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MINUTES OF THE
IDAHO STATE BOARD OF PHARMACY
January 09, 2014
Idaho State Board of Pharmacy Office, Boise, ldaho

This meeting of the Board was held solely to reconsider rules docket 21.0101.1301, due to the
enactment of the federal Compounding Quality Act.

Chairman Nicole Chopski, PharmD, called the meeting to order at 1:31pm. In attendance, in
person, were Board members Ed Sperry and Kristina Jonas, PharmD, as well as Mark
Johnston, RPh., Executive Director. In attendance telephonically were Board members Dr.
Chopski, Holly Henggeler, PharmD and Rich de Blaquiere, PharmD, as well as Nicole McKay,
DAG; Pam Eaton of ISPA, John Sullivan of ISHP, Angela Fornstrom of ISHP, and Elaine Ladd
of Ladd’s Family Pharmacy.

Dr. Chopski asked Mr. Johnston to review the documents that had been distributed to the
Board, including documents that compared the Board’s pending compounding rule changes to
the Federal Food, Drug and Cosmetic Act's Section 503A, the Compounding Quality Act, the
United States Food and Drug Administration’s Pharmacy Compounding of Human Drug
Products Under 503A of the Federal Food, Drug, and Cosmetic Act Draft Guidance, and the
United States Pharmacopeia Chapters 795 and 797.

A lengthy discussion ensued concerning the points of conflict between the Board’s pending
compounding rules and the Compounding Quality Act. Many options were discussed, including
moving forward with the rule promulgation without change. Alternatively, the Board could ask
the Idaho legislature to reject only part of the rules docket or ask the Idaho legislature to enact a
concurrent resolution that rejects the docket of rules in full. Mr. Johnston has confirmed that
the Governor would consider temporary rules later this year, if needed.

Mr. Sperry motioned to withdraw pending docket 21.0101.1301 until the Board receives clear
and concise guidance from the appropriate federal agency. Dr. Jonas seconded. The motion
passed unanimously.

Dr. Henggeler motioned to adjourn. Mr. Sperry seconded. The motion passed unanimously.
The meeting adjourned at 2:16pm.






MINUTES OF THE
IDAHO STATE BOARD OF PHARMACY
January 21, 2014
Holiday Inn, Boise, Idaho

This meeting of the Board was held to conduct regular Board business

Chairman Nicole Chopski, PharmD, called the meeting to order at 8:02 am. In attendance were Board
members Holly Henggeler, PharmD; Rich de Blaquiere, PharmD; and Kristina Jonas, PharmD, as well
as Mark Johnston, RPh., Executive Director; Nicole McKay, DAG; Fred Collings, Controlled Substance
Investigator, Lisa Culley and Jaime Sommer, Compliance Officers; Ellen Mitchell and guests. Ed
Sperry, Public Member, was unable to attend.

Dr. Henggeler motioned to accept the minutes of the October 22-23, 2013 meeting with minor
corrections. Dr. Jonas seconded, and the motion carried unanimously.

Mark Strahl, representing Specialty Homecare Lifeline joined the meeting telephonically to request that
the Board determine if a pharmacy’s dispensing in their company’s unique “pizza box” system meets
Idaho labeling and packaging requirements. Such dispensing will be loaded at a patient’s residence
into a Phillips Lifeline Medication Dispenser. Mr. Strahl answered many Board questions, but
ultimately the decision centered around only the pharmacy dispensing and not what was subsequently
done with the dispensing. The Board focused its consideration upon rule 145: Prescription Drug
Packaging, after confirming with Mr. Strahl that Rule 140: Standard Prescription Drug Labeling would
also be met by the dispensing pharmacy. After much discussion, Dr. de Blaquiere moved compliance
with Idaho packaging and labeling requirements. Dr. Jonas seconded, and the motion carried
unanimously.

Kerry Casperson, PhD, manager of Bengal Pharmacy at Idaho State University (ISU), appeared in
person to request approval of a “twist” on traditional dispensing. 1SU wants to operate a kiosk in the
parking lot of the student union building, where the Bengal Pharmacy is located, using pneumatic
tubes and computer monitors to facilitate communication between patients visiting the kiosk and the
actual pharmacy. The “twist” is a technician manning the kiosk. The kiosk would never house any
drugs except the ones being immediately dispensed, and there would be operational cameras on at all
times the kiosk is open. The discussion included options, such as a pharmacist in the kiosk overseeing
technicians and/or student pharmacists in the pharmacy, pharmacists in the pharmacy overseeing
technicians and/or student pharmacists in the kiosk, and pharmacists in both the pharmacy and the
kiosk at the same time. The Board ultimately determined that a pharmacist had to be within the
pharmacy, the kiosk was acceptable, and the kiosk could be staffed by either a second pharmacist, a
student pharmacist, or a technician.

As Dr. Casperson was in appearance, Mr. Johnston had asked him to present on the proposed
telepharmacy operation between Bengal Pharmacy and an Arco location, which is rumored to replace
Lost River Drug. Dr. Casperson provided preliminary information on the project, which stimulated
much discussion concerning topics such as telepharmacy, security, Automated Dispensing and
Storage Systems, registration, dispensing, delivery and operations. Dr. Henggeler expressed concern
over the security of controlled substances. Dr. de Blaquiere reported that he recently reviewed other
state’s law and expressed concern that Idaho’s telepharmacy law might be too restrictive and out
dated. Dr. Casperson was encouraged to submit a complete application and to review the Board’s
telephamacy rules (710-712), along with the rule 013: Waivers and Variances.

Mr. Johnston reported that the Troy Clinic decided to withdraw their telepharmacy request, which was
presented at the last meeting, and that he, Mr. Sperry, and Dr. Jonas recently visited Park-Vu
Pharmacy in Fruitland and its remote dispensing site in Council.

Starla Higdon, RPh, Executive Director of Treasure Valley Food Allergy Network presented a draft bill
that would allow epinephrine auto injectors to be dispensed to schools in Idaho. Ms. Higdon
presented on the severity of food allergies, the lack of access to the potentially life-saving drug, a
program whereby schools could receive four free auto-injectors annually, the provision defining that
only trained individuals could administer the drug, and that the program was voluntary for schools.

Mr. Johnston reported that he identified three statutory conflicts that the bill would create and that the
bill's sponsors were addressing each issue within the bill. Draft changes to the Idaho Pharmacy Act
include labeling in the name of a school, an exemption to the patient-prescriber relationship
requirement, and a provision for legal possession by school agents. Dr. de Blaquiere noted the
dispensing pharmacist is not included in the exemption from civil liability and was concerned about the
disposal of outdated pens. After discussion the Board granted unanimous consent for Mr. Johnston to
support this bill.
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Chairman Chopski asked Mr. Johnston to frame the next agenda item regarding repackaging. Mr.
Johnston reported that the Board had traditionally believed that a pharmacy that repackaged drugs
that were previously dispensed by another pharmacy was required to be registered as a repackaging
manufacturer by the FDA. However, Mr. Johnston found an FDA Guidance Document issued in 1991,
which is still effective today, that explains that such repackaging is acceptable, if conducted within the
practice of pharmacy. Mr. Johnston presented collated rule language from other states that allow such
a practice. Ed Snell, RPh, appeared to request rule promulgation that would allow and regulate such
repackaging. Mr. Snell explained the need for repackaging when retirees of the railroad receive malil
order prescriptions in vials and the retirees are subsequently institutionalized. The Idaho Department
of Health and Welfare requires drugs within an institutional facility to be unit dose packaged, thus the
issue at hand. The Board directed Mr. Johnston and Ms. McKay to proceed with penning rules
regarding repackaging in pharmacies.

During Legislation and Rule Review Mr. Johnston explained that the Board’s staff has received oral
reports of chiropractors receiving compounded drugs from mail order pharmacies. Chiropractors don't
have prescriptive authority in ldaho and mail service pharmacies should not be dispensing or
distributing to them. Mr. Johnston reported that a bill may be introduced to grant chiropractors limited
prescriptive authority. If a chiropractor bill is introduced, Mr. Johnston was directed to explain the
current issues, but take no position.

Chairman Chopski asked for public comment. Elaine Ladd, PharmD owner of Ladd’s Family
Pharmacy, explained she is losing business to mail service pharmacies because she won't provide
‘office use’ compounds, since the enactment of the Compounding Quality Act. The Board directed Mr.
Johnston to begin enforcing patient specific compounding on a priority basis, starting with high risk,
out of state compounders, while the Board awaits further FDA clarification of the Compounding Quality
Act. The Board directed Mr. Johnston to report such pharmacies to the FDA and to send a letter to
cease and desist. Dr. de Blaquiere requested that Mr. Johnston pen an article for the Board
newsletter reminding pharmacists that distribution of compounded drug product in the absence of a
patient specific prescription drug order is not legal in Idaho and that enforcement is coming.

Mr. Johnston reiterated the Board’s decision from the 1/9/14 Board meeting to withdraw the Board's
pending compounding rules. Mr. Johnston explained changes to the Board'’s bill that would allow
Southworth associates access to PMP data that related to enrollees in the PRN program. The
language now allows an individual to designate another to receive the individual’s data, which
accomplishes the Board'’s directive with less controversy. There are no other changes to the Board’s
pending rules or draft bills.

Scott Zanzig, DAG, presented the Stipulation and Consent Order signed by Ronald Todd Gatesh,
PharmD. Dr. Gatesh mis-filled a new prescription and assigned the wrong prescriber. Additionally,
there was no record of patient counseling. The stipulation calls for a $1,000 fine and six hours of
continuing education related to filling errors. Dr. Henggeler motioned to accept the stipulation as
written, and Dr. Jonas seconded. Dr. Henggeler clarified that the motion includes a $500 fine and
continuing education for the mis-fill and a $500 fine for failure to counsel. The motion carried
unanimously.

Mr. Zanzig presented the Stipulation and Consent Order signed by Craig Holman DPM. In June 2013
Fred Collings discovered Dr. Holman had purchased a 500 count bottle of hydrocodone and two 100
count bottles of zolpidem from Moore Medical. Mr. Collings verified Dr. Holman did not have a
Prescriber Drug Outlet (PDO) registration for his facility and that he was not reporting dispensed
controlled substances to the PMP. Dr. Holman admitted to personal use of the medications. Dr.
Holman stipulated to having no controlled substances in his office or personal property that were not
prescribed to him and would only issue written controlled substances prescription drug orders for
patients. Dr. de Blaquiere motioned to accept the stipulation as written, and Dr. Jonas seconded. The
motion carried unanimously.

Mr. Zanzig presented the Stipulation and Consent Order signed by Richard Arrossa, PharmD. Dr.
Arrossa filled a forged prescription for Roxicodone, which was in violation of numerous statutory and
rule requirements. The stipulation calls for a $500 fine and six hours of continuing education related to
filling errors. Dr. de Blaquiere motioned to accept the stipulation as written, and Dr. Jonas seconded.
Dr. Chopski questioned how staff became aware of this issue. Mr. Collings indicated it was found
during unsolicited reporting within the PMP. After discussion, the motion carried unanimously.

The agenda item for Entirely Pets Pharmacy’s application was vacated.

Dr. Chopski asked for an update on Idaho State Police (ISP) fingerprinting process and time frames.
The Board’s staff was receiving results within two weeks, but the current wait is three to four weeks.
Time frames continue to fluctuate. The Governor’s recommendation does include appropriation for a
fingerprint scanner, which will reduce the processing time to just a few days.
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The Board reviewed the delegated authority that it had granted to the Board'’s staff. No changes were
made.

Mr. Johnston presented a hypothetical situation related to renewal of controlled substance
registrations. After much discussion, the following motions were made, pursuant to the presented
hypothetical situations:

1) Should pharmacists who hypothetically work without a CS registration, but who do not work
once natified (while waiting for reinstatement), be offered a stipulation of a $200 fine for
working without a CS registration, be sent to hearing in front of the Board, or not be
disciplined?

Dr. Henggeler motioned to fine the pharmacist $200 and the PIC $100. Dr. de Blaquiere
seconded and clarified the violation occurs on the first day working without a registration. The
motion carried unanimously.

2) Should a pharmacist who hypothetically works before and after receiving notification of non-
renewal (worked while waiting for reinstatement) be offered a stipulation of a $200 fine for
working without a CS registration, be sent to hearing in front of the Board, or not be
disciplined?

Dr. de Blaquiere motioned to fine the pharmacist $750, the PIC $500, and the pharmacy
registrant $500. Dr. Henggeler seconded. Dr. Jonas voted in favor. Dr. Henggeler voted
opposed. Dr. de Blaquiere abstained, and Dr. Chopski voted in favor. The motioned carried.

3) Should a pharmacist who hypothetically waited weeks to apply for reinstatement after multiple
notifications of non-renewal, including verbal notification, and who hypothetically works both
before and after such notifications (while waiting for reinstatement) be offered a stipulation of a
$200 fine for working without a CS registration, be sent to hearing in front of the Board, or not
be disciplined?

Dr. Henggeler motioned to fine the pharmacist $1,500 and the PIC $750. (If the pharmacist
and PIC are the same person the fine would be $1,500). The motion failed for lack of a
second. Dr. Jonas motioned to fine the pharmacist $1,000, fine the PIC $1,000 and fine the
pharmacy $10 per controlled substance prescription filled for the time of practicing without a
registration. Dr. de Blaquiere seconded. After discussion Dr. Jonas amended her motion to
fine the pharmacist $1,000, fine the PIC $1,000, and fine the pharmacy $10 per controlled
substance prescription filled from the time of first notification by the Board, plus the cost of the
investigation fees to be paid by the pharmacist. The motion failed for lack of a second.

Ms. McKay drafted a fine schedule to address the above issues with consistency. The Board
altered the schedule as follows:

Hypo  Pharmacist Pharmacy PIC

1 $200 S0 $100
2 $1,000 $500 $500
3 $2,000 $1,000 $1,000

Dr. de Blaquiere motioned to accept the schedule, with no exception if the pharmacist, PIC and the
pharmacy registrant are the same person, and replacing the previous motions on the hypothetical
situations. Dr. Jonas seconded, and Dr. Henggeler was opposed. The motion carried. The Board
directed the staff to reinstitute the old policy of notifying the inspectors of those pharmacists who didn’t
renew by July first annually.

4) Should the Board promulgate a change to rule 017, extending or eliminating the need for
reinstatement for those who do not renew timely? Alternatively, should the Board run a bill that
clarifies that the fingerprinting requirement in 54-1718 only pertains to applicants who lost their
licenses due to discipline?

Dr. de Blaquiere motioned to run a bill that changes the fingerprint requirement to only new applicants,
those reinstating after being out of the profession one year or longer, and those reinstating after
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expiration of a suspended or revoked license or registration. Dr. Henggeler seconded, the motioned
carried unanimously.

Mr. Johnston presented a draft policy for Temporary Technician in Training registration. After
discussion the Board granted unanimous consent to adopt the policy as written.

Mr. Fraser shared the following information with the Board:

e The new prescription monitoring program AWARNXE is progressing. A will be sent letter sent to
all pharmacies introducing the new system with instructions on how to register to report to the
new system. Pharmacies can begin registering on January 24™. The go live date is February
19th. The old system will be in place until February 24th.

o The search for an inspector for north Idaho: the first announcement did not result in a hire and
the position has been reposted. Lisa Culley went to north Idaho to conduct inspections in
October and November. Both inspectors are currently taking calls for north Idaho.

¢ Ongoing difficulties encountered with the conversion to the new licensing system still exist.
While the legislature considers the Board’s request for appropriation to fund its vacant full time
employee position, Mr. Fraser has assumed many licensing duties.

¢ All pharmacies in Idaho will be inspected in a two year period.

Mr. Fraser presented a hypothetical situation whereby a pharmacy employee is diverting a large
amount of medications. There is a corresponding responsibility for the pharmacy and PIC to
appropriately secure controlled substances. When should the pharmacy and/or the PIC be disciplined
for not fulfilling their corresponding liability? The Board directed the Board’s staff to initiate disciplinary
proceedings against the PIC when 5,000 dosage units or more are diverted.

Mr. Johnston presented the financial review. The Board is currently under spent by 10% in total,
mainly due to the open inspector position. Mr. Johnston will be presenting the budget to JFAC for the
first time this year, due to work load at LSO. The Governor did not recommend the Board’s request for
$10,000 to purchase a sound system to record the Board meetings, as other agencies had the same
request at a lower dollar amount. All other line items did appear in the Governor’'s recommendation.

Mr. Johnston reviewed the travel calendar. Most of his continuing education programs are listed,
though a few more will be scheduled. The following attendees were confirmed:

e May 17-20 — NABP Annual Meeting Phoenix, Arizona: Mr. Johnston, Drs. Chopski, Henggeler,
& de Blaquiere. Dr. Jonas will arrive one day late.

e 5/30-6/1 NW Pharmacy Convention in Coeur d’Alene: Mr. Johnston, Drs. Chopski, Jonas, & de
Blaquiere.

Board meeting dates were set:

e July 28, 2014 Conference Call, if needed.
e August 13-14, 2014 — State Capital. August 13 is expected to start at 1pm, if needed.
e October 22-23, 2014 — Boise. October 22" is expected to start at 1pm.

With no further business Dr. Henggeler motioned to adjourn the meeting, and Dr. Jonas seconded.
The motion passed unanimously, and the meeting adjourned 5:04 pm.
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MINUTES OF THE
IDAHO STATE BOARD OF PHARMACY
March 13, 2014
Pond Student Union Bldg ISU
Pocatello, Idaho

This meeting of the Board was held to conduct regular Board business

Chairman Nicole Chopski, PharmD, called the meeting to order at 8:10 am. In attendance were Board
members Holly Henggeler, PharmD; Rich de Blaquiere, PharmD; Kristina Jonas, PharmD; Ed Sperry,
Public Member; Mark Johnston, RPh, Executive Director; Nicole McKay, DAG; Colleen Zahn, DAG;
Scott Zanzig, DAG; Fred Collings, Chief Investigator; Compliance Officers Lisa Culley and Jaime
Sommer; and Ellen Mitchell.

Dr. Henggeler motioned to accept the minutes of the 1/9/2014 conference call and the 1/21/2014
meeting with minor corrections. Dr. Jonas seconded, the motion carried unanimously.

Tami Taylor, ISU student pharmacist, presented her research of telepharmacy in Idaho and several
other states. Her presentation was informative and timely as the Board heard a telepharmacy request
later in the day. Ms Taylor reported that studies from other states indicate that prescriptions
dispensed through telepharmacy have a lower error rate and are more likely to be counseled when
compared to retail pharmacy dispensing. Also, patient satisfaction was higher than traveling to a retalil
pharmacy and cost was lower. North Dakota reports no cases of diversion in their many telepharmacy
sites, unlike the diversion cases found in their other pharmacies. Ms. Taylor noted that Idaho rules,
such as mandating that a remote dispensing site be located within a medical care facility, that drugs
are locked in secure cabinets, and that remote dispensing sites utilize an ADS system to dispense,
were unique to Idaho and a hindrance to developing more telepharmacy practice sites within Idaho.
Alternatively, Idaho’s rules did not contain detail that is common within other state rules, such as
technician training requirements, inventories, inspections, distance from a retail pharmacy, and limits
upon how many sites or technicians a pharmacist may supervise.

Dean Paul Cady, RPh, PhD and Rex Force, PharmD, BCPS, FCCP, Associate Dean for Research
presented information in support of their request for waiver of Board Rules 710.10.d “...drugs must be
stored in a locked cabinet...” and 711 “prescription drugs... must only be filled...through the use of an
ADS system...” for the proposed remote dispensing site located in Arco, proposed to be supervised by
Bengal Pharmacy located in Pocatello at Idaho State University. Much Board discussion ensued
pertaining to potential waiver parameters and rule changes, including Dr. Henggeler's concerns over
technician diversion. Ultimately due to time and the length of the day’s agenda, it was determined that
either delegated authority for the Board'’s staff or a conference call meeting of the Board would be
required in order to detail waiver parameters and potential rule changes. Chairman Chopski asked for
a motion to approve or disapprove of the waiver request, before an additional Board meeting was to
be considered. Mr. Sperry motioned to approve the waiver request for rule 710.10.d subject to
parameters to be determined. Dr. de Blaquiere seconded, and the motion carried with three in favor
and Dr. Henggeler opposed. After discussion of the waiver request for rule 711 Dr. de Blaquiere
motioned to approve the waiver: no use of ADS would be required; all drugs could be unlocked;
controlled substances could be dispersed amongst non-controlled substances. Mr. Sperry seconded.
During further discussion Dr. de Blaquiere explained his beliefs, including that remote dispensing site
security should be no less than what is required of secured delivery rooms, a perpetual inventory
should be required, and that parameters of a waiver should generally result in rule changes for all
telepharmacy operations. Ms. McKay asked Chairman Chopski to grant delegated authority to Mr.
Johnston and her to draft, negotiate, and contract a waiver agreement with ISU that would include the
many parameters discussed today and more. The Board preferred to approve any waiver agreement
themselves through a conference call meeting. Dr. de Blaquiere amended his motion to approve the
waiver request for rule 711 pursuant to parameters to be determined. Mr. Sperry seconded. The
motion carried with Dr. Henggeler opposed. A conference call meeting of the Board was scheduled
for March 18th, 2014.

Kris Ellis, lobbyist for Idaho Chapter of the American Association of Naturopathic Physicians presented
draft legislation that was not expected to be heard in 2014, as the legislature was nearing Sine Die.
Although this draft appears to finally solve the many issues that have hindered naturopath prescriptive
authority from becoming a reality, the chiropractic association has complicated the issue by seeking
prescriptive authority through this draft. While Ms. Ellis sought the Board’s approval of a two tiered
system of prescriptive authority that included chiropractors, the Board did not feel that it was within
their statutory authority to comment upon the potential prescriptive authority of other practitioners. Ms.
Ellis left satisfied that the Board was not opposed.

The administrative hearing for BOP Case 11-024 concerning Lisa Mathis, RPh, commenced. Ms.
Mathis appeared telephonically with her legal counsel Virginia Bond. Colleen Zahn, DAG presented
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the Board's case alleging Ms. Mathis’ non-compliance with her PRN contract. Ms. Bond and Ms.
Mathis testified on Ms. Mathis’ behalf. After Board questions and deliberations, Dr. Henggeler
motioned to revoke Ms. Mathis pharmacist license and controlled substance registration. Dr. Jonas
seconded. The motion carried with three in favor and Dr. de Blaquiere abstaining.

Dennis Beach attended the meeting with his legal counsel Tony Sasser. Mr. Beach sought
reinstatement of his pharmacist license and controlled substance registration. Both Mr. Beach and Mr.
Sasser provided testimony and documents in support of their request. Dr. Henggeler motioned to
approve Mr. Beach’s reinstatement application, as he has finally complied with all Board orders and
his PRN contract. Mr. Sperry seconded. Dr. Chopski noted Mr. Beach is still bound by the PRN
contract he signed, as it is a five year contract. Dr. Henggeler amended her motion to include Mr.
Beach’s compliance with his PRN contract. No additional Board appearance is required to release Mr.
Beach from his current Board order if compliant with his PRN contract after 5 years of initial signing.
Mr. Sperry seconded, and the motion carried unanimously.

The administrative hearing for BOP Case 14-036 concerning Irvin Christensen, RPh, commenced.
Scott Zanzig, DAG, presented the Board’s case. Mr. Christensen owns and operates Eastman Drug in
Soda Springs, Idaho. The complaint against Mr. Christensen alleges he failed to renew his controlled
substance registration in a timely fashion and dispensed controlled substances from his pharmacy
while his controlled substance registration was expired. Mr. Christensen provided testimony and an
apology. After Board questions and deliberation, Dr. Henggeler motioned to fine Mr. Christensen
$2000 and Eastman Drug $1000, consistent with the Board’s prior direction for such cases, but without
the typical pharmacist-in-charge (PIC) fine, as Mr. Christensen was both the unregistered pharmacist
and the PIC. Dr. Jonas seconded. During discussion, Dr. de Blaquiere expressed his concerns that
the fines were excessive. Dr. Chopski asked for the vote. Three were in favor, with Dr. de Blaquiere
opposed; the motion carried.

Sam Hoagland attended the Board meeting representing Community Health Associates of Spokane
and requesting a waiver from rule 601.03.b which requires “a lavatory facility in the pharmacy
restricted to pharmacy staff.” Following the presentation of the waiver request and discussion, Dr.
Jonas motioned to deny the request as it is not an undue hardship. Dr. Henggeler seconded. After
further discussion and a poll of the Board, the motion carried unanimously.

Dr. Chopski called for public comment, hearing none the Board broke for lunch.

Following lunch, the Dr. Chopski again called for public comment. Melissa Sutton, certified pharmacy
technician from Shaver’'s Pharmacy & Compounding Center asked the Board about 503a and 503b.
The Board responded that efforts to understand such federal law and its effect upon Idaho and the
Board’s pending rules are still ongoing.

Dr. Chopski called for the agenda item: Inspector Q & A. Lisa Culley asked the Board for an
interpretation of rule 116. Prescription Drug Order: Refills and rule 400. Technician — Utilization and
Practice Limitations. The question was whether a pharmacy technician could accept a verbal refill
authorization from a practitioner’s office, which by rule mandates the creation of a new prescription
drug order. The two rules appear to be conflicting. The Board determined that this function is not a
violation of the restriction of technicians receiving new verbal prescription drug orders.

Mr. Johnston presented a written question from Matthew Murray, PharmD, who asked if the annual
controlled substance inventory must be taken within seven days of the previous years’ inventory. Dr.
Murray desires to take an inventory sooner, to “reset” his annual date. The Board agreed this was
within the intent of the rule, but that the rule language should be clarified in 2015.

Dr. Chopski asked for Mr. Johnston to lead the agenda item Legislation and Rule review. Mr.
Johnston stated that all of the Board’s rules and statute changes passed the legislature, except for the
compounding docket of rules, for which the Board asked the legislature to defeat via concurrent
resolution. Mr. Johnston quickly covered other bills related to pharmacy that had either passed or
failed to pass, and he read from a list of potential changes for 2015 that he had collated from Board
meetings over the past year. The Board agreed with all, but felt that refrigerator temperature
monitoring was the lowest priority.

The Board commenced the administrative hearing for BOP Case 14-026 concerning Alma Canchola,
pharmacy technician. Scott Zanzig, DAG, presented the case against Ms. Canchola, which alleged
diversion of oxycodone from KJ's Pharmacy in Twin Falls. Fred Collings, Chief Investigator and
Reynold French, RPh employed by K.J.’s Pharmacy, testified on behalf of the Board. Ms. Canchola
represented herself and following a short recess in which Ms. McKay determined the appropriateness
of presenting taped conversations, two separate recordings between Ms Canchola, Mr. French and
Kent Jensen, RPh and owner of KJ's Pharmacy, were heard. After the Board questions and
deliberation, Dr. Jonas motioned to revoke Ms. Canchola’s pharmacy technician registration, and Dr.
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Henggeler seconded. During discussion Mr. Sperry expressed his feeling that revocation was
extreme. Dr. Chopski called for the vote, and the motion failed with three against and Dr. Jonas for.
After further discussion, Dr. Henggeler motioned to revoke Ms. Canchola’s registration, and Dr. Jonas
seconded. Dr. Chopski called for the vote, which resulted in Mr. Sperry opposed, Dr. de Blaquiere
abstained, Dr. Henggeler for and Dr. Jonas for. Thus, Dr. Chopski had to vote, which she did in favor
of the motion, which carried.

The Board commenced the administrative hearing for BOP Case 13-063 concerning Richard M
Sutton, RPh. Ms. Zahn presented the administrative complaint and the Board’s case indicating Mr.
Sutton pled guilty to two counts of driving under the influence and due to a past conviction pled guilty
to one felony count of driving under the influence in October 2013. Mr. Sutton was not represented by
legal counsel. Mr. Sutton provided testimony and documents concerning his addiction treatment
outside of the Board’s Pharmacy Recovery Network (PRN). After Board questions and deliberations,
Dr. Henggeler motioned to suspend Mr. Sutton’s pharmacist license and controlled substance
registration for one year, require enrollment and compliance with PRN, and to fine $2000. The motion
failed for lack of a second. Dr. de Blaquiere motioned to suspend until the criminal probation is
complete, fine $2000, and require enroliment and compliance with PRN. Dr. Henggeler seconded,
and the motion carried unanimously.

The Board commenced the administrative hearing for BOP Case 13-064 Tonya D Rydman, RPh. Ms.
Rydman was represented at the hearing by her legal counsel Joe Fillicetti. Ms. Rydman, through her
attorney, pled guilty to three misdemeanor charges including driving under the influence, possession
or use of a legend drug or precursor without authorized prescription or drug order and possession of a
controlled substance on January 15, 2014. Ms. Zahn presented the Board’s case including a
stipulation of facts signed by Ms. Rydman on March 5, 2014. Mr. Fillicetti and Ms. Rydman testified in
defense on behalf of Ms. Rydman. Ms. Zahn and Mr. Fillicetti stipulated to seal some records, which
are not public record pursuant to Idaho Code 9-340(c). Dr. de Blaquiere had to leave the hearing due
to the late hour and his flight schedule. Following Ms. Zahn's and Mr. Fillicetti’s closing arguments
and Board questions and deliberation, Dr. Henggeler motioned to suspend Ms. Rydman’s pharmacist
license and controlled substance registration for a period of one year, mandate enrollment and
compliance with PRN, require a reappearance before the Board prior to reinstatement and impose a
$1000 fine. Dr. Jonas seconded, and the motion carried with Mr. Sperry opposed.

As Mr. Johnston had exited the meeting to present continuing education in Idaho Falls, Dr. Chopski
tabled the travel calendar and financial report until the next conference call.

Dr. Jonas motioned to adjourn the meeting, and Mr. Sperry seconded. The motion passed
unanimously, and the meeting adjourned 6:41 pm.
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MINUTES OF THE
IDAHO STATE BOARD OF PHARMACY
Conference Call — Board office
1199 Shoreline Lane Ste 303, Boise, Idaho
April 2, 2014

This meeting of the Board was commenced, pursuant to the Board’s 3/13/14 approval of
Bengal Pharmacy’s petition for variance, to establish conditions of such approval.

In attendance at the Board’s office were Ed Sperry, Public Member and Mark Johnston,
RPh, Executive Director. In attendance telephonically were Chairman Nicole Chopski,
PharmD, Vice Chairman Holly Henggeler, PharmD, Board members Rich de Blaquiere,
PharmD and Kristina Jonas, PharmD, as well as Kerry Casperson, PhD, Rex Force,
PharmD, BCPS, FCCP, Associate Dean for Research, Dean Paul Cady, RPh, PhD, and
Kim Lynn, PharmD, who represent Bengal Pharmacy.

All parties had previously received a draft waiver approval document detailing several
potential conditions, as drafted by Mr. Johnston and the Board’s Deputy Attorney
General, Nicole McKay, pursuant to the 3/14/14 Board meeting deliberations and a
subsequent conversation between Bengal Pharmacy and Mr. Johnston. Chairman
Chopski called the meeting to order at 7:02pm and asked Mr. Johnston to detail the
topic’s occurrences to date. The Board then proceeded to deliberate upon each draft
condition with pointed verbal input from Bengal Pharmacy’s representatives where
appropriate.

Draft condition a: All controlled substances in the remote dispensing site
must be stored: [options include in an ADS, in cassettes, in a locked area or
dispersed throughout the stock of non-controlled substances].

After much debate, Dr. de Blaquiere motioned to allow the dispersal of controlled
substances throughout the stock of legend drugs. Mr. Sperry seconded. After further
discussion, Dr. de Blaquiere amended his motion: controlled substances must be stored
in a locked area. Dr. de Blaquiere consciously did not provide further description of said
locked area, as he wanted Bengal Pharmacy to have the flexibility to determine if a
cabinet, room, or other locked structure was an appropriate safeguard. Chairman
Chopski called for the vote, the motion passed 3-1 with Dr. Henggeler opposed.

Draft condition b: The remote dispensing site must be secured at all entrances
after hours and access permitted only through two factor credentialing as
provided in IDAPA 27.0101.604.3.3.i. through iii. (Consider a requirement
whereby a pharmacist from Bengal Pharmacy allows remote entry to a
technician possessing a key at the remote dispensing site.)

After discussion, Dr. Chopski asked for unanimous consent to approve condition b as
written, without the consideration included in parentheses. Dr. Chopski polled the Board
and unanimous consent was granted.





Draft condition c: The remote dispensing site must be equipped with a
security system capable of date, time and user stamping and 120 day data
retention.

After discussion, Dr. Chopski asked for unanimous consent to approve the condition as
written, but to change the record retention period to 90 days. Dr. Chopski polled the
Board and unanimous consent was granted.

Draft condition d: The remote dispensing site must be equipped with a
security system capable of providing an adequate number of simultaneous
views of the remote dispensing site and storing data for a minimum of 120
days.

After discussion, Dr. Henggeler motioned to add “entire” before the second use of
“remote”, change the record retention period to 90 days, change “security” to
“surveillance”, and to strike “simultaneous” or replace it with a word such as “full”. Dr.
Jonas seconded, and the motion passed unanimously.

Draft condition e: The remote dispensing site must be constructed with walls
that extend to the roof and solid core or metal doors, and all doors and other
access points must be equipped with locking devices and be constructed in a
manner so that hinge hardware is accessible only from inside the remote
dispensing site.

After minimal discussion, Dr. Chopski asked for unanimous consent to approve
condition e as written. Dr. Chopski polled the Board and unanimous consent was
granted.

Draft condition f: Access to the remote dispensing site must be limited to the
pharmacist and technicians unless otherwise authorized by the pharmacist.

After discussion, Dr. Chopski asked for unanimous consent to approve condition f, with
the understanding that the final word smithed language would support rule 710.09 (and
not allow access that conflicts with it) and would incorporate similar language as in the
definition of “secured pharmacy”, in order to allow customers access to OTC sales, the
counseling area, etc. Dr. Chopski polled the Board and unanimous consent was
granted.

Draft condition g: All controlled substances must be double counted by the
technician at the remote dispensing site.

After much discussion, Dr. de Blaquiere motioned to strike condition g in full. Dr. Jonas
seconded. The motion passed 3-1 with Dr. Henggeler opposed.





Draft condition h: Perpetual inventory must be kept for all schedule I
controlled substances. Upon dispensing a schedule Il controlled substance,
the remote dispensing site technicians must count the remainder and log each
prescription in written or electronic form.

Draft condition i: The pharmacist’s monthly inspection of the remote
dispensing site must include an audit of all controlled substance inventories.

Dr. de Blaquiere believed that condition h and condition i should be considered
together. The Board’s lengthy discussion included the differentiation of an inventory
from an audit. Mr. Johnston explained that an inventory is a quantity count of certain
inventory that is within a drug outlet at any particular point in time, utilized as a starting
point for an audit. An audit is a reconciliation of a starting inventory, plus received
inventory, minus dispersed inventory (usually in the form of dispensing, but could
include other distributions, such as expired product to a reverse distributor). The results
of such an audit calculation are expected to match the quantity remaining within the
drug outlet. After much discussion, Dr. de Blaquiere motioned to accept condition h as
written, and within condition i for “audit” to be changed to “inventory” and for condition i
to only pertain to three controlled substances per month. Mr. Sperry seconded. Dr.
Jonas and Dr. Henggeler voted nay. Dr. de Blaquiere and Mr. Sperry voted aye.
Chairman Chopski broke the tie and voted nay. The motion failed. Dr. Henggeler
motioned to approve condition h as written. Dr. Jonas seconded. The motion passed
unanimously. Dr. Henggeler motioned to quantify condition i to pertain to three
controlled substances only, audited every other month. Dr. de Blaquiere and Mr. Sperry
voted nay. Dr. Henggeler and Dr. Jonas voted aye. Chairman Chopski broke the tie
with an aye vote, and the motion passed.

Draft condition j: Bengal Pharmacy must develop and implement a continuous
guality improvement program to review and evaluate the remote dispensing
site operation.

After little discussion, Chairman Chopski asked for roll call unanimous consent, which
was granted.

Draft condition k: The remote dispensing site must institute a random drug
screening of technicians with a minimum of ___ tests per year.

Dr. Henggeler motioned to approve condition k as written with six tests per year. The
motion died for a lack of a second. After much discussion, Dr. de Blaquiere motioned to
strike condition k in full. Mr. Sperry seconded. Dr. de Blaquiere and Mr. Sperry voted
aye. Dr. Henggeler and Dr. Jonas voted nay. Chairman Chopski broke the tie by voting
nay. The motion failed. Dr. Jonas motioned to approve condition k as written, with “with
a minimum of __ tests per year” struck. Mr. Sperry seconded. After more discussion,
Dr. Jonas amended her motion to accept condition k with “a minimum of one test per
year”. Dr. Jonas and Dr. Henggeler voted aye. Dr. de Blaquiere and Mr. Sperry voted
nay. Chairman Chopski broke the tie by voting aye. The motion passed.





Draft condition I: The remote dispensing site certified technicians must have
2,000 hours of experience as a technician in Idaho.

After discussion, Chairman Chopski asked for roll call unanimous consent to approve
condition | as written. Unanimous consent was granted.

Draft condition m: The remote dispensing site must report diversion and error
rates to the Board quarterly during the waiver period.

After much discussion, which included the various potential definitions of an error, Dr.
Henggeler motioned to strike condition m in full and to add “and quarterly submit to the
Board the results of the CQI” to the end of condition j. The motion passed with three in
favor and Dr. de Blaquiere abstaining.

Draft condition n: In the absence of pharmacist at Bengal Pharmacy viewing
through video communication the stocking of an ADS machine, the
pharmacist must view the opening of the secured tote that prescription drugs
are delivered within.

After discussion, Chairman Chopski asked for roll call unanimous consent to change
draft condition n to read “The pharmacist must view the opening of the secured tote that
prescription drugs are delivered within and the stocking of controlled substances into
the locked area.” Unanimous consent was granted.

Dr. de Blaquiere motioned to adjourn at 9:53pm. Mr. Sperry seconded. The motion
passed unanimously.






MINUTES OF THE
IDAHO STATE BOARD OF PHARMACY
Conference Call — Board office
1199 Shoreline Lane Ste 303, Boise, Idaho
April 21, 2014

This meeting of the Board was commenced to hear a Motion for Reconsideration of the
Board'’s 3/27/14 order issued to Richard Sutton, R.Ph.

In attendance at the Board’s office were Board members Ed Sperry, Public Member;
Kristina Jonas, PharmD; Mark Johnston, RPh, Executive Director; and Colleen Zahn,
DAG. In attendance telephonically were Chairman Nicole Chopski, PharmD; Vice
Chairman Holly Henggeler, PharmD; Rich de Blaquiere, PharmD; as well as Mr. Sutton
and his legal counsel, Donald Chisholm.

Chairman Chopski called the meeting to order at 7:08 pm and initiated Mr. Sutton’s
agenda item. Ms Zahn had no opening comments, preferring previously submitted
documents stand on their own. Mr. Chisholm had brief opening remarks that included
urging the Board to approve the motion, instead of having the decision reviewed
judiciously without such Board reconsideration. Dr. Chopski led a discussion with the
Board that included the Administrative Procedures Act and the signed Stipulation To
Defer Action On Motion To Stay Suspension Of Licenses. Dr. Henggeler motioned to
grant the Motion for Reconsideration and to hear the matter at the Board’s regularly
scheduled meeting on May 29, 2014 in Coeur d’Alene, Idaho. Dr. Jonas seconded the
motion. During discussion, Dr. Henggeler asked for an updated spread sheet of prior
Board orders by category of violation, including felony convictions. Chairman Chopski
called for a roll call vote; all were in favor of the motion.

Since the Board had commenced an open, public meeting to hear the Sutton matter,
Mr. Johnston posted an agenda with a second item: Legislation and Rule Review.
Chairman Chopski asked Mr. Johnston to initiate such discussion. Mr. Johnston
referred the Board to previously distributed documents.

The first legislative topic discussed was “office use” compounding or more specifically,
the distribution of compounded drug product in the absence of a patient specific
prescription drug order. Such distribution appears to be illegal both federally and in
Idaho. The Board is currently enforcing such state law on a priority basis, starting with
non-resident, sterile compounding. Much discussion ensued, including discussion
concerning the federal Compounding Quality Act, various association positions, the 50
state FDA meeting on compounding that Mr. Johnston recently attended in Maryland,
State law, and current, resulting, business practices recently reported to the Board. The
Board decided to initiate enforcement of State law that prohibits the distribution of all
sterile “office use compounding”, starting with notification to registrants and licensees by
publication of such information in the Board’s June Newsletter. There are currently 41
outsourcing facilities registered with the FDA. The Board will continue to utilize
enforcement discretion on the distribution of non-sterile compounded drug product for





“office use” until the FDA clarifies many points within section 503A of the federal Food,
Drug and Cosmetic Act. The Board will reconsider the former pending docket of
compounding rules at a future meeting.

The second legislative topic discussed concerned how to register Outsourcing Facilities.
The Board ultimately decided to promulgate a rule in 2015 for such a category. In the
mean time, the Board'’s staff shall register such facilities as mail service pharmacies if
they also dispense filled prescriptions and limited service drug outlets if they do not.

The third legislative topic discussed concerned technician-in-training renewal. The
Board decided that the two renewal limit in rule 041.02 referred to renewals in a life
time, not per individual registration, and instructed Mr. Johnston to clarify via rule
promulgation in 2015. The Board did condone the issuance of a technician-in-training
registration for a hypothetical certified technician who failed to maintain certification,
while such a technician obtains re-certification, even if the technician had previously
renewed a technician-in-training registration two times. Such additional registration
shall not be renewable.

The forth legislative topic discussed concerned technicians receiving verbal “refill
authorization”. Pursuant to rule 116, such authorization shall result in the production of
a new prescription drug order; refills are not to be added to an existing prescription.
This could be perceived to be in conflict with rule 400.03, which prohibits technicians
from receiving verbal prescription drug orders. Dr. Henggeler read from a 2008 Board
Newsletter, which addressed this very topic, authorizing such technician action. The
Board directed Mr. Johnston to re-publish the article in an upcoming Board Newsletter,
updating the article to refer to the new rule numbers. The Board did not believe that
clarification via rule promulgation was needed.

The fifth legislative topic discussed concerned the Board’s recent approval of Bengal
Pharmacy’s waiver. The Board debated if each condition should be promulgated into
Board rule. After much discussion, the Board directed Mr. Johnston to table the
requirement of a random drug screening program until the next meeting. The Board
wants to wait for Bengal Pharmacy’s quarterly reports before evaluating the removal of
the ADS requirement from telepharmacy rule and potentially adding the requirements of
a locked area to store controlled substances, a perpetual Cll inventory, controlled
substance audits, and pharmacist audio/visual supervision of the opening and stocking
of controlled substances. The Board directed Mr. Johnston to promulgate in 2015 the
same security requirements that regulate a pharmacy, pharmacist approval and video
supervision of access to the secured area of the remote dispensing site by authorized
visitors, a 2,000 hour requirement of a certified technician working in a remote
dispensing site, two factor credentialing for access to the remote dispensing site,
security capable of date, time, and user stamping, ninety day record retention of the
surveillance system and said entry data, and a CQI requirement.

The sixth and final legislative topic discussed concerned pharmacists compounding and
potentially dispensing from a prescriber’s office. Mr. Johnston is presenting upon the





topic at the 2014 annual NABP meeting, and he distributed his Power Point to the Board
earlier in the day. The Board wanted to allow such practice, but was concerned with the
lack of regulation that pertains to it, when compared to the same practice within a
pharmacy. After much discussion, the Board believed that a pharmacist could practice
in a physician’s office pursuant to a collaborative practice agreement.

Dr. Jonas motioned to adjourn. Mr. Sperry seconded. All were in favor. The meeting
adjourned at 8:58pm.






MINUTES OF THE
IDAHO STATE BOARD OF PHARMACY
May 29, 2014
Coeur d’Alene resort, Coue d’Alene, Idaho

This meeting of the Board was held to conduct regular Board business.

Chairman Nicole Chopski, PharmD, called the meeting to order at 8:08 am. In attendance were Board
members Holly Henggeler, PharmD; Rich de Blaquiere, PharmD; and Kristina Jonas, PharmD, as well
as Mark Johnston, RPh, Executive Director; Berk Fraser, RPh, Deputy Executive Director; Nicole
McKay and Colleen Zahn, DAGs; Fred Collings, Chief Controlled Substance Investigator; Lisa Culley,
Tanya Conner and Jaime Sommer, Compliance Officers; Ellen Mitchell and guests. Ed Sperry, Public
Member, was unable to attend.

Dr. Henggeler motioned to accept the minutes of the 3/13/14, 4/2/14, and 4/21/14 Board meetings with
minor corrections. Dr. Jonas seconded, and the motion carried unanimously.

Ms. Zahn presented a stipulation and order for David Mackowiak, PharmD, who was not in attendance
and was not represented by legal counsel. Dr. Mackowiak stipulated to a $500 fine for mis-filling a
prescription drug order, a $500 fine for failure to counsel, and six additional continuing pharmacy
education (CPE) hours pertaining to prescription or medication error and/or patient counseling. Dr. de
Blaquiere motioned to approve the stipulation as written, and Dr. Henggeler seconded. During
discussion, Dr. de Blaquiere noted a poster presentation at the recent NABP annual meeting by the
Oregon State Board Pharmacy explaining a robust CPE program addressing dispensing safety. Dr.
Chopski was concerned that a large chain had no organized system of documenting counseling.
Elizabeth Keller, PharmD stated that she works in a Walgreens pharmacy and that there was an
electronic means to document counseling. Mr. Fraser stated that there did not seem to be a universal
system of counseling documentation within Walgreens pharmacies, as many stores keep a paper log.
Mr. Johnston stated that he has spoken to Walgreens corporate representatives who indicate that
pharmacists who are not documenting counseling are not following company policy. Dr. Chopski
asked for the vote, and the motion passed unanimously.

Ms. Zahn presented a stipulation and order for Eldon Riggle, RPh, who was not in attendance and was
not represented by legal counsel. Mr. Riggle stipulated to a $500 fine and six additional CPE hours
pertaining to prescription or medication error for mis-filling a prescription drug order. Dr. Henggeler
motion to accept the stipulation as written, and Dr. Jonas seconded. After minimal discussion, Dr.
Chopski asked for the vote, and the motion passed unanimously.

Ms. Zahn presented a stipulation and order for Charles Davis, RPh, who was not in attendance and
was not represented by legal counsel. Mr. Davis stipulated to a $500 fine and 6 additional CPE hours
related to labeling, failure to utilize warning labels, and failure to distribute a required FDA MedGuide.
Dr. Henggeler motioned to accept the stipulated order as written, and Dr. Jonas seconded. During
discussion, it was noted that MedGuides are required for each dispensing of a refilled prescription.
The Board also discussed electronic record keeping systems that record counseling documentation
that might not have actually occurred. Dr. Chopski asked for the vote, and the motion passed
unanimously.

Ms. Zahn presented a stipulation and order for Justin Sanders, PharmD, who was not in attendance
and was not represented by legal counsel. Dr. Sanders stipulated to a $500 fine for mis-filling a
prescription, a $500 fine for not offering counseling, and six additional hours of CPE pertaining to
medication error and/or patient counseling. Dr. Jonas motioned to accept the order as written. Dr.
Henggeler seconded. During discussion, the Board expressed concern over continued counseling
violations. Dr. Chopski asked for the vote, and the motion passed unanimously.

Ms. Zahn presented a stipulation and order for Paul Allen, RPh, who was not in attendance and not
represented by legal counsel. Mr. Allen stipulated to a $500 fine for mis-filling a prescription, a $500
fine for failing to offer counseling, and 6 additional CPE hours pertaining to medication error and/or
patient counseling. Dr. de Blaquiere motioned to accept the order with a minor correction, and Dr.
Jonas seconded. Dr. de Blaquiere inquired as to when a technician is also disciplined for mis-filled
prescriptions. Mr. Johnston responded that technicians are typically only disciplined if their
involvement goes beyond duties allowed by law. The Board discussed increased penalties for harm,
such as with this case and Mr. Davis’ case, but ultimately the Board decided that harm was too difficult
to qualify. Potentially, a case with harm could go to hearing and not be stipulated. The Board directed
Mr. Johnston to reiterate counseling and counseling documentation requirements in the next Board
Newsletter. Dr. Chopski asked for the vote, and the motion passed unanimously.

Ms. Zahn presented a stipulation and order for Butler Schein Animal Health Supply, who stipulated to
a $2,000 fine and a written plan for compliance for four distributions of controlled substances to a
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veterinarian who did not hold a valid Idaho Controlled Substance Registration. Butler Schein was
represented telephonically by attorney, Jason Reich, who presented the written plan and explained
that the veterinarian was properly licensed by the Idaho Board of Veterinarian Medicine and registered
with the DEA. Dr. Henggeler motioned to accept the stipulation and order as written. Dr. Jonas
seconded. During discussion, the Board asked if the stipulated fine was consistent with prior, similar
Board orders in which a fine was levied for each shipment. Mr. Johnston indicated that negotiations
started at an $8,000 fine, but ultimately were negotiated down to $2,000, and he explained that
changes to Idaho Code that become effective on 7/1/14 will make such violations abundantly clear.
Dr. Chopski called for the vote and the motion passed unanimously.

Ms. Zahn presented the stipulation and orders for Gloria Hansen, RPh, Lori Hockenberry, PharmD and
PIC, and Walgreens Pharmacy 05185. None of the respondents were present or represented by legal
counsel. Ms Hansen failed to renew her controlled substance registration by 6/30/14 and continued
to work, even after receiving written notification from the Board’s staff. The pharmacy, PIC and Ms.
Hansen stipulated to penalties pursuant to the Board’s hypothetical direction from the 1/21/14 Board
meeting, which was reaffirmed at the 3/13/14 Board meeting. Ms Hansen stipulated to a $2,000 fine.
Dr. Hockenberry stipulated to a $1,000 fine. Walgreen stipulated to a $1,000 fine. Dr. de Blaquiere
motioned to accept the stipulated orders. Dr. Henggeler seconded. Dr. de Blaquiere clarified that his
motion pertained to all three orders. Dr. Chopski asked for the vote, and the motion passed
unanimously.

Joshua Deiss, PharmD, appeared without legal counsel to request reinstatement of his pharmacist
license and controlled substance registration. Dr. Henggeler recused herself due to a previous
professional relationship with Dr. Deiss. Dr. Deiss delivered proof of compliance with the Board’s
Pharmacy Recover Network (PRN) and a complete reinstatement application. Dr. Deiss was
guestioned concerning dates, employment status and the circumstances surrounding his drug use,
diversion, and rehabilitation compared to the documents provided. Dr. de Blaquiere motioned to
reinstate Dr. Deiss’ license and registration, with the conditions that Dr. Deiss cannot hold the position
of Pharmacist-in-Charge (PIC), cannot be a preceptor of student pharmacists, and must remain
compliant with his PRN contract. Dr. Jonas seconded. Dr. de Blaquiere clarified his motion: the PIC
and preceptor restrictions are to terminate with successful completion of Dr. Deiss’ PRN contract. Dr.
Chopski asked for the vote, and the motion passed unanimously.

Benjamin Hurley, PharmD, appeared with legal counsel, Richard Hall, in support of his application for
licensure via reciprocity from the state of Oregon. Dr. Hurley is currently subject to an order of the
Oregon Board of Pharmacy. Dr. Chopski recognized Dr. Hurley’s presented materials including his
application, said board order, and letters of recommendation. Ms. McKay read from Section 54-1723,
Idaho Code, which requires a reciprocity applicant to not have restrictions upon their license in any
other state and counseled the Board on this statutory restriction to approving Dr. Hurley’s application.
Mr. Hall referred the Board to rule #033, which states that a reciprocity applicant must be “in good
standing in another state at the time of the application”. Mr. Hall believes that Dr. Hurley’s license is in
good standing in Oregon, albeit subject to an order. The ensuing discussion included statute
superseding rule and Dr. Hurley’s explanation of the events in Oregon. Dr. Jonas motioned to deny
Dr. Hurley’s application until his licenses in all other states are unrestricted. Dr. Henggeler seconded.
Dr. Chopski asked for the vote, and the motion passed unanimously. Via unanimous consent, the
Board instructed the Board’s staff to approve Dr. Hurley’s application once his licenses are no longer
restricted in all other states.

The Board took up the matter of Kellie Ann Smith, PharmD, Benewah Medical Center, Ann Gumaer
Oehlert, RPh and PIC, and Jacob T. VanVleck, PharmD and PIC.

Dr. Smith appeared with legal counsel, Pat Fannin. Dr. Smith is accused of working without an Idaho
pharmacist license at Benewah Medical Center on 16 dates from July 2013 to March 2014. Ms. Zahn
represented the Board and had brief opening remarks. Mr. Fannin’s opening remarks were extensive,
including admitting 6 exhibits. Mr. Fannin explained that Dr. Smith renewed her CS registration timely,
but was confused by new procedures to renew her license. Mr. Fannin provided great detail in
describing the factors that lead to such confusion. Ms. Zahn called Berkeley Fraser to testify, entering
4 additional exhibits during the questioning. Mr. Fraser was cross examined by Mr. Fannin and
questioned by the Board. Mr. Fannin called Dr. Smith to testify, who was cross examined by Ms.
Zahn. Ms. Zahn and Mr. Fannin presented closing statements, in which Mr. Fannin urged the Board to
not impose discipline, due to the mitigating circumstances, the potential results of reporting such
discipline to other entities, and the fact that 0.3% of the Board’s licensed pharmacists also did not
renew correctly. Dr. Henggeler motioned to enter executive session as allowed by Idaho Code 67-
2345(f). Dr. Jonas seconded, and Dr. Chopski called for a roll call vote, which was unanimous. Upon
returning from executive session, Dr. Henggeler motioned to fine Dr. Smith $200. Dr. Jonas
seconded. Dr. Chopski called for the vote, and the motion passed unanimously. Ms. McKay asked
the Board to clarify which alleged violation(s) the Board was imposing a fine. As there was
disagreement among the Board members, Dr. de Blaguiere motioned to reconsider. Dr. Jonas
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seconded. Dr. Chopski asked for the vote, and the motion passed with Dr. Henggeler opposed. The
Board broke for lunch. Upon returning from lunch, the Board continued their deliberations, and then
Dr. de Blaquiere motioned to charge $200 for attorney costs and fees, not for a particular violation. Dr.
Jonas seconded. After discussion, Dr. Chopski called for the vote, and all were opposed. The motion
failed. Dr. de Blaquiere motioned to charge costs of $200, but the motion failed for lack of a second.
Dr. Henggeler motioned to fine $200 for violations of Board rule 17.03 and 17.04. Dr. Jonas
seconded. The motion passed with Dr. de Blaquiere opposed.

Ms Oehlert presented with legal counsel Chris Kerley. Ms. Oehlert is accused of not fulfilling her
corresponding responsibility for compliance with the law by allowing an unlicensed pharmacist to
practice within the pharmacy for which she was PIC. All agreed to admit the exhibits and testimony of
the prior hearing and to proceed directly to closing statements. Ms. Zahn and Mr. Curley presented
brief closing statements. The Board had no questions. Dr. Jonas motioned to fine $100. Dr.
Henggeler seconded. Dr. Chopski asked for the vote, and the motion passed unanimously.

Dr. VanVleck presented with legal counsel, Mr. Kerley. Dr. VanVleck is accused of not fulfilling his
corresponding responsibility for compliance with the law by allowing an unlicensed pharmacist to
practice within the pharmacy for which he was PIC. All agreed to admit the exhibits and testimony of
the prior hearings and to proceed directly to closing statements. Ms. Zahn and Mr. Curley presented
brief closing statements, and the Board asked a few questions. Dr. Henggeler motioned to fine $100,
and Dr. Jonas seconded. Dr. Chopski asked for the vote, and the motion passed unanimously.

Benewah Medical Center was represented by legal counsel, Helo Hancock. Benewah Medical Center
is accused of not fulfilling its corresponding responsibility for compliance with the law by allowing an
unlicensed pharmacist to practice within its pharmacy. All agreed to admit the exhibits and testimony
of the prior hearings and to proceed directly to closing statements. Ms. Zahn and Mr. Hancock
presented brief closing statements, and the Board questioned Mr. Hancock. Dr. de Blaquiere
motioned to dismiss the charges without discipline. Dr. Jonas seconded. Dr. Chopski asked for the
vote, and the motion passed unanimously.

Mr. Johnston asked for delegated authority to stipulate to the penalties and violations that the Board
imposed in the Smith, Oehlert, and VanVleck hearings. Dr. de Blaquiere motioned to grant such
delegated authority to the Board’s staff as long as the pharmacist did not work after being notified of
such lack of licensure. Dr. Jonas seconded. Dr. Chopski called for the vote, and the motion passed
unanimously.

Duane Hughes, RPh, appeared without legal counsel to request reinstatement of his pharmacist
license and controlled substance registration. Mr. Hughes presented proof of PRN compliance and a
complete reinstatement application. The Board questioned Mr. Hughes about his recovery. Dr. de
Blaguiere motioned to reinstate with the restrictions of not holding the position of PIC, not being a
preceptor of student pharmacists, and continued compliance with his PRN contract. The PIC and
preceptor restrictions will terminate at the successful conclusion of Mr. Hughes’ PRN contract. Dr.
Jonas seconded. Dr. Chopski called for the vote, and the motion passed unanimously.

Dr. Chopski called for open public comment and there was none.

Rule 330.02.b requires immunizing pharmacists “to hold a current certification in basic life support for
healthcare providers offered by the American Heart Association or a comparable Board-recognized
certification program”. Mr. Johnston reported that the Board has two companies that have recently
requested Board recognition and asked if the Board preferred to hear presentations from these
companies at a future Board meeting or if the Board would grant the Board'’s staff delegated authority
to review and potentially grant such recognition. The Board was concerned about recent debates
concerning such comparable designations. Mr. Johnston indicated that Mr. Fraser would be
conducting the comparable study. Dr. Henggeler motioned to grant delegated authority. Dr. de
Blaquiere seconded. Dr. Chopski asked for the vote, and the motion passed unanimously.

The Board took up the matter of Community Health Association of Spokane (CHAS). Nathan
Halvorson appeared with Keri Sullivan-Walker, PharmD and Cheryl Cervantes. During the 3/13/14
open meeting of the Board, the Board rejected a CHAS waiver request involving a pharmacy lavatory.
CHAS presented essentially the same request with different circumstances. The costs of constructing
a lavatory within the proposed pharmacy drastically increased, as city code required all lavatories to
be upgraded to ADA compliance, if an additional lavatory is installed in the proposed pharmacy.
Additionally, CHAS was requesting registration as a limited service pharmacy due to their customer
base being entirely 340b eligible. The Board determined that CHAS’ proposed pharmacy was indeed
a retail pharmacy and not a limited service pharmacy. CHAS'’ waiver request also included an
alternative plan: opening a prescriber drug outlet, for which a lavatory is not required. Dr. Henggeler
motioned to approve the 3/13/14 waiver request with the understanding that $30,000+ to construct a
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lavatory is an undue hardship. Dr. Jonas seconded. Dr. Chopski called for the vote, and the motion
passed unanimously.

Section 54-1713, Idaho Code, requires the Board to elect a chairman annually and a chairman cannot
serve consecutive terms. Dr. Chopski’'s term as chairman is expiring on 7/1/14, when Dr. Henggeler
will assume the duties of the chair. Dr. Jonas motioned to elect Dr. de Blaquiere vice chairman. Dr.
Henggeler seconded. Dr. Chopski called for the vote, and the motion passed unanimously.

Mr. Johnston presented the Board's travel calendar. Dr. Chopski, Dr. de Blaquiere, and Dr. Jonas will
be attending the 2014 NABP district meeting with Mr. Johnston. Dr. Jonas will be attending NABP’s
Board Member Interactive Forum in December of 2014 with Mr. Johnston. Dr. Chopski will serve as
an alternate for that meeting. The Board discussed moving the previously scheduled August meeting
up a week and subsequently rescheduling the July meeting conference call meeting. Both meetings
will be scheduled via e-mail the following week.

Mr. Johnston presented the Board’s financial report. With 89% of the fiscal year passed, the Board
has expended 85% of its appropriation. The Board was able to pay its employees substantial bonuses
for the second year in a row, as approved by the Division of Financial Management, due to the salary
savings of not having a northern Idaho inspector for most of the fiscal year. The Board is yet to pay
over $40,000 in IT costs, so at the conclusion of the fiscal year, the Board will expend nearly all of its
annual appropriation.

Dr Chopski again called for open public comment. Reece Christensen explained that his pharmacy
had been approached by a manufacture who wanted the limited service pharmacy to administer
injections pursuant to valid prescription drug orders. Mr. Johnston clarified that pharmacists can
administer any drug pursuant to a valid prescription drug order, not just immunizations. Mr.
Christensen sought clarification about what patient population his limited service pharmacy could
serve. The Board agreed that he could service his current customers. Mr. Christensen was asked to
detail the program in writing for Mr. Johnston to evaluate the appropriateness of a limited service
pharmacy participating in such a program.

Dr. Chopski addressed the inspectors and asked if they had any topics for the agenda item: Inspector
Q & A. Mr. Fraser recapped the stipulations from earlier in the day that addressed counseling and
counseling documentation violations. Both Mr. Fraser and Mr. Johnston are concerned about a lack of
counseling, a lack of counseling documentation, misunderstanding of counseling and counseling
documentation law, electronic record keeping systems that assist in falsifying counseling
documentation, and a variety of other counseling issues. The Board was also very concerned, but due
to time, terminated the discussion and instructed Mr. Johnston to create an agenda item at the August
Board meeting whereby the discussion may continue. The Board encouraged pharmacies to
participate.

Dr. Chopski asked Mr. Johnston to present the agenda item entitled Legislation and Rule Review. Mr.
Johnston presented initial draft language on potential 2015 statute and rule changes, mainly collated
from the Board’s direction at meetings over the past year. He explained that federal Track and Trace
law passed as the second half of the Compounding Quality Act, the changes were complicated, and
some of the changes go into effect on 1/1/15. As many of the changes require State changes Mr.
Johnston will have a more complete draft of wholesale distribution changes at the next meeting. Mr.
Johnston then detailed draft changes to:

37-2709: a recent DEA change that the Board is mandated to place into Idaho law.

37-2718: obtain ability to restrict a controlled substance registration, enforce a Board order, and
discipline an expired controlled substance registrant (54-1728 too), plus housekeeping.

37-2726: clarifying that subpoenas requesting PMP data for civil cases will not be fulfilled.
54-1718: changes to fingerprint requirements.

54-1729, 54-1732, 54-1732, 54-1752, and 54-1753: mainly wholesale drug distribution changes
pursuant to federal changes and housekeeping.

Rule definitions & Rule 130: biosimilar substitution.
Rule 21, 74, and 740: recognizes new federal category of outsourcing facility.
Rule 41: clarifies technician-in-training renewal.

Rule 140: labeling changes pursuant to passed 2014 legislation.
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Rule 144: pharmacy repackaging of another pharmacy’s dispensed prescription.

Rule 206: clarifying annual inventory dates.

Rule 239: The Board'’s draft compounding rule revised pursuant to federal changes. Draft changes to
rule 240 addressing sterile compounding were not discussed due to time and a lack of clarity from the

FDA.

Rule 330: Allow an immunizer's emergency kit to contain bulk epinephrine, not just epinephrine auto
injectors.

605: Clarifying pharmacy security requirements.

710: Telepharmacy changes pursuant to prior deliberation of Bengal Pharmacy’s approved waiver.

Due to time, the Board’s comments were limited to:

To the next Board meeting, the Board wanted Mr. Johnston to bring examples that necessitate
the proposed restriction of pharmacies wholesale distributing controlled substances.

Clarify that the initials of the prescriber on standard drug labels are actually the initials of the
dispensing prescriber in a prescriber drug outlet.

Separate two proposed requirements of repackaging into two different line items and distribute
to Ed Snell, RPh, for comment, as Mr. Snell was the initiator of the topic.

Request that the requesting ISU student pharmacist, Mark Vance, appear at a future Board
meeting to present upon the draft changes to allow epinephrine bulk in an immunizer’s
emergency Kkit.

Word smith two factor credentialing language.

Allow non-sterile, non-patient specific, pharmacy distribution of compounded drug product,
pursuant to certain restrictions.

The Board will consider this, updated, and additional draft language at a July conference call meeting.

Dr. Henggeler motioned to adjourn. Dr. de Blaquiere seconded. Dr. Chopski asked for the vote, and
the motion passed unanimously. The meeting adjourned at 6:01pm PST.

Page 5 of 5






MINUTES OF THE
IDAHO STATE BOARD OF PHARMACY
July 7th, 2014 — Conference Call
1199 Shoreline Lane #303, Boise, Idaho

This meeting of the Board was commenced to consider draft language of potential 2015 statute
and rule changes.

In attendance at the Board’s office were Ed Sperry, Public Board Member ; Kristina Jonas,
PharmD and Board member; Mark Johnston, RPh and Executive Director; and Nicole McKay,
DAG. In attendance telephonically were Chairman Holly Henggeler PharmD; Nicole Chopski,
PharmD and Board member; Rich de Blaquiere, PharmD and Board member; as well as
members of the public Paul Cady, Ph.D. representing Idaho State University and John Sullivan,
PharmD, representing the Idaho Society of Health-System Pharmacists.

Dr. Henggeler called the meeting to order at 7:03 pm and asked for comment regarding draft
minutes from the 5/29/14 Board meeting. After discussion, Dr. Jonas motioned to accept the
minutes with minor changes. Dr. Chopski seconded. Dr. Henggeler called for the vote, and the
motion passed unanimously.

Dr. Henggeler asked Mr. Johnston to lead the agenda item “legislation and rule review”. Mr.
Johnston called the Board’s attention to a previously distributed copy of the Board’s proposed
2015 changes to Idaho code and explained that all proposed statute changes within the Idaho
Wholesale Drug Distribution Act have been removed and placed into a separate document.

Mr. Johnston explained that since the draft that the Board considered at the 5/29/14 meeting,
new draft of changes to the Uniform Controlled Substances Act include several housekeeping
changes, such as correcting incomplete and inconsistent lists of what activities require
controlled substance registration and separating “prescribe” and “administer” from the definition
of “dispense”. This draft includes several additional statutes not previously considered. The
Board approved of these changes and other reorganization as written. Also included in this
draft is the ability to fine controlled substance registrants, which all agreed could be
controversial. Dr. Chopski asked Mr. Johnston and Ms. McKay to review if “compounding”
should be removed from within the definition of “dispense” and separately defined. Additionally,
Mr. Johnston and Ms McKay are to determine if the Board’s authority to cancel a registration in
rule should be memorialized in statute. Ms. McKay asked for additional time to study draft
changes to 37-2729 concerning subpoenas for PMP data in civil cases. Mr. Johnston explained
additional proposed housekeeping changes to 54-1734.

Mr. Johnston asked the Board to turn their attention to the previously distributed draft of the
Board’s proposed 2015 rule changes. In addition to the changes that the Board directed at the
5/29/14 Board meeting, the following changes have been made to the draft:

- A definition of outsourcing facility and a fee for an in-state outsourcing facility were
added. References to federal law were corrected. Language concerning an
outsourcing facility’s coincidental activity was updated.

- New proposed rule changes were added, clarifying that a foreign graduate who
obtains a PharmD in the United States still has to complete 1,500 intern hours.

- Several non-substantive changes to rule 239 (compounding) were completed.

- Pursuant to USP’s proposed Chapter 800, a new rule 241 for hazardous drug
compounding was drafted, including moving portions of rule 239 and 240 into 241.





- A new rule 340 that duplicates statutory requirements of registered pharmacists and
drug outlets into rule was created, in order to also regulate non-resident licensed
pharmacists in the same manner.

- Substantial non-substantive changes to rule 605 were drafted in an effort to clarify
intent and organize, which lead to the creation of a new rule, 611-pharmacy
authorized entry, which combines portions of three existing rules.

- The allotted time for a repackaging pharmacy to complete such activity was
increased from one day to three days.

After much discussion, which included Dr. Cady’s input on foreign graduates, confirmation that
sterile repackaging should indeed be regulated, and a request by Dr. de Blaquiere for the Board
staff to review and possibly edit the technician-in-training registration application, the Board
directed Mr. Johnston and Ms. McKay to pen the following changes:

- Edit non-substantive changes to biosimilar definitions to conform with established
style.
- Revise the outsourcing facility’s coincidental activity sub rule to use a word other
than “endorsement”.
- Correct a reference to a sub rule in proposed rule 146.
- Review all compounding rules to ensure that prescribers and outsourcing facilities
are regulated like pharmacists.
- Strike extraneous draft language.
- Divide the draft office use compounding sub rule into additional sub rules.
- Rewrite the differential hours sub rule within rule 605.
- Add language to ensure that the supervising pharmacist of a remote dispensing site
is located within the supervising pharmacy.
Mr. Johnston asked the Board to turn their attention to a document containing 2014 pending
changes to rule 240, sterile product preparation. The Board asked the 2014 legislature, via
concurrent resolution, to not approve of these changes, while the Board awaited further
clarification from FDA concerning issues within the Compounding Quality Act, including potential
mandatory USP 797 compliance. In the past seven months the FDA has not provided such
clarification, including responding to Mr. Johnston’s written request that “FDA is unable to
answer your questions at this time”. After much discussion, the Board decided to re-run the
2014 pending changes to rule 240, without edit. Additional factors that influenced the Board’s
decision included: inspector training, resources, not being able to enforce federal law even if
federal law was clear, and the fact that the pending changes substantially protect public safety
when compared to current rule 240.

Mr. Johnston referred the Board to a document that contained language from the track and
trace portion of the federal Drug Quality and Security Act, the Idaho Wholesale Drug Distribution
Act, and the Board’s rules concerning wholesale drug distribution. The federal law is
complicated and portions go into effect at various times over the next decade. Certain changes
go into effect on 1/1/15, including changes to wholesale distributor registration and pedigree
requirements. As the federal Act requires states to be consistent with federal law, numerous
changes are required, including some in 2015. All agreed that Mr. Johnston and Ms. McKay
have substantial work to do in order to draft language for the Board to consider in time to meet
2015 statute change and rule promulgation deadlines.

Dr. Chopski motioned to adjourn. Dr. Jonas seconded. Dr. Henggeler called for a roll call vote,
and the motion passed unanimously. The meeting adjourned at 9:15pm.






MINUTES OF THE
IDAHO STATE BOARD OF PHARMACY
August 6-7, 2014

Idaho State Capitol Building, Boise, Idaho

This meeting of the Board was held to conduct regular Board business.

Chairman Holly Henggeler, PharmD, called the meeting to order at 9:30 a.m. In attendance
were Board members Nicki Chopski, PharmD; Rich de Blaquiere, PharmD; Kristina Jonas,
PharmD; and Ed Sperry, Public Member, as well as Mark Johnston, RPh, Executive Director;
Berk Fraser, RPh, Deputy Executive Director; Nicole McKay and Colleen Zahn, DAGs; Fred
Coallings, Chief Controlled Substance Investigator; Lisa Culley and Jaime Sommer, Compliance
Officers; Ellen Mitchell and guests.

Dr. Chopski motioned to approve the minutes of the 7/7/14 minutes with a minor correction; Dr.
Jonas seconded, motion carried unanimously.

After the approval of the 7/7/14 minutes, Mr. Johnston updated the Board on several action
items contained within the 5/29/14 minutes.

The Board took up the matter of Danielle M Guerra, Certified Pharmacy Technician. Dr. Jonas
recused herself due to a professional relationship with Dennis Tofteland. Chairman Henggeler
called the hearing order. Colleen Zahn, DAG distributed proof of delivery of the Administrative
Complaint and Notice of Hearing. Ms. Zahn explained her conversations with Ms. Guerra,
attempting to stipulate. Ms. Zahn motioned for the following exhibits be admitted into evidence,
and Dr. Henggeler granted the request. Fred Collings testified that he had received a phone call
from Guerra on 12/26/13 indicating she had been arrested for DUI when leaving her job at Wal-
Mart Pharmacy. Mr. Collings contacted Dennis Tofteland, PIC, and subsequently received an
email from him indicating that Guerra has mood swings throughout the day and is unable to stay
focused on her tasks. Katie Stuart, Compliance Monitor for Southworth Associates testified that
Guerra was non-compliant with her signed contract and hadn’'t completed the terms of the
contract.

Exhibits:

Exhibit A: Proof of delivery USPS

Exhibit B: Nampa Police Department Officer Report for Incident N13-46583

Exhibit C: Nampa Police Department Drug Influence Evaluation Report

Exhibit D: Patient Profile

Exhibit E: Email dated 1/30/14, from Denise Graveline to Fred Collings re: Danielle Guerra and
written statement by Costco Assistant General Manager Troy Allen re: Danielle Guerra

Exhibit F: Prescription Drug Order for Danielle Guerra, dated December 23, 2013

Exhibit G: Prescription Drug Order for Danielle Guerra, dated January 8, 2014

Exhibit H: Email dated 1/9/14, from Dennis Tofteland to Fred Collings re: Danielle Guerra, and Email
dated 1/21/14, from Spencer Dalling to Fred Collings re: Technician

Exhibit I: Ascent Behavioral Health Evaluation

Exhibit J: PRN Consent for Release of Confidential Information, signed by Danielle Guerra

Exhibit K: Ashwood Recovery Evaluation

Exhibit L: PRN Advocacy Contract for Danielle Guerra





Ms. Zahn motioned to have Exhibits | and K sealed from public record due to the personal
health information contained in them. Dr. Henggeler granted the motion. Ms. Zahn concluded
her case by asking the Board to revoke Guerra’s registration, as she is unfit to practice and was
intoxicated at work. After deliberation Dr. Chopski motioned to revoke Guerra’s registration, and
Mr. Sperry seconded. The motion carried unanimously.

The Board took up the matter of Richard M. Sutton, RPh. Ms. Zahn presented a Stipulation to
Continue Hearing until the October 2014 meeting of the Board. Dr. de Blaquiere motioned to
accept the stipulation, and Dr. Chopski seconded. The motion carried unanimously.

Dr. Henggeler asked Mr. Johnston to present the travel calendar and the financial report. Mr.
Johnston reviewed recent and upcoming Board staff travel, including Mr. Fraser attending
NABP training in IL, Teresa Anderson traveling to IL, DC, GA and UT for meetings pertaining to
the Prescription Monitoring Program (PMP), inspectors attending STARS training in CO, Mr.
Johnston attending several fall meetings around the country, Dr. Chopski presenting at ISU’s
White Coat Ceremony, and 6 members of the Board and staff attending the NABP district
meeting in MT. The Board then scheduled three 2015 Board meetings: 1/20 in Boise, 4/9 in
Pocatello, and 5/28 in Coeur d’Alene. Mr. Johnston reported that the Board finished fiscal year
2014 by expending 99% of the Board’'s budget. The federal grant was expended by contracting
for several upgrades to the PMP. Personnel appropriation from open positions was expended
through the provision of handsome bonus to the Board’s staff. Operational appropriation was
expended by purchasing a sound system for Board meetings, for which appropriation was not
approved by the 2014 legislature for the 2015 fiscal year budget but was subsequently
approved for purchase in FY14 by LSO and DFM. As for fiscal year 2015, 7.6% of the year has
elapsed, and the Board has expended 6.3% of the budget. Mr. Johnston also noted that the
northern ldaho inspector position is again posted.

Dr. Henggeler asked the inspectors to initiate the agenda item: inspector question and answer.
Mr. Fraser approached the Board with pictures from a pharmacy applicant that showed that the
majority of the pharmacy was constructed with large windows instead of walls. Mr. Fraser
referred to rule 605: Pharmacy Security, which bans glass doors, but not even larger glass
windows. Mr. Fraser believes that the windows pose a security risk. The Board had no appetite
to regulate pharmacy windows. The inspectors had no additional topics to discuss.

Dr. Henggeler asked Mr. Johnston to lead the agenda item entitled legislation and rule review.
Mr. Johnston referred the Board to the 7/7/14 minutes for changes to the drafts in the current
versions he presented, and he noted that all 5 of the Board’s PARFs has been approved,
including approval of the outsourcing docket of rules as temporary. Four Legislative Idea Forms
had been submitted, but none have been approved yet. Mr. Johnston then began reviewing
additional changes to the drafts since the 7/7/14 meeting, most of which were contained in a
new draft bill addressing wholesale distribution. This bill is necessary due to mandates within
the federal Drug Quality and Security Act that bar the Board from regulating the track and trace
of drugs, such as pedigrees. Changes not only affected the Wholesale Drug Distribution Act,
but the Idaho Pharmacy Act too. While drafting these necessary changes, Mr. Johnston cleaned
up several outstanding, but non-controversial issues. Additionally, the draft seeks to incorporate
recommendations by NABP’s task force on virtual wholesale distributors, address grey
wholesaling, and ban pharmacy distribution of controlled substances. This agenda item was
paused, as the Board broke for lunch.

Upon returning from lunch, Dr. Henggeler initiated the negotiated rulemaking session.





Kimberly Greco from Amgen was the first to provide public comment, including a Power Point
presentation discussing the complicated manufacturing process for biological products, the
difficulty that another manufacturer would have in developing a biosimilar product, and their fear
of potential FDA approved interchangeable products. Amgen supports the following 5 points
and concentrated their comment on point #5:

1. Substitution should only occur when the FDA has designated a biologic product as
interchangeable.

The pharmacist should keep records of the substitution.

The prescriber should be able to prevent substitution.

The patient should be notified of the substitution.

The prescriber should be notified of the substitution.

abrown

Raulo Frear, PharmD, and President Elect of the Academy of Managed Care Pharmacy
(AMCP): supports the Board’s intent to recognize federal action regarding biosimilar medication,
but is concerned about any variation in the biosimilar definitions that may create an unintended
limitation, he requested the Board incorporate the federal definition by reference.

Woody Richards, Americas Health Insurance Plan (AHIP): supports the Board'’s intent to
recognize federal action on biosimilar medications, though is concerned the action may be
premature. He requested that the Board delay rulemaking, and consider using federal
definitions if moving forward now.

Patrick Plues, Biotechnology Industry Organization: supports the 5 points presented by Amgen
and noted that the FDA has released six guidance documents on the subject and plans to
release three more.

Bruce Lott, VP Mylan: strongly supports the Board’s draft and commented on language that
other states had passed. He disagrees with notification to the prescriber.

Alan Brewington, Patient Advocate, Global Health Living Foundation (GHLF), supports patient
notification.

Elizabeth Criner, American Cancer Society: strongly supports patient and prescriber notification
from a patient safety standpoint.

Paul Cady, RPh and Dean, ISU College of Pharmacy, wants the Board to focus on hard data
and keep science at the forefront of the discussions verses making an emotional decision.

After all public comment concerning the Board'’s draft rule on biosimilar substitution was heard,
the Board deliberated, starting with the 5 points that were contained within much of the written
and verbal comment.

Point #1: Substitution should only occur when the FDA has designated a biologic
product as interchangeable. Obviously, much of the public comment that included this
point was derived from a uniform communication that was distributed to prescribers,
patients, and various advocacy groups who, in turn, communicated this concern to the
Board without studying the Board's draft biosimilar substitution rules. As the Board'’s
draft clearly is in harmony with this point, the Board directed no change.

Point #2: The pharmacist should keep records of the substitution. Mr. Johnston read
Board rule 008, which requires all pharmacy records to be maintained and retained in a
readily retrievable form and location for at least three years. Mr. Johnston also read rule
100.01 which requires a pharmacy’s electronic record keeping system to be capable of
real-time, online retrieval of information stored within for a minimum of 15 months from





the date of entry. Although some of the comment requested a longer retention period,
the Board declined to direct changes to the draft that would create a separate record
retention period. Mr. Johnston then read rule 130.02, which requires the name of the
drug and the name of the manufacturer or the NDC number to be documented in the
patient medication record with each generic selection. The Board readily agreed that
this parameter should be added to the draft biosimilar substation rules.

Point #3: The prescriber should be able to prevent substitution. Mr. Johnston read rule
130.01: “If a prescriber orders by any means that a brand name drug must be
dispensed, then no drug selection is permitted”. The Board readily agreed that no
substitution should be permitted if the prescriber orders by any means that the
prescribed biologic product must be dispensed and directed Mr. Johnston to draft such
changes.

Point #4: The patient should be notified of the substitution. Much Board discussion
ensued, including the proceedings that surrounded the enactment of Section 54-1770,
Idaho Code a few years ago: Notification of Drug Product Selection for Epilepsy and
Seizure Drugs. The various drafts of the bill and hearings at the Idaho Legislature were
vary contentious. While some of the public comment on the topic included notification
and/or patient authorization prior to substitution, such previous debate had already
determined that the likely resultant delay in therapy would be too much of a public safety
risk. Mr. Johnston read the definition of counseling from the Idaho Pharmacy Act:
"Counseling or counsel means the effective communication by the pharmacist of
information as set out in this chapter, to the patient or caregiver, in order to improve
therapeutic outcomes by maximizing proper use of prescription drugs and devices.
Specific areas of counseling shall include, but are not limited to then name and strength
and description of the drug...” The Board determined that patient notification was
indeed already required by law as part of counseling and directed no change to the draft.

Point #5: The prescriber should be notified of the substitution. Public comment included
mandatory prescriber authorization prior to substitution, but that is prohibited by federal
law. Various public comment also included notification prior to substitution, in a
reasonable time after substitution, and only upon initial substitution (not for refills). The
Board intensely deliberated this point, often referencing public comment, including
references to studies that indicate that prescriber notification leads to increased rates of
brand drug dispensing and increased health care costs, that a prescriber is unlikely to
takes steps such as calling a pharmacy to see what product was dispensed, and that
prescriber notification is more likely an attempt to preserve brand name drug market
share as opposed to providing better public safety. The Board noted that Florida
recently passed a bill that did not require notification and that Massachusetts’s bill
defined a pharmacy’s accurate patient medication record as prescriber notification. The
various means of obtaining dispensing information was also discussed, including looking
at the dispensed product, calling the pharmacy, and querying Idaho’s Health Data
Exchange. Ultimately, the Board decided not to make changes to the draft that would
mandate prescriber notification.

The Board considered several pieces of public comment concerning the draft definitions within
the biosimilar substitution docket of rules. Ms. McKay stated that the Board'’s focus is simply
upon interchangeability, unlike the federal government who has many other duties, such as
biosimilar drug approval. The Board's draft definitions do not contain the references to federal
law that the federal definitions do; otherwise the definitions are nearly exact. Ms. McKay
believes that the lengthy references to federal law in the federal definitions would be confusing





for Idaho citizens and suggested that the Board not change the draft definitions, pursuant to
public comment. Mr. Johnston noted that he has routinely heard comment during rules hearings
that Idaho legislators do not like to incorporate by reference or make the reader of Idaho law
refer to another document to fully understand. The Board agreed with Ms. McKay’s assessment
of form over substance and did not authorize any changes to the draft definitions contained
within the biosimilar docket of rules.

Finally, the Board considered various single points of comment from various pieces of public
comment that were not uniformly contained within the majority of the comment received, as well
as noting several pieces of public comment that were simply in support of the Board’s draft
language. The Board directed no additional changes pursuant to such public comment.

The Board considered written public comment from Jim Stevenson, RPh, from the Medicine
Shoppe in Rexburg, Idaho. Mr. Stevenson would like the draft compounding rules to only
require hoods and aseptic environmental control devices to be certified for operational efficiency
at least every 12 months, as opposed to the drafted change to 6 months. Elaine Ladd, PharmD,
participated in the discussion, in favor of the 6 month change. Dr. Jonas motioned to strike the
change to 6 months, therefore preserving the current 12 month requirement. Dr. Chopski
seconded. Dr. Henggeler called for the vote: two for and two against. Dr. Henggeler broke the
tie with a nay vote and the motion failed. The draft change to 6 months remains. The Board
also considered two other requests for clarification by Mr. Stevenson, but directed no change,
as the Board believed the rule was clear.

The Board considered Matthew Murray’'s, PharmD, written public comment. Dr. Murray would
like to draft rule 144.03 to pertain only to sterile compounded drug product, as identifying and
listing all bases and diluents for topical compounded drug product would be difficult and
cumbersome. The Board agreed with Dr. Murray and directed Mr. Johnston to make such
change.

The Board considered Dr. Ladd’s written public comment. Dr. Ladd appeared in support of her
comment and was actively involved in the deliberation. Ultimately, the Board directed Mr.
Johnston to make the following changes to the draft compounding docket of rules:

240.01: add “in or into Idaho”.

240.05.a: add “sterile or the ability to sterilize” in front of non-vinyl gloves.
240.06.b: require training on a routine basis.

240.06.c.ii: Strike “initial” and replace with “periodic”.

241.03.c: change “volatize” to “volatilize”.

242.01: exempt compound positron emission tomography drugs and radio
pharmaceutics.

The Board considered the written public comment from Dan Bellingham of HDMA. The Board
agreed with Mr. Bellingham’s comments concerning the Idaho Wholesale Drug Distribution Act
only pertaining to prescription drugs and not devices and that the draft provision to require a
wholesale distributor to identify suspicious ordering should only pertain to controlled
substances. The Board directed Mr. Johnston to strike “and devices” from the definition of
manufacturer and replace “prescription drugs” with “controlled substances” in draft 54-1753(7).
Mr. Johnston would also like to add “drugs that are outside of the prescriber’s scope of practice”
to 54-1753(7). Mr. Bellingham would also like the Board to consider using definitions, word for
word, from the federal Drug Quality and Security Act. The Board reviewed some of the federal





definitions, which contained many references to federal code. The federal definition of
wholesale distribution was specifically reviewed and deemed to be contrary to Board’s desire to
remove current actions within ldaho’s definition of wholesale distribution that are truly forms of
distribution and list such actions as exemptions to licensure. Ms. McKay pointed out that the
focus of the federal act is upon licensure, practice standards, and track and trace of prescription
drug product, while the Board’s focus is now just upon registration and practice standards;
therefore many of the federal definitions are not appropriate for Idaho’s needs. Mr. Johnston
noted that the draft bill did contain some changes pursuant to Mr. Bellingham’s comments, such
as within the definition of manufacturer, and Mr. Johnston thought that the definition of reverse
distributor could be enhanced with federal language. The Board directed Mr. Johnston to
review all definitions again, but not to use the federal definitions, word for word.

Dr. Henggeler asked for additional public comment and there was none.

Mr. Johnston resumed the legislation and rule review agenda item, and after much deliberation,
the Board directed Mr. Johnston to make the following changes:

54-1705(5): update the definition of “compounding”.

54-1732(3)(d)(ii): strike the draft language “that are controlled substances” and create rule
changes that would mandate that pharmacy distribution of legend drugs are regulated the same
as a wholesale distributor’s distribution. Mr. Johnston thought rule #270 was a suitable location
for the change.

54-1735: due to the striking of 54-1735(1), change the title to Patient Medication Records
Current 54-1752(16) & 54-1752(17)(l): strike, if additional legal study warrants.

Current 54-1752(17)(k) and draft 54-1754(2): ensure that pharmacy returns are not considered
wholesale distribution.

37-2701: make the same changes to the definition of manufacture that HB239 did in 2013.

Dr. Jonas motioned to adjourn the meeting until August 14 at 8:00 a.m., Mr. Sperry seconded,
motion carried unanimously. Meeting adjourned at 4:50 p.m.

August 14, 2014

Chairman Holly Henggeler, PharmD, called the meeting to order at 8:02 am. In attendance were
Board members Nicki Chopski, PharmD; Rich de Blaquiere, PharmD; Kristina Jonas, PharmD;
and Ed Sperry, Public Member as well as Mark Johnston, RPh, Executive Director; Berk Fraser,
RPh, Deputy Executive Director; Nicole McKay and Scott Zanzig, DAGs; Fred Collings, Chief
Controlled Substance Investigator; Lisa Culley and Jaime Sommer, Compliance Officers; Ellen
Mitchell and guests.

The Board took up the matter of Andrew Welch, PharmD. Mr. Zanzig presented the Request for
Entry of Final Order. An administrative hearing was held on May 23, 2014 in which Welch
stipulated that he did not oppose revocation of his license. The request presented contains the
factual and procedural background; it is the recommendation of the hearing officer that Welch's
license be revoked. Mr. Zanzig confirmed Welch received a Notice of Hearing for this date,
neither he nor his counsel is in attendance. Mr. Zanzig stated that Welch had stipulated and did
not attend the hearing as he did not want to testify. Mr. Zanzig requested the Board revoke





Welch’s pharmacist license and controlled substance registration as per the recommendation.
Dr. Chopski motioned to accept the order and revoke. Dr. de Blaquiere seconded, and the
motion carried unanimously.

The Board took up the matter of Laura Reed, OD. Mr. Zanzig presented the Stipulation and
Consent Order. During review of Moore Medical’s sales report Mr. Collings found that Reed had
purchased controlled substances in December 2013, September 2013 and May 2011. After a
search of the Board'’s licensing data base Mr. Collings discovered Reed’s facility was not
registered as a Prescriber Drug Outlet (PDO). Mr. Collings visited Reed at her office on
January 16, 2014. Reed disagreed that she needed a PDO as she doesn’t dispense
medications for patient use outside her office. Mr. Collings met with Reed at her office again on
January 31, 2014 and took possession of several controlled substances that were expired.
During this meeting Reed also admitted she administered outdated controlled substances to her
patients; she was not maintaining inventories, invoices or dispensing logs for the controlled
substances she had purchased. Pursuant to the Stipulation and Order Reed will not order for
wholesale purchase, handle (except as prescribed by another prescriber), administer or
dispense any controlled substances, including samples, for office use, will not store controlled
substances in her office, home or car and will abstain from personal use or possession of
controlled substances, except those prescribed, administered or dispensed to her by another
authorized prescriber. Dr. Chopski motioned to accept the stipulation as written, Mr. Sperry
seconded, motion carried unanimously.

The Board took up the matter of Thomas F. Call, DDS. Mr. Zanzig presented the Stipulation and
Consent Order. During a review of Henry Schein’s sales report Mr. Collings found that Call had
purchased controlled substances on June 26, 2013. After a search of the Board’s licensing data
base Mr. Collings discovered Call’s facility was not registered as a Prescriber Drug Outlet
(PDO). Mr. Collings visited Call at his office on September 17, 2013 and spoke with the office
manager who informed Mr. Collings they did not dispense medications. Call telephoned the
Board office on September 25, 2013 and admitted to Mr. Collings that he had had purchased
controlled substances for his own personal use and acknowledged he knew it was a violation.
Pursuant to the Stipulation and Order, Call will not handle (except as prescribed by another
prescriber), administer or dispense any controlled substances, including samples, for office use,
will not store controlled substances in his office, home or car and will abstain from personal use
or possession of controlled substances, except those prescribed, administered or dispensed to
her by another authorized prescriber. Dr. Jonas motioned to accept the stipulation as written,
Dr. de Blaquiere seconded, and the motion carried unanimously.

Dr. Henggeler asked for public comment and there was none.

Mark Vance, ISU student pharmacist, appeared in support of his written comment concerning
rule 330’s use of auto-inject epinephrine. Mr. Vance believes that pharmacists should be
allowed to inject epinephrine from an ampule or a vial, and he detailed costs, a study pertaining
to injection times of the various products, and surrounding state law. The Board and Mr. Vance
deliberated, and the Board ultimately decided that epinephrine vials were acceptable, if stocked
with dosing instructions, syringes and needles for injection. The Board also approved of
epinephrine ampules, if stocked with dosing instructions, filter needles, syringes, and needles
for injection. The Board directed Mr. Johnston to draft such changes.

Dr. Henggeler welcomed participants for the agenda item: counseling discussion. In attendance
were Al Carter, PharmD, Walgreens; Rory Lambert, PharmD, Rite-Aid; Lonnie Reiber, PharmD,
Fred Meyer; Pam Eaton of the Idaho State Pharmacy Association; Lynette Berggren and Curt
Ater, PharmD, from Albertsons, and from Wal-Mart were Aaron Bishop, Jeff Dalke, PharmD,
and Debbie Mack. Ms. Mack presented a Power Point showing screen shots of Wal-Mart's





soon to be released computer enhancements, including the documentation of counseling.
Afterwards, Dr. Henggeler proceeded to ask each panelist previously distributed questions
concerning counseling documentation, counseling policy, work flow, and pharmacy electronic
record keeping systems. While the discussion revealed several similarities between the
pharmacies, differences were also discussed. For example, Albertsons utilizes pharmacist
biometric fingerprinting as a hard stop when counseling is required. Fred Meyers issues daily
passwords to pharmacists to enter, which creates a hard stop when counseling is required.
Wal-Mart's new system will also hard stop for a pharmacist to document counseling when
required, while Rite-Aid, Walgreens, and the independent’s systems allow for a technician or
pharmacist to document that counseling occurred. Walgreen'’s electronic record keeping system
did not capture offers to counsel, so their pharmacies were keeping a hard copy log to satisfy
this requirement. Dr. Ater noted that dispensing physicians and mail order pharmacies were
noticeably absent from the discussion. Mr. Sperry believed that the offer to counsel on refills
was not needed, and he was satisfied with mail service distribution of paperwork and toll free
numbers on the shipments that he personally received. The discussion was lively and lengthy
and upon its conclusion the Board discussed potential changes to law. Via unanimous consent,
the Board did not believe that changes to Idaho Code were needed at this point. Dr. Jonas
motioned to not change rule 105: patient Counseling Documentation. Dr. Chopski Seconded,
and Dr. Henggeler called for the vote. The motion passed with 3 in favor and Mr. Sperry
opposed. The Board instructed Mr. Johnston to pen a newsletter article that reaffirmed
counseling law and highlighted recent counseling discipline. The Board directed the inspectors
to highlight counseling when inspecting. Historically, the Board has only disciplined for
counseling violations that were discovered as part of an investigation into a misfilled
prescription, but the Board directed the Board’s staff to address egregious counseling
documentation violations, up to and including noticing the PIC and pharmacy for hearing. The
Board also directed Mr. Johnston to hold a similar session with dispensing prescribers and mail
service pharmacies, including out-of-state compounding pharmacies. Dr. Henggeler thanked
the participants, especially those who traveled great distances to attend.

Dr. Henggeler asked for public comment and there was none.

Eric Litner, RPh, Consonus Pharmacy addressed the Board with a request to add nurse
electronic transcription and subsequent electronic delivery to Section 54-1733, Idaho Code:
Validity of Prescription Drug Orders. Mr. Litner presented a Power Point detailing Consonus’
software that has been integrated with pharmacy software and is used in long term care
facilities. Kris Ellis from the Idaho Health Care Association indicated they are in support of such
a change and offered her assistance in running a bill to complete this change. Mr. Johnston
noted that a hospice agency had requested changes to 54-1733 years ago that would allow a
hospice nurse to transmit prescription drug orders to a pharmacy just like a nurse in an
institutional pharmacy is allowed to do. At that time, the Board agreed conceptually but declined
to run the change. As the hospice agency never ran their own bill and the issue still exists
within 54-1733, Mr. Johnston suggested adding this change to the proposed bill. Additionally,
Mr. Johnston believes that 54-1733 could use substantial reorganization, as it reads poorly due
to all the various changes over the years that were not run by the Board. The Board directed
Mr. Johnston to submit a Legislative Idea Form and develop such language for review at the
October 2014 meeting.

Jaime Sommer asked for clarification of what can be changed on a schedule Il prescription drug
order, as the Board’s policy printed in a Newsletter seemed to conflict with rule 110.03:
tampering. The Board agreed that the rule did not prohibit pharmacies from utilizing the policy.





Hearing no further discussion Dr. de Blaquiere motioned to adjourn, Dr. Jonas seconded,
motion carried unanimously. Meeting adjourned 2:27 p.m.






MINUTES OF THE
IDAHO STATE BOARD OF PHARMACY
October 22-23, 2014

Idaho State Capitol Building, Boise, Idaho

This meeting of the Board was held to conduct regular Board business.

Chairman Holly Henggeler, PharmD, called the meeting to order at 9:33 a.m. In attendance
were Board members Nicki Chopski, PharmD; Rich de Blaquiere, PharmD; Kristina Jonas,
PharmD; and Ed Sperry, Public Member, as well as Mark Johnston, RPh, Executive Director;
Berk Fraser, RPh, Deputy Executive Director; Nicole McKay, DAG,; Lisa Culley, CPhT and
Jaime Sommer, Compliance Officers; Ellen Mitchell and guests.

Dr. Jonas motioned to approve the minutes of the August 6-7, 2014 meeting with minor
corrections; Mr. Sperry seconded, and the motion carried unanimously.

Scott Carrell, Executive Director of the Idaho Health Data Exchange (IHDE) presented an
informative Power Point presentation of the history of IHDE and how it is currently being used.
IHDE is a repository connected through hospital, medical provider and laboratory electronic
medical records (EMR) that collects pertinent data regarding patient’s healthcare. Information is
shared real time allowing providers to make better decisions regarding patient care, reduce
healthcare costs and facilitate access and retrieval of clinical data. IHDE charges enrollees
$390 per year which allows for four logins and passwords; one licensed provider may have
three people enrolled under them. IHDE is accessed with a secure username and password;
passwords are required to be changed every 90 days, and security is continually monitored.
Access is currently limited to providers, hospitals and laboratories though patient access will be
available in the future.

Three years ago IHDE had 300 users, there are now over 2500 users. Mr. Carrell is asking the
Board to share information from the prescription monitoring program (PMP) for incorporation
into IHDE. Following Mr. Carrell’'s demonstration of IHDE, Dr. Chopski asked if there were
penalties, specifically felony charges, for mis-use of the program such as the Board's PMP rules
carry. Mr. Carrell explained IHDE operates under the Office of Civil Rights at the federal level
and there are multiple audit trails built into the system allowing IHDE to block any offending user
and provide information to the Office of Civil Rights to assist in any follow-up investigations.
They have had to block a few users. Mr. Johnston asked Mr. Carrell about federal grant money
that has been available to connect IHDE and PMPs and if he has seen any of these types of
projects utilized, but Mr. Carrell indicated he had not. Mr. Johnston inquired about prescription
information contained within the IHDE, and Mr. Carrell responded that Surescripts had provided
data on roughly 90% of dispensed prescriptions; data for dispensed prescriptions that were not
paid in full or in part by a third party payer composed the missing 10%. Once conversion to a
new vendor is complete, Surescripts data is expected to be available within the IHDE once
again. Dr. de Blaquiere wanted to know if pharmacists had access the system, and Mr. Carrell
indicated pharmacists are allowed to access, though few are currently enrolled.

Neal Watson, Member Liaison, NABP presented the Verified Pharmacy Program (VPP) which
was created in response to the NECC tragedy and member boards’ requests for regulatory
uniformity among states and an information sharing network to share critical licensure and
inspection information among states, similar to the Electronic Licensure Transfer Program
(ELTP) for pharmacists. VPP creates an electronic profile for each pharmacy and links the





pharmacy with key personnel electronic profiles including the PIC. Steering committees are
being created to draft a uniform inspection report to be completed by state inspectors and
uploaded to the NABP database. It is assumed the uniform report would be used in conjunction
with each state’s own supplemental report containing that state’s specific requirements. Boards
have the option of recognizing VPP inspections and requiring applications to be made through
VPP. If pharmacies are required to apply through VPP, NABP will verify all the information
submitted in the application and ensure there is a ‘qualified’ inspection report included or on file
with VPP. A qualified inspection is one completed in the past 24 months or the last 12 months if
the facility is providing compounding services. Application fees for VPP range from $1995 to
$3000, in addition to any state licensure/registration fees. Following Mr. Watson'’s presentation
Dr. Jonas motioned to provide NABP with the Board’s current inspection reports, have Mr.
Fraser attend the steering committee meeting, and to contract with NABP to provide sterile
compounding inspection training for our inspectors at their first few inspections after the Board's
compounding docket of rules is promulgated. Dr. de Blaquiere seconded. Drs. Jonas and de
Blaquiere and Mr. Sperry were in favor, and Dr. Chopski was opposed; the motion carried.

Daniel Bellingham, Senior Director State Government Affairs, Healthcare Distribution
Management Association (HDMA) presented public comment regarding proposed wholesale
legislation. His discussion focused on the 2013 federal law: Drug Supply Chain Security Act,
which is the second part of the Drug Quality and Security Act. Mr. Bellingham presented a time
line, explaining that the Board will have to make changes to law periodically over the next
decade, and he commended the Board for being one of the few proactive states who are
currently revising state law pursuant to the new federal preemption. Although Mr. Bellingham
had no suggested changes for the Board’s draft language, Mr. Johnston alerted the Board to
suggested changes in their agenda packet that were submitted by Idaho’s Legislative Services
Office (LSO).

The Board granted unanimous consent for the following changes suggested by LSO:

e 54-1734(c) — change ‘not for resale’ to ‘but not for further distribution’
o 54-1734(g) — strike the “; and “ and replace with a period.
e 54-1734(f) — unstrike the word “and”

Dr. Henggeler requested that the Board’s staff review all uses of the term “not for resale”, such
as within proposed rule #144.

Upon returning from lunch, Chairman Henggeler call the meeting back to order at 1:04 p.m.
Chairman Henggeler called for public comment regarding proposed legislation and clarified the
Board would hear comment today, but not deliberate until tomorrow. The following people gave
verbal testimony.

Mark Romer, ISU Pharmacy Student presented a compilation report of 40 pieces of public
comment that were received pursuant to the official open, public comment period. Mr. Romer
added his own public comment that included:
e Add outsourcing facility to rule 600.02
e Require outsourcing facilities to submit copies of all adverse event reports submitted
to the Secretary of Health and Human Services
e Add language to the 2015 proposed rule 074 to inform the public that the distribution
of compounded drugs applies for ‘only human use’
e Add language referencing the ‘purple book’





Troy Rohn, PhD, Professor Boise State University, holds a PhD in pharmacology, has
researched Alzheimer’s disease for the last twenty years, and has written a biotech white paper.
Dr. Rohn said that biologic compounds can'’t be replicated as they are too large, too complex
and produced in living cells, and he fears that biosimilars that are not exact could cause patient
safety concerns, such as unwanted side effects. Dr. Rohn believes that the prescriber must be
notified of a substitution. He reports that eight states have passed similar legislation with seven
of those states requiring the pharmacist to contact the prescriber in the event of a substitution,
Florida being the exception.

Dr. Patrick Knibbe, MD, a rheumatologist and President of the Idaho Chapter of the American
College of Rheumatoid Arthritis, expressed concern over the complexity of biologics. Dr.
Knibbe graciously answered numerous Board questions. He is in favor of notification edits to the
proposed rules and noted that this is mainly a mail service pharmacy issue, as traditional retalil
pharmacies rarely dispense biologics. Dr. Knibbe states that substitution is often mandated by
insurance companies who may take weeks to approve prior authorization request, so he is in
favor of transition therapy. He believes this to be a cost and not a patient safety issue, and he
therefore believes that the use of Dispense as Written to not be a valid alternative.

Matthew Murray, PharmD, rose in support of much of the Board’s proposed compounding rules
and presented numerous requests for change, including the use of the term “active
pharmaceutical ingredient”, the striking of COA’s required by a US company, consideration of
foreign country compendiums, certain record keeping changes, allowances for dispensing while
sterility tests are performed, and use of certain hoods.

Elizabeth Criner, representing the American Cancer Society reiterated her August testimony,
however they have not finalized recommendations. They support patient disclosure.

William Yoon, representing Sandoz Biopharm indicated that biologics are used in 50 countries.
He distributed compromise language that was drafted by a number of brand name and
biosimilar producing drug companies. Such language includes a notification/communication
parameter. When questioned by Dr. Chopski about biosimiliars use in Europe, he was unable
to comment.

Stephen Marmaras, Global Health Living Foundation (GHLF) appeared with patient, Stacy.
They support active and direct communication between doctors and pharmacists. Dr.
Henggeler asked if fax communication would suffice and Mr. Marmaras thought it would.

Bruce Lott, Vice President, Mylan, stood in support of his August testimony and the Board'’s
proposed rules as written. He spoke of the difference between biosimilar and interchangeable
FDA designations and that the FDA requires no change in bioavailability, efficacy or safety
when approving biosimilars and imposes even more requirements for interchangeable products,
such as after market study. He reported that 8 states recently rejected proposed changes that
would mandate notification/communication, most recently PA. Of the 8 states that passed
biosimilar language, 3 require notification, 3 sunset a notification parameter, and 2 have no real
notification requirements.

Rich Palombo, RPh, Express Scripts, asked the Board to trust the FDA'’s science and future
Purple Book listings. He believes the prescriber has ultimate control via the use of “dispense as
written”. He believes that patients have a right to choose their own therapy.

Woody Richards, Americas Health Insurance Plan (AHIP) supported the Board’s draft and does
not believe that this is a public health crisis as others would want the Board to believe.





Gino Grampp, representing Amgen, reported that there are safety issues with biosimiliars in
Europe. As the FDA requires reporting of adverse events after market, he believes that
notification/communication is very important, otherwise adverse events from one product might
be reported under a different product’'s name. He spoke of the potential difficulty in sleuthing
what product was dispensed, especially if dispensed via a mail service pharmacy. He explained
that MA language is the result of a mandatory interoperable system by the year 2017, and he
supports SureScript database sharing as a potential resolution to the notification/communication
debate.

Ken McClure, JD representing the IMA and Amgen, submitted written testimony, mainly from
local physicians who support notification/communication.

Kim Wynn, PharmD stood in support of her previously submitted written public comment
regarding telepharmacy supervising pharmacist's practice location.

Misty Lawrence, Management Assistant, presented the Board’s financial report. Ms. Lawrence
indicated 31% of the current fiscal year has elapsed with approximately 29% of the
appropriation having been expended. She presented the most recent audit report covering
fiscal years 2009, 2010, 2011 and 2012 which showed no findings or recommendations; the two
findings from the previous audit were satisfactorily resolved. Ms. Lawrence offered a review of
the fiscal year 2016 budget request of $1.6 million. Of note is the request to replace the vehicle
for the northern ldaho inspector and replace two office vehicles with one hybrid vehicle.

Rex Force, PharmD, and Paul Cady, Dean, RPh, MS, PhD, from Idaho State University College
of Pharmacy (ISU) presented a request for waiver and extensions of variance regarding Bengal
Pharmacy. In April 2014 the Board granted Bengal Pharmacy a variance from certain
requirements of rules 710.10.d and 711 subject to conditions specified in the approval. Drs.
Force and Cady are requesting the same considerations for the following:

e Provision of telepharmacy services into a remote dispensing site in Challis, ID as the
owners of Village Square Pharmacy want to close, leaving more than 4300 residents
without local pharmacy services.

¢ Provision of telepharmacy services into a remote dispensing site at Lost Rivers Medical
Center clinic in Mackay, ID.

¢ Provision of telepharmacy services into a remote dispensing site at Adams County
Health Clinic in Council, ID as their service was discontinued September 1 as the new
owners of the supervising pharmacy declined to continue the service.

After extensive discussion and clarification, Dr. de Blaquiere motioned to approve the request
with the following conditions:

¢ The PIC may not be designated for more than one remote dispensing site in addition to
Bengal Pharmacy or two dispensing sites if not acting as the PIC of Bengal Pharmacy.

¢ Bengal Pharmacy must have available a pharmacist who is able to be on site at any of
the remote dispensing sites the same day as needed.

e The ratio of pharmacists to student pharmacists and technicians may not exceed one
pharmacist for every 5 student pharmacists and technicians in total in the operation of
remote dispensing sites.





Dr. Chopski seconded the motion. Chairman Henggeler clarified all conditions placed on Arco
apply to the additional locations. Chairman Henggeler called for the vote; all were in favor. The
motion carried unanimously.

Mr. Johnston presented the Board staff travel calendar including Ms. Culley and Ms. Sommer
attending STARS training in Denver and Teresa Anderson, PMP Program Information
Coordinator, attending the Harold Rogers PMP meeting in Washington, DC in September and
the Alliance/NASCA meeting in Atlanta in October. Mr. Johnston has taught several continuing
pharmacy education programs, including in Sun Valley for ISHP’s fall meeting. Mr. Johnston
attended the NABP District meeting in Whitefish, MT with Drs. Chopski, de Blaquiere and Jonas
and Mr. Sperry. He also attended the DEA Conference on Diversion in Kansas City, MO and
the NABP Executive Director Interactive Forum in Chicago, IL. Mr. Johnston’s future travel
includes the ASPL meeting in Indian Wells, CA with Ms. McKay, the NABP Board Member
Interactive Forum in Chicago, IL with Dr. Jonas, and the NABP Executive Committee meeting in
December.

Mr. Johnston presented a request from Kevin Reddish, PharmD, to publish the names of
registrants disciplined by the Board instead of just their initials. After discussion, Dr. Jonas
motioned to publish the whole name of all discipline cases in the newsletter, and Mr. Sperry
seconded. During discussion the Board directed Mr. Johnston to pen an article for publication in
the other medical board’s newsletters conveying the Board’s concern with prescriber diversion,
as evidenced by recent Board orders. Mr. Johnston indicated he also had a Power Point
presentation regarding recordkeeping available if the other Boards’ would like him to present to
their registrants/licensees, as he has for dentists and veterinarians. Dr. Henggeler called for the
vote: Mr. Sperry and Dr. Jonas for, and Drs. Chopski and de Blaquiere against. Dr. Henggeler
broke the tie with a vote against, and the motion failed. Initials only will continue to be utilized.

Mr. Johnston presented a request from Andrea Lynch, PharmD, to modify the Board’s policy on
what can be changed on a schedule Il prescription drug order to include adding the alpha
guantity, if missing. After discussion the Board approved of the request and directed Mr.
Johnston to republish the December 2012 Newsletter article, updated.

Dr. Jonas motioned to adjourn the meeting until 8:00 a.m. October 23, 2014, Dr. Chopski
seconded, motion carried unanimously. The meeting adjourned at 5:41 p.m.

October 23, 2014

Chairman Holly Henggeler, PharmD, called the meeting to order at 8:05 a.m. In attendance
were Board members Nicki Chopski, PharmD; Rich de Blaquiere, PharmD; Kristina Jonas,
PharmD; and Ed Sperry, Public Member, as well as Mark Johnston, RPh, Executive Director;
Nicole McKay, DAG; Fred Collings, Chief Controlled Substance Investigator; Lisa Culley, CPhT
and Jaime Sommer, Compliance Officers; Ellen Mitchell and guests.

Staff provided the Board with public comment that was received since their supplemental Board
packet was finalized 2 days prior through the end of the official 21 day comment period, 5pm the
night before. The meeting paused, as the Board took some time to review this material.

Mr. Johnston presented draft language that incorporated the FDA'’s Purple Book into proposed
Docket 27.0101.4201, pursuant to Mr. Romer’s public comment. Mr. Johnston then discussed
three potential options that would address the immense amount of public comment concerning
pharmacist notification/communication back to the prescriber after the substitution of an FDA
approved, interchangeable biosimiliar.





- The Board could approve of current proposed language that does not include
notification/communication.

- The Board could add notification/communication language

- The Board could add compromise language submitted by Sandoz, language utilized by
Massachusetts, or similar language that would impose some sort of notification with
qualifiers.

Dr. de Blaquiere did not think that a notification/communication parameter was needed, as
pharmacists and prescribers already work together, and he expressed confidence in the FDA’s
drug approval procedures. Mr. Sperry noted that it may be years before an FDA approved
interchangeable biosimilar is approved and voiced that a notification/communication sunset
provision is an option, as other states have done. Dr. Jonas also trusted the FDA and lists
prescriber utilization of “Dispense as Written” as a viable option. Dr. Chopski believed that this
issue is not one of a pharmacist choosing to dispense an interchangeable product but rather an
insurance company mandating the dispensing of an interchangeable product; therefore she
believed that the issue of notification/communication is best resolved by such third party payers
and not the Board. Dr. Chopski noted that the Board does not often legislate to the fear of a
potential issue, as in the case of notification/communication. Dr. de Blaquiere noted that this
issue could be revisited if a need was proven and that the FDA requires biosimilars to be proven
safe and effective, not just bioavailable as in the case of generic approval. Dr. Henggeler
voiced support of language that excludes notification/communication and asked for a motion.
Dr. Jonas motioned to approve language that includes the Purple Book and makes no other
changes to the proposed language. Dr. de Blaquiere seconded. During discussion Dr. Chopski
expressed that she was impressed and offended by the exaggerated campaign that produced a
public belief that this is a public safety issue. Chairman Henggeler called for the vote, and all
were in favor; the motion carried unanimously.

The Board debated the public comment of Matthew Murray, PharmD. After much discussion,
which included foreign country compendiums and dispensing medications pending an ongoing
sterility test, the Board directed Mr. Johnston to make the following changes to Docket
27.0101.14083:

- 239.02: Change all applicable uses of the term “bulk drug substances” to “active
pharmaceutical ingredient”.

- 239.02.b: Strike the requirement for a COA to be “issued by a firm located in the United
States” and add “expired, returned, or disposed of” after “emptied”.

- 239.05.b: Pursuant to a motion by Dr. de Blaquiere, a second by Mr. Sperry and a
unanimous Board vote, strike “If any drug product analysis is conducted, records must
be maintained in a readily retrievable manner”.

- 241.01.c: add a provision that allows for a hood that re-circulates air back into the room,
if the PIC or Director can provide written documentation attesting to the safety of such
ventilation.

The Board asked William Silvius, PharmD, to come forward to discuss changes to Section 54-
1733, Idaho Code, that were drafted in response to Dr. Silvius’ August request. Mr. Silvius
stood in favor of the Board’s draft, and he stood for questions. Mr. Johnston explained that the
project started as a request to approve nurse communication of a valid prescription drug order
from a nursing home to a pharmacy electronically, as current law only allows such
communication via fax or verbally. Subsequently, the project morphed into a complete revision
of 54-1733, as many bills run by other entities have changed the statute over the years, and it
no longer read concisely. Most changes are not substantive, but rather organizational, involve





terminology, etc. Additional substantive changes include allowing hospice nurses similar rights
of communication. The Board approved of the draft with the following edits:

- Review all uses of the word “practitioner” for potential change to “prescriber”

- Rewrite the awkward and proposed 54-1733(5)(b)

The Board took up the matter of Richard M. Sutton, RPh, who was not in attendance and not
represented by counsel. Colleen Zahn, DAG presented an Order Adopting Stipulation to
Continue Hearing until the January 2015 meeting of the Board. Dr. Chopski motioned to accept
the stipulation, and Dr. de Blaquiere seconded, and the motion carried unanimously.

The Board took up the matter of Brent Dion, PharmD, who was not in attendance and not
represented by counsel. Ms. Zahn presented the Stipulation and Consent Order. Dr. Dion
inadvertently provided a prescription to the wrong patient in January 2014. Dr. Dion also failed
to counsel the patient’s mother even though it was a newly prescribed medication. Dr. Dion
stipulated to a $500 fine and six additional CPE hours pertaining to prescription or medication
error and/or patient counseling for the prescription error and a $500 fine for failing to counsel.
Dr. Chopski motioned to accept the stipulation, Dr. de Blaquiere seconded, and the motion
carried unanimously.

The Board took up the matter of Shelley Wray, NP, who was not in attendance and not
represented by counsel. Ms. Zahn presented the Stipulation and Consent Order. Ms. Wray
applied for a controlled substance registration in August 2014. She self-reported opioid
dependence to the Board of Nursing in 2013 and was referred to Southworth Associates.
Southworth submitted a letter to the Board office indicating Ms. Wray is compliant with her PRN
program. Dr. de Blaquiere motioned to accept the stipulation, Dr. Jonas seconded, and the
motion carried unanimously.

The Board took up the matter of Brett Zundel, PA who was not in attendance and not
represented by counsel. Ms. Zahn presented the Stipulation and Consent Order. Mr. Zundel
voluntarily surrendered his ability to handle schedule 1l controlled substances in January 2014.
Mr. Zundel contacted Board staff in August 2014 to request reinstatement of his schedule Il
privileges for hydrocodone combination products only, when he learned that DEA was
rescheduling such products from schedule 11l to schedule Il. Dr. Chopski motioned to accept the
stipulation, Mr. Sperry seconded, and the motion carried unanimously.

The Board took up the matter of Sarah Tarantino, PharmD, who was not in attendance and not
represented by counsel. Scott Zanzig, DAG, presented the Stipulation and Consent Order. Dr.
Tarantino received a prescription for DES (diethylstibesterol) 1 mg and substituted Estradiol 1
mg instead of. Dr. Tarantino stipulated to a $500 fine and six additional CPE hours pertaining to
prescription or medication error. Dr. de Blaquiere motioned to accept the stipulation, Dr.
Chopski seconded, and the motion carried unanimously.

The Board took up the matter of Melissa Tollinger, PharmD, who was not in attendance and not
represented by counsel. Dr. Jonas recused herself due to a professional relationship with Dr.
Tollinger. Scott Zanzig presented the Stipulation and Consent Order. Dr. Tollinger inadvertently
filled a prescription with lisinopril and hydrochlorothiazide instead of benazepril and
hydrochlorothiazide. Dr. Tollinger stipulated to a $500 fine and six additional CPE hours
pertaining to prescription or medication error. Dr. de Blaquiere motioned to accept the
stipulation, Mr. Sperry seconded, and the motion carried unanimously.

The Board took up the matter of Deborah Hollingsworth, NP, who was not in attendance and not
represented by counsel. Scott Zanzig presented the Stipulation and Consent Order. Ms.
Hollingsworth failed to maintain required controlled substance inventories at her clinic in





Emmett, dispensed medications to patients without obtaining a Prescriber Drug Outlet
registration, did not maintain records of medications dispensed to patients, dispensed
medication to herself and family, and stored controlled substances in an unregistered location.
Ms. Hollingsworth stipulated to not order, handle, administer or dispense any controlled
substances, including samples for office use, and she shall not store or maintain controlled
substances in her home, office or car and shall abstain from personal use or possession of
controlled substances except under the authority of another practitioner. Dr. de Blaquiere
motioned to accept the stipulation, Dr. Chopski seconded, and the motion carried unanimously.

The Board took up the matter of H Keith Couch, DDS, who was not in attendance and not
represented by counsel. Scott Zanzig presented the Stipulation and Consent Order. Dr. Couch
failed to maintain required controlled substance inventories at his office in Idaho Falls,
dispensed medications to patients without obtaining a Prescriber Drug Outlet registration,
dispensed controlled substances to his family, and transferred controlled substances to an
unregistered location. Dr. Couch stipulated to not order, handle, administer or dispense any
controlled substances, including samples for office use, and he shall not store or maintain
controlled substances in his home, office or car and shall abstain from personal use or
possession of controlled substances except under the authority of another practitioner. Mr.
Sperry motioned to accept the stipulation, Dr. Jonas seconded, and the motion carried
unanimously.

The Board took up the matter of Evan Hathaway, DDS, who was not in attendance and not
represented by counsel. Dr. Jonas recused herself due to a professional relationship with Dr.
Hathaway. Scott Zanzig presented the Stipulated Amendment to Stipulation and Consent Order.
Dr. Hathaway requested reinstatement of his schedule Il prescriptive authority due to the DEA'’s
rescheduling of hydrocodone combination products from schedule Il to schedule Il. Dr.
Hathaway stipulated that he shall be permitted to prescribe, but not administer or dispense
schedule Il drugs. Dr. Chopski motioned to accept the stipulation, Dr. de Blaquiere seconded,
and the motion carried unanimously.

Case #15-015 was vacated.

The Board took up the matter of Joshua Deiss, PharmD. Dr. Deiss attended the meeting
without counsel. Chairman Henggeler disclosed a professional relationship with Dr. Deiss and
announced that she will not vote in the event of a tie or comment during the proceedings,
though she will still preside. Dr. Henggeler swore Dr. Deiss in prior to his testimony. Dr. Deiss
requested Board approval for an inactive pharmacist license and thus discontinuation of his
current Board order. He explained that retail pharmacy was currently detrimental to his
successful completion of his recovery, so he quit his job. He recently accepted a teaching
position at CWI, and he feels his current salary cannot cover the cost of the PRN program. He
requested to have an inactive license in lieu of failing to fulfill his PRN requirements and having
his license revoked. The Board deliberated and generally felt that inactive status was not
appropriate for this situation, that Dr. Deiss would benefit from continued PRN enrollment, and
that the costs were not prohibitive. Dr. Henggeler called for a motion. Dr. Chopski motioned to
deny the application, and Mr. Sperry seconded. After discussion, Mr. Sperry offered a substitute
motion to delay a decision for six months, and Dr. Jonas seconded the substitute motion. After
more discussion, Chairman Henggeler called for the vote, and all were opposed; the motion
failed. Dr. Chopski restated her original motion to deny the application, and Dr. de Blaquiere
seconded and clarified Dr. Deiss can reapply at regular intervals. Chairman Henggeler called
for the vote, and the motion carried unanimously. Dr. Deiss indicated he wanted to voluntarily
surrender his license and left the meeting.





The Board considered public comment from Kim Wynn, PharmD, requesting a rule change that
would allow a pharmacist to supervise a remote dispensing site from another remote dispensing
site, not just from within the supervising pharmacy. The Board delayed action on her request for
one year, so that ISU could first open the multiple sites for which they were granted waivers and
then determine if such operation was feasible and in the best interests of public safety.

The Board considered written public comment from Lyman Holyoak, PharmD, who requested
that the performance of a prospective drug review be added to proposed rule #146:
repackaging. After much discussion, the Board declined to make such a change.

The Board considered part of the written and verbal comment submitted by Mr. Romer
concerning outsourcing facilities and readily agreed to add “outsourcing facility” to rule 600.01
and 600.02.

The Board took up the matter of Mark Wright, DDS. Dr. Wright attended the meeting
telephonically without counsel. Chairman Henggeler swore Dr. Wright in prior to his testimony.
Dr. Wright requested his controlled substance (CS) registration be returned to unconditioned
status as he has complied with the Board’s Order from 2012. Dr. Chopski motioned to approve
his request and restore his CS registration to unconditioned status, and Dr. Jonas seconded,
the motion carried with Mr. Sperry opposed.

The Board considered additional public comment from Mr. Romer concerning outsourcing
facilities and readily agreed to clarify that proposed rule 074 pertains to drug products for human
use only. After discussion, the Board also directed Mr. Johnston to draft a provision in proposed
rule 740 mandating that outsourcing facilities report to the Board all adverse event reports
submitted to the Secretary of Health and Human Services.

The Board took up the matter of Alesia Caranto. Ms. Caranto, Certified Technician applicant,
attended the meeting without counsel. Board staff denied Ms. Caranto’s application for a
certified technician based on notification of a drug related crime within the application. She
appealed to the Board for approval. After hearing that Ms. Caranto was remorseful, the crime
involved illicit drugs only, and she had completed the criminal probation period, Dr. Jonas
motioned to approve the application. Mr. Sperry seconded, and the motion carried unanimously.

The Board took up the matter of P Allen Frisk, RPh. Mr. Frisk attended the meeting without
counsel. Mr. Frisk recounted circumstances that led to his voluntary surrender of his license and
asked the Board to reinstate. Mr. Johnston clarified Mr. Frisk had submitted a complete
application with the required amount of CPE. After hearing from Mr. Frisk, Mr. Sperry motioned
to reinstate Mr. Frisk’s license upon successful completion of a 72 hour evaluation, PRN
enrollment and compliance with any recommendations from PRN. Dr. Jonas seconded, and
after more discussion Chairman Henggeler called for the vote; the motion carried unanimously.

Chairman Henggeler asked Mr. Johnston to resume the agenda item entitled inspector Q & A.
Mr. Johnston explained that the 2014 Idaho Legislature, via resolution, directed the Idaho
Department of Health and Welfare to create a telemedicine council, in response to the ldaho
Board of Medicine’s recent discipline of a physician involved in such a practice. The council has
been meeting regularly and has requested Mr. Johnston’s appearance and explanation of
Section 54-1733(1), Idaho Code, which was penned by the Board a decade ago to combat
illegal internet prescription dispensing. Mr. Johnston is concerned that the Board will be looked
upon negatively by the council, as the Idaho Board of Medicine has used the statute to back
their disciplinary decision. The Board agreed that the statute itself is not the issue, but rather
the Board of Medicine’s interpretation of the statute. The Board directed Mr. Johnston to
support the legalization of telemedicine in Idaho, if implemented in a step wise approach with





warning of unintended consequences that might arise from the changing of 54-1733, which has
worked for a decade to combat egregious, illegal activity.

Mr. Johnston discussed a recent development in the Board'’s licensing department. It was
discovered that a certified technician had allowed her PTCB national certification to expire, but
she continued to work and maintain registration as a certified technician. This prompted Mr.
Johnston to request PTCB to supply the names of all Idaho technicians with expired national
certification. The list that PTCB delivered was quite long. Mr. Johnston asked the Board for
guidance and potential delegated authority to discipline. After much discussion, the Board was
more concerned with application renewal falsification than a lapse in certification during the
fiscal year. Dr. de Blaquiere was concerned with consistency, relating this issue to a pharmacist
falsifying a renewal application when continued pharmacy education requirements were not
met, and he believed that it was the Board’s responsibility to track such lapses, not the PIC. Dr.
Chopski made a motion to:

- Have the Board identify all currently registered technicians with lapsed certifications for
all Board recognized national certification entities, not just PTCB.

- Send all lapsed certified pharmacy technicians, their PIC, and their employer a letter
indicating that the technician has 30 days to become re-certified.

- Promulgate a rule in 2016 that grants the Board authority to cancel a certified pharmacy
technician registration if it has lapsed.

- If a certified technician works past the 30 day warning period, the Board delegates the
Board’s staff to stipulate to a $100 fine and notice for hearing if the technician is
unwilling to stipulate.

- If a certified technician has falsified an application due to the lapsing of national
certification, the Board delegates the Board'’s staff to stipulate to a $250 fine and to
notice for hearing if the tech is unwilling to stipulate.

- Investigate if the Board'’s licensing software can be adapted to upload certification
certificates upon renewal.

Mr. Sperry seconded. After more discussion, Dr. Henggeler called for the vote. Dr. Chopski
and Mr. Sperry were in favor of the motion, and Dr. de Blaquiere and Dr. Jonas voted against
the motion. Dr. Henggeler broke the tie with a vote in favor of the motion, which carried.

The inspectors had no further items of discussion.
Mr. Sperry left the meeting at 4:00 p.m.

The Board considered the public comment from Silver Valley Veterinary Clinic, requesting an
alternative warning addition to rule 140.12, as rule 140.12 pertains to prescription labels for
human use. The Board readily agreed and directed Mr. Johnston to pen such changes.

The Board considered public comment from Dawn Berheim, PharmD, requesting an exemption
for intra-company sales from many of the proposed requirements of distributing pharmacies in
rule 270. The Board agreed to exempt intra-company sales from the proposed controlled
substance reporting parameter only: 270.06. Mr. Johnston proceeded to explain some
inconsistencies between the Board’s proposed wholesale distribution changes to Idaho code,
requirements of an outsourcing facility, and distributing pharmacies. The Board directed Mr.
Johnston to make necessary changes to proposed rule and statute to ensure consistency in the
regulation of drug distribution, regardless of the type of drug outlet.

Dr. Chopski detailed potential issues that she wanted Mr. Johnston to review for potential
change, including the definition of agent, the use of “manufacture” vs “manufacturing”, the title
“discipline of registration”, and the use of “prescriber” vs “practitioner”.





Mr. Johnston noted that proposed statute changes that involve fingerprinting, the prescription
monitoring program, and controlled substance scheduling, as well as certain rules within Docket
27.0101.1404, were not discussed at this two day meeting, so the language would move
forward to the 2015 Idaho Legislature without change.

Dr. Jonas motioned to adjourn, Dr. Chopski seconded, motion carried unanimously. Meeting
adjourned at 4:49 p.m.





