Minnesota Board of Pharmacy
EIGHT HUNDRED AND SIXTY- SECOND MEETING

At approximately 9:00 a.m., on April 19, 2017, the Minnesota Board of Pharmacy met in
Conference Room A, at the University Park Plaza Building, 2829 University Avenue Southeast,
Minneapolis, Minnesota, for conducting a general business meeting. Members of the Board that
attended were Mr. Stuart Williams, Dr. Kurt Henn, Dr. Andrew Behm, Ms. Samantha Jaworski,
Ms. Laura Schwartzwald, Dr. Mary Phipps, and Mr. Rabih Nahas. Also in attendance were the
Board’s Executive Director, Dr. Cody Wiberg; Deputy Director, Dr. Beth Ferguson; Legal
Counsel, Mr. Hans Anderson; and Board staff members Ms. Lamar Niemczycki, Ms. Candice
Fleming, Mr. Tim Litsey, and Dr. Sarah Favour.

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

The Board discussed the minutes of the March 15, 2017 business meeting. Mr. Williams
requested three items be updated on the March 15, 2017 meeting minutes. The March meeting
minutes have been updated. The minutes were approved as updated.

Ms. Schwartzwald moved and Dr. Phipps seconded that the items on the Consent Agenda
be approved. The motion passed unanimously.

The Consent Agenda for the meeting was as follows:

= Variance and Policy Review Committee Report (VPRC) — Approve
= CE Report - Approve

Next, Dr. Behm moved and Dr. Henn seconded that the remainder of the agenda be
approved. The motion passed unanimously.

Dr. Wiberg then provided the Board with information and a written analysis concerning
the issuance of variance request decisions. He explained that Minnesota’s Administrative
Procedure Act (Chapter 14) requires agencies to issue an “order” after making a decision
concerning a variance request. He further recommended changes in the process by which
variance requests are handled during Board meetings. The consensus of the Board was to accept
those recommendations.

The first variance and policy review issue to come before the Board was from Ms. Mary
Pahk, who requested a variance to Minn. Rules 6800.1250, subp. 1a — asking to not have to be
FPGEC certified. After much discussion, Ms. Schwartzwald moved and Mr. Nahas seconded that
the variance be approved, on condition that Ms. Pahk complete 1600 internship hours in
Minnesota. The motion passed unanimously.

The next variance and policy review issue to come before the Board was from Mr. MHD
Bilal Shehadeh, who requested a variance to Minn. Rules 6800.1250, subp. 1b — asking to not be
required to complete the FPGEC certification process due to difficulty passing the Test of



English as a Foreign Language (TOEFL) examination. The Executive Director recommended
that the Board deny the variance request as submitted but that the Board grant a variance to this
rule that allows Mr. Shehadeh to register as an intern so that he can begin completing his 1,600
hours of required internship. The expectation would be that Mr. Shehadeh continue to try to pass
the TOEFL while doing his internship. Approval of this modified variance request would be
contingent on Mr. Shehadeh providing proof that he has passed the FPGEE. After much
discussion, Mr. Nahas moved and Dr. Henn seconded that the recommendation of the Executive
Director be approved. The motion passed unanimously.

Mr. Nahas excused himself from the meeting.

The next variance and policy review issue to come before the Board was from Unity
Hospital Pharmacy, Fridley — a policy review of central services to Mercy Hospital Pharmacy for
TPN preparation. Recommendation of the Variance and Policy Review Committee (VPRC) was
to not approve and to issue an order of denial. The VPRC indicated that Unity needs to resubmit
policies and procedures to include all serviced sites to meet Minn. Rule 6800.4075. After
discussion, the board voted to accept the VPRC recommendation to not approve.

Mr. Nahas returned to the meeting.

Dr. Wiberg next provided an update for the Minnesota Prescription Monitoring Program.
No action was required.

Dr. Wiberg next provided information on possible guidance related to compounding not
done pursuant to a patient-specific prescription, using a document provided to the Board
Members and distributed as part of the packet of materials for the meeting. Representatives of
several health-systems, including Mayo, Allina, Fairview, and Health partners, presented
comments to the Board. After extensive discussion, the Board unanimously voted to accept the
following recommendation of the Executive Director:

The Board’s Executive Director recommends that the Board go on record as allowing a
health system compounding pharmacy to compound products without first receiving a
patient-specific prescription as long as the pharmacy is doing so in accordance with the
draft FDA guidance document, issued in April 2016, and titled Hospital and Health
System Compounding Under the Federal Food, Drug, and Cosmetic Act until such time
as the Board adopts rules in this area — and assuming that the FDA does not withdraw the
draft guidance document. The Executive Director further recommends that the health
systems currently relying on a manufacturer license be allowed to continue their current
operations under those licenses until they expire.

Dr. Wiberg next provided information on interpretation of various statutes and rules
related to the manner in which prescription drug orders are provided by long-term care facilities.
He asked the Board to approve a document that was distributed to Board Members and that
addresses the interpretation of those statutes and rules. A representative of Sterling Long-Term
Care pharmacy made comments to the Board. Dr. Andrew Behm moved and Dr. Kurt Henn
seconded that the Board approve the document. The Board approved the motion unanimously.



Dr. Wiberg next provided an update regarding the Board’s proposed Work Condition
Rules. He mentioned that the rule will go into effect July 1, 2017. No action was necessary.

Dr. Wiberg next provided an update on control substance scheduling rules. Dr, Wiberg
requested a motion to re-authorize Dr. Wiberg to engage in expedited rule making and normal
rule making. Ms. Laura Schwartzwald made such motion and Mr. Rabih Nahas seconded. The
motion passed unanimously.

Dr. Wiberg next provided an update regarding the status of the Board’s legislative budget
and policy bills. No action was required.

Dr. Wiberg next gave an update on office management, specifically the request submitted
to Minnesota Management and Budget for changing the Board’s organizational structure and
making salary ranges reassignments. No action was required.

There being no further business requiring action by the Board, President Williams
adjourned the meeting at approximately 11:47 AM.
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Variance Committee Report of April 5, 2017
for Board Meeting of April 19, 2017
9:00 AM in Conference Room C

Attendees: Laura Schwartzwald, Candice Fleming, Michele Mattila, Karen Schreiner,
Sarah Favour, Cole Davidson, Brad Phillips, Al Brosseau, Joel Tjeerdsma,
Camille Kundell, Michelle Aytay, and Joe Vuicich

Information for Discussion:

Hy-Vee Pharmacy Fulfillment Center (4016) Des Moines, IA
Jonathan Fransen 264241
Hy-Vee Pharmacy Fulfillment Center’'s 2016 Q4 Error Report
Reviewed

Meeting Appointments:

10:00

Hy-Vee Pharmacy #1165 Eagan
Matthew Sommers 265140-004
policy review of unique identifiers

Approved

Hy-Vee Pharmacy (1027) Austin
Jennifer Thorne 261655-004

to allow the pharmacy to operate a non-contiguous drive-thru
Approved - Indefinitely
On condition that the pharmacist counsels on all prescriptions

10:30
Thrifty White Drug #762 Plymouth
Andrew Weir 262827-015

to allow the use of an expanded ekit for first dose and emergency drugs that is reviewed
by a pharmacist stored in OmniRx Cabinets at Oaklawn, Mala Strana, Laurels Peak,
and Hill Crest Rehab Centers

Approved — One Year



Thrifty White Pharmacy #746 Bagley

Brian Erickson 262270-004

to allow the pharmacist to be pharmacist-in-charge at both Thrifty White #746 in
Bagley and Thrifty White #747 in Clearbrook

Approved - Indefinitely

On condition that the pharmacist-in-charge remains the same

Thrifty White Drug #747 Clearbrook

Brian Erickson 262269-003

to allow the pharmacist to be pharmacist-in-charge at both Thrifty White #746 in
Bagley and Thrifty White #747 in Clearbrook

Approved - Indefinitely

On condition that the pharmacist-in-charge remains the same

11:30
Genoa, a Qol Healthcare Company, LLC Marshall
Ryan Hansen 265274-001

to allow the delivery of prescriptions to a behavioral health agency so that a nurse

can deliver the medications directly to the patient

Approved - Until 12/21/2017

On condition that within 60 days, you resubmit policies and procedures to include use
of tamper evident delivery packaging for drugs of concern

With your next renewal, any policy changes are to be highlighted within the policies and
submitted for Board approval prior to implementation

1:00
St. Therese Pharmacy New Hope
Alan Brosseau 200511-007

policy review of central services with Cardinal Health
Not Approved

St. Therese Pharmacy New Hope

Alan Brosseau 200511-008

to allow a greater number of permitted emergency medications in the Cubex e-kit
located in St. Therese Home

Denied



St. Therese Pharmacy New Hope

Alan Brosseau 200511-009

to allow the separation of the prescription dispensing process including verification, drug
utilization review (DUR) and/or certification for new or refillable prescriptions, for
removal from Cubex e-kit automation, during after hours coverage by Cardinal Health
located in Westmont, IL

Denied

1:30

Walgreens #15123 Arden Hills

Troy West 263966-006

to allow the pharmacy to utilize a consultation area without partitions to counsel
patients

Denied

Walgreens #15149 Duluth

James LaBerge 263618-007

to allow the pharmacy to utilize a consultation area without partitions to counsel
patients

Denied

Walgreens #15150 Mound

Sally Kastner 264094-006

to allow the pharmacy to utilize a consultation area without partitions to counsel
patients

Denied

Walgreens #15272 St. Paul

Doan Chau 260458-006

to allow the pharmacy to utilize a consultation area without partitions to counsel
patients

Denied

Walgreens #15439 Cloquet

Kelly Giron 264054-005

to allow the pharmacy to utilize a consultation area without partitions to counsel
patients

Denied



Walgreens #15560 Roseville

Karen Gams 260463-005

to allow the pharmacy to utilize a consultation area without partitions to counsel
patients

Denied

Walgreens #15679 Wayzata

Sadie Christianson 263590-003

to allow the pharmacy to utilize a consultation area without partitions to counsel
patients

Denied

Walgreens #15983 Minneapolis

Brian Nguyen 260103-005

to allow the pharmacy to utilize a consultation area without partitions to counsel
patients

Denied

Walgreens #16057 Minneapolis

John Powers 260545-006

to allow the pharmacy to utilize a consultation area with partitions to counsel
patients

Variance is no longer needed

Policy Reviews:

Minnesota Cancer Care Pharmacy Maplewood
Brian Meger 261921-001
policy review of unique identifiers

Approved

On condition that within 60 days, you resubmit policies and procedures to clarify that
certification is completed by one pharmacist and quality assurance is manually
documented



New Variances:

Animal Rx Pharmacy Shakopee

Michael Jeffers 263997-004

to allow the wholesale drug distributor management to have limited access to the
pharmacy when the pharmacist is not present

Denied
Curt's Long Term Care Pharmacy Albert Lea
Curt Clarambeau 263632-003

to allow the pharmacist to be pharmacist-in-charge at Curt's Long Term Care
Pharmacy and New Richland Drug

Approved - Indefinitely

On condition that the pharmacist-in-charge remains the same

New Richland Drug New Richland

Curt Clarambeau 262256-005

to allow the pharmacist to be pharmacist-in-charge at Curt's Long Term Care
Pharmacy and New Richland Drug

Approved - Indefinitely

On condition that the pharmacist-in-charge remains the same

Mayo Clinic Hosp - Rochester, Methodist Rochester

Karen Bergrud 200540-017

to allow the pharmacy to utilize a non-contiguous space as a compounding lab
Approved — One Year

Nord's Long Term Care Pharmacy Fosston
Helen Baumann 265228-001
to allow an exemption from the Board's rule regarding having a sink
Approved - Indefinitely

On condition that the practice remains the same

Nord's Long Term Care Pharmacy Fosston

Helen Baumann 265228-002

to allow an exemption from the Board's rule regarding square footage
Approved — Indefinitely

On condition that the practice remains the same



Weber & Judd Nursing Care Rx Rochester

Christopher McDonough 261295-012

to allow the use of a Capsa FirstDose machine for first dose and traditional
emergency drugs as an expanded ekit at Benedictine Living Community in St. Peter
Denied

Resubmit your variance request to meet MN Rules 6800.2600 and 6800.6700

New Variances Deferred:

None

Extensions to Current Variances:

Mayo Clinic Pharmacy Rochester

Brent Ferguson 260408-007

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, from any approved licensed on-site or off-site outpatient
Mayo Clinic Pharmacy in Minnesota

Approved — Two Years

On condition that within 60 days, you resubmit policies and procedures for your unique
identifier for Board approval which includes accountability in the dispensing process

Mayo Clinic Pharmacy - Baldwin Rochester

Dawn Chaffee 260848-004

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, from any approved licensed on-site or off-site outpatient
Mayo Clinic Pharmacy in Minnesota

Approved — Two Years

On condition that within 60 days, you resubmit policies and procedures for your unique
identifier for Board approval which includes accountability in the dispensing process



Mayo Clinic Pharmacy - Eisenberg Rochester

Corinne Mohr 262170-004

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, from any approved licensed on-site or off-site outpatient
Mayo Clinic Pharmacy in Minnesota

Approved — Two Years

On condition that within 60 days, you resubmit policies and procedures for your unique
identifier for Board approval which includes accountability in the dispensing process

Mayo Clinic Pharmacy Mary Brigh Rochester

Wendy Burgess 262169-004

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, from any approved licensed on-site or off-site outpatient
Mayo Clinic Pharmacy in Minnesota

Approved — Two Years

On condition that within 60 days, you resubmit policies and procedures for your unigue
identifier for Board approval which includes accountability in the dispensing process

Mayo Clinic Pharmacy Northeast Rochester

Randall Roggow 262409-004

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, from any approved licensed on-site or off-site outpatient
Mayo Clinic Pharmacy in Minnesota

Approved — Two Years

On condition that within 60 days, you resubmit policies and procedures for your unique
identifier for Board approval which includes accountability in the dispensing process

Mayo Clinic Pharmacy-Northwest Rochester

Paul Heim 261542-004

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, from any approved licensed on-site or off-site outpatient
Mayo Clinic Pharmacy in Minnesota

Approved — Two Years

On condition that within 60 days, you resubmit policies and procedures for your unique
identifier for Board approval which includes accountability in the dispensing process

Mayo Clinic Pharmacy - Red Wing Red Wing



Mark Cota 263981-001

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, from any approved licensed on-site or off-site outpatient
Mayo Clinic Pharmacy in Minnesota

Approved — Two Years

On condition that within 60 days, you resubmit policies and procedures for your unique
identifier for Board approval which includes accountability in the dispensing process

Mayo Clinic Pharmacy Subway Rochester

Tara Rapovich 263699-002

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, from any approved licensed on-site or off-site outpatient
Mayo Clinic Pharmacy in Minnesota

Approved — Two Years

On condition that within 60 days, you resubmit policies and procedures for your unique
identifier for Board approval which includes accountability in the dispensing process

Triad Isotopes, Inc. St. Paul

Jeanine Halverson 263490-001

to allow for the pharmacy to abstain from entering patient names on diagnostic orders
Approved — Two Years

Valhalla Place Brainerd, LLC Brainerd

Lisa Iverson 265202-004

to allow the certification and verification processes to be done per the pharmacy's
policies

Denied

A pharmacist must be on duty at all times for dispensing and administration. Resubmit
policies and procedures to include pharmacist on duty and clarify quality assurance and
Suboxone dispensing

Valhalla Place Brainerd, LLC Brainerd

Lisa Iverson 265202-005

to allow an exemption from the Board's rule regarding having a pharmacist on duty at all
times

Denied

A pharmacist must be on duty at all times for dispensing and administration

Valhalla Place - Brooklyn Park Brooklyn Park
No PIC since 02/24/2017 265091-001



to allow an exemption from the Board's rule regarding having a pharmacist on duty at all
times

Denied

A pharmacist must be on duty at all times for dispensing and administration, including
an assigned pharmacist-in-charge

Valhalla Place - Brooklyn Park Brooklyn Park

No PIC since 02/24/2017 265091-005

to allow the certification and verification processes to be done per the pharmacy's
policies

Denied

A pharmacist must be on duty at all times for dispensing and administration, including
an assigned pharmacist-in-charge. Resubmit policies and procedures to include
pharmacist on duty and clarify quality assurance and Suboxone dispensing

Valhalla Place - Woodbury Woodbury

Kenneth Kramer 265090-001

to allow the certification and verification processes to be done per the pharmacy's
policies

Denied

A pharmacist must be on duty at all times for dispensing and administration. Resubmit
policies and procedures to include pharmacist on duty and clarify quality assurance and
Suboxone dispensing

Valhalla Place - Woodbury Woodbury

Kenneth Kramer 265090-002

to allow an exemption from the Board's rule regarding having a pharmacist on duty at all
times

Denied

A pharmacist must be on duty at all times for dispensing and administration

Extensions to Current Variances Deferred:

None

PIC Changes:

None
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PIC Changes Deferred:

None

Deferred to the Board:

Unity Hospital Pharmacy

Daniel Niznick

Page 13

Fridley
260414-015

policy review of central services to Mercy Hospital Pharmacy for TPN Preparation

Not Approved

Resubmit policies and procedures to include all serviced sites to meet MN Rule

6800.4075

Pharmacist Licensure Report

Licensed By  Original Licensure Date

Registration Number

Rajwinder K Sodhi | Reciprocity 03/20/2017 123199
Kayla A Otterson Reciprocity 03/30/2017 123201
Andrew R Johnson | Reciprocity 03/30/2017 123202
Ann K Schwemm Reciprocity 03/30/2017 123203
McKenzie Jo Bruer | Examination | 03/08/2017 123194
Xue Yang Examination | 03/14/2017 123197
Aaron Thomas

Creech Examination | 03/27/2017 123200
Samantha Jean

Ness Examination | 04/05/2017 123204
Brittany M

Williams Examination | 04/05/2017 123205




