Ms.
Carrillo indicated to the board that the legislative change didn’t affect AS 08.80 that would
otherwise provide the board with resources adequate for scheduling and note taking. Ms. Carrillo
inquired as to when the CSAC last met, to which Ms. Bell indicated in was in July 2018.

TASK 14

Laura Carrillo will ask director Chambers to reach out to Rebecca Cain at the Dept. of Law to
inquire what the status of the CSAC is as it’s been difficult to convene. Laura Carrillo will also
reach out to Shiloh Werner, who is the last secretary associated with writing the meeting minutes
for the CSAC at their last meeting on July 16, 2018.

(Complete; Ms. Carrillo requested follow-up with Department of Law through director Chambers and deputy
director Walsh via email on 11/20/19; Shilow Werner is no longer listed as a contact; division director’s secretary
reached out to the department of law on 11/21/219).

Agenda Item 4 Division Update/Board Report Time: 10:30 a.m.

Sharon Walsh joined the room at 10:26 a.nm.
Sharon Walsh left the room at 10:50 a.m.

Deputy director Walsh again joined the room to present the board’s budget report for FY19
Quarter 4. Ms. Walsh informed the board that their cumulative surplus is more than expenditures,
adding that there seemed to be a concern with their revenues as indicated by a requested fee
analysis. Ms. Walsh added that the total revenue was $1,016,259 and that the total direct
expenditures was $613,280. Total direct expenditures: 613,280k total direct expenditures. It was
noted that from the 2016 — 2017 biennium to the 2018 — 2019 biennium, the board saw an
increase in total revenue of $2,000. It was also noted that there was a decrease in investigative
expenditures by about $19,000 from 2016 — 2017 to 2018, but that there was an increase in
indirect expenditures by $118,000. Lana Bell inquired as to what these indirect expenditures costs,
to which Ms. Walsh stated it could include real estate costs paid to the department of
administration, I'T charges, and admin expenses. Lana Bell inquired whether IT services for
managing the PDMP is driving that cost upwards, to which Ms. Carrillo stated it likely isn’t
because Appriss Health is our subcontractor and manages the system for us. Ms. Walsh indicated
these costs can change and is not always known to the division.

Leif Holm commented that seems to be a reoccurring theme of indirect expenditures and how the
board never really understands this, and expressed the need for the board to have more clear
information on this. Chair Holt inquired as to which categories contribute to the indirect
expenditures. Sharon Walsh indicated she would look into what these are on the object code. Lana
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stated it’s difficult to have a discussion on the budget because there’s no control of what
contributes to their budget trends. Chair Holt advised the board to remember the new applications
just went into effect, which will elevate the board’s revenue over time. Ms. Bell commented that
the board has made sacrifices to lower costs, for example, not meeting face-to-face, which has
brought its own challenges, such as Internet and connection issues, but that it would be helpful to
discussions to know what exact costs are driving the board to lose money.

Agenda Item 6 Public Comment Time: 10:50 a.m.

Molly Gray commented on the important need to hold a public comment period and concerns
from the public that this was being limited. Ms. Gray also invited a board member to present at
their upcoming annual convention in February.

Daniel Nelson commented on how the board of pharmacy is addressing the opioid epidemic, in
part how they were responding to the recent high-profile arrests due to negligent opioid
prescribing practices. Mr. Nelson commented that prescriptions have been filled for years and that
they have the corresponding responsibility to ensure prescriptions are dispensed per DEA
guidelines and board law. Mr. Nelson then commented on the pharmacist letter from January as
well as the press-release in which he expressed the delivery was in a heavy-handed manner. The
message that was conveyed seem to state loud and clear that pharmacists are not doctors, and that
they must fill the prescriptions or place their license in jeopardy, which led pharmacists to fill
prescriptions they weren’t comfortable with. Mr. Nelson added that we need to work together
with prescribing boards to address this. Finally, Mr. Nelson reiterated the importance of holding
public comment.

Ms. Carrillo commented that she has been working with prescribing boards since January 2019 to
come up with a joint statement to release, adding that there’s been input from the dental board
and the nursing board. The joint statement from July can be found at pdmp.alaska.gov, but the
finalized version is currently being worked on.

Chair Holt addressed the letters sent in January 2019 and reiterated that the corresponding
responsibility is a federal law, since the board of pharmacy can’t tell pharmacists whether or not to
dispensed. Ms. Bell stated the feedback she received on this letter was positive. Ms. Lindemuth
acknowledge the importance of public comment and would be sure to include this moving
forward.

Agenda Item 7 Regulation Projects Time: 10:50 a.m.

The board then moved to discussing tabled regulations from previous meetings.

12 AAC 52.095(d)(8) — Application for pharmacist license by reciprocity
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The board discussed accepting electronic primary source verification in lieu of accepting a
verification on form provided by the department. Ms. Carrillo stated that states are moving to
align with this trend to be more proactive and accommodate different verification sources.

12 AAC 52.865(b) — Reporting and reviewing PDMP information

The board considered making an explicit change to include zero reporting to clarify for
pharmacies that days in which there were no dispensations for federally scheduled II — IV
controlled substances must still be reported to the PDMP as a “zero report”. Ms. Bell and Mr.
Sanders indicated this may be challenging for those pharmacies who must submit manually,
especially on days in which they are closed for business on weekends. Ms. Carrillo pointed to the
time computation in (e), which excludes weekends. Chair Holt added that it also excludes holidays.
Ms. Bell stated it could be very problematic for smaller pharmacies that don’t have automatic
reporting systems.

12 AAC 52.423(d) - Remote pharmacy license

The board discussed adding a new subsection (d) addressing the telemedicine business registry.
Ms. Carrillo explained that the telemedicine business registry is simply a request for placement to
be on the registry. The introduction of this section is a solution to close the loop with the
requirements that went into effect following the telemedicine legislation in June 2016. To be
placed on the registry, the pharmacy must have a professional license and business license. Ms.
Bell inquired whether this helped to assist Mr. Holm in his remote pharmacy. Mr. Holm indicated
the regulations took too long to be effective, but the issue was more so related to insurance
reimbursements. Mr. Holm also added that patients had very positive experience with accessibility
to a remote pharmacy. Ms. Bell then inquired whether it’s necessary for a pharmacist to be on site
if there’s another pharmacy that can be open.

12 AAC 52.140(b)(1)(3) and (6) — Pharmacy technician license

(b)(1): Chair Holt indicated to the board that the proposed amendment isn’t a substantive change
but just a change to require the application to be notarized.

(b)(3): Chair Holt indicated there was an individual who didn’t graduate with a diploma so wasn’t
issued a license. Ms. Lindemuth indicated that the GED is recognized as the equivalent to the high
school diploma; “its equivalent” is proposed to be struck. Ms. Carrillo inquired to the board why
“equivalent” would be struck, particularly for foreign pharmacy technician applicants as their
country may not recognize GEDs. Mr. Sanders inquired as to whether there is an accepted list of
equivalent programs, to which Chair Holt indicated there was not. Ms. Bell recommended the
language, “high school diploma, GED, or secondary education equivalent”. Mr. Henderson
recommended adding, “or board approved equivalent.” Ms. Carrillo inquired as to whether a
nationally certified technician credential could be included in this proposed section in lieu of a
high school diploma or equivalent, to which Chair Holt indicated this section shouldn’t be too
specific. The board continued to discuss how this should be amended for inclusivity.

(b)(6): the proposed amendment was to require affidavits good moral character consistent with
application requirements for other license types. The board agreed with this proposal.
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841 TASK15

842  Rich Holt will come up with language for the proposed section, 12 AAC 52.140(b)(3), relating to
843  post-secondary education.

844  (Pending).

845

846 12 AAC 52.230(c)(e)(g)(h) — Pharmacy technicians

847  (e): Ms. Bell suggested that “regularly” be struck since the board doesn’t define this term.

848  (g): Chair Holt commented that just because someone passed the certification with no experience,
849 it doesn’t necessarily mean they’re an ideal or competent candidate, so it was proposed to add

850  experience requirements. Mr. Holm stated that it’s still up to the pharmacist as to what the

851  technician can do, and added that with the hours requirement, if a matter was looked at from a
852  liability standpoint, it would be a good idea to have a minimum standard for experience hours. Mr.
853  Henderson and Ms. Lindemuth opined the amendment would provide a good safety measure. Mr.
854  Holm stated on the other hand, it may seem arbitrary and the board may not be able to justify this
855  requirement, to which Mr. Sanders agreed, adding someone could be technically qualified but not
856  practically qualified. James stated that in (f), since there’s a 40-hour requirement for compounding
857  sterile pharmaceuticals, the board could propose a minimum hour-requirement for non-sterile
858  compounding.

859

860 On a motion duly made by Lana Bell to strike the word “regularly” in 12 AAC 52.230(e),
861 seconded by Tammy Lindemuth, and approved unanimously, it was:

862

863 RESOLVED to amend strike the proposed amendments to 12 AAC 52.230(e),

864

865 APPROVE DENY ABSTAIN ABSENT
866 |Leif Holm X

867 |Richard Holt X

868 |Phil Sanders X

869 |Lana Bell X

870 |Tammy Lindemuth X

871 |James Henderson X

872 |Sharon Long X
873

874  The motion passed with no further discussion.

875

876  On a motion duly made by Lana Bell to strike 12 AAC 52.230(f), seconded by Tammy
877 Lindemuth, and approved unanimously, it was:

878

879 RESOLVED to repeal 12 AAC 52.230(f) relating to pharmacy technicians’ involvement in
880  preparation of sterile pharmaceuticals.

881

882 ‘ APPROVE DENY ABSTAIN ABSENT
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Leif Holm

Richard Holt

Phil Sanders

Lana Bell

Tammy Lindemuth

R

James Henderson

Sharon Long X

The motion passed with no further discussion.

On a motion duly made by Lana Bell to strike 12 AAC 52.230(g)(h) of the proposed
amendments, seconded by Tammy Lindemuth and approved unanimously, it was:

RESOLVED to amend strike the proposed amendments to 12 AAC 52.470(g) (h).

APPROVE DENY ABSTAIN ABSENT

Leif Holm X

Richard Holt

Phil Sanders

Lana Bell

Tammy Lindemuth

I I I R

James Henderson

Sharon Long X

Further discussion: Mr. Henderson inquired whether it is mentioned elsewhere in the regulations
that technicians must conspicuously display their license, suggesting that it might be most
appropriate to transfer that section under 12 AAC 52.230(e). Chair Holt added that the display of
licensure is under 12 AAC 52.990.

TASK 16
Rich Holt will rewrite the verbiage relating to conspicuous display of pharmacy technician
licensure under 12 AAC 52.990 for board consideration for placement elsewhere.

(Pending).
Chair Holt called for break at 12:00 p.m.

Off record at 12:00 p.m.
On record at 12:08 p.ym.

The board returned to discussion on regulation projects. Chair Holt returned to discussion on 12
AAC 52.230(f), asking for confirmation on the board that repealing this section would not impact
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ability of technician to do sterile compounding because the regulation states “all personnel
participating in sterile compounding” and does not specify or limit which type of roles can
participate.

12 AAC 52.235(a)(b)(c)(d)(e) — Approved nationally certified pharmacy technician functions (new
section)

Chair Holt moved to discussion on a proposed new regulation for national certified pharmacy
technicians.

(a)(1): Reword to read, “A pharmacy technician who holds a national certification, working under
the direct supervision of a pharmacist, may perform a final check and dispense a non-controlled
substance prescription...”

(a)(2): Chair Holt inquired whether Mr. Sanders had input on the ability for these nationally
certified technicians to clarify certain details of a prescription order. Ms. Carrillo inquired whether
the Department of Law has provided feedback on whether the board could regulate nationally
certified technicians? The reason Ms. Carrillo asked is because the medical board had to go
through legislative efforts to regulate nationally certified medical assistance, and the bill didn’t
pass. Chair Holt stated this was initiated in 2016 and that the initial thought process is that the
proposal isn’t to regulate a new licensing category as they’re already regulated as pharmacy
technicians, but the board just wants to propose what they are able to do once licensed. Mr.
Sanders inquired whether it would be clearer for Department of Law to use the term, “licensed
pharmacy technician who is a nationally certified technician,” that way it’s not perceived as a new
licensing class. Mr. Holm expressed his opposition to allowing these technicians to clarify all
details, including performing the final check, adding it makes little sense

(a)(4): Mr. Holm inquired why they would be able to transfer a prescription drug order but not
receive it, to which Chair Holt referred to the definition of “dispenser” under AS 08.80.480(8),
suggesting it provides the authority to only prepare and deliver a prescription drug order, not
receive it. Chair Holt stated the board would return to this discussion after lunch.

(b): No proposed changes or discussion.

(c): Chair Holt stated that this section mirrors the intern regulations. No proposed changes or
discussion.

(d): Ms. Carrillo, Phil Sanders, and Chair Holt discussed rewording this to read, “A nationally
certified pharmacy technician may perform all the duties of a pharmacy technician. A pharmacy
technician who does not hold a national certification may not perform the duties in (a) and (b)
above.”

Chair holt called for lunch at 12:32 p.m. and asked to return from lunch at 1:30 p.m.

Off record at 12:32 p.m. for lunch.
Back on record at 1:32 p.m.

Upon return from lunch, the board again addressed the proposed changes to 12 AAC 52.235,
specifically subsection (4).
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12 AAC 52.235(a)(4) — Approved nationally certified pharmacy technician functions (new section)
Mr. Holm stated he didn’t understand why the board would be amenable to allowing nationally
certified pharmacy technicians to transfer a prescription to another pharmacy but won’t allow
them receive a transfer. Mr. Henderson stated that at least one pharmacist must be involved in the
transfer. Chair Holt addressed concerns about writing the prescription order details down
incorrectly, but Mr. Holm stated the most negative consequence and issue to consider is that we’re
placing confidence in them to review and ultimately dispense a prescription but are not confident
in their ability receive the prescription. The board continued to discuss this topic before making a
motion.

TASK 17

Ms. Carrillo will add a new FAQ to the website addressing the delegation of sending and receiving
a non-controlled substance prescription drug order, citing the board’s intent to establish a new
section for nationally certified technicians and participating in the transfer of prescription drug
orders.

(Complete; Ms. Carrillo forwarded the verbiage for this new FAQ to the publications specialist on 11/21/19).

12 AAC 52.210 — Pharmacist duties

(6): This section is proposed to strike, “making a final check on all aspects of a completed
prescription...” leaving only, “assuming the responsibility for a filled prescription. This change in
effect would allow delegation of duties associated with some aspects of checking prescription
orders to nationally certified technicians. Ms. Bell commented she would not feel comfortable
taking responsibility for prescriptions checked and ultimately filled by a technician. Mr. Holm
commented again on the logic as to why we would allow these technicians to perform the final
check but not receive a transferred prescription order. Chair Holt agreed.

12 AAC 52.235(a)(4) — Approved nationally certified pharmacy technician functions (new section)
The board then returned to the proposed change to 12 AAC 52.235(a)(4).

On a motion duly made by Lana Bell, seconded by Tammy Lindemuth, and approved
unanimously to ascertain the board’s position on moving forward with addressing non-
controlled substances under the proposed new section, 12 AAC 52.235(a)(4), it was:

RESOLVED to propose a new subsection, 12 AAC 52.235(a)(4) addressing the
transfer of non-controlled substances for nationally certified technicians.

APPROVE DENY ABSTAIN ABSENT
Leif Holm X
Richard Holt X
Phil Sanders X
Lana Bell X
Tammy Lindemuth X
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James Henderson b:¢

Sharon Long X

No further discussion.

On a motion duly made by Rich Holt and seconded by Tammy Lindemuth to accept the
proposed changes to the new subsection 12 AAC 52.235(a)(4) to read, “Transfer a non-
controlled substance prescription drug order in accordance with 12 AAC 52.500.” it was:

RESOLVED to propose a new subsection, 12 AAC 52.235(a)(4).

APPROVE DENY ABSTAIN ABSENT

Leif Holm X

Richard Holt X

Phil Sanders X

Lana Bell X

Tammy Lindemuth X

James Henderson X

Sharon Long X

Further discussion: Mr. Holm indicated that the participation should be on both sides, and
expressed the board address the ability for nationally certified technicians to also receive
prescription transfers. Chair Holt clarified that this section is to be interpreted as allowing
participating in all aspects, sending and receiving, of a transfer. Ms. Lindemuth inquired as to what
the difference is between the transfer of controlled vs. non-controlled substances, to which Chair
Holt indicated it ultimately comes down to diversion. Chair Holt commented that states vary in
their scope and limitations for allowing nationally certified technicians to participate in all aspects
of transferring prescription drug order.

12 AAC 52.210 — Pharmacist duties

The board then returned to discussion the proposed changes to pharmacist duties.

(7): This section is proposed to strike, “consulting with a patient or a patient’s agent regarding a
prescription or information contained in the patient medication record system.” There was no
opposition to this proposal.

On a motion duly made by Rich Holt and seconded by Tammy Lindemuth to accept the
proposed changes to 12 AAC 52.210 to read, “...Except as provided in 12 AAC 52.220 and
12 AAC 52.235, the following duties may be performed only by a pharmacist: (1) receiving
an oral prescription drug order from a practitioner or authorized agent of a practitioner;
(2) consulting with a patient in accordance with 12 AAC 52.585; (3) independent
prescribing of a prescription drug order for vaccines, related emergency medications, or
opioid overdose drugs in accordance with 12 AAC 52.992 and 12 AAC 52.994; (4)
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determining the product substitution required for a prescription in accordance with 12
AAC 52.510; (5) interpreting drug regimen review data in accordance with 12 AAC 52.570;
and (6) assuming the responsibility for a filled prescription.” it was:

RESOLVED to accept the proposed amendments to 12 AAC 52.210.

APPROVE DENY ABSTAIN ABSENT

Leif Holm X

Richard Holt X

Phil Sanders X

Lana Bell X

Tammy Lindemuth X

James Henderson X

Sharon Long X

No further discussion.

TASK 18

Ms. Carrillo complete the regulation FAQs document for all proposed amendments and will
submit the regulation project to the regulations specialist for cursory review by law.
(Complete; the regulation packet was sent to Department of Law on 01/22/2020)

Ownership percentage

Ms. Carrillo commented that the board receives frequent questions relating to what constitutes an
ownership change. Chair Holt informed the board of a scenario in which an individual was
gradually purchasing a percentage of the company stock over a period of years until 100% of the
company was acquired. Ms. Lindemuth suggested it would be once there’s 100% acquired. Ms.
Carrillo inquired to the board whether they should define “pharmacy ownership” under 12 AAC
52.995, then accordingly update the change of ownership section, 12 AAC 52.40 to specify what
constitutes majority ownership. Chair Holt stated it doesn’t make sense for an individual, who for
example, is acquiring 10% of the facility every year, to submit the change of ownership paperwork
at each percentage of additional acquisition, which requires a brand-new application. Mr. Sanders
suggested defining ownership as acquisition of more than 50% of the company, which he stated is
consistent with corporation tax law, and makes sense when there are multiple owners involved.
Ms. Bell commented that ownership changes may be most appropriately addressed by a legal
opinion. Ms. Carrillo commented that the topic of ownership changes has been discussed and
determined at the division level previously with the corporations and business licensing section,
such as whether a change of ownership occurring at the tertiary or grandparent level constitutes a
change.

James Henderson left the room at 2:26 p.m.
James Henderson joined the room at 2:26 p.m.
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On a motion duly made by Rich Holt and seconded by Tammy Lindemuth to Add a new
definition to 12 AAC 52.995 for “Pharmacy ownership,” which means the majority of
ownership, to also amend 12 AAC 52.040 by changing the title to, “Change of Pharmacy or
Facility Ownership,” and also to amend (b) to say, “a change in ownership that meets the
definition outlined in 12 AAC 52.995 requires a new and separate pharmacy or facility
license or registration in accordance with 12 AAC 52.020,” it was:

RESOLVED to create a new definition for pharmacy ownership under 12 AAC
52.995 and amend the change of pharmacy ownership section in 12 AAC 52.040.

APPROVE DENY ABSTAIN ABSENT

Leif Holm X

Richard Holt

Phil Sanders

Lana Bell

X
X
X
X

Tammy Lindemuth

James Henderson X

Sharon Long X

No further discussion.

12 AAC 52.423 — Remote pharmacy

Ms. Carrillo reminded the board that the previous section (e) was repealed such that remote
pharmacies can be renewed if there is a central pharmacy operating within 10 miles, but that
subsection (b)(2) still states a remote pharmacy can’t operate if there’s an existing pharmacy within
10 miles. Citing the North Carolina Dental Board case, Ms. Carrillo described the board having
issued cease and desist letters to teeth whiteners at the mall without due process, who were then
held liable for violating anti-trust laws. Ms. Carrillo inquired whether the board might consider
how this restriction could affect other businesses. Mr. Holm commented that when the regulations
were first put in place, technology was a lot different; the restriction was more so for patient
safety, and the technology was to be put in place for areas that truly needed the services. The
board ultimately decided to table this for discussion until the next meeting.

TASK 19
Ms. Carrillo will add 12 AAC 52.423 to the agenda for the next meeting,.
(Complete).

Chair Holt called at 3:07 p.m.

Off record at 3:07 p.m.
On record at 3:15 p.m.
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Agenda Item 10  Board Business Time: 3:15 p.m.

Review of lost/stolen Rx

The board began review of lost or stolen controlled substances on DEA form #106. Ms. Catrillo
inquired what the board’s purpose is of reviewing these if there are no actions taken, and the form
is required to be submitted to the DEA anyway. The board expressed that if there is a pattern of
losing prescriptions, this should be looked into; however, Ms. Carrillo indicated that these patterns
and quantities of lost or stolen prescriptions are not tracked over time. Chair Holt indicated he
doesn’t recall there being an investigation as a result of concerning DEA #106 forms, but would
like these matters to be pursued further.

TASK 20

Ms. Carrillo will reach out to CARRS Pharmacy #1805, license #12114, for additional details
relating to the three thefts/losses the facility reported on their DEA #1006 form.

(Completed 01/30/2020).

Review applications
The board did not review or vote on approving any application during this meeting,.

On a motion duly made by Rich Holt in accordance with AS 44.62.310(c)(2), and seconded
by James Henderson, the board unanimously moved to enter executive session for the
purpose of discussing subjects that tend to prejudice the reputation and character of any
person, provided the person may request a public discussion.

RESOLVED to enter into executive session in accordance with AS 44.62.310(c)(2).

Staff member, Laura Carrillo was authorized to remain in the room.

Off record for executive session at 3:35 p.m.
On record for public discussion at 4:05 p.m.

Chair Holt clarified for the record that no motions were made during executive session.

USP Changes (795, 797, 800)

Leif Holm reported that he attended conferences where he talked with several states regarding
adoption of USP changes, indicating the consensus is that most states are not adopting 800 in part
or entirely. Mr. Holm further stated that Professional Compounding Companies of America
(PCCA), which is the biggest chemical compounding company in the U.S., and based out of
Texas. Ultimately, USP 800 imposes an undue burden for pharmacists to install a negative
pressure system that is expensive but may not necessarily contribute to increase safety for
hazardous compounds. Mr. Holm added that if the board adopts 795 and 797, it will solve a lot of
the concerns. He further added that he would draft regulations emulating those of Texas and
would present them to the board at a later date.
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TASK 21
Leif Holm will continue to draft regulations addressing USP 795 and 797 for the board’s
consideration at their next meeting.

(Pending).

Correspondence: automated dispensing cabinets

The board first addressed whether the board allows automated dispensing cabinets/kiosks, and Chair
Holt indicated that 12 AAC 52.420 addresses security components, which limits drugs, devices, and
other items intended for sale under the direct supervision of a pharmacist must be kept in the
prescription department.

TASK 22
Laura Catrillo will add an FAQ addressing automated dispensing cabinets/kiosks.
(Completed; Ms. Carrillo submitted the request to the publications specialist on 11/22/19).

Correspondence: equivalent drug products

The board then addressed equivalent drug products in response to an inquiry from Henry Adams,
who requested information on who determines equivalency. Chair Holt stated the board does not
reference the orange book as a source in statute or regulation for determining equivalency. This
matter is addressed in AS 08.80.294, but the decision ultimately comes down to professional
judgement of pharmacist.

TASK 23
Laura Carrillo will return Henry Adam’s inquiry relating to how pharmacists make the equivalent
drug product determination.

(Completed; Ms. Carrillo emailed Mr. Adams with this information on 11/22/19).

Correspondence: rabies administration

The board then reviewed correspondence from CJ Kim on drug administration for rabies, then
discussed more broadly the definition of administer vs. administration. Chair Holt indicated that
to his knowledge, there is no language addressing training, policies, and procedures of
administration, which by letter of law, includes via injection.

On a motion duly made by Rich Holt, seconded by Tammy Lindemuth, and approved
unanimously to assess pharmacists’ scope of practice when it comes to drug
administration under AS 08.80.480(1), particularly for drugs outside of immunizations and
their related emergency medications, including but not limited to rabies vaccinations,
human growth hormone, and injectable testosterone), it was:

RESOLVED to request a legal opinion on pharmacists’ scope of practice related to
administering under AS 08.80.480(1).
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APPROVE DENY ABSTAIN ABSENT

Leif Holm X

Richard Holt

Phil Sanders

Lana Bell

R MW

Tammy Lindemuth

James Henderson X

Sharon Long X

No further discussion.

TASK 24
Ms. Carrillo will submit a legal opinion as to whether pharmacists’ scope of practice includes their

ability to administer medications outside of immunizations and emergency medications.
(Completed, Requested via deputy director on 11/22/2019; received guidance on 12/19/2019).

Correspondence: Veterinary clinics/USP 800
The board hasn’t adopted USP 800 and doesn’t inspect veterinary clinics.

Correspondence: custom flavoring

Chair Holt recalled the board addressing whether flavoring considered compounding several years
ago. Chair Holt added this has been a common practice for decades, but now the federal
government is deciding to classify this under USP 800, which the board hasn’t adopted.

Agenda Item 5 PDMP Update (from day 1 agenda) Time: 4:02 p.m.

Ms. Carrillo reviewed the summary document on the National Rx Abuse and Heroin Summit and
inquired to the board if any members were interested in attending next year. There was no
determination on this subject.

Ms. Carrillo then addressed RxCheck, a PDMP interstate datasharing hub, which several states
have expressed opposition to because it raises concerns about sharing PDMP data with the federal
government. RxCheck is a special condition of the DOJ/BJA grant, which resulted in many states
walked away from and subsequently didn’t receive the opportunity for funding because states have
always owned their PDMP data. Ms. Lindemuth inquired about why this is something we have to
comply with. Ms. Carrillo commented that the National Association of Boards of Pharmacy
(NABP)’s datasharing hub, InterConnect, which was developed jointly with Alaska’s PDMP
vendor, Appriss Health, is the preferred hub, but because we’ve received funding via the Alaska
Department of Health and Social Services to launch RxCheck, we don’t have the ability to opt out.
Ms. Carrillo further added that this feature must be operational by the end of November 2019, or
we may be considered out-of-compliance with the grant requirement. Chair Holt inquired whether
this has been looked at by the Department of Law because AS 17.30.200(d) clearly states data may
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not be shared with the federal government. Ms. Carrillo also added that (5) of that section states
the federal government may in fact receive the data if a subpoena, court order, or search warrant is
submitted. Chair Holt requested a legal opinion based on the memorandum of agreement that is
to be signed prior to going live.

TASK 25

Ms. Carrillo will submit a legal opinion as to whether the board can legally comply with the special
conditions of RxCheck given AS 17.30.200(d), which states data cannot be shared with the federal
government. RxCheck is an interstate datasharing hub that was developed by and is maintained by
a federal agency, the DOJ.

(Pending; Requested via deputy director and director on 11/22/2019; Ms. Carrillo provided additional
information provided to 1.AQ on 01/13/2020).

Agenda Item 12 ~ Administrative Business Time: 4:16 p.m.
The board scheduled their next meeting on February 6 — 7, 2019.

TASK 26

Ms. Carrillo submit a travel approval request for self and Leif Holm. Mr. Holm plans to fly in the
night of the 5% and depart on the 9 as he will be attending the AkPha conference.

(Completed).

Agenda Item 13  Adjourn Time: 4:16 p.m.

Ms. Lindemuth and Mr. Sanders motioned to adjourn the meeting.

H igitally signed by Laura Carrillo
Laura Carrillo paams soos 0000 09/15/2020

Laura Carnllo, Executive Admunsitrator Date
g d NS 02/15/2020
Rich Holt, Board of Pharmacy Chair Date
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