Minnesota Board of Pharmacy

EIGHT HUNDRED SEVENTY FOURTH MEETING

At approximately 9:00 a.m., October 17, 2018, the Minnesota Board of Pharmacy met in
Conference Room A at the University Park Plaza Building, 2829 University Avenue Southeast,
Minneapolis, Minnesota, for the purpose of conducting a general business meeting. Members of the
Board that attended were Mr. Stuart Williams, Mr. James Bialke, Dr. Joseph Stanek, Dr. Andrew
Behm, Dr. Kurt Henn, Ms. Samantha Schirmer, Dr. Stacey Jassey, Mr. Rabih Nahas, and Dr. Mary
Phipps. Also in attendance were the Board’s Executive Director, Dr. Cody Wiberg, and Board staff
members, Ms. Tami Wier, Ms. Ame Carlson, Ms. Michele Mattilla, Mr. Tim Litsey, Mr. Steve Huff,
and Ms. Jill Phillips.

President Stuart Williams called the meeting to order. A quorum was confirmed. The Board
went into closed session to discuss disciplinary cases.

Upon returning to open session, the Board discussed the minutes of the August 22, 2018
business meeting. Mr. James Bialke moved and Dr. Joseph Stanek seconded to approve the minutes
as distributed with one request to add the day of the previous meeting into the first date listed in the
minutes. The motion passed unanimously.

Next, the Board discussed the Consent Agenda. Dr. Stacey Jassey moved and Dr. Mary
Phipps seconded that the Consent Agenda be approved. The motion passed unanimously.

The remainder of the agenda was reviewed and discussed by the Board. Dr. Joseph Stanek
moved and Mr. Rabih Nahas seconded to approve the remaining agenda. The motion passed
unanimously.

The first variance presented to the Board was from Atif Shamoun, a foreign pharmacy school
graduate, who requested a variance to Minn. Rules 6800.1250, subp. 1b, asking to be allowed to take
the NAPLEX and MPJE without completing the FPGEC certification process. Atif Shamoun passed
the FPGEE examination, but had not been able to pass the TOEFL. After discussion, Dr. Kurt Henn
moved to deny the variance request. Mr. James Bialke seconded the motion. The motion passed with
one Board member abstaining.

At this time, Dr. Joseph Stanek excused himself from the meeting for discussions of
variance and policy reviews submitted by the Fairview Health System.

President Stuart Williams asked the Board to review each of the following requests from
Fairview and to consider them as a group when making a decision.

The first variance deferred to the Board was from Fairview Pharmacies for 39 locations.
Fairview asked the Board to allow an exemption from the Board’s rule regarding central service
label requirements. The Committee recommended a four-year approval.

Next, Fairview Compounding Pharmacy, University of Minnesota Medical Center
Pharmacy, and University of Minnesota Medical Center (Fairview East Bank) each requested a
policy review of the central filling by Fairview Compounding Pharmacy of non-sterile, non-
controlled compounds, in limited quantities, of complex, urgent/emergent, hazardous, and/or high-



risk products for 8 Fairview Health Services' inpatient pharmacies. (Revisions sent on 8/30/18 to
only include 2 Fairview Health Services' inpatient pharmacies and Fairview Compounding Pharmacy
and is limited to non-sterile compounds). The Committee recommended not approving the revisions
due to scope of products, but to allow the original policy to remain in effect.

The next variance presented to the Board included the following Fairview locations: Fairview
Northland Regional Hospital Pharmacy, Tri-County Health Care, Range Regional Health Services
Inpatient Pharmacy, Lakewood Health Systems Hospital, Alomere Health, and Grand Itasca Clinic
and Hospital Pharmacy. The variance would allow remote pharmacy after hours order review and
entry of physician medication orders by Fairview Northland Regional Hospital Pharmacy when the
hospital pharmacies were closed after normal business hours of operation for the locations listed
above. The Committee recommended a one-year approval with the conditions listed in the letter dated
October 17, 2018.

After Board discussion, President Stuart Williams invited comment from Fairview
representatives. Ms. Sarah Brown of Fairview Pharmacy Services stepped forward and said that she
had no comments. After additional discussion of the variance requests and policy reviews, Mr. James
Bialke moved to approve the Committee’s recommendations. Ms. Samantha Schirmer seconded the
motion. The motion passed unanimously.

Dr. Joseph Stanek returned to the meeting, and Mr. Rabih Nahas excused himself from the
meeting for discussions of the following variance and policy reviews.

Mercy Hospital Pharmacy Coon Rapids requested a variance to allow the separation of the
prescription dispensing process including verification, drug utilization review (DUR) and/or
certification for new or refillable prescriptions, by more than one pharmacist, either on-site or off-site,
between their pharmacy and Unity for TPN. Revisions sent August 31, 2018 included chemotherapy
indefinitely. The Committee recommended denying the revisions due to reasons discussed at the
VPRC meeting, but to allow the original variance to remain in effect.

The second variance from Mercy Hospital asked the Board to allow the separation of the
prescription dispensing process including verification, drug utilization review (DUR) and/or
certification for new or refillable prescriptions, by more than one pharmacist, either on-site or off-site,
between their pharmacy and Unity for TPN and hazardous drug preparations during Unity's sterile
compounding area remodel. The Committee recommended a denial because the Unity staff will make
other provisions during the remodel.

Next, Unity Hospital Pharmacy asked the Board for a policy review of the central services
from for TPN preparation (P&Ps include additional sites Cambridge, St. Francis, and Allina Health
Home Infusion Therapy Services within Mercy Hospital), including chemotherapy indefinitely. The
Committee recommended denying the revisions due to reasons discussed at the VPRC meeting, but to
allow the original variance to remain in effect.

Mercy Hospital asked the Board to conduct a policy review of central services between Mercy
and Unity for TPN and hazardous drug preparations during Unity's sterile compounding area remodel.
The Committee recommended a denial because the Unity staff will make other provisions during the
remodel.

The next variance to come before the Board was from Unity Hospital Pharmacy Fridley
to allow the separation of the prescription dispensing process including verification, drug utilization
review (DUR) and/or certification for new or refillable prescriptions, by more than one pharmacist,
either on-site or off-site, between their pharmacy, Mercy, and ProHealth for TPN, including



chemotherapy indefinitely. The Committee recommended denying the revisions due to reasons
discussed at the VPRC meeting, but to allow the original variance to remain in effect.

Next, Unity Hospital asked the Board for a variance to allow the separation of the prescription
dispensing process including verification, drug utilization review (DUR) and/or certification for new
or refillable prescriptions, by more than one pharmacist, either on-site or off-site, between their
pharmacy and Mercy for TPN and hazardous drug preparations during Unity's sterile compounding
area remodel. The Committee recommended a denial because the Unity staff will make other
provisions during the remodel.

Unity Hospital then asked the Board for a policy review of central services to Mercy Hospital
Pharmacy for TPN Preparation (P&Ps include additional sites Cambridge, St. Francis, and Allina
Health Home Infusion Therapy Services within Mercy Hospital) including chemotherapy indefinitely.
The Committee recommended denying the revisions due to reasons discussed at the VPRC meeting,
but to allow the original variance to remain in effect.

The Board was asked to review the policy of central services between Unity and Mercy for
TPN and hazardous drug preparations during Unity's sterile compounding area remodel. The
Committee recommended a denial because the Unity staff will make other provisions during the
remodel.

The final variance Unity Hospital asked of the Board was to allow remote pharmacy after
hours order review and entry of physician medication orders by Unity Hospital Pharmacy for
Hutchinson Health, River's Edge Hospital & Clinic, Cuyuna Regional Medical Center, Riverwood
Healthcare Center, and Glencoe Regional Health Services when the hospital pharmacies are closed
after normal business hours of operation. There were also related variances for Hutchinson Health,
River's Edge Hospital and Clinic, Cuyuna Regional Medical Center, Riverwood Healthcare Center,
and Glencoe Regional Health Services. The Committee recommended a six-month approval with the
conditions listed in the letter of October 17, 2018.

The next two variances reviewed by the Board concerned St. Francis Regional Medical Center
Pharmacy Shakopee, Owatonna Hospital, New Ulm Medical Center, Cambridge Medical Center,
Phillips Eye Institute, Allina Health Regina Hospital, River Falls Area Hospital in WI, St. Croix
Regional Medical Center in WI, and the new addition of Western Wisconsin Health in WI.

The first variance asked the Board to allow remote pharmacy after hours order review and
entry of physician medication orders by St. Francis Regional Medical Center for Owatonna Hospital,
New Ulm Medical Center, Cambridge Medical Center, Phillips Eye Institute, Allina Health Regina
Hospital, River Falls Area Hospital in WI, St. Croix Regional Medical Center in WI, and the new
addition of Western Wisconsin Health in WI (all W1 locations are not licensed with MN) when the
hospital pharmacies are closed from normal business hours of operation. The Committee
recommended a one-year approval with the conditions listed in the letter of October 17, 2018.

The second variance requested the Board to allow the pharmacy to utilize a mobile trailer for
the preparation of sterile compounds during remodeling of the IV room. The Committee
recommended a six-month approval or upon the completion of the remodel, whichever occurred first,
on condition that they follow the approved policies and procedures and submit plans of the temporary
segregated compounding area (SCA) prior to using the mobile unit and that the BUD in the SCA is
limited to 12 hours or less.

The final variance request reviewed by the Board was for United Hospital Pharmacy St. Paul to
allow the pharmacy to utilize a mobile trailer for the preparation of sterile compounds during remodel
to allow the pharmacy to utilize a mobile trailer for the preparation of sterile compounds during



remodeling of the IV room. The Committee recommended a six-month approval or upon the
completion of the remodel, whichever occurs first, on condition that Unity follow the approved
policies and procedures.

After discussion of the variance requests and individual policy reviews, the Board voted to
unanimously to approve the Committee’s recommendations for the variance requests and policy
reviews.

Mr. Rabih Nahas returned to the meeting.

With no additional variances to review, Ms. Monica Feider gave a presentation concerning the
Health Professionals Services Program to the Board and described the various functions and unique
characteristics of HPSP and the benefits of the program. No action was necessary.

After the presentation, Dr. Wiberg spoke about the FDA approval of Epidiolex and
recommended the Board adopt the scheduling order that was provided in Board materials. The
temporary schedule would place the Epidiolex into Schedule V without changing schedules for other
products containing CBD. Mr. Rabih Nahas moved to adopt the scheduling order recommended by
Dr. Cody Wiberg. Dr. Kurt Henn seconded the motion. The motion pass unanimously.

Next, Dr. Wiberg provided a brief update on the legal status of substances derived from
hemp. No Board action was taken.

Dr. Cody Wiberg recommended the Board go on record as stating that all compounding
must be done in accordance with relevant state and federal laws by February 19, 2019 and that all
required variances and policies and procedures be approved by the Board and in place by that date.
Dr. Joseph Stanek motioned to approve Dr. Wiberg’s recommendations. Mr. Rabih Nahas seconded
the motion. The motion passed unanimously.

Next, Dr. Wiberg discussed The Obsolete Rules Report for 2018 as required by MN Stats.
§14.05, subd. 5, summarizing that none of the Minnesota Rules Chapter 6800 were obsolete or
unnecessary in their entirety. Dr. Joseph Stanek motioned to approve the report as written. Dr. Kurt
Henn seconded the motion. The motion passed unanimously.

Dr. Wiberg then reviewed the Controlled Substances Report for 2018 and asked the Board
for authority to submit the report to the Legislature. Dr. Joseph Stanek motioned to approve the
report as written. Dr. Kurt Henn seconded the motion. The motion passed unanimously.

Board Operations was next on the agenda. Dr. Wiberg discussed operation’s costs and
provided a breakdown of revenues for the up-coming biennium. Dr. Wiberg requested the
authorization from the Board to request that the Board’s fees increase as shown in the fee increase
document supplied as part of the Board’s packet. Dr. Andrew Behm motioned to approve the fee
increase as stated in the document. Ms. Samantha Schirmer seconded the motion. The motion passed
unanimously.

Next, Dr. Wiberg discussed the Board’s authority to issue different types of suspension
orders, and recommended the following changes:

e The Board delegate the issuance of temporary suspension orders to an ad hoc Committee on
Professional Standards that would include the Board President or Vice President and one
other Board member. The other Board Member assigned to the ad hoc COPS could be any
other Board member who is available to serve.



e The Board President or Vice President would sign temporary suspension orders when serving
on ad-hoc COPS.

After Board discussion, Dr. Stacey Jassey motioned to approve Dr. Wiberg’s
recommendations. Mr. Rabih Nahas seconded the motion. The motion passed unanimously.

Dr. Cody Wiberg presented the Prescription Monitoring Program update on grant funding,
inter-state data sharing and integration, and task force meetings. The reports are informational only,
SO no action was necessary.

President Stuart Williams reported on the NABP task force and the upcoming Board Officer
elections. Dr. Wiberg reviewed recent cooperation with federal agencies in an action to seize illegal
drugs.

Next on the agenda, Dr. Wiberg reviewed the Pharmacist Licensure Report and CE Report.
The reports are informational only, so no action was necessary.

With no other business before the Board, President Williams declared the meeting to be
adjourned at 11:35 a.m.
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