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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
DRAFT MINUTES OF THE EMERGENCY MEETING

August 27 — 28, 2020 Videoconference

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 via videoconference on
August 27 — 28, 2020. Due to the COVID-19 pandemic, in-person attendance was
not available.

These are draft minutes and have notyet been approved by the board.

Agenda Item 1 Call to Order/Roll Call Time: 9:06 a.m.

The day 1, August 27, 2020 videoconference was called to order by Chair, Rich Holt at 9:06 a.m.

Board members present, constituting a quorum:

Richard Holt, PharmD #PHAP2008, MBA — Chair
Leif Holm, PharmD #PHAP1606 — ice Chair
James Henderson, RPh #PHAP1683

Lana Bell, RPh #PHAP893

Tammy Lindemuth, Public Member

Sharon Long, Public Member

Justin Ruffridge, #PHAP1787

Division staff present:

Laura Carrillo, Executive Administrator

Lisa Sherrell, PDMP Manager

Heather Noe, Occupational Licensing Examiner (Board of Pharmacy)

Ilsa Lund, Occupational Licensing Examiner (Board of Veterinary Examiners)
Carl Jacobs, Investigator

Greg Francois, Chief Investigator

Sonia Lipker, Lead Investigator

Harriet Dinegar-Milks (Department of Law)
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Members from the public present:

Coleman Cutchins, AK DHSS

Heidi Lengdorfer, DHSS

Daniel Nelson, TCC

Lauren Paul, CVS Health

Charles Semling, AK DHSS

Ashley Schaber, Alaska Pharmacists Association/Alaska Native Tribal Health Consortium
Lorri Walmsley, Walgreens

David Levy, HCS

Caren Robinson, Alaska Pharmacists Association

Jill Lewis, Alaska Division of Public Health

Jessica Adams, TelePharm

Molly Gray, Alaska Pharmacists Association

Tom Wadsworth, UAA/ISU Doctor of Pharmacy Program
CJ Kim, AK DHSS

Erin Narus, AK DHSS/HCS

Callista Carlton, Southcentral Foundation

Gail Elliott, KP

Agenda Item 2 Review/Approve Agenda Time: 9:09 a.m.
Sharon Walsh joined the room at 9:12 a.m.
The board reviewed the agenda for day 1.

On a motion duly made by Tammy Lindemuth to approve the meeting agenda, seconded
by James Henderson, and approved unanimously, it was:

RESOLVED to accept the August 27, 2020 meeting agenda as written.

APPROVE DENY ABSTAIN ABSENT

Leif Holm X

Richard Holt

Justin Ruffridge

Lana Bell

Tammy Lindemuth

o o T T e B

James Henderson

Sharon Long X

The motion passed with no further discussion.
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Agenda Item 3 Ethics Time: 9:10 a.m.

There were no ethics disclosures to report.

Agenda Item 4 Review/Approve Meeting Minutes Time: 9:11 a.m.

The board reviewed meeting minutes from May 7-8 and May 28. Ms. Bell pointed to the appended
regulations, 12 AAC 52.470(h) for the continuation of therapy “COT” on line 591 of the May 28®
meeting minutes, asking to clarify whether pharmacists can continue medication if the original
prescription drug order is more than a year. Chair Holt clarified this is a new subsection but was
previously listed as (b), but was re-alphabetized during the board’s emergency regulation project.

Chair Holt further added the limitations on COT were removed due to staffing issues. Mr.
Ruffridge commented on his understanding that the COT prescription becomes a new
prescription drug order with its own date, and that new subsection indicating to keep the previous
prescription is a little confusing. Chair Holt stated (h) directs pharmacists to use all the
information from the previous order, to which Mr. Ruffridge indicated the original written date
isn’t used. Chair Holt acknowledged the wording doesn’t speak specifically to written dates and
could be interpreted differently by insurance companies, PBMs, and among pharmacists. Mr.
Ruffridge added he hadn’t applied this regulation yet, but was thinking of how it would be used.

Ms. Lindemuth pointed to line 548 of the May 7-8 meeting minutes, which misspelled Katholyn
Runnels name.

Task 1
Ms. Carrillo will correct Katholyn Runnels’ name on May 7-8 of the meeting minutes.
(Completed 09/ 09/ 2020).

Task 2
Ms. Carrillo will send the May 7-8 and May 28 meeting minutes to Chair Holt for signature before

posting to the meeting minutes page.
(Completed 09/ 11/ 2020).

On a motion duly made by Lana Bell to approve the meeting minutes, seconded Sharon
Long, and approved unanimously, it was:

RESOLVED to accept the May 7 — 8, 2020 meeting minutes as amended and the
May 28, 2020 as written.

APPROVE DENY ABSTAIN ABSENT
Leif Holm X
Richard Holt X
Justin Ruffridge X
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Lana Bell

Tammy Lindemuth

James Henderson

Mo [

Sharon Long

The motion passed with no further discussion.
Agenda Item 5 PDMP Update Time: 9:28 a.m.

Board Letter

PDMP Manager, Lisa Sherrell, recapped the board’s latest activity on informing licensees of
mandatory registration and use, which included a letter to all licensees affected by PDMP
requirements sent in July. Ms. Carrillo added that this letter included a one-pager with screen shot
images on how to register, review prescription data, and how to report prescriptions, including
ZEro reports.

License Integration

Ms. Sherrell also provided a status on the license integration project update, which is slated to go
live on Monday, August 31. This project isn’t an enhancement for the user, but more of a benefit
to the licensing staff to help coordinate registration and more accurately assess who is registered
and is required to be. The project will integrate the division’s licensing database with the PDMP,
deactivating users whose professional license status has lapsed or expired.

Missed Reporting Notice

A project that does aim to benefit users is an alert notification to inform providers of when they
missed a reporting day, as the current requirement is to report prescriptions daily. Ms. Sherrell
stated she has been working with Appriss on pursuing this, but is also taking into consideration
lessons learned from another state that launched this feature before further pursuing this.

BJA Grant

Ms. Sherrell informed the board that we are still waiting on the Bureau of Justice Assistance (BJA)
PDMP grant award notice, which can be announced as early as next week or as late as the end of
September.

Data

On registration compliance, Ms. Sherrell informed the board that out of the board’s 1,170 active
licensed pharmacists, 926 were registered with the PDMP, which was a 4% decrease from May
2020. This decrease may be in part due to the board being in renewal season when pharmacists are
reporting to deactivate their registration due to no longer living or dispensing in Alaska. Overall,
the registration compliance rate is at 79%, which is the highest among all boards. When taking
federal user roles into account (IHS, VA, or Military Dispenser), the compliance rate increases to

90%.
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On reporting compliance, Ms. Sherrell reported that there were 232 delinquent reporters. This
could include pharmacies and practitioners who are also required to report. Ms. Carrillo added that
the delinquent submitters data only includes providers who have either been manually added to
the compliance function in AWARXE or who have reported at least once; the numbers do not
reflect practitioners who have never been added to this function or have never reported; so non-
compliance is much higher. Ms. Carrillo stated that they are working with division staff to update
applications to gather provider dispensing status to track who may be required to report.

Ms. Sherrell stated that delegates currently have a limit of no more than 5 supervisors and
delegates. This was based on feedback from questionnaire that was launched from February to
March; the limitation was set lower to align with the legislative intent to provide delegates access in
a meaningful way. Ms. Carrillo added that some providers have requested for delegates to have
more than 20 delegates so the delegate can monitor the prescribers’ practices “quality monitoring”
and ensure they align with the healthcare practices’ or institutions prescriptive guidelines, which
isn’t the intent of this type of access.

Pharmacists make up about 11% of all registered users, but that we’d get a more accurate picture
of registration composition after renewal. Ms. Sherrell then pointed to the table listed on the last
page of the report, which was included in all board reports in response to their requests to see
how their professions’ prescribing patterns compares to other professions. This table included
data from October 2019 to March 2020 and shows the number of providers who prescribed at
least once, the number who viewed no patients at all, prescribers who prescribed over a certain
MME, and those who prescribed dangerous combinations, such as benzodiazepines and opioids.

Guidance to other boards
Ms. Sherrell stated that in reports for the other affected boards, a new recommendation section

was added encouraging boards to give licensees guidance on registration and use, encouraging
delegate use to improve the clinical reviewing workflow, and facilitating/continuing discussions on
prescribing thresholds by MME. Ms. Carrillo added that she and Ms. Sherrell have recently met
with the Board of Dental Examiners, the State Medical Board, and the Board of Nursing to
provide their PDMP updates and to discuss salient issues such as use data, dangerous
combinations, and timeframes to register. Ms. Carrillo noted these discussions were very fruitful
and that they are looking forward to continued efforts to collaborate.

Chair Holt acknowledged that Ms. Sherrell and Ms. Carrillo have been very instrumental in
providing education to boards on how to register with and use the database. Chair Holt added that
reviewing data specifically has been explained and is simplistic; there are no barriers in terms of
entering the information needed to review, which is three fields (first name, last name, and date of
birth).

Chair Holt thanked Ilsa Lund, who was on the line and is the licensing examiner for the Board of
Veterinary Examiners, and who has also been instrumental in assisting this board to improve their
understanding of the PDMP. Ms. Lund, in collaboration with Ms. Carrillo, Ms. Sherrell, Chair
Holt, and the Department of Law, have created a number of guidance documents to facilitate
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improved compliance, including a template Chair Holt created for the Veterinary Board’s use in
sending it out to their veterinarians. Ms. Lindemuth also offered her thanks to staff on their
efforts.

Intrastate Integration
Ms. Carrillo informed the board that integrating PDMP data with healthcare practices and

instructions in the state can be a prolonged process due to the need to sign MOUS; it is not a
simple click to approve. Ms. Carrillo added the screening process entails ensuring each practices’
providers have proper credentials to access the PDMP and that they’ve paid all required fees. This
can be labor-intensive and time consuming, particularly with institutions with hundreds of
providers. According to Appriss, it is possible providers accessing the PDMP through their
existing system’s electronic health record system can bypass the state’s registration process
altogether due to the ability to use the practice’s medical director’s credentials and not sign into
the database directly. In a legal opinion provided to Ms. Carrillo on July 30, 2020, the Department
of Law indicated the process of ensuring proper credentials prior to approving integration is
appropriate and needed. Ms. Carrillo added that Appriss’ Provider Authorization feature will
check credentials behind the scenes and eliminate the manual review process, which will be a
relief; however, MOUs would still be needed, also per the legal opinion.

Notice on Assessment of Civil Fine

A notice was sent out to all pharmacists with Alaska addresses informing them of the board’s
intent to pursue a fine for no or delayed registration. Ms. Sherrell indicated the letter generated
some confused responses as some providers interpreted the letter as indicating they were in non-
compliance when it was a general notice. Chair Holt added that the fine letter was voted on as a
result of discussion on disciplinary matrix during the board’s May 7 — 8 meeting.

Disciplinary Matrix
Chair Holt addressed the disciplinary matrix and Ms. Carrillo inquired about whether the board

wanted to discuss adding non-compliance with reporting to the matrix as the board had previously
only addressed registration. Mr. Ruffridge expressed his interest in discussion this, stating that it
seems the PDMP is the board on record around the PDMP; it’s not just pharmacists reaching out,
but potential disciplinary action from other boards. Chair Holt clarified that the board doesn’t
discipline other boards; the State Medical Board has their own disciplinary matrix and other
boards have been encouraged to establish their own.

Carl Jacobs joined the room at 9:58 a.m.
AAG Harriet Dinegar-Milks joined the room at 10:00 a.m.

Renewal

Mr. Ruffridge commented on the renewal process, stating the application currently doesn’t allow
pharmacists to proceed with renewing online if they don’t have to register. Mr. Ruffridge added
there may be pharmacists who aren’t required to register at the time due to not dispensing, but
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may need to be registered because they may eventually need to dispense or work per diem as a
temporary. Ms. Carrillo commented she could speak to this during Agenda Item #13 for renewal
updates scheduled the next day.

Agenda Item 6 Investigative Update Time: 10:07 a.m.

Investigative Report
Investigator Jacobs presented the board’s report, which included activity from April 18, 2020 to

August 17, 2020, and included 37 open matters along with a case for discussion recommended for
executive session. Chair Holt inquired whether intake means the matter is entering the
investigative process, to which Investigator Jacobs indicated it is the initial intake of a case prior to
that case moving to the complaint status where a notice is sent to the individual indicating they
have sufficient evidence to pursue the matter.

Investigator Jacobs turned to case #2019 — 001474 for an imposition of civil fine, which was
included in the board’s confidential board packet. The board reviewed the documents.

On a motion duly made by Justin Ruffridge to adopt the civil fine for case #2019 — 001474,
seconded Tammy Lindemuth, and approved unanimously, it was:

RESOLVED to adopt the imposition of civil fine for case #2019 — 001474.

APPROVE DENY ABSTAIN ABSENT

Leif Holm X

Richard Holt

Justin Ruffridge

Lana Bell

Tammy Lindemuth

James Henderson

T Lo T o B e R R

Sharon Long

The motion passed with no further discussion.

Subpoena Process

AAG Harriet Dinegar-Milks from the Department of Law was present to speak generally to the
subpoena process. AAG Milks informed the board that the subpoena is used as a tool to gather
information, that it’s the legal instrument that tells one entity what documents are being sought in
order to complete an investigation. AAG Milks added this includes no fact-finding or disciplinary
authority; it is simply a tool used to gather information. It was further added that an investigation
cannot be completed without that information, and not until the investigation is completed will a
matter ever come before the board. Chair Holt likened this permission to giving a hall pass to the
students who want to use the restroom.
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Mr. Ruffridge stated his interest in understanding the process was less to do with the legal
definition and process of a subpoena, but more so to be certain that the board had a discussion
regarding the fact that they are under debate on what is happening with the Board of Veterinary
Examiners’ compliance with the PDMP. Mr. Ruffridge added it’s concerning the board would
start the investigative processes when veterinarians have expressed multiple times some issues with
PDMP usage. Mr. Ruffridge then added it is more about whether it is the right time to pursuing
investigations. AAG Milks asserted that the Board of Pharmacy isn’t the Board of Veterinary
Examiners; it’s not the Board of Pharmacy’s problem. AAG Milks stated the current law directs
subpoenas to the Board of Pharmacy because they are the holders of the information, but it is the
respective licensing board, e.g.: Board of Veterinary Examiners, who makes the ultimate decision
to discipline their licensees. Mr. Holm appreciated this clarification from AAG Milks.

Chair Holt stated he had attended the last Veterinary Board of Examiners meeting as an invited
guest along with AAG Milks. Chair Holt informed the board that they have ample PDMP
information, not only regarding the statutes and regulations, but also legal interpretations, adding
he has personally drafted a response to their questions and concerns and provided them exact
direction on how to solve their concerns, including template letter they could modify to
communicate with their licensees what the requirements are. AAG Milks indicated this board is
subject to statutory schemes, professionally and culturally, and that it takes some time to get used
to. AAG Milks stated the PDMP requirements they have to follow are also still relatively new, but
that she is confident that board is getting there.

AAG Harriet Dinegar-Milks left the room at 10:28.

Consent Agreements
The board acknowledged they had a consent agreement matter to discuss confidentially.

On a motion duly made by Rich Holt in accordance with AS 44.62.310(c)(2), and seconded
by Lana Bell, 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).

APPROVE DENY ABSTAIN ABSENT
Leif Holm X
Richard Holt X
Justin Ruffridge X
Lana Bell X
Tammy Lindemuth X
James Henderson X
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Sharon Long X

The motion passed with no further discussion.

Staff members, Laura Carrillo, Carl Jacobs, Sonia Lipker, Greg Francois, Heather Noe, and Lisa
Sherrell were authorized to remain in the room.

Off record at 10:30 a.m.
On record at 11:16 a.m.

On a motion duly made by Rich Holt in accordance with AS 44.62.310(c)(2), and seconded
by Justin Ruffridge, 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.

AND Rich Holt motioned to take no action on the consent agreement matter; with
unanimous approval from the board, it was

RESOLVED to not take action on the consent agreement, but to enter back into executive
session in accordance with AS 44.62.310(c)(2).

APPROVE DENY ABSTAIN ABSENT

Leif Holm X

Richard Holt

Justin Ruffridge

Lana Bell

Tammy Lindemuth

James Henderson

LT o T o T T N A

Sharon Long

The motion passed with no further discussion.

Staff members, Laura Carrillo, Catl Jacobs, Sonia Lipker, Greg Francois, Heather Noe, and Lisa
Sherrell were authorized to remain in the room.

Off record at 11:18 a.m.

On record at 12:35 p.m.

Upon return to being back on record, Chair Holt clarified no motions were made during executive
session.

On a motion duly made by Tammy Lindemuth to adopt the consent agreement for
Dominique Brown, and seconded by Lana Bell, it was
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RESOLVED to reject the consent agreement for Dominque Brown.

APPROVE DENY ABSTAIN ABSENT

Leif Holm

Richard Holt

Justin Ruffridge

Lana Bell

Tammy Lindemuth

James Henderson

eI I E e E B I A eI I

Sharon Long

The motion failed; the board did not adopt the consent agreement. There was no further
discussion.

Agenda Item 9 Lunch Time: 12:37 p.m.
Chair Holt called for lunch.

Off record for lunch at 12:37 p.m.
Back on record from lunch at 1:19 p.m.

Agenda Item 10  Work Groups/Subcommittee Updates Time: 1:22 p.m.

COVID-19 Board Chairs Meeting

This meeting has been convening for the last several months and is comprised of healthcare-
related board chairs. This group meets biweekly.

Healthcare Work Group

The administration is recommending boards establish work groups to shift away from Mandate 15
and instead adopt board guidelines. The Board of Pharmacy will staff its own work group, while
some professions will be grouped together. Chair Holt reminded the board that guidelines would
not be enforceable as they would have to be regulations. Chair Holt asked which board members
would be available to serve on this committee, to which Ms. Bell and Mr. Ruffridge volunteered.

Task 3
Ms. Carrillo will send Ms. Bell and Mr. Ruffridge a poll for availability and an invitation to begin
discussions on moving away from Mandate 15.

(Initiated 09/ 11/2020; Laura, Ms. Bell, and Dr. Ruffridge met on 10/01/2020).

Agenda Item 11 Industry /Profession Updates Time: 1:30 p.m.
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Alaska Pharmacists Association (AKPhA)

Molly Gray provided an update on their Fall CE conference, town hall in October, and its vaccine
work group, which is being put together with funding by the CDC. Ms. Gray also updated the
board on the AKPhA’s efforts to mentor student pharmacists as they enter the profession,
including CV review services, as well as an update on the annual convention planned for February
and potential legislation to allow technicians to provide immunizations. Ashley Schaber provided
an update on prescriptive authority for pharmacists, MAT therapy, and Healthy Alaskans 2030.

Department of Health and Social Services (DHSS)

Coleman Cutchins informed the board they’re looking at public health and access to care,
particularly access to care issues in chronic disease management. On a national level, Dr. Cutchins
commented they are seeing a lot of pharmacists filling in that role and he encourages the Alaska
Board of Pharmacy to support efforts in that direction. On testing, Dr. Cutchins stated that if you
look at this on a national level, pharmacists engaged in this early on; however, in Alaska, we don’t
have a clearly defined scope allowing pharmacists to provide medical care, and it continues to be a
barrier in pharmacists not having the ability to perform these tests as a medical procedure and be
reimbursed for them. Dr. Cutchins also informed the board they are continuing to look at
prophylaxis and are monitoring updates with a trial biosimilar; if it hits market, it is the hope there
won’t be a barrier to prescribing and administering it, adding the FDA clarified pharmacists can
prescribe controlled substances as long as pharmacists have their own personal DEA. Giving
Idaho as an example, Dr. Cutchins stated the federal government actually encourages pharmacists
to become licensed in Idaho for two reasons: they can prescribe and they don’t require the MPJE.

Chair Holt commented to Dr. Cutchins that legislation is needed to be changed to allow
technicians to provide immunizations and for pharmacists to prescribe.

Erin Narus provided an update on the Medicaid Pharmacy & Therapeutics Committee meeting on
September 18, and will convene to discuss the preferred drug list. Dr. Narus also provided an
update on the drug utilization review committee meeting, also scheduled for that day. The
division’s Medicaid pharmacist and professional group training opportunities for pharmacist
billing are also slated for two dates in August. Dr. Narus also provided an update on Medicaid
enrollment for pharmacies; pharmacies may enroll into the Pharmacy Professional Group or they
can continue to administer vaccinations through a collaborative plan with the State Medical Board.
Dr. Narus worked with the AKPhA to compress what would have taken 9 months into a 3 - 4
month period to ensure expediting enrollment. These efforts also aimed to and reimburse
pharmacists for COVID-19-related services, specifically testing and administration. Dr. Narus also
commented that they were keeping a pulse on decreases in availability of home infusion therapy
services.

Agenda Item 10  Work Groups/Subcommittee Updates Time: 2:10 p.m.
Controlled Substances Advisory Subcommittee (CSAC)
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Ms. Lindemuth informed the board the CSAC has met for the first meeting of the year and that a
second meeting is scheduled soon. Ms. Lindemuth commented that Derek Walton from the state
crime lab joined the meeting and educated them on Kratom. Also in attendance were Kathryn
Rennels and Dr. Anne Zink. The committee looked at trends that are going on with different
designer drugs, specifically new synthetics that are being created. On kratom, Ms. Lindemuth
explained it’s a naturally-producing compound that comes from a tropical tree native to southeast
Asia. It is said kratom helps improve work productivity, but more recently it has become used as a
novel psychoactive substance. Ms. Lindemuth added that it’s becoming increasingly used in
western Alaska, especially over the last 3-4 years. The FDA is concerned that kratom can pose a
risk of abuse and dependence as it works on the same receptors as opioids.

Ms. Lindemuth also informed the board that access to meth and heroin has decreased, but what
they’ve found is that they can mail Krtaom through USPS; so that has increased. In October, they
had $18,00 worth of packages that are coming from St. Lawrence Island. All different ages have
been using Kratoms but it is used especially among youth and homeless, and there’s no social
stigma. Ms. Lindemuth also commented on medical providers having to obtain clearance from
kratom. Of interest is that there’s a correctional center; requiring medical providers to have
clearance from Kratom. Active

Ms. Lindemuth also commented that while tramadol is scheduled, there is some abuse of
gabapentin, which isn’t yet scheduled. There are also issues with stocking, especially in rural areas,
and also instances of medivacs due to overdose events. The CSAC is also looking at dangerous
combination prescribing.

Chair Holt commented that gabapentin across country is scheduled in some states and in some
cases is even reported to state PDMPs. Chair Holt also added that there was an instance where in
the past two years, a pharmacy was shipping large quantities into western Alaska that the postal
service came to the board to express their concerns. Ms. Carrillo commented that her
understanding was in order for gabapentin to be scheduled at the state level, it had to be scheduled
at the federal level first, to which Ms. Bell said that was correct. Ms. Long inquired as to whether
there was a bill introduced to schedule this, to which members of the board could not recall.

Agenda Item 12  Public Comment Time: 2:18 p.m.

Daniel Nelson joined the meeting to address his concern with the board’s emergency regulations,
particularly with the potential of there being big picture faults due to the seemingly rushed
process. Dr. Nelson’s primary concerns were around the scope of practice expansion for
pharmacy technicians. Chair Holt thanked Dr. Nelson for his comments and recalled similar
comments submitted previously. Chair Holt indicated to Dr. Nelson that there are some legislative
changes needed that would take 1 — 2 years to address and potentially resolve those concerns.

Molly Gray commented a packet was emailed to Ms. Carrillo regarding the HSS amendment to the
Public Readiness and Preparedness (PREP) Act, which primarily addressed allowing pharmacy
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technicians and interns to administer vaccines. Ms. Gray’s question was would the federal statutes
circumvent state federal statutes and regulations around this issue? Chair Holt commented that,
much like the issue with billing and ordering COVID-19 testing, the board took that inquiry to the
Department of Law. We will need some direction on how this issue intersects with state and
federal laws. Ms. Gray also inquired about age restrictions on immunizations. Chair Holt was not
aware of any age restrictions in Alaska, suggesting federal laws seem more restrictive on this scope.

TASK 4

Ms. Carrillo will seek a legal opinion on whether federal requirements under the Public Readiness
and Emergency Preparedness (PREP) Act requires the board to adopt corresponding regulations
clarifying their ability to provide immunizations to individuals ages 3 through 18. There are
currently no age restrictions for pharmacists or pharmacy interns in Alaska per 12 AAC 52.992.

(Pending; Ms. Carrillo requested this on 08/ 31/2020).

Agenda Item 10  Work Groups/Subcommittee Updates Time: 2:25 p.m.

Hearing no further public comment, the board returned to updates from work groups.

Compounding Subcommittee

Dr. Holm commented that he and Dr. Ruffridge met in June and are continuing to work through
simplifying guidelines for compounding. This committee plans to schedule another meeting soon
for an update at the board’s next meeting.

Healthcare Workgroups

In place of Health Mandate 15, the Governor is advising boards establish their own guidelines.
Instruction has been given from Director Chambers for healthcare boards to convene and adopt
guidance for their licensees. Ms. Bell and Dr. Ruffridge volunteered to represent the Board of
Pharmacy for this initiative.

PDMP Board Chairs Meeting
Ms. Carrillo provided the update that this meeting will be underway and is coordinating with staff

and their board chairs to finalize a meeting date.

COVID-19 Chairs Meeting
Chair Holt is continuing to participate in the bi-weekly (previously weekly) chairs meeting, which
has been ongoing since March.

Agenda Item 13 ~ Work Groups/Subcommittee Updates Time: 2:30 p.m.

Staff and Renewal Update

Ms. Carrillo informed the board there has been a lot of inquiries from pharmacists who may be
confused about the ability to renew their license. At present, the online profile application is not
able to accommodate optional fees (e.g.: no PDMP fee, only the $25.00 fee, or the $50.00 for the
previous and current PDMP registration renewal). Pharmacists who are not up to date on their

13
Alaska Board of Pharmacy
August 27 -28, 2020 Meeting



553
554
555
556
557
558
559
560
561
562
563
564
565
566
567
568
569
570
571
572
573
574
575
576
577
578
579
580
581
582
583
584
585
586
587
588
589
590
591
592
593
594
595

PDMP fees or are not required to register are directed to fill out the paper application; however,
when they attempt to renew online and see the error message indicating them to do this, it is being
interpreted as not being able to renew at all.

Ms. Carrillo also commented that most licensees are not submitting the required documents in
order to renew, which is delaying the renewal process for everyone as staff must circle back to
these applications multiple times.

Statistics

As part of a task from the previous meeting, Ms. Carrillo informed the board she had gathered
data from the Alaska Department of Labor (DOL) on employment for pharmacists and pharmacy
technicians. For pharmacists, DOL describes employment growth as moderate with low
employment opportunities, but projects an 11.4% decrease of employment from 2016 to 2020,
compared to a 5.6% increase at the national level overall. For pharmacy technicians, employment
growth is low with moderate employment, with a 7.6% increase projected through 2026, which is
lower than the national projected average at 11.8%.

Ms. Carrillo also provided a status update on license and renewal statistics. As of 08/19/2020, the
board had a 3.8% increase in total applications (active and in process) since the board’slast report,
which was provided in May. Also as of this date, staff has renewed 1,770 licensees out of 4,829
(37%). There are 42 days left to renew.

Agenda Item 7 Board Business Time: 2:37 p.m.
Reports of Theft/T.oss

The board reviewed the repott of theft/loss (DEA form 106) for Safeway Inc at 44428 Sterling
Highway.

Chair Holt clarified acceptable CE completion dates as the order issued in April didn’t explicitly
state CE would be extended. We reached out to AAG for clarification and the acceptable
completion dates are, July 1, 2018 to September 30, 2020. Ms. Carrillo commented that on the
application, the dates don’t specify this range, but if a pharmacist is audited and it is found they
completed their CEs during this timeframe, those will be accepted.

Agenda Item 8 Correspondence Time: 2:38 p.m.

Anita Taylor submitted an inquiry to the board for clarification to practice “physician
compounding”. Chair Holt commented that under AS 08.80.400, the board is not able to regulate
the practice of medicine. Ms. Carrillo inquired whether there was any scope of pharmacy practice
restricted under to licensees or registrants under AS 08.80. Dr. Ruffridge requested for
clarification and inquired whether the question is if compounding, would by statute, be considered
to be exclusive to pharmaceutical care operation, to which Ms. Carrillo confirmed; whether
compounding is a practice of pharmacy reserved only for pharmacies/pharmacists. Dr. Ruffridge
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agreed that was something worth looking into. The board agreed a legal opinion could be
requested as to whether, in light of AS 08.80.400, whether professionals can practice aspects of
pharmacy for any medicinal preparation, such as compounding, without obtaining a license by the
Board of Pharmacy. Ms. Long commented that in her experience, naturopaths and dermatologists
have raised these same questions in preparing medicinal mixtures. Mr. Henderson commented
whether other providers are regulated by USP 797 and 800 around compounding.

TASK 5
Ms. Carrillo will seek a legal opinion on there are any aspects of pharmacy that are restricted only
to individuals who are licensed under AS 08.80, such as compounding.

(Pending; Ms. Carvillo requested this on 08/ 31/ 2020).

Bianca Johnson inquired about FDA drug samples. Chair Holt commented the board don’t
regulate drug samples, to which Ms. Bell agreed, indicated it is not within the board’s jurisdiction.

Agenda Item 7 Board Business Time: 2:47 p.m.

The board returned to discussing application review and Carl Jacobs joined the room at 2:45 p.m. to
be present for this discussion.

On a motion duly made by Rich Holt in accordance with AS 44.62.310(c)(2), and seconded
by Lana Bell, 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).

APPROVE DENY ABSTAIN ABSENT

Leif Holm X

Richard Holt

Justin Ruffridge

Lana Bell

Tammy Lindemuth

James Henderson

oI o T o T B e B e

Sharon Long

The motion passed with no further discussion. Staff members, Laura Carrillo and Carl Jacobs were
authorized to remain in the room.

Off record at 2:48 p.m.

On record at 3:46 p.m.

15
Alaska Board of Pharmacy
August 27 -28, 2020 Meeting




637
638
639
640
641
642
643
644
645
646
647
648
649
650
651
652
653
654
655
656
657
658
659
660
661
662
663
664
665
666
667
668
669
670

671
672
673
674
675
676
677

Upon return from executive session, Chair Holt clarified that no motions were made in executive
session.

On a motion duly made by Rich Holt in accordance with AS 44.62.310(c)(2), and seconded
by Justin Ruffridge, the board intends to pursue a consent agreement with the pharmacist
applicant under case #2017-000092 as a condition for licensure due to violations related to
AS 08.80.261(a)(7) and (c)(d)(e). This agreement will outline probation for five years, drug
and alcohol testing, marijuana testing, AA/NA meetings, counseling reports, employer
reports, and supervision, and restrictions on remote employment.

RESOLVED to pursue a consent agreement with the applicant under 2017-000092 as a
condition for licensure as a pharmacist.

APPROVE DENY ABSTAIN ABSENT

Leif Holm X

Richard Holt

Justin Ruffridge

Lana Bell

Tammy Lindemuth

James Henderson

eI koI E T E T A

Sharon Long

The motion passed with no further discussion.

On a motion duly made by Rich Holt in accordance with AS 44.62.310(c)(2), and seconded
by Justin Ruffridge, the board intends to pursue a consent agreement with the pharmacist
applicant under case # 2017-000557 as a condition for licensure due to violations related to
12 AAC 52.920(a)(4) and AS 08.80.261(a)(2), (2)(9), (a)(11), and (a)(13). This agreement will
outline probation for five years, drug and alcohol testing, marijuana testing, AA/NA
meetings, counseling reports, employer reports, and supervision, restrictions on remote
employment, and no access to controlled substances while in the workplace.

RESOLVED to pursue a consent agreement with the applicant under 2017-000557 as a
condition for licensure as a pharmacist.

APPROVE DENY ABSTAIN ABSENT
Leif Holm X
Richard Holt X
Justin Ruffridge X
Lana Bell X
Tammy Lindemuth X
James Henderson X
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Sharon Long X

The motion passed with no further discussion.

TASK 6

Ms. Carrillo will forward the motion language to Investigator Jacobs on the matters for cases
2017-000092 and 2017-00057.

(Submitted 10/02/2020).

Task 7
Chair Holt will sign the adoption order for case #2019-001474 and provide it back to the division.
(Completed 08/31/2020).

Agenda Item 8 Correspondence Time: 3:54 p.m.
Ms. Long left the meeting at 4:00 p.m.
The board returned back to correspondence.

Dr. Katherine Anderson, pharmacist from the ISU/UAA pharmacy program wrote to the board
of pharmacy to support legislation requiring use of the National Precursor Log Exchange
(NPLEx). The NPLEx is a free, computerized logging system to track Sudafed sales for
pseudoephedrine (PSE). PSE can be manufacture red into methamphetamine. The
correspondence further indicates that pharmacies in Alaska do not have free access to this
database. Dr. Holm commented that we’ve never been beholden to know they’ve only purchased
3.6 grams per day and 9 grams per 30 days of PSE. Chair Holt commented that AS 17.30. Ms.
Carrillo inquired if Sudafed related legislation is on the board’s or has been on the AKPhA’s radar.

Chair Holt pointed to AS 17.30.090 on page 54 of the board’s statutes and regulations talks about
federal statutes in regard to the amount, identification required, storage, access, and log books, but
doesn’t specify it must be a manual log book.

Task 8

Ms. Carrillo will reach out to AKPhA on whether they’re aware of electronic log book for PSEs
legislation or any legislation around Sudafed.

(Initiated 10/ 02/ 2020; Ms. Carrillo sent an email to Molly Gray and Ashley S chaber with the AKPhA,
AKPhA forwarded inguiry to legislative committee on 10/ 05/ 2020).

The board reviewed the letter from the Office of Management and Budget (OMB) in Washington,
DC. from Russel Vought. This letter relates to an MOU to track compounding across states. Dr.
Leif commented that he is currently receiving solicitations about how it’s not good for the
profession as it puts an undue burden on monitoring for pharmacies that ship out of state Dr.
Holm added it seems like it would be a burden on the board to monitor those prescriptions. Ms.
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Carrillo commented she recalled similar correspondence on national tracking for 3PLs and
inquired if they were related

Task 9

Ms. Carrillo will research previous correspondence from the FDA to assess whether it is related to
the OMB joint document from the APhA, APC, and NCPA opposing a national MOU to allow
reporting and record keeping of intrastate distribution of compounded drugs.

(Completed 09/ 06/ 2020; Ms. Carrillo reviewed previous 2019 correspondence from the Drug Supply Chain
Security Act (DSCS'A), which intends to build an electronic, interoperable system to identify and trace certain
prescription drugs as they are distributed in the United S'tates. These appear to be related).

Agenda Item 7 Board Business Time: 4:08 p.m.

The board reviewed task lists from the previous meetings. One of the tasks was to submit travel
approval requests for Dr. Holm and Dr. Ruffridge to attend a compounding conference, however,
the dates and delivery of the conferences have since changed.

Task 10

Ms. Carrillo will look into compounding conferences and submit travel requests for Dr. Ruftridge
and Dr. Holm accordingly.

(Completed 09/ 21/ 2020; Ms. Carrillo submitted a request for Dr. Holm to attend the virtual compounding
conference on September 21 and 22. This is the 37 Annual Compounding Compliance conference.)

Recess at 4:20 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
DRAFT MINUTES OF THE EMERGENCY MEETING

August 27 — 28, 2020 Videoconference

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 via videoconference on
August 27 — 28, 2020. Due to the COVID-19 pandemic, in-person attendance was
not available.

These are draft minutes and have notyet been approved by the board.

Agenda Item 1 Call to Order/Roll Call Time: 9:06 a.m.

The day 2, August 28, 2020 videoconference was called to order by Chair, Rich Holt at 9:06 a.m.

Board members present, constituting a quorum:

Richard Holt, PharmD #PHAP2008, MBA — Chair
Leif Holm, PharmD #PHAP1606 — Vice Chair
James Henderson, RPh #PHAP1683

Lana Bell, RPh #PHAP893

Tammy Lindemuth, Public Member

Sharon Long, Public Member

Justin Ruffridge, #PHAP1787

Division staff present:

Laura Carrillo, Executive Administrator

Lisa Sherrell, PDMP Manager

Heather Noe, Occupational Licensing Examiner (Board of Pharmacy)

Ilsa Lund, Occupational Licensing Examiner (Board of Veterinary Examiners)

Members from the public present:
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Ashley Schaber, Alaska Pharmacists Association/Alaska Native Tribal Health Consortium
Jessica Adams, TelePharm
Molly Gray, Alaska Pharmacists Association

Agenda Item 2 Review/Approve Agenda Time: 9:08 a.m.
The board reviewed the agenda for day 2.

On a motion duly made by Tammy Lindemuth to approve the meeting agenda, seconded
by Rich Holt, and approved unanimously, it was:

RESOLVED to accept the August 28, 2020 meeting agenda as written.

APPROVE DENY ABSTAIN ABSENT

Leif Holm X

Richard Holt

Justin Ruffridge

Lana Bell

Tammy Lindemuth

James Henderson

oI o B T B B

Sharon Long

The motion passed with no further discussion.
Agenda Item 3 Ethics Time: 9:16 a.m.
There were no ethics disclosures to report.

Agenda Item 4 Legal Opinion Reviews Time: 9:11 a.m.

Ms. Carrillo reminded the board there had been several legal opinions requested, five of which
have been returned by the Department of Law.

PDMP MOUs

Ms. Carrillo referred to the legal opinion request in the board’s packet on whether the board must
continue to execute MOUs with clinics, facilities, and hospitals prior to approving a PDMP data
integration request with each practices’ electronic medical record (EMR) system. The legal opinion
returned was that the board will have to move forward with that process until a statute change can
be made explicitly allowing these one-way integrations. Ms. Carrillo informed the board that the
current process is approximately 6 — 8 months and is in large part driven by the need to ensure
every provider has the proper credentials and have paid the requisite fees to access the database;
this is a manual process with sometimes hundreds of providers at one clinic to verify.
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The board was informed that PDMP staff were working with Appriss to turn on a provider
authorization feature that could check credentials on the backend, but it would not check whether
the fee has been received. Ms. Carrillo commented that each of the boards with PDMP
requirements are beginning to ensure their licensees are up to date on these fees. The board was
also informed by Ms. Carrillo that there is a possibility of practices allowing providers to access
the PDMP in their EMR via the medical directors’ credentials, even if they do not have their own
account as currently required in regulation, 12 AAC 52.855, which is problematic.

Chair Holt commented that while credentials are checked prior to approval, staff rotates; they may
hire and fire people, and it won’t be known to the board as to when these staff changes are
occurring, but that it should be up to the practice to maintain that. Ms. Carrillo agreed,
commenting this was taken into consideration when the legal opinion request was submitted;
PDMP staff will never be 100% certain who is employed at any given time at a practice and so
questioned whether continuous follow-up was needed. Ms. Sherrell commented that provider
authorization would validate any new credentials, which would help to an extent to automate that

process. Chair Holt inquired whether this feature was going to turn on at the end of August, to
which Ms. Sherrell confirmed.

Multiple PDMP accounts

This legal opinion was around whether a provider working in multiple practices settings (e.g.:
federal IHS/VA/or military and non-federal) or had two separate professional licenses (e.g.:
dentist and pharmacist) should have two separate PDMP accounts since accounts are assigned to
emails that preferably should be issued by the provider’s employer. Ms. Carrillo stated this
scenario comes up often with staff, and added that the current process is to ask the provider to set
up multiple accounts if they are working in two separate capacities because they are accessing a
separate patient population under each account. However, the limitation is the database prevents a
provider from creating a second account if the DEA # is already taken, and the board doesn’t
have authority to require separate DEAs for each practice and there is no regulation requiring
PDMP accounts to be associated with the employer.

AAG Dinegar-Milks at the Department of Law was not able to provide clear guidance around
practicing in multiple settings and sharing DEA numbers; however, she was able to provide
guidance that a provide clarity that a provider with two separate professional licenses should have
two separate accounts as there are separate scope of practices for each. This will also help
distinguish, in the event there is an investigation, which board has the authority to investigate and
discipline the licensee.

PDMP email accounts

This topic was not a legal opinion request. Ms. Carrillo revisited the topic of email accounts and
informed the board that if an email appears to be shared, staff will reach out to inform the licensee
they should choose an email unique and secure to them. Chair Holt and Dr. Ruftridge
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acknowledged they had previously discussed this at the May meeting, specifically around security
concerns with personal- versus employer-issued emails for PDMP access.

Chair Holt referred to AS 17.30.200(t), which allows issuance of prescriber report cards that must
be sent directly and only to the provider to which the reportis concerning. These are sent via
email, and so if the email is shared, that is a breach in confidentiality. There is also unsolicited
notifications that are issued to the prescriber as well as patient announcements that are sent
directly to emails. Ms. Carrillo commented that if it isn’t explicitly stated anywhere in regulation
that emails have to be unique and non-shared, provider’s may not be actively aware doing
otherwise could be a breach. Chair Holt added he doesn’t believe there are providers nefariously
providing their personal email address to inappropriately share prescription information; that
maybe the thought process doesn’t consider that potential confidentiality issue. Ms. Sherrell stated
there is an attestation to confidentiality when a provider creates an account, though there are many
instances where emails appear to be shared or belong generally to a practice.

Dr. Ruffridge commented that work addresses may have more of a potential for breaches in
confidentiality due to work stations becoming a little more mobile. In Dr. Ruffridge’s practice,
they have 3 — 4 separate computers, so he created a separate, PDMP-specific email because it
offers the greatest confidentiality option for the work environment. Ms. Sherrell commented it
could be an optics issue where the employer email could appear confidential but if it’s on a mobile
device, there is a risk of that being lost and opening up a potential for breach. Dr. Ruffridge
understood this generally to be the onus of the provider to determine what is most confidential in
their case. Chair Holt agreed with Lisa’s concern around logging in to a mobile device, bringing
that home where a spouse, friend, or children could login.

Chair Holt requested a legal opinion from the department of law on email accounts.

Dr. Ruffridge requested we incorporate some sort of other security feature, like a two-factor
authentication mechanism, which is becoming mainstream because it is secure and fairly simple to
set up. Chair Holt agreed and Ms. Long strongly recommended there by authentication built in to
every login.

Chair Holt added that as the body responsible for ensuring security, the Board of Pharmacy as
leaders will need thoroughly address this. It may come up in the board’s legislative audit next year.

TASK 11

Ms. Carrillo will put in a legal opinion request for guidance on whether the board can require
employer-issued emails or if they can be personal, with examples of scenarios that might result in a
confidentiality breach, e.g.: mobile access.

(Initiated 10/ 06/2020).

PDMP timeframe to register
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This opinion was returned in July. The Board of Pharmacy has the authority and is required under
AS 17.30.200(h) to set the timeframe to register, though other boards have established their own
timeframes via motions (not regulation).

The main point is communicating to all licensees that their timeframes to register will be moot
because only the Board of Pharmacy has the authority to set the timeframe for each practitioner.
Ms. Carrillo commented that the majority of the boards developed a 30-day timeframe to register,
such as the Medical Board and the Board of Examiners in Optometry, which the Board of
Pharmacy actually mirrored. The Board of Nursing established a 120-day timeframe and the
Veterinary Board of Examiners established a 180-day timeframe.

Chair Holt expressed his concern for these log timeframes to register and called on Ms. Lund for
her insight with the Board of Veterinary Examiners. Ms. Lund commented that with regards to the
PDMP, secking legislative exemption is their main priority and so the 180-day timeframe was to
wait out the legislative session.

PDMP staff have been reminding boards and their staff of the importance to communicate that
providers cannot be prescribing federally scheduled II — III controlled substances unless they are
registered with the PDMP. Legally, this is a requirement in order to prescribe. Ms. Sherrell started
a recommendations section in each affected board report that providers address registering prior
to prescribing. Ms. Carrillo commented that quarterly reportdata shows there are populations of
prescribers who are indeed prescribing these controlled substances without being registered.

On a motion duly made by Rich Holt to amend 12 AAC 52.855(a), seconded by Justin
Ruffridge, and approved unanimously to read: “a licensed pharmacist practicing in the
state shall register with the prescription drug monitoring program’s controlled substance
prescription database (PDMP). Registration must be completed within 30 days of initial
licensure if employment will involve dispensing a schedule II, III, or IV controlled
substance under federal law. A prescriber shall register within 30 days after the date of
initial licensure under AS 08 ad the date of obtaining a DEA registration, whichever date is
later.

(1) If not dispensing in the state, a pharmacist must submit a PDMP dispensation
exemption form provided

by the board within 30 days of initial licensure.

(2) If a pharmacist who submitted a dispensation exemption form but will have a
change in dispensing status must register before dispensing.”

It was RESOLVED to amend 12 AAC 52.855(a).

APPROVE DENY ABSTAIN ABSENT
Leif Holm X
Richard Holt X
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Justin Ruffridge

Lana Bell

Tammy Lindemuth

James Henderson

oI I I B B

Sharon Long

The motion passed with no further discussion

TASK 12
Ms. Carrillo will submit the board’s proposed language on the timeframe to register with the
PDMP to the regulations specialist for cursory review by the Department of Law.

(Initiated 0828/ 2020).

ZLero reporting to the PDMP

The board had previously attempted to adopt regulations requiring zero reporting, since it is not
currently clear in regulation or mentioned in statute. Department of Law returned their opinion
that “zero report”is not a known term amongst providers; however, Ms. Carrillo indicated it is an
industry-recognized term as it is used in the data dispenser user guide, miscellaneous letters and
training manuals, and in the reporting database, ClearingHouse, where these reports are submitted.
AAG Weaver provided alternative language to speak to the requirement to report even
prescriptions not dispensed that day. Chair Holt commented on AAG weaver’s suggested
language to report on a “form”, though a form is not used because it is submitted electronically.
The board could remove this word from the proposed zero reporting language.

Ms. Carrillo commented that for zero reporting, an important distinction is that providers can only
submit these to ClearingHouse. For non-zero reports, a provider can submit the data directly to
the PDMP or to ClearingHouse, but only the latter is available for zero reporting. Ms. Carrillo also
added that after discussions with the Board of Veterinary Examiners around the confusion with
reporting, she and Ms. Sherrell worked with Appriss Health to create a video for instructions on
how to do this. The video has been posted online: https://vimeo.com/454078725

Remote order entry

This legal opinion request is still pending but is around entities located outside of the state that are
engaged in order entry verification of prescriptions or other pharmacy services. The question is
whether pharmacies located outside of the state are able to engage in this because remote order
entry currently only applies to remote pharmacies, which can only be licensed within the state. Dr.
Ruffridge expressed his concern that pharmacies out of state are providing services within our
state remotely but expressed that perhaps during COVID-19, it may not be the most appropriate
time to clamp down, although it still is restricted to in-state pharmacies because the central
pharmacy must be in Alaska. Dr. Ruffridge also commented that the board does have a duty to
protect their job market and it could negatively affect local services if the same services are
originating from out of state.
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Chair Holt informed Dr. Ruffridge that the board had previously tried to require out-of-state
pharmacies to adhere to certain laws; however, the Department of Law issued guidance that this is
a registration rather than alicense category. The board lacks the regulatory authority for
registrations as they would for licenses, and the board currently is not authorized to license non-
resident pharmacies; it would require a statute change to enforce and discipline certain
requirements. Chair Holt also added that the board lacks the authority to require pharmacy
personnel, like a PIC, from non-resident pharmacies to be licensed. The recollection was that AG
Weigand looked back to understand the legislative intent behind this restriction and reported back
to the board that the intent was that these non-resident pharmacies operate under the jurisdiction,
with which they're in and not under the requirements set by the Alaska Board of Pharmacy.

Task 13
Ms. Carrillo will follow-up on the previous task of requesting a legal opinion on remote order
entries.

(Sent follow-up 10/ 06/ 2020).

Extending CE and inspection report due dates
This was addressed during day 1 of the meeting.

Automated drug kiosks
This was around whether the board could establish regulations are automated drug kiosks. Chair

Holt drafted language to be sent to Department of Law, which was forwarded on August 10, 2020
with a response provided on August 19. The main takeaway from Department of Law is that a
statute change is needed but that it is doable. AAG Weigand and Dinegar-Milks indicated changes
would need to be made, such as clear definitions around what an automated kiosk is and
specifications around security and where they can be located. AAG Milks commented: physical
facilities for storage and dispensing drugs must comply with the 2013 federal Drug Supply Chain
Security Act (AS 08.80.030(b)(7) and (d)).

Chair Holt reflected on LAW’s feedback: is it a dispensing machine based on the definition of
dispensing or does it eventually become a distributing mechanism? Ms. Carrillo recalled Arizona
separately licenses kiosks as a distinct category. Chair Holt commented that yes, if the board
wanted to license these separately, a statute change would be needed, but the board is interested in
creating regulations for pharmacies within their existing authority. The board will take LAW’s
feedback into consideration as they further develop this new regulation section.

enda Item 5 Regulations Time: 10:28 a.m.
hegulations

Ms. Carrillo reminded the board of the regulations work flow document, which will always be
included in board packets when the board has regulations as an agenda item topic. It is not a
document the board has to routinely review but is provided only for reference. Ms. Carrillo also
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commented the board’s emergency regulations, which were adopted in April, become permanent
on August 30.

PDMP Regulations

The board reviewed the draft regulations included in the packet and considered changes to 12
AAC 52.855 for the registration requirement. Dr. Ruffridge commented on the current renewal
application, which requires the pharmacist to enter the DEA # if they want to renew online. Ms.
Carrillo clarified that the online application is only for pharmacists who are required or want to
register with the PDMP, in which case they would need to provide their employer DEA #. Not
every pharmacist works in retail, so if they do not have an employer DEA #, they would fill out
the paper renewal application.

The board discussed requiring every pharmacist to register, regardless of whether they are living in
or dispensing in Alaska. Ms. Carrillo commented that it does make compliance tracking with
registration tricky, because we don’t always know when a pharmacist moves out of state or no
longer dispenses because of changes in employment. The board had previously discussed this but
there wasn’t a consensus. Dr. Ruffridge expressed that he would be in favor of requiring every
pharmacist to be registered just as part of being licensed in Alaska, acknowledging that
requirements to register has been a burden for pharmacists because of the “policing” perspective
prescribers tend to have.

Chair Holt commented that it would improve efficiency with tracking requirements especially
when there are investigative resources expended opening up a case to pursue a potential non-
compliance matter with registration, which may at the end of the day end up being a non-issue
because that pharmacist wasn’t even required to register in the first place. Chair Holt commented
it should be simpler, to which the board agreed. Dr. Ruffridge added it could improve the
functioning of the PDMP when resources can be efficiently directed to the program rather than
tracking down who may have violated what, without having concrete certainty around a potential
violation.

Ms. Sherrell commented on how common it is to be in communication with a provider who paid
the PDMP, but doesn’t have to register because they don’t live in Alaska or don’t have a DEA,
and so you have to discuss their circumstances, offer and process refunds, and document that
correspondence; you’re consuming resources for something that could be simplified. Ms. Carrillo
added pharmacists are willing to pay the extra $25.00 PDMP fee even if they aren’t required to use
the database just so they can proceed with online renewals, which indicates convenience is highly
valued, though it does require more time and work for staff to deal with these refunds and
communication. Sharon Long also expressed her concern with the wasted resources. Ms.
Lindemuth agreed it would make sense in terms of being more effective, to require everyone to
register. Dr. Holm expressed concern about requiring pharmacists to pay for a system they aren’t
required to use, recalling the significant blowback we received when we had initially proposed the
fee.
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Ms. Carrillo informed the board that on the back end, they were working on improving
administrative processing efficiency by collecting the PDMP fee along with the professional
license fee. In addition, PDMP staff were working with affected board staff on being sure to
capture DEA designations and dispensing designations that will allow for better tracking of who is
required to register and who is required to report. Ms. Carrillo commented that data would be
most accurate during renewals because this is the opportunity every two years to assess for
updates. While licensees are responsible for updating the details of the PDMP registration, such
as delegate access and employment information, or whether they still hold a DEA or dispense,
providers generally aren’t proactive with updating their account.

The board acknowledged Laura and Lisa’s efforts to educate each prescribing board and their
licensees on how to register, but it is ultimately up to the boards to ensure their licensees comply.
Chair Holt also praised Ms. Lund for her efforts with the Board of Veterinary Examiners. Ms.
Sherrell informed the board she developed an education and outreach plan and would be
progressing that priority in the weeks and months to come.

Agenda Item 5 PDMP Update Time: 11:03 a.m.

Disciplinary Matrix
While on the topic of the PDMP, the board returned to discussing the disciplinary matrix for failure to

register and report. Chair Holt reminded the board that they had sent out a letter (July 7, 2020) reminding
all providers, including pharmacists and providers, of the requirement to register with and use the
database. The board sent anotherletter (August 17, 2020), informing all pharmacists with Alaska addresses
that they are required to register if dispensing in the state, and that the board intends to assess a fine
beginning October 1 for pharmacists who don’t register within 30 days.

Chair Holt commented to the board that what is left for the disciplinary matrix is to determine criteria for
when a pharmacist is referred to the investigative unit for failure to report. Ms. Bell commented that we
may not have enough data to address this issue right now, adding that she believes the goal should be to
collect data over a period of time, decide what the problems are and what should be penalized and how
and when. Chair Holt stated we have the data and have a good idea of who may be delinquent, but the
board needs to begin messaging to licensees now.

Ms. Carrillo recalled the notification process from a few years prior where a wide net had to be cast
because there are nuances and exemptions to who may not be required to report, which at the time was
unknown to the board because the data on dispensing status wasn’t being tracked. Chair Holt recalled it
was a very manual process. Ms. Carrillo added that the letters would go to the address on file, which isn’t
always accurate. Dr. Ruffridge responded that it could be an area of additional discipline as we’re required
to keep our addresses up to date; we need to be taking notices seriously so should be keeping our
addresses current in order to receive them. Ms. Bell commented that maybe by the third notice is when
discipline should be issued.

Agenda Item 6 Lunch Time: 11:49 a.m.

Chair Holt called for lunch.
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Off record for lunch at 11:49 a.m.
Back on record from lunch at 1:07 p.m.

Agenda Item 5 PDMP Update Time: 1:07 a.m.

The board continued to discuss reporting. Ms. Carrillo indicated that the real-time communication
enhancement from Appriss could help fill the reminder need and improve compliance with reporting. Ms.
Bell inquired to the board whether they were aware of pharmacies still reporting manually, to which Dr.
Holm responded his pharmacy software is not yet automated. Dr. Holm added reporting only takes him
about 25 seconds every night. Dr. Henderson also indicated he reports manually, and that 99% of those
are zero reports. The board discussed repeat offenders or failing to report versus forgetting to report here
and there for various reasons.

The board discussed the potential discipline occurring in three stages along the lines of below:

Step 1: Warning/notification — pharmacists will be notified of the boatd’s intent to pursue disciplinary
action for failure to report

Step 2: The pharmacist is notified — this will be the firstin a regularly scheduled assessment for delinquent
reporting. This may occur quarterly.

Step 3: Non-compliant in subsequent review of reporting status - the pharmacist is referred to the
investigative unit where a fine of $5,000 will be assessed

The board intends to send a notice informing pharmacists this will take effect January 1, 2021.

Agenda Item 7 Return to Regulations Time: 2:22 p.m.

Refills

The board returned to discussion on regulations, specifically continuation of therapy and
dispensing refills beyond a year under 12 AAC 52.470. Chair Holt reiterated the regulation that
refills cannot be dispensed after a year and prompted the board to discuss how it relates to the
continuation of therapy. Ms. Bell stated there might be a scenario in which a refill isn’t available
due to it expiring the day before, for example, and so if a patient comes into the pharmacy
requesting the continuation, could the pharmacy issue it? Sharon Long agreed there should be a bit
of flexibility in grace to tide the patient over until their provider is available to issue a new
prescription.

Looking at 12 AAC 52.470(g), Dr. Ruffridge recalled Dr. Holt had stated earlier that a prescription
resulting from continuation of therapy would have the same written date as the previous
prescription. It was also Dr. Ruffridge’s understanding that if the prescription were not to
continue, that would expire, but that there should be the option to continue that therapy; to allow
pharmacists to write an additional supply would require that new prescription. Dr. Holm
commented that on day 365, if the patient is unable to get a hold of their doctor, the pharmacist
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could do a continuation of therapy for 30 days to bridge them in the event they run out of their
medication. Dr. Ruffridge’s concern was around clarity around the timing of continuation of
therapy so itisn’t interpreted as a new prescription out of nowhere. Chair Holt commented that a
prescription drug order is defined in regulation, so it can’t be broadly interpreted. If the regulation
says, “previously verified prescription drug or information” it's saying one of those things is the
previous date of issue.

Task 13:

Ms. Carrillo will work with Chair Holt and Ms. Sherrell on developing a draft PDMP disciplinary
matrix to include potential violations for failure to register and report.

(Initiated 08/ 30/ 2020 by Chair Holt; 1isa Sherrell continuing to work on this).

Agenda Item 8 Potential Statute Changes Time: 2:47 p.m.

Internet pharmacies

Ms. Carrillo informed the board there has been inquiries about receiving prescriptions online. She
acknowledged the board doesn’t currently regulate Internet pharmacies but that the NABP has an
.pharmacy domain to verify legitimate online pharmacies. Ms. Carrillo was unsure of whether
other states regulate Internet pharmacies, to which Chair Holt indicated he could reach out to see
if any do.

Task 15
Chair Holt will research whether any states regulate Internet pharmacies.

(Pending).
The board discussed next meeting dates:

November 5 — 6 (via Zoom)
February 18 — 19 (in Juneau)

Task 16
Laura Carrillo will submit a travel approval request to meet in Juneau for the 02/2021 meeting.

(Pending).

Agenda Item 9 Adjourn Time: 3:08 p.m.
Laura Carrillo, Executive Administrator Date
Richard Holt, Chair Date
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