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UnityPoint Health
Allen Hospital

UnityPoint Health- Allen Hospital
Tech-Check-Tech Program
First Quarterly Update — April 2016

Eighteen technicians meet eligibility criteria and seventeen are participating in the program. One third
shift technician has returned from medical leave and is completing a second 1500 validation due to the
extended period of time between her initial validation and her return to work., A new hire is completing
her department orientation and training and then will start her training for this program. One technician
will complete her first quarterly audit in April.

For the time period of 1/1/16-3/31/16 the technicians checked 381,803 doses, which is 89% of non-
narcotic doses and 82% of total doses checked. These numbers do not include bulk products that are
checked.

A part-time pharmacist (0.6 FTE) has opened a second anticoagulation clinic at our United Medical Park
location. We have also added a pharmacist (0.25 FTE) to the UnityPoint Health-Evansdale Clinic. This
pharmacist has started training, but has not transitioned to the clinic yet. We arc also tinalizing plans for
pharmacists to participate in medication reconciliation with pre-surgical patients. Technicians that are
certified for the tech-check-tech program will be considered to assist with the new medication
reconciliation program. We have allotted a one FTE pharmagcist and 2 FTE technicians for this new
SErvice,

Eight errors left the department this quarter. Seven of the errors can be attributed to the TCT program.
Four were incorrect med, one was wrong strength and two were wrong dosage form. The remaining error
was checked by a pharmacist. There were 29 near-misses that.were caught during checking and corrected
prior to distribution. These consisted of: wrong strength/dose (13), wrong product (5), wrong release form
(2), and wrong quantity. With the increased awareness our error tracking has been better documented this
quarter. We will continue to emphasize the importance of tracking.
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From: Eunk, Andrew [IBPE]

To: Jorgenson, Debbie [IBPE]

Subject: FW: Ernst, Grassley Call for Review of Regulatory Barriers lowa Pharmacies Face in Federal Drug Take Back
Program

Date: Monday, April 04, 2016 12:33:13 PM

Debbie,

Can you include this as an FYI for the Board in May?
Thanks,

Andrew Funk, Pharm.D.
Executive Director

lowa Board of Pharmacy
RiverPoint Business Park

400 SW 8th Street, Suite E
Des Moines, lowa 50309-4688
515.281.5944 Main Line
andrew.funk@iowa.gov

From: Hoelscher, Doug [IGOV]

Sent: Thursday, March 31, 2016 4:02 PM

To: Funk, Andrew [IBPE]; Clabaugh, Gerd [IDPH]; Thompson, Deborah [IDPH]; Pottebaum, Nic [IGOV]
Cc: Groen, Stephanie [IGOV]

Subject: Fwd: Ernst, Grassley Call for Review of Regulatory Barriers lowa Pharmacies Face in Federal
Drug Take Back Program

FYI
Sent from my iPhone

Begin forwarded message:

From: "Press, Ernst (Ernst)" <Ernst_Press@ernst.senate.gov>

Date: March 31, 2016 at 3:01:24 PM CDT

Subject: Ernst, Grassley Call for Review of Regulatory Barriers lowa Pharmacies Face
in Federal Drug Take Back Program

FOR IMMEDIATE RELEASE Contact: Brook Hougesen or Angela Zirkelbach

March 31, 2016 Press@Ernst.Senate.Gov

Phone: 202-224-3254

Ernst, Grassley Call for Review of Regulatory
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Barriers lowa Pharmacies Face in Federal Drug
Take Back Program

WASHINGTON, D.C. — U.S. Senators Joni Ernst (R-IA) and Chuck Grassley (R-
IA) today sent a letter to the Government Accountability Office (GAO) to request
that the agency provide Congress with a report on the Drug Enforcement
Administration’s (DEA) regulations that create potential barriers to the
participation of local pharmacies in federal drug take back programs. The letter
comes on the heels of Senate passage of the bipartisan Comprehensive

Addiction and Recovery Act (CARA), legislation to help local organizations and
municipalities engage in the fight against the nationwide opioid epidemic.

The Senators wrote, “We have heard from constituents in lowa that a
convenient place to return unwanted and unused controlled substances is to the
same place they received them — their local pharmacy. However, some
stakeholders have suggested that the regulations currently in place make it
difficult and costly for retail pharmacies to participate in the program. Indeed,
some of these same concerns were also raised in public comments provided to
the DEA during the rulemaking process.”

“We appreciate the challenge of creating new avenues to return unwanted and
unused controlled substances, while at the same time guarding against the
diversion of these drugs. However, we also want to ensure that compliance and
participation costs do not act as a deterrent to pharmacies that want to
voluntarily provide this important service to their communities,” the Senators
continued, “As such, we respectfully request that GAO review the DEA’s
regulations, stakeholder concerns with them, and participation rates in the
program, and submit a report to Congress with recommendations on how
Congress and the DEA can address existing regulatory barriers in order to
expand the voluntary participation of retail pharmacies in this important program
as much as possible.”

In a recent op-ed, Senator Ernst stressed her commitment to ensuring that local
pharmacies that wish to participate in the federal drug take back program are
able to do so. She wrote, in part, “Based on feedback from lowa pharmacists, |
am working on a request to the Government Accountability Office (GAO) to
conduct a thorough review of the program and report to Congress with
recommendations to address the barriers to participation that local pharmacies
face. These recommendations will help us to find appropriate ways to maximize
participation in the program and ensure that this important service to the
community is widely available.”

As Chairman of the Senate Judiciary Committee and the Caucus on International
Narcotics Control, Senator Grassley led the Senate to overwhelming passage of
the Comprehensive Addiction and Recovery Act. Prior to that, he led the bill
through the Judiciary Committee. The Community Anti-Drug Coalitions of
America recognized that without his leadership, the bill would not have passed
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the Senate. In addition, Senator Grassley successfully urged the Obama
Administration to re-instate the DEA’s highly effective prescription drugs take
back days, which it had discontinued. Grassley was an original cosponsor of the
Secure and Responsible Drug Disposal Act, which initiated take back days and
encouraged communities to establish programs to collect unused medications
year-round.

The full text of the letter can be found here and below.
March 31, 2016

The Honorable Gene Dodaro
Comptroller General of the United States
Government Accountability Office

441 G Street N.W.

Washington, D.C. 20548

Dear Mr. Dodaro:

We are writing to request that the Government Accountability Office (GAO)
provide Congress with a report on the Drug Enforcement Administration’s (DEA)
regulations related to the secure disposal of controlled substances by registrants
and ultimate users, and potential barriers to participation by retail pharmacies.

Prior to the enactment of the Secure and Responsible Drug Disposal Act of 2010
(“Disposal Act”), the Controlled Substances Act only permitted the ultimate users
of controlled substances themselves to destroy any unused substances, and
they were unable to return unused substances to a pharmacy, hospital, or other
health care provider. In 2010, Congress passed and the President signed into

law the Disposal Actll] to amend the Controlled Substances Act to authorize
ultimate users to deliver their pharmaceutical controlled substances to another
person for the purpose of disposal in accordance with regulations promulgated
by the Attorney General. Pursuant to the Disposal Act, the DEA promulgated
rules to implement the Act and outline how certain entities may voluntarily collect
unused controlled substances at a DEA-registered location.

We have heard from constituents in lowa that a convenient place to return
unwanted and unused controlled substances is to the same place they received
them — their local pharmacy. However, some stakeholders have suggested that
the regulations currently in place make it difficult and costly for retail pharmacies
to participate in the program. Indeed, some of these same concerns were also
raised in public comments provided to the DEA during the rulemaking process.

We appreciate the challenge of creating new avenues to return unwanted and
unused controlled substances, while at the same time guarding against the
diversion of these drugs. However, we also want to ensure that compliance and
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participation costs do not act as a deterrent to pharmacies that want to
voluntarily provide this important service to their communities.

As such, we respectfully request that GAO review the DEA’s regulations,
stakeholder concerns with them, and participation rates in the program, and
submit a report to Congress with recommendations on how Congress and the
DEA can address existing regulatory barriers in order to expand the voluntary
participation of retail pharmacies in this important program as much as possible.

Thank you for your time and attention to this matter. If you have any questions,
please reach out to Danielle Janowski or Taryn Frideres of Senator Ernst’s staff
at (202) 224-3254 or David Bleich of Senator Grassley’s staff at (202) 228-0927.

Sincerely,
Charles E. Grassley Joni K. Ernst
Chairman, Senate Judiciary Committee United States Senator
HH#t#

wfto

[ public Law No. 111-273

This email message and its attachments may contain confidential information that is exempt from disclosure under lowa Code chapters
22, 139A, and other applicable law. Confidential information is for the sole use of the intended recipient. If you believe that you have
received this transmission in error, please reply to the sender, and then delete all copies of this message and any attachments. If you are
not the intended recipient, you are hereby notified that any review, use, retention, dissemination, distribution, or copying of this message
is strictly prohibited by law.
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NABP would ask your assistance in sharing any information and activity that may be occurring
in your state with NABP so that we can facilitate dialogue and information sharing amongst the
boards. Please email execoffice@nabp.net or governmentaffairs@nabp.net to provide any
information which you believe may be helpful to the membership.
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State and Federal Updates

U.S Senate:

Senate Judiciary Committee on Antitrust, Competition Policy and Consumer rights heard
testimony from the FTC as well as a number of stakeholders on February 2, 2016.

The FTC reaffirmed their position of authority in regard to regulatory actions that are
anticompetitive and the State’s requirement to actively supervise their regulatory boards.

The Wisconsin Solicitor General testified that Congress should eliminate the “active
supervision” clause in Federal antitrust laws in order to allow the States to have flexibility in the
manner in which they supervise their regulatory boards.

Pending Federal District Court Cases in Judicial Review:

Teladoc, Inc. v. Texas Medical Board: Sherman Act lawsuit filed by providers of telephonic
medical services against the Texas Medical Board. The district court granted a preliminary
injunction against the Board and denied the Board’s motion to dismiss. The case is on an appeal
before the Court of Appeals for the Fifth Circuit.

Mobile Whites v. Georgia Board of Dentistry: An appeal is currently active in the US District
Court of Northern Georgia related to the cease and desist order given by the Georgia Board of
Dentistry to Mobile Whites, a teeth whitener organization. This antitrust case is predicated in
part on precedent set in US Supreme court decision on FTC vs. N.C Dental Board.

Smile Bright v. Connecticut Dental Commission: A petition to the US Supreme Court is
pending which seeks a review of appellate decisions by the US District and Circuit courts of
jurisdiction in Connecticut. These lower courts opinions upheld the cease and desist order by CT
Dental Commission against Smile Bright. The opinions upheld this CT board action based on
the premise that the States have the authority to enact and enforce statutes or regulations that
cause economic favoritism in the marketplace.

State Legislatures:

Connecticut: Legislation is pending that would cause any decision related to licensing,
registration and disciplinary orders would be considered a proposed decision and subject to
approval, rejection or modification by the agency commissioner.

Georgia: Pending legislation that causes a process to be established by which the Governor will
review any new regulations as well as any regulatory board decisions that are appealed to the
Governor’s office.
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Virginia: Senate Bill 746 makes a state agencies and local governments liable if an inspector
intentionally exceeds their authority during the course of an inspection of a private entity.

West Virginia: The House of Delegates Government Organization Committee is considering
statutory changes which would cause a change in the composition of all regulatory boards. This
legislation would increase the number of board members which are not active participants in the
respective practice to a level that they would have a majority vote.

State Attorneys General:

CA: The California Attorney General provided an opinion which states that increasing the
number of public board members does not guarantee antitrust immunity for board members and
that it would create new legal challenges for the State. It also called for the development of a
review process for all “anti-competitive board decisions”. Additionally the plan calls for the
State to provide board members with training on ways to avoid antitrust concerns.

FL: The Florida Attorney General is currently delivering a presentation to all health related
boards in a public forum in order to provide guidance to all board members on how to avoid
antitrust actions. This presentation is also designed to be a warning of the serious ramifications
if anticompetitive activity, which is clearly outside of patient safety concerns, occurs on the
board.

ID: The attorney general of the State of Idaho published an opinion that advocated for a review
of current board composition to strike the proper balance of public members and active practice
participants that are subject matter experts in the profession.

ND: The Attorney General in North Dakota informed the Board of Medical Examiners that it
would indemnify the board members in the event of any federal antitrust actions and would
compensate them for any legal representation required in these actions.

OK: The Oklahoma Attorney General has received requests from a number of the State
regulatory boards to determine whether board members are vulnerable to antitrust actions.
Oklahoma Governor Mary Fallin issued an executive order that all regulatory boards submit all
non-rulemaking actions to the Attorney General for review.

TN: The Tennessee Solicitor General presented an opinion to the Tennessee Board of
Osteopathic Examiners which was clearly against the FTC’s option of changing the composition
of the regulatory boards to contain more public members. The Solicitor General referenced the
current legislative review process of any new regulations as well as the active engagement of the
regulatory board counsel as means in which the State already provides adequate State
supervision.

TX: The Texas Attorney General defended the Medical Board’s decision to prohibit telehealth
activities in the State and stated that sufficient processes are in place to meet the FTC “active
supervision” guidance. State Attorney General’s Office January 8, 2016 said it wanted the Fifth
Circuit to review U.S. District Judge Robert L. Pitman’s ruling in December, in which the judge
said the medical board was not immune to Teladoc's antitrust claim.
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FEDERAL TRADE COMMISSION

The when and what of active supervision

Debbie Feinstein and Geoffrey Green, Bureau of Competition
Oct 14, 2015

TAGS: government | state action | Bureau of Competition | Competition

Earlier this year, the U.S. Supreme Court ruled that the North Carolina State Board of Dental Examiners violated the federal antitrust laws by preventing
non-dentists from providing teeth whitening services in competition with the state’s licensed dentists. N.C. State Bd. of Dental Exam’rs v. FTC, 135 S.
Ct. 1101 (2015). The Board had argued that, because it is a state agency, it is exempt from liability under the federal antitrust laws. The FTC rejected
that argument during our administrative trial, the Fourth Circuit rejected it on appeal, and finally the Supreme Court put the argument to rest, finding that
the “state action defense” does not apply to the actions of a licensing board controlled by market participants unless its conduct is actively supervised
by the state.

The Board is a state agency established under North Carolina law and charged with setting and enforcing licensing standards for dentists. This type of
regulatory board is increasingly common as more states establish licensing requirements for an ever-expanding list of occupations, including, in some
places, locksmiths, beekeepers, auctioneers, interior designers, fortune tellers, tour guides, and shampooers. These boards typically are made up of
licensed professionals—that is, doctors commonly regulate doctors, beekeepers regulate beekeepers, and tour guides regulate tour guides. The
problem—from an antitrust perspective—is that when a controlling number of decisionmakers on the regulatory board have a private incentive to limit
competition from non-licensed providers, there needs to be an independent determination that the board’s actions are consistent with the state
regulatory scheme in order to avoid antitrust liability.

In the wake of the Supreme Court’s decision, we received requests for advice from state officials and others as to what constitutes antitrust
compliance for state boards responsible for regulating occupations. In response, we developed FTC Staff guidance that addresses two basic questions:

1. When does a state regulatory board require active supervision in order to invoke the state action defense?

2. What factors are relevant to determining whether the active supervision requirement is satisfied?



https://www.ftc.gov/system/files/attachments/competition-policy-guidance/active_supervision_of_state_boards.pdf
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Of course, states can avoid unneeded and burdensome regulation of service providers and empower regulatory boards to restrict competition only when
necessary to protect the health or safety of consumers. Or the state may create a board that serves only in an advisory capacity or is made up of
persons who have no financial interest in the occupation that is being regulated. In addition, a state may forgo active supervision and choose to have
its boards subject to federal antitrust standards. In that case, the state need not provide for active supervision.

Antitrust analysis — including the applicability of the state action defense — is fact-specific and context-dependent. The new FTC staff guidance does
not suggest that states should actively supervise regulatory boards, nor does it recommend a one-size-fits-all approach. Instead, we have identified
certain overarching legal principles governing when and how a state may provide active supervision for a regulatory board, and we urge each state
regulatory board to consult with the Office of the Attorney General for its state for customized advice on how best to comply with the antitrust laws.






FTC Staff Guidance on Active Supervision of State
Regulatory Boards Controlled by Market Participants”

I. Introduction

States craft regulatory policy through a variety of actors, including state legislatures,
courts, agencies, and regulatory boards. While most regulatory actions taken by state actors
will not implicate antitrust concerns, some will. Notably, states have created a large number of
regulatory boards with the authority to determine who may engage in an occupation (e.g., by
issuing or withholding a license), and also to set the rules and regulations governing that
occupation. Licensing, once limited to a few learned professions such as doctors and lawyers, is
now required for over 800 occupations including (in some states) locksmiths, beekeepers,
auctioneers, interior designers, fortune tellers, tour guides, and shampooers.1

In general, a state may avoid all conflict with the federal antitrust laws by creating
regulatory boards that serve only in an advisory capacity, or by staffing a regulatory board
exclusively with persons who have no financial interest in the occupation that is being
regulated. However, across the United States, “licensing boards are largely dominated by active

n2

members of their respective industries . . .”“ That is, doctors commonly regulate doctors,

beekeepers commonly regulate beekeepers, and tour guides commonly regulate tour guides.

Earlier this year, the U.S. Supreme Court upheld the Federal Trade Commission’s
determination that the North Carolina State Board of Dental Examiners (“NC Board”) violated
the federal antitrust laws by preventing non-dentists from providing teeth whitening services in
competition with the state’s licensed dentists. N.C. State Bd. of Dental Exam’rs v. FTC, 135 S. Ct.
1101 (2015). NC Board is a state agency established under North Carolina law and charged with
administering and enforcing a licensing system for dentists. A majority of the members of this
state agency are themselves practicing dentists, and thus they have a private incentive to limit

* This document sets out the views of the Staff of the Bureau of Competition. The Federal Trade Commission is not
bound by this Staff guidance and reserves the right to rescind it at a later date. In addition, FTC Staff reserves the
right to reconsider the views expressed herein, and to modify, rescind, or revoke this Staff guidance if such action
would be in the public interest.

! Aaron Edlin & Rebecca Haw, Cartels By Another Name: Should Licensed Occupations Face Antitrust Scrutiny, 162
U. PA. L. Rev. 1093, 1096 (2014).

?Id. at 1095.
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competition from non-dentist providers of teeth whitening services. NC Board argued that,
because it is a state agency, it is exempt from liability under the federal antitrust laws. That is,
the NC Board sought to invoke what is commonly referred to as the “state action exemption” or
the “state action defense.” The Supreme Court rejected this contention and affirmed the FTC’s
finding of antitrust liability.

In this decision, the Supreme Court clarified the applicability of the antitrust state action
defense to state regulatory boards controlled by market participants:

“The Court holds today that a state board on which a controlling number of
decisionmakers are active market participants in the occupation the board
regulates must satisfy Midcal’s [Cal. Retail Liquor Dealers Ass’n v. Midcal
Aluminum, Inc., 445 U.S. 97 (1980)] active supervision requirement in order to
invoke state-action antitrust immunity.” N.C. Dental, 135 S. Ct. at 1114.

In the wake of this Supreme Court decision, state officials have requested advice from the
Federal Trade Commission regarding antitrust compliance for state boards responsible for
regulating occupations. This outline provides FTC Staff guidance on two questions. First, when
does a state regulatory board require active supervision in order to invoke the state action
defense? Second, what factors are relevant to determining whether the active supervision
requirement is satisfied?

Our answers to these questions come with the following caveats.

> Vigorous competition among sellers in an open marketplace generally provides
consumers with important benefits, including lower prices, higher quality services,
greater access to services, and increased innovation. For this reason, a state legislature
should empower a regulatory board to restrict competition only when necessary to
protect against a credible risk of harm, such as health and safety risks to consumers. The
Federal Trade Commission and its staff have frequently advocated that states avoid
unneeded and burdensome regulation of service providers.3

> Federal antitrust law does not require that a state legislature provide for active
supervision of any state regulatory board. A state legislature may, and generally should,
prefer that a regulatory board be subject to the requirements of the federal antitrust

* See, e.g., Fed. Trade Comm’n Staff Policy Paper, Policy Perspectives: Competition and the Regulation of Advanced
Practice Registered Nurses (Mar. 2014), https://www.ftc.gov/system/files/documents/reports/policy-perspectives-
competition-regulation-advanced-practice-nurses/140307aprnpolicypaper.pdf; Fed. Trade Comm’n & U.S. Dept. of
Justice, Comment before the South Carolina Supreme Court Concerning Proposed Guidelines for Residential and
Commercial Real Estate Closings (Apr. 2008), https://www.ftc.gov/news-events/press-releases/2008/04/ftcdoj-
submit-letter-supreme-court-south-carolina-proposed.
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laws. If the state legislature determines that a regulatory board should be subject to
antitrust oversight, then the state legislature need not provide for active supervision.

> Antitrust analysis — including the applicability of the state action defense —is
fact-specific and context-dependent. The purpose of this document is to identify certain
overarching legal principles governing when and how a state may provide active
supervision for a regulatory board. We are not suggesting a mandatory or one-size-fits-
all approach to active supervision. Instead, we urge each state regulatory board to
consult with the Office of the Attorney General for its state for customized advice on
how best to comply with the antitrust laws.

> This FTC Staff guidance addresses only the active supervision prong of the state
action defense. In order successfully to invoke the state action defense, a state
regulatory board controlled by market participants must also satisfy the clear
articulation prong, as described briefly in Section II. below.

> This document contains guidance developed by the staff of the Federal Trade
Commission. Deviation from this guidance does not necessarily mean that the state
action defense is inapplicable, or that a violation of the antitrust laws has occurred.

October 2015 3





[1. Overview of the Antitrust State Action Defense

“Federal antitrust law is a central safeguard for the Nation’s free market structures . ...
The antitrust laws declare a considered and decisive prohibition by the Federal Government of
cartels, price fixing, and other combinations or practices that undermine the free market.” N.C.
Dental, 135 S. Ct. at 1109.

Under principles of federalism, “the States possess a significant measure of
sovereignty.” N.C. Dental, 135 S. Ct. at 1110 (quoting Community Communications Co. v.
Boulder, 455 U.S. 40, 53 (1982)). In enacting the antitrust laws, Congress did not intend to
prevent the States from limiting competition in order to promote other goals that are valued by
their citizens. Thus, the Supreme Court has concluded that the federal antitrust laws do not
reach anticompetitive conduct engaged in by a State that is acting in its sovereign capacity.
Parker v. Brown, 317 U.S. 341, 351-52 (1943). For example, a state legislature may “impose
restrictions on occupations, confer exclusive or shared rights to dominate a market, or
otherwise limit competition to achieve public objectives.” N.C. Dental, 135 S. Ct. at 1109.

Are the actions of a state regulatory board, like the actions of a state legislature, exempt
from the application of the federal antitrust laws? In North Carolina State Board of Dental
Examiners, the Supreme Court reaffirmed that a state regulatory board is not the sovereign.
Accordingly, a state regulatory board is not necessarily exempt from federal antitrust liability.

More specifically, the Court determined that “a state board on which a controlling
number of decisionmakers are active market participants in the occupation the board
regulates” may invoke the state action defense only when two requirements are satisfied: first,
the challenged restraint must be clearly articulated and affirmatively expressed as state policy;
and second, the policy must be actively supervised by a state official (or state agency) that is
not a participant in the market that is being regulated. N.C. Dental, 135 S. Ct. at 1114.

> The Supreme Court addressed the clear articulation requirement most recently
in FTC v. Phoebe Putney Health Sys., Inc., 133 S. Ct. 1003 (2013). The clear articulation
requirement is satisfied “where the displacement of competition [is] the inherent,
logical, or ordinary result of the exercise of authority delegated by the state legislature.
In that scenario, the State must have foreseen and implicitly endorsed the
anticompetitive effects as consistent with its policy goals.” Id. at 1013.

> The State’s clear articulation of the intent to displace competition is not alone
sufficient to trigger the state action exemption. The state legislature’s clearly-articulated
delegation of authority to a state regulatory board to displace competition may be
“defined at so high a level of generality as to leave open critical questions about how
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and to what extent the market should be regulated.” There is then a danger that this
delegated discretion will be used by active market participants to pursue private
interests in restraining trade, in lieu of implementing the State’s policy goals. N.C.
Dental, 135 S. Ct. at 1112.

> The active supervision requirement “seeks to avoid this harm by requiring the
State to review and approve interstitial policies made by the entity claiming [antitrust]
immunity.” /d.

Where the state action defense does not apply, the actions of a state regulatory board
controlled by active market participants may be subject to antitrust scrutiny. Antitrust issues
may arise where an unsupervised board takes actions that restrict market entry or restrain
rivalry. The following are some scenarios that have raised antitrust concerns:

> A regulatory board controlled by dentists excludes non-dentists from competing
with dentists in the provision of teeth whitening services. Cf. N.C. Dental, 135 S. Ct.
1101.

> A regulatory board controlled by accountants determines that only a small and

fixed number of new licenses to practice the profession shall be issued by the state each
year. Cf. Hoover v. Ronwin, 466 U.S. 558 (1984).

> A regulatory board controlled by attorneys adopts a regulation (or a code of
ethics) that prohibits attorney advertising, or that deters attorneys from engaging in
price competition. Cf. Bates v. State Bar of Ariz., 433 U.S. 350 (1977); Goldfarb v. Va.
State Bar, 421 U.S. 773 (1975).
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[11.

Scope of FTC Staff Guidance

A. This Staff guidance addresses the applicability of the state action defense under the

federal antitrust laws. Concluding that the state action defense is inapplicable does not
mean that the conduct of the regulatory board necessarily violates the federal antitrust
laws. A regulatory board may assert defenses ordinarily available to an antitrust
defendant.

1. Reasonable restraints on competition do not violate the antitrust laws, even
where the economic interests of a competitor have been injured.

A regulatory board may prohibit members of the occupation from engaging
in fraudulent business practices without raising antitrust concerns. A regulatory board
also may prohibit members of the occupation from engaging in untruthful or deceptive
advertising. Cf. Cal. Dental Ass’n v. FTC, 526 U.S. 756 (1999).

Suppose a market with several hundred licensed electricians. If a regulatory
board suspends the license of one electrician for substandard work, such action likely
does not unreasonably harm competition. Cf. Oksanen v. Page Mem’l Hosp., 945 F.2d
696 (4th Cir. 1991) (en banc).

2. The ministerial (non-discretionary) acts of a regulatory board engaged in good
faith implementation of an anticompetitive statutory regime do not give rise to
antitrust liability. See 324 Liquor Corp. v. Duffy, 479 U.S. 335, 344 n. 6 (1987).

A state statute requires that an applicant for a chauffeur’s license submit to
the regulatory board, among other things, a copy of the applicant’s diploma and a
certified check for $500. An applicant fails to submit the required materials. If for this
reason the regulatory board declines to issue a chauffeur’s license to the applicant, such
action would not be considered an unreasonable restraint. In the circumstances
described, the denial of a license is a ministerial or non-discretionary act of the
regulatory board.

3. In general, the initiation and prosecution of a lawsuit by a regulatory board does
not give rise to antitrust liability unless it falls within the “sham exception.”
Professional Real Estate Investors v. Columbia Pictures Industries, 508 U.S. 49
(1993); California Motor Transport Co. v. Trucking Unlimited, 404 U.S. 508 (1972).

A state statute authorizes the state’s dental board to maintain an action in
state court to enjoin an unlicensed person from practicing dentistry. The members of
the dental board have a basis to believe that a particular individual is practicing
dentistry but does not hold a valid license. If the dental board files a lawsuit against that
individual, such action would not constitute a violation of the federal antitrust laws.
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B. Below, FTC Staff describes when active supervision of a state regulatory board is
required in order successfully to invoke the state action defense, and what factors are
relevant to determining whether the active supervision requirement has been satisfied.

1. When is active state supervision of a state regulatory board required in order to
invoke the state action defense?

General Standard: “[A] state board on which a controlling number of decisionmakers
are active market participants in the occupation the board regulates must satisfy
Midcal’s active supervision requirement in order to invoke state-action antitrust
immunity.” N.C. Dental, 135 S. Ct. at 1114.

Active Market Participants: A member of a state regulatory board will be considered to
be an active market participant in the occupation the board regulates if such person (i)
is licensed by the board or (ii) provides any service that is subject to the regulatory
authority of the board.

> If a board member participates in any professional or occupational sub-
specialty that is regulated by the board, then that board member is an active
market participant for purposes of evaluating the active supervision
requirement.

> It is no defense to antitrust scrutiny, therefore, that the board members
themselves are not directly or personally affected by the challenged restraint.
For example, even if the members of the NC Dental Board were orthodontists
who do not perform teeth whitening services (as a matter of law or fact or
tradition), their control of the dental board would nevertheless trigger the
requirement for active state supervision. This is because these orthodontists are
licensed by, and their services regulated by, the NC Dental Board.

> A person who temporarily suspends her active participation in an
occupation for the purpose of serving on a state board that regulates her former
(and intended future) occupation will be considered to be an active market
participant.

Method of Selection: The method by which a person is selected to serve on a state
regulatory board is not determinative of whether that person is an active market
participant in the occupation that the board regulates. For example, a licensed dentist is
deemed to be an active market participant regardless of whether the dentist (i) is
appointed to the state dental board by the governor or (ii) is elected to the state dental
board by the state’s licensed dentists.
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A Controlling Number, Not Necessarily a Majority, of Actual Decisionmakers:

> Active market participants need not constitute a numerical majority of
the members of a state regulatory board in order to trigger the requirement of
active supervision. A decision that is controlled, either as a matter of law,
procedure, or fact, by active participants in the regulated market (e.g., through
veto power, tradition, or practice) must be actively supervised to be eligible for
the state action defense.

> Whether a particular restraint has been imposed by a “controlling
number of decisionmakers [who] are active market participants” is a fact-bound
inquiry that must be made on a case-by-case basis. FTC Staff will evaluate a
number of factors, including:

4 The structure of the regulatory board (including the number of
board members who are/are not active market participants) and the
rules governing the exercise of the board’s authority.

4 Whether the board members who are active market participants
have veto power over the board’s regulatory decisions.

The state board of electricians consists of four non-electrician members and
three practicing electricians. Under state law, new regulations require the approval of
five board members. Thus, no regulation may become effective without the assent of at
least one electrician member of the board. In this scenario, the active market
participants effectively have veto power over the board’s regulatory authority. The
active supervision requirement is therefore applicable.

4 The level of participation, engagement, and authority of the non-
market participant members in the business of the board — generally and
with regard to the particular restraint at issue.

v Whether the participation, engagement, and authority of the non-
market participant board members in the business of the board differs
from that of board members who are active market participants —
generally and with regard to the particular restraint at issue.

4 Whether the active market participants have in fact exercised,
controlled, or usurped the decisionmaking power of the board.

The state board of electricians consists of four non-electrician members and
three practicing electricians. Under state law, new regulations require the approval of a
majority of board members. When voting on proposed regulations, the non-electrician
members routinely defer to the preferences of the electrician members. Minutes of
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board meetings show that the non-electrician members generally are not informed or
knowledgeable concerning board business — and that they were not well informed
concerning the particular restraint at issue. In this scenario, FTC Staff may determine
that the active market participants have exercised the decisionmaking power of the
board, and that the active supervision requirement is applicable.

The state board of electricians consists of four non-electrician members and
three practicing electricians. Documents show that the electrician members frequently
meet and discuss board business separately from the non-electrician members. On one
such occasion, the electrician members arranged for the issuance by the board of
written orders to six construction contractors, directing such individuals to cease and
desist from providing certain services. The non-electrician members of the board were
not aware of the issuance of these orders and did not approve the issuance of these
orders. In this scenario, FTC Staff may determine that the active market participants
have exercised the decisionmaking power of the board, and that the active supervision
requirement is applicable.

2. What constitutes active supervision?

FTC Staff will be guided by the following principles:

> “[T]he purpose of the active supervision inquiry . . . is to determine whether the
State has exercised sufficient independent judgment and control” such that the details
of the regulatory scheme “have been established as a product of deliberate state
intervention” and not simply by agreement among the members of the state board.
“Much as in causation inquiries, the analysis asks whether the State has played a
substantial role in determining the specifics of the economic policy.” The State is not
obliged to “[meet] some normative standard, such as efficiency, in its regulatory
practices.” Ticor, 504 U.S. at 634-35. “The question is not how well state regulation
works but whether the anticompetitive scheme is the State’s own.” Id. at 635.

> It is necessary “to ensure the States accept political accountability for
anticompetitive conduct they permit and control.” N.C. Dental, 135 S. Ct. at 1111. See
also Ticor, 504 U.S. at 636.

> “The Court has identified only a few constant requirements of active supervision:
The supervisor must review the substance of the anticompetitive decision, not merely
the procedures followed to produce it; the supervisor must have the power to veto or
modify particular decisions to ensure they accord with state policy; and the ‘mere
potential for state supervision is not an adequate substitute for a decision by the State.’
Further, the state supervisor may not itself be an active market participant.” N.C.
Dental, 135 S. Ct. at 1116-17 (citations omitted).
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> The active supervision must precede implementation of the allegedly
anticompetitive restraint.

> “[T]he inquiry regarding active supervision is flexible and context-dependent.”
“[T]he adequacy of supervision . . . will depend on all the circumstances of a case.” N.C.
Dental, 135 S. Ct. at 1116-17. Accordingly, FTC Staff will evaluate each case in light of its
own facts, and will apply the applicable case law and the principles embodied in this
guidance reasonably and flexibly.

3. What factors are relevant to determining whether the active supervision
requirement has been satisfied?

FTC Staff will consider the presence or absence of the following factors in determining whether
the active supervision prong of the state action defense is satisfied.

> The supervisor has obtained the information necessary for a proper evaluation
of the action recommended by the regulatory board. As applicable, the supervisor has
ascertained relevant facts, collected data, conducted public hearings, invited and
received public comments, investigated market conditions, conducted studies, and
reviewed documentary evidence.

4 The information-gathering obligations of the supervisor depend in part
upon the scope of inquiry previously conducted by the regulatory board. For
example, if the regulatory board has conducted a suitable public hearing and
collected the relevant information and data, then it may be unnecessary for the
supervisor to repeat these tasks. Instead, the supervisor may utilize the materials
assembled by the regulatory board.

> The supervisor has evaluated the substantive merits of the recommended action
and assessed whether the recommended action comports with the standards
established by the state legislature.

> The supervisor has issued a written decision approving, modifying, or
disapproving the recommended action, and explaining the reasons and rationale for
such decision.

4 A written decision serves an evidentiary function, demonstrating that the
supervisor has undertaken the required meaningful review of the merits of the
state board’s action.

v A written decision is also a means by which the State accepts political
accountability for the restraint being authorized.
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Scenario 1: Example of satisfactory active supervision of a state board regulation designating
teeth whitening as a service that may be provided only by a licensed dentist, where state
policy is to protect the health and welfare of citizens and to promote competition.

> The state legislature designated an executive agency to review regulations
recommended by the state regulatory board. Recommended regulations become
effective only following the approval of the agency.

> The agency provided notice of (i) the recommended regulation and (ii) an
opportunity to be heard, to dentists, to non-dentist providers of teeth whitening, to the
public (in a newspaper of general circulation in the affected areas), and to other
interested and affected persons, including persons that have previously identified
themselves to the agency as interested in, or affected by, dentist scope of practice
issues.

> The agency took the steps necessary for a proper evaluation of the
recommended regulation. The agency:

4 Obtained the recommendation of the state regulatory board and
supporting materials, including the identity of any interested parties and the full
evidentiary record compiled by the regulatory board.

v Solicited and accepted written submissions from sources other than the
regulatory board.

4 Obtained published studies addressing (i) the health and safety risks
relating to teeth whitening and (ii) the training, skill, knowledge, and equipment
reasonably required in order to safely and responsibly provide teeth whitening
services (if not contained in submission from the regulatory board).

v Obtained information concerning the historic and current cost, price, and
availability of teeth whitening services from dentists and non-dentists (if not
contained in submission from the regulatory board). Such information was
verified (or audited) by the Agency as appropriate.

v Held public hearing(s) that included testimony from interested persons
(including dentists and non-dentists). The public hearing provided the agency
with an opportunity (i) to hear from and to question providers, affected
customers, and experts and (ii) to supplement the evidentiary record compiled
by the state board. (As noted above, if the state regulatory board has previously
conducted a suitable public hearing, then it may be unnecessary for the
supervising agency to repeat this procedure.)

> The agency assessed all of the information to determine whether the
recommended regulation comports with the State’s goal to protect the health and
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welfare of citizens and to promote competition.

> The agency issued a written decision accepting, rejecting, or modifying the scope
of practice regulation recommended by the state regulatory board, and explaining the
rationale for the agency’s action.

Scenario 2: Example of satisfactory active supervision of a state regulatory board
administering a disciplinary process.

A common function of state regulatory boards is to administer a disciplinary process for
members of a regulated occupation. For example, the state regulatory board may adjudicate
whether a licensee has violated standards of ethics, competency, conduct, or performance
established by the state legislature.

Suppose that, acting in its adjudicatory capacity, a regulatory board controlled by active
market participants determines that a licensee has violated a lawful and valid standard of
ethics, competency, conduct, or performance, and for this reason, the regulatory board
proposes that the licensee’s license to practice in the state be revoked or suspended. In order
to invoke the state action defense, the regulatory board would need to show both clear
articulation and active supervision.

> In this context, active supervision may be provided by the administrator who
oversees the regulatory board (e.g., the secretary of health), the state attorney general,
or another state official who is not an active market participant. The active supervision
requirement of the state action defense will be satisfied if the supervisor: (i) reviews the
evidentiary record created by the regulatory board; (ii) supplements this evidentiary
record if and as appropriate; (iii) undertakes a de novo review of the substantive merits
of the proposed disciplinary action, assessing whether the proposed disciplinary action
comports with the policies and standards established by the state legislature; and (iv)
issues a written decision that approves, modifies, or disapproves the disciplinary action
proposed by the regulatory board.

Note that a disciplinary action taken by a regulatory board affecting a single licensee will
typically have only a de minimis effect on competition. A pattern or program of disciplinary
actions by a regulatory board affecting multiple licensees may have a substantial effect on
competition.
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The following do not constitute active supervision of a state regulatory board that is
controlled by active market participants:

> The entity responsible for supervising the regulatory board is itself controlled by
active market participants in the occupation that the board regulates. See N.C. Dental,
135S. Ct. at 1113-14.

> A state official monitors the actions of the regulatory board and participates in
deliberations, but lacks the authority to disapprove anticompetitive acts that fail to
accord with state policy. See Patrick v. Burget, 486 U.S. 94, 101 (1988).

> A state official (e.g., the secretary of health) serves ex officio as a member of the
regulatory board with full voting rights. However, this state official is one of several
members of the regulatory board and lacks the authority to disapprove anticompetitive
acts that fail to accord with state policy.

> The state attorney general or another state official provides advice to the
regulatory board on an ongoing basis.

> An independent state agency is staffed, funded, and empowered by law to
evaluate, and then to veto or modify, particular recommendations of the regulatory
board. However, in practice such recommendations are subject to only cursory review
by the independent state agency. The independent state agency perfunctorily approves
the recommendations of the regulatory board. See Ticor, 504 U.S. at 638.

> An independent state agency reviews the actions of the regulatory board and
approves all actions that comply with the procedural requirements of the state
administrative procedure act, without undertaking a substantive review of the actions of
the regulatory board. See Patrick, 486 U.S. at 104-05.
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THE HONORABLE JERRY HILL, MEMBER OF THE STATE SENATE, has
requested an opinion on the following question:

What constitutes “active state supervision” of a state licensing board for purposes
of the state action immunity doctrine in antitrust actions, and what measures might be
taken to guard against antitrust liability for board members?

CONCLUSIONS

“Active state supervision” requires a state official to review the substance of a
regulatory decision made by a state licensing board, in order to determine whether the
decision actually furthers a clearly articulated state policy to displace competition with
regulation in a particular market. The official reviewing the decision must not be an
active member of the market being regulated, and must have and exercise the power to
approve, modify, or disapprove the decision.
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Measures that might be taken to guard against antitrust liability for board members
include changing the composition of boards, adding lines of supervision by state officials,
and providing board members with legal indemnification and antitrust training.

ANALYSIS

In North Carolina State Board of Dental FExaminers v. Federal Trade
Commission,' the Supreme Court of the United States established a new standard for
determining whether a state licensing board is entitled to immunity from antitrust actions.

Immunity is important to state actors not only because it shields them from
adverse judgments, but because it shields them from having to go through litigation.
When immunity is well established, most people are deterred from filing a suit at all. If a
suit is filed, the state can move for summary disposition of the case, often before the
discovery process begins. This saves the state a great deal of time and money, and it
relieves employees (such as board members) of the stresses and burdens that inevitably
go along with being sued. This freedom from suit clears a safe space for government
officials and employees to perform their duties and to exercise their discretion without
constant fear of litigation. Indeed, allowing government actors freedom to exercise
discretion is one of the fundamental justifications underlying immunity doctrines.”

Before North Carolina Dental was decided, most state licensing boards operated
under the assumption that they were protected from antitrust suits under the state action
immunity doctrine. In light of the decision, many states—including California—are
reassessing the structures and operations of their state licensing boards with a view to
~ determining whether changes should be made to reduce the risk of antitrust claims. This

opinion examines the legal requirements for state supervision under the North Carolina
Dental decision, and identifies a variety of measures that the state Legislature might

consider taking in response to the decision.

' North Carolina State Bd. of Dental Examiners v. F. T. C. (2015) ___ U.S. __ , 135
S. Ct. 1101 (North Carolina Dental).

® See Mitchell v. Forsyth (1985) 472 U.S. 511, 526; Harlow v. Fitzgerald (1982) 457
U.S. 800, 819.
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L. North Carolina Dental Established a New Immunity Standard for State Licensing
Boards

A. The North Carolina Dental Decision

The North Carolina Board of Dental Examiners was established under North
Carolina law and charged with administering a licensing system for dentists. A majority
of the members of the board are themselves practicing dentists. North Carolina statutes
delegated authority to the dental board to regulate the practice of dentistry, but did not
expressly provide that teeth-whitening was within the scope of the practice of dentistry.

Following complaints by dentists that non-dentists were performing teeth-
whitening services for low prices, the dental board conducted an investigation. The
board subsequently issued cease-and-desist letters to dozens of teeth-whitening outfits, as
well as to some owners of shopping malls where teeth-whiteners operated. The effect on
the teeth-whitening market in North Carolina was dramatic, and the Federal Trade

Commission took action.

In defense to antitrust charges, the dental board argued that, as a state agency, it
was immune from liability under the federal antitrust laws. The Supreme Court rejected
that argument, holding that a state board on which a controlling number of decision
makers are active market participants must show that it is subject to “active supervision”
in order to claim immunity.’

B. State Action Immunity Doctrine Before North Carolina Dental

The Sherman Antitrust Act of 1890* was enacted to prevent anticompetitive
economic practices such as the creation of monopolies or restraints of trade. The terms of
the Sherman Act are broad, and do not expressly exempt government entities, but the
Supreme Court has long since ruled that federal principles of dual sovereignty imply that
federal antitrust laws do not apply to the actions of states, even if those actions are

anticompetitive.”

This immunity of states from federal antitrust lawsuits is known as the “state
action doctrine.” ° The state action doctrine, which was developed by the Supreme Court

* North Carolina Dental, supra, 135 S.Ct. at p. 1114.

TISUSCE L 2

S Parker v. Brown (1943) 317 U.S. 341, 350-351.

¢ It is important to note that the phrase “state action” in this context means something

3
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in Parker v. Brown,’ establishes three tiers of decision makers, with different thresholds
for immunity 1n each tier.

In the top tier, with the greatest immunity, is the state itself: the sovereign acts of
state governments are absolutely immune from antitrust challenge.® Absolute immunity
extends, at a minimum, to the state Legislature, the Governor, and the state’s Supreme

Court.

In the second tier are subordinate state agencies,” such as executive departments
and administrative agencies with statewide jurisdiction. State agencies are immune from
antitrust challenge if their conduct is undertaken pursuant to a “clearly articulated” and
“affirmatively expressed” state policy to displace competition.'” A state policy is
sufficiently clear when displacement of competition is the “inherent, logical, or ordinary
result” of the authority delegated by the state legislature. "

The third tier includes private parties acting on behalf of a state, such as the
members of a state-created professional licensing board. Privaie parties may enjoy state
action immunity when two conditions are met: (1) their conduct is undertaken pursuant
to a “clearly articulated” and “affirmatively expressed” state policy to displace
competition, and (2) their conduct is “actively supervised” by the state.’> The

very different from “state action” for purposes of analysis of a civil rights violation under
section 1983 of title 42 of the United States Code. Under section 1983, liability attaches
to “state action,” which may cover even the inadvertent or unilateral act of a state official
not acting pursuant to state policy. In the antitrust context, a conclusion that a policy or
action amounts to “state action” results in immunity from suit.

? Parker v. Brown, supra, 317 U.S. 341.
® Hoover v. Ronwin (1984) 466 U.S. 558, 574, 579-580.

* Distinguishing the state itself from subordinate state agencies has sometimes proven
difficult. Compare the majority opinion in Hoover v. Ronwin, supra, 466 U.S. at p. 581
with dissenting opinion of Stevens, J., at pp. 588-589. (See Costco v. Maleng (9th Cir,
2008) 522 F.3d 874, 887, subseq. hrg. 538 F.3d 1128; Charley’s Taxi Radio Dispatch

Corp. v. SIDA of Haw., Inc. (9th Cir..1987) 810 F.2d 869, 875.)
W See Town of Hallie v. City of Eau Claire (1985) 471 U.S. 34, 39.

" F.T.C. v. Phoebe Putney Health Systems, Inc. (2013)  U.S. 133 S.Ct. 1003,
1013; see also Southern Motor Carriers Rate Conference, Inc. v. U.S. (1985) 471 U.S.

48, 57 (state policy need not compel specific anticompetitive effect).
2 Cal. Retail Liquor Dealers Assn. v. Midcal Aluminum, Inc. (1980) 445 U.S. 97, 105
(Midcal).
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fundamental purpose of the supervision requirement is to shelter only those private
anticompetitive acts that the state approves as actually furthering its regulatory policies."
To that end, the mere possibility of supervision—such as the existence of a regulatory
structure that is not operative, or not resorted to—is not enough. “The active supervision
prong . . . requires that state officials have and cxercise power to review particular
anticompetitive acts of private parties and disapprove those that fail to accord with state

p()licy. 14
C. State Action Immunity Doctrine After North Carolina Dental

Until the Supreme Court decided North Carolina Dental, it was widely believed
that most professional licensing boards would fall within the second tier of state action
immunity, requiring a clear and affirmative policy, but not active state supervision of
every anticompetitive decision. In California in particular, there were good arguments
that professional licensing boards" were subordinate agencies of the state: they are
formal, ongoing bodies created pursuant to state law; they are housed within the
Department of Consumer Affairs and operate under the Consumer Affairs Director’s
broad powers of investigation and control; they are subject to periodic sunset review by
the Legislature, to rule-making review under the Administrative Procedure Act, and to
administrative and judicial review of disciplinary decisions; their members are appointed
by state officials, and include increasingly large numbers of public (non-professional)
members; their meetings and records are subject to open-government laws and to strong
prohibitions on conflicts of interest; and their enabling statutes generally provide well-

guided discretion to make decisions affecting the professional markets that the boards

regulate. i

Those arguments are now foreclosed, however, by North Carolina Dental. There,
the Court squarely held, for the first time, that “a state board on which a controlling

" Patrick v, Burget (1988) 486 U.S. 94, 100-101.

" Ibid.

5 California’s Department of Consumer Affairs includes some 25 professional
regulatory boards that establish minimum qualifications and levels of competency for
licensure in various professions, including accountancy, acupuncture, architecture,
medicine, nursing, structural pest control, and veterinary medicine—to name just a few.
(See http://www.dca.gov/about_ca/entities.shtml.)

16 Cf. 1A Areeda & Hovenkamp, supra, 1 227, p. 208 (what matters is not what the
body is called, but its structure, membership, authority, openness to the public, exposure
to ongoing review, etc.).
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number of decisionmakers are active market participants in the occupation the board
regulates must satisfy Midcal’s active supervision requirement in order io invoke state-
action antitrust immunity.”"’ The effect of North Carolina Dental is to put professional
licensing boards “on which a controlling number of decision makers are active market
participants” in the third tier of state-action immunity. That is, they are immune from
antitrust actions as long as they act pursuant to clearly articulated state policy to replace
competition with regulation of the profession, and their decisions are actively supervised

by the state.

Thus arises the question presented here:  What constitutes “active state

%o 1
supervision™? é

D. Legal Standards for Active State Supervision

The active supervision requirement arises from the concern that, when active
market participants are involved in regulating their own field, “there is a real danger” that
they will act to further their own interests, rather than those of consumers or of the
state.'” The purpose of the requirement is to ensure that state action immunity is afforded
to private parties only when their actions actually further the state’s policies.*

There is no bright-line test for determining what constitutes active supervision of a
professional licensing board: the standard is “flexible and context-dependent.”*
Sufficient supervision “need not entail day-to-day involvement™ in the board’s operations
or “micromanagement of its every decision.”* Instead, the question is whether the
review mechanisms that are in place “provide ‘realistic assurance’ that the
anticompetitive effects of a board’s actions promote state policy, rather than the board

members’ private interests.”

" North Carolina Dental, supra, 135 S.Ct. at p. 1114; Midcal, supra, 445 U.S at p.
105. ‘

' Questions about whether the State’s anticompetitive policies are adequately
articulated are beyond the scope of this Opinion.

Y Patrick v. Burget, supra, 486 U.S. at p. 100, citing Town of Hallie v. City of Eau
Claire, supra, 471 U.S. at p. 47; see id. at p. 45 (“A private party . . . may be presumed
to be acting primarily on his or its own behalf”).

® Patrick v. Burget, supra, 486 U.S. at pp. 100-101.
2 North Carolina Dental, supra, 135 S.Ct. at p. 1116.
2 Ibid.

2 Ibid.
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The North Carolina Dental opinion and pre-existing authorities allow us to
identify “a few constant requirements of active supervision”:*

e The state supervisor who reviews a decision must have the power to reverse
or modify the decision.

o The “mere potential” for supervision is not an adequate substitute for
supervision. **

- When a state supervisor reviews a decision, he or she must review the

substance of the decision, not just the procedures followed to reach ot

o The state supervisor must not be an active market participant.”®

Keeping these requirements in mind may help readers evaluate whether California
law already provides adequate supervision for professional licensing boards, or whether
new or stronger measures are desirable. ‘

II. Threshold Considerations for Assessing Potential Responses to North Carolina
Dental

There are a number of different measures that the Legislature might consider in
response to the North Carolina Dental decision. We will describe a variety of these,
along with some of their potential advantages or disadvantages. Before moving on to
those options, however, we should put the question of immunity into proper perspective.

#Hd.arpp. 1116-1117

 Ibid.

% Id. at p. 1116, citing F.T.C. v. Ticor Title Ins. Co. (1992) 504 U.S. 621, 638. For
example, a passive or negative-option review process, in which an action is considered
approved as long as the state supervisor raises no objection to if, may be considered
inadequate in some circumstances. (/bid.)

7 Ibid., citing Patrick v. Burget, supra, 486 U.S. at pp. 102-103. In most cases, there
should be some evidence that the state supervisor considered the particular circumstances
of the action before making a decision. Ideally, there should be a factual record and a
written decision showing that there has been an assessment of the action’s potential
impact on the market, and whether the action furthers state policy. (See In the Matter of
Indiana Houschold Moves and Warehousemen, Inc. (2008) 135 F.T.C. 535, 555-557; see
also Federal Trade Commission, Report of the State Action Task Force (2003) at p. 54.)

% North Carolina Dental, supra, 135 S.Ct. at pp. 1116-1117.
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There are two important things keep in mind: (1) the loss of immunity, if it is lost, does
not mean that an antitrust violation has been committed, and (2) even when board
members participate in regulating the markets they compete in, many—if not most—of
their actions do not implicate the federal antitrust laws.

In the context of regulating professions, “market-sensitive” decisions (that is, the
kinds of decisions that are most likely to be open to antitrust scrutiny) are those that
create barriers to market participation, such as rules or enforcement actions regulating the
scope of unlicensed practice; licensing requirements imposing heavy burdens on
applicants; marketing programs; restrictions on advertising; restrictions on competitive
bidding; restrictions on commercial dealings with suppliers and other third parties; and
price regulation, including restrictions on discounts.

On the other hand, we believe that there are broad areas of operation where board
members can act with reasonable confidence—especially once they and their state-
official contacts have been taught to recognize actual antitrust issues, and to treat those
issues specially. Broadly speaking, promulgation of regulations is a fairly safe area for
board members, because of the public notice, written justification, Director review, and
review by the Office of Administrative Law as required by the Administrative Procedure
Act. Also, broadly speaking, disciplinary decisions are another fairly safe area because
of due process procedures; participation of state actors such as board executive officers,
investigators, prosecutors, and administrative law judges; and availability of
administrative mandamus review.

We are not saying that the procedures that attend these quasi-legislative and quasi-
judicial functions make the licensing boards altogether immune from antitrust claims.
Nor are we saying that rule-making and disciplinary actions are per se immune from
antitrust laws. What we are saying is that, assuming a board identifies its market-
sensitive decisions and gets active state supervision for those, then ordinary rule-making
and discipline (faithfully carried out under the applicable rules) may be regarded as
relatively safe harbors for board members to operate in. It may require some education
and experience for board members to understand the difference between market-sensitive
and “ordinary” actions, but a few examples may bring in some light.

North Carolina Dental presents a perfect example of a market-sensitive action.
There, the dental board decided to, and actually succeeded in, driving non-dentist teeth-
whitening service providers out of the market, even though nothing in North Carolina’s
laws specified that teeth-whitening constituted the illegal practice of dentistry. Counter-
examples—instances where no antitrust violation occurs—are far more plentiful. For
example, a regulatory board may legitimately make rules or impose discipline to prohibit
license-holders from engaging in fraudulent business practices (such as untruthful or
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deceptive advertising) without violating antitrust laws.” As well, suspending the license
of an individual license-holder for violating the standards of the profession is a
reasonable restraint and has virtually no effect on a large market, and therefore would not

violate antitrust laws. ™

Another area where board members can feel safe is in carrying out the actions
required by a detailed anticompetitive statutory scheme.” For example, a state law
prohibiting certain kinds of advertising or requiring certain fees may be enforced without
need for substantial judgment or deliberation by the board. Such detailed legislation
leaves nothing for the state to supervise, and thus it may be said that the legislation itself

satisfies the supervision requirement.’

Finally, some actions will not be antitrust violations because their effects are, in
fact, pro-competitive rather than anti-competitive. For instance, the adoption of safety
standards that are based on objective expert judgments have been found to be pro-
competitive.™ Efficiency measures taken for the benefit of consumers, such as making
information available to the purchasers of competing products, or spreading development
costs to reduce per-unit prices, have been held to be pro-competitive because they are

pro-consumer.>*
III. Potential Measures for Preserving State Action Immunity
A. Changes to the Composition of Boards
The North Carolina Dental decision turns on the principle that a state board is a

group of private actors, not a subordinate state agency, when “a controlling number of
decisionmakers are active market participants in the occupation the board regulates.”*

» See generally California Dental Assn. v. F.T.C. (1999) 526 U.S. 756.
% See Oksanen v. Page Memorial Hospital (4th Cir. 1999) 945 F.2d 696 (en banc).
% See 324 Liquor Corp. v. Duffy (1987) 479 U.S. 335, 344, fn. 6.

* 1A Areeda & Hovenkamp, Antitrust Law, supra, 1 221, at p. 66; 1 222, at pp. 67,
76.

® See Allied Tube & Conduit Corp. v. Indian Head, Inc. (1988) 486 U.S. 492, 500-
501, .

¥ Broadcom Corp. v. Qualcomm Inc. (3rd Cir. 2007) 501 F.3d 297, 308-309; see
generally Bus. & Prof. Code, § 301.

5135 S.Ct. at p. 1114,
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This ruling brings the composition of boards into the spotlight. While many boards in
California currently require a majority of public members, it is still the norm for
professional members to outnumber public members on boards that regulate healing-arts
professions. In addition, delays in identifying suitable public-member candidates and in
filling public seats can result in de facto market-participant majorities.

In the wake of North Carolina Dental, many observers’ first impulse was to
assume that reforming the composition of professional boards would be the best
resolution, both for state actors and for consumer interests. Upon reflection, however, it
is not 0bv10u< thdt sweeping changes to board composition would be the most effective

solution.”

Even if the Legislature were inclined to decrease the number of market-participant
board members, the current state of the law does not allow us to project accurately how
many market-participant members 1s too many. This 1s a question that was not resolved
by the North Carolina Dental decision, as the dissenting opinion points out:

What is a “controlling number”? Is it a majority? And if so, why
does the Court eschew that term? Or does the Court mean to leave open the
possibility that something less than a majority might suffice in particular
circumstances? Suppose that active market participants constitute a voting
bloc that is generally able to get its way? How about an obstructionist
minority or an agency chair empowered to set the agenda or veto

regulations?”’

Some observers believe it is safe to assume that the North Carolina Dental
standard would be satisfied if public members constituted a majority of a board. The

* Most observers believe that there are real advantages in staffing boards with
professionals in the field. The combination of technical expertise, practiced judgment,
and orientation to prevailing ethical norms is probably impossible to replicate on a board
composed entirely of public members. Public confidence must also be considered. Many
consumers would no doubt share the sentiments expressed by Justice Breyer during oral
argument in the North Carolina Dental case: “[W]hat the State says is: We would like
this group of brain surgeons to decide who can practice brain surgery in this State. I
don’t want a group of bureaucrats deciding that. I would like brain surgeons to decide
that.” (North Carolina Dental, supra, transcript of oral argument p. 31, available at
http://www.supremecourt.gov/oral_arguments/argument_transcripts/13-534_16h1.pdf
(hereafter, Transcript).)

¥ North Carolina Dental, supra, 135 S.Ct. at p. 1123 (dis. opn. of Alito, ).
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obvious rejoinder to that argument is that the Court pointedly did not use the term
“majority;” it used “controlling number.” More cautious observers have suggested that
“controlling number” should be taken to mean the majority of a quorum, at least until the
courts give more guidance on the matter.

North Carolina Denial leaves open other questions about board composition as
well. One of these is: Who is an “active market participant”?*® Would a retired member
of the profession no longer be a participant of the market? Would withdrawal from
practice during a board member’s term of service suffice? These questions were
discussed at oral argument,” but were not resolved. Also left open is the scope of the
market in which a member may not participate while serving on the board.*’

Over the past four decades, California has moved decisively to expand public
membership on licensing boards.*’ The change is generally agreed to be a salutary one
for consumers, and for underserved communities in particular.*” There are many good
reasons to consider continuing the trend to increase public membership on licensing
boards—but we believe a desire to ensure immunity for board members should not be the
decisive factor. As long as the legal questions raised by North Carolina Dental remain
unresolved, radical changes to board composition are likely to create a whole new set of
policy and practical challenges, with no guarantee of resolving the immunity problem.

B. Some Mechanisms for Increasing State Supervision

Observers have proposed a variety of mechanisms for building more state
oversight into licensing boards’ decision-making processes. In considering these
alternatives, it may be helpful to bear in mind that licensing boards perform a variety of

* Ibid.
* Transcript, supra, at p. 31.

“ North Carolina Dental, supra, 135 S.Ct. at p. 1123 (dis. opn. of Alito, J). Some
observers have suggested that professionals from one practice area might be appointed to
serve on the board regulating another practice area, in order to bring their professional
expertise to bear in markets where they are not actively competing.

“ See Center for Public Interest Law, A Guide to California’s Health Care Licensing
Boards (July 2009) at pp. 1-2; Shimberg, Occupational Licensing: A Public Perspective
(1982) at pp. 163-165.

“ See Center for Public Interest Law, supra, at pp. 15-17; Shimberg, supra, at pp.
175-179.
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distinct functions, and that different supervisory structures may be appropriate for
different functions.

For example, boards may develop and enforce standards for licensure; receive,
track, and assess trends in consumer complaints; perform investigations and support
administrative and criminal prosecutions; adjudicate complaints and enforce disciplinary
measures; propose regulations and shepherd them through the regulatory process;
perform consumer education; and more. Some of these functions are administrative in
nature, some are quasi-judicial, and some are quasi-legislative. Boards’ quasi-judicial
and quasi-legislative functions, in particular, are already well supported by due process
safeguards and other forms of state supervision (such as vertical prosecutions,
administrative mandamus procedures, and public notice and scrutiny through the
Administrative Procedure Act). Further, some functions are less likely to have antitrust
implications than others: decisions affecting only a single license or licensee in a large
market will rarely have an anticompetitive effect within the meaning of the Sherman Act.
For these reasons, it is worth considering whether it is less urgent, or not necessary at all,
to impose additional levels of supervision with respect to certain functions.

Ideas for providing state oversight include the concept of a superagency, such as a
stand-alone office, or a committee within a larger agency, which has full responsibility
for reviewing board actions de novo. Under such a system, the boards could be permitted
to carry on with their business as usual, except that they would be required to refer each
of their decisions (or some subset of decisions) to the superagency for its review. The
superagency could review each action file submitted by the board, review the record and
decision in light of the state’s articulated regulatory policies, and then issue its own
decision approving, modifying, or vetoing the board’s action.

Another concept is to modify the powers of the boards themselves, so that all of
their functions (or some subset of functions) would be advisory only. Under such a
system, the boards would not take formal actions, but would produce a record and a
recommendation for action, perhaps with proposed findings and conclusions. The
recommendation file would then be submitted to a supervising state agency for its further
consideration and formal action, if any.

Depending on the particular powers and procedures of each system, either could
be tailored to encourage the development of written records to demonstrate executive
discretion; access to administrative mandamus procedures for appeal of decisions; and
the development of expertise and collaboration among reviewers, as well as between the
reviewers and the boards that they review. Under any system, care should be taken to
structure review functions so as to avoid unnecessary duplication or conflicts with other
agencies and departments, and to minimize the development of super-policies not
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adequately tailored to individual professions and markets. To prevent the development of
“rubber-stamp” decisions, any acceptable system must be designed and sufficiently
staffed to enable plenary review of board actions or recommendations at the individual

transactional level.

As it stands, California is in a relatively advantageous position Lo creale these
kinds of mechanisms for active supervision of licensing boards. With the boards
centrally housed within the Department of Consumer Affairs (an “umbrella agency”),
there already exists- an organization with good knowledge and experience of board
operations, and with working lines of communication and accountability. It is worth
exploring whether existing resources and minimal adjustments to procedures and
outlooks might be converted to lines of active supervision, at least for the boards’ most

market-sensitive actions.

Moreover, the Business and Professions Code already demonstrates an intention
that the Department of Consumer Affairs will protect consumer interests as a means of
promoting “the fair and efficient functioning of the free enterprise market economy” by
educating consumers, suppressing deceptive and fraudulent practices, fostering
competition, and representing consumer interests at all levels of government.”> The free-
market and consumer-oriented principles underlying North Carolina Dental are nothing
new to California, and no bureaucratic paradigms need to be radically shifted as a result.

The Business and Professions Code also gives broad powers to the Director of
Consumer Affairs (and his or her designees)* to protect the interests of consumers at
every level.”” The Director has power to investigate the work of the boards and to obtain
their data and records;*° to investigate alleged misconduct in licensing examinations and
qualifications reviews;"’ to require reports;*® to receive consumer complaints®’ and to
initiate audits and reviews of disciplinary cases and complaints about licensees.>’

“ Bus. & Prof, Code, § 301.
“ Bus. & Prof. Code, §§ 10, 305.
* See Bus. & Prof, Code, § 310.
% Bus. & Prof. Code, § 153.
‘7 Bus. & Prof. Code, § 109.
“* Bus. & Prof. Code, § 127.
“ Bus. & Prof. Code, § 325.
% Bus. & Prof. Code, § 116.
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In addition, the Director must be provided a full opportunity to review all
proposed rules and regulations (except those relating to examinations and licensure
qualifications) before they are filed with the Office of Administrative Law, and the
Director may disapprove any proposed regulation on the ground that it is injurious to the
public.”’ Whenever the Director (or his or her designee) actually exercises one of these
powers to reach a substantive conclusion as to whether a board’s action furthers an
affirmative state policy, then it is safe to say that the active supervision requirement has

2
been met.”

It is worth considering whether the Director’s powers should be amended to make
review of certain board decisions mandatory as a matter of course, or to make the
Director’s review available upon the request of a board. It is also worth considering
whether certain existing limitations on the Director’s powers should be removed or
modified. For example, the Director may investigate allegations of misconduct in
examinations or qualification reviews, but the Director currently does not appear to have
power to review board decisions in those areas, or to review proposed rules in those
areas.”” In addition, the Director’s power to initiate audits and reviews appears to be
limited to disciplinary cases and complaints about licensees.™ If the Director’s initiative
is in fact so limited, it is worth considering whether that limitation continues to make
sense. Finally, while the Director must be given a full opportunity to review most
proposed regulations, the Director’s disapproval may be overridden by a unanimous vote
of the board.”” It is worth considering whether the provision for an override maintains its
utility, given that such an override would nullify any “active supervision” and
concomitant immunity that would have been gained by the Director’s review.”®

* Bus. & Prof. Code, § 313.1.

% Although a written statement of decision is not specifically required by existing
legal standards, developing a practice of creating an evidentiary record and statement of
decision would be valuable for many reasons, not the least of which would be the ability
to proffer the documents to a court in support of a motion asserting stale action immunity.

% Bus. & Prof. Code, §§ 109, 313.1.
% Bus. & Prof. Code, § 116.
% Bus. & Prof. Code, § 313.1.

% Even with an override, proposed regulations are still subject to review by the Office
of Administrative Law.
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C. Legislation Granting Immunity

From time to time, states have enacted laws expressly granting immunity from
antitrust laws to political subdivisions, usually with respect to a specific market.”’
However, a statute purporting to grant immunity to private persons, such as licensing
board members, would be of doubtful validity. Such a statute might be regarded as
providing adequate authorization for anticompetitive activity, but active state supervision
would probably still be required to give effect to the intended immunity. What is quite
clear is that a state cannot grant blanket immunity by fiat. “[A] state does not give
immunity to those who violate the Sherman Act by authorizing them to violate it, or by
declaring that their action is lawful . . . s

IV. Indemnification of Board Members

So far we have focused entirely on the concept of immunity, and how to preserve
it. But immunity is not the only way te protect state employees from the costs of suit, or
to provide the reassurance necessary to secure their willingness and ability to perform
their duties. Indemnification can also go a long way toward providing board members
the protection they need to do their jobs. It is important for policy makers to keep this in
mind in weighing the costs of creating supervision structures adequate to ensure blanket
state action immunity for board members. If the costs of implementing a given
supervisory structure are especially high, it makes sense to consider whether immunity is
an absolute necessity, or whether indemnification (with or without additional risk-
management measures such as training or reporting) is an adequate alternative.

As the law currently stands, the state has a duty to defend and indemnify members
of licensing boards against antitrust litigation to the same extent, and subject to the same
exceptions, that it defends and indemnifies state officers and employees in general civil
litigation. The duty to defend and indemnify is governed by the Government Claims
Act.”  For purposes of the Act, the term “employee” includes officers and
uncompensated servants.®’ We have repeatedly determined that members of a board,

7 See 1A Areeda & Hovenkamp, Antitrust Law, supra, 225, at pp. 135-137; e.g. Al
Ambulance Service, Inc. v. County of Monterey (9th Cir. 1996) 90 F.3d 333, 335

(discussing Health & Saf. Code, § 1797.6).
* Parker v. Brown, supra, 317 U.S. at 351.
* Gov. Code, §§ 810-996.6.
o See Gov. Code § 810.2.
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commission, or similar body established by statute are employees entitled to defense and
indemnification.®’

A. Duty to Defend

Public employees are generally entitled to have their employer provide for the
defense of any civil action “on account of an act or omission in the scope” of
employment.("? A public entity may refuse to provide a defense in specified
circumstances, including where the employee acted due to “actual fraud, corruption, or
actual malice.”® The duty to defend contains no exception for antitrust violations.*
Further, violations of antitrust laws do not inherently entail the sort of egregious behavior
that would amount to fraud, corruption, or actual malice under state law. There would
therefore be no basis to refuse to defend an employee on the bare allegation that he or she

violated antitrust laws.
B. Duty to Indemnify

The Government Claims Act provides that when a public employee properly
requests the employer to defend a claim, and reasonably cooperates in the defense, “the
public entity shall pay any judgment based thereon or any compromise or settlement of
the claim or action to which the public entity has agreed.”65 In general, the government
is liable for an injury proximately caused by an act within the scope of employment,*® but

is not liable for punitive damages.

One of the possible remedies for an antitrust violation is an award of treble
damages to a person whose business or property has been injured by the violation.®® This
raises a question whether a treble damages award equates to an award of punitive
damages within the meaning of the Government Claims Act. Although the answer is not

¢ E.g., 81 Ops.Cal.Atty.Gen. 199, 200 (1998); 57 Ops.Cal.Atty.Gen. 358, 361 (1974).
“ Gov. Code, § 995.

% Gov. Code, § 995.2, subd. (a).

“ Cf. Mt. Hawley Insurance Co. v. Lopez (2013) 215 Cal.App.4th 1385 (discussing
Ins. Code, § 533.5). ;

% Gov. Code, § 825, subd. (a).
% Gov. Code, § 815.2.

7 Gov. Code, § 818.

#®15 U.S.C. § 15(2).
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entirely certain, we believe that antitrust treble damages do nof equate to punitive
damages.

The purposes of treble damage awards are to deter anticompetitive behavior and to
encourage private enforcement of antitrust laws.” And, an award of treble damages is
automatic once an antitrust violation 1s proved.70 In contrast, punitive damages are
“uniquely justified by and proportioned to the actor’s particular reprehensible conduct as
well as that person or entity’s net worth ...in order to adequately make the award
‘sting’ ....”"" Also, punitive damages in California must be premised on a specific
finding of malice, fraud, or oppression.”” In our view, the lack of a malice or fraud
element in an antitrust claim, and the immateriality of a defendant’s particular conduct or
net worth to the treble damage calculation, puts antitrust treble damages outside the
Government Claims Act’s definition of punitive damages.”

C. Possible Improvements to Indemnification Scheme

As set out above, state law provides for the defense and indemnification of board
members to the same extent as other state employees. This should go a long way toward
reassuring board members and potential board members that they will not be exposed to
undue risk if they act reasonably and in good faith. This reassurance cannot be complete,
however, as long as board members face significant uncertainty about how much
litigation they may have to face, or about the status of treble damage awards.

Uncertainty about the legal status of treble damage awards could be reduced
significantly by amending state law to specify that treble damage antitrust awards are not
punitive damages within the meaning of the Government Claims Act. This would put
them on the same footing as general damages awards, and thereby remove any
uncertainty as to whether the state would provide indemnification for them.”

® Clayworth v. Pfizer, Inc. (2010) 49 Cal.4th 758, 783-784 (individual right to treble
damages is “incidental and subordinate” to purposes of deterrence and vigorous
enforcement).

1S LS. G 150a)
" Piscitelli v. Friedenberg (2001) 87 Cal.App.4th 953, 981-982.

2 Civ. Code, §8§ 818, 3294.

™ If treble damages awards were construed as constituting punitive damages, the state
would still have the option of paying them under Government Code section 825.

™ ]deally, treble damages. should not be available at all against public entities and
public officials. Since properly articulated and supervised anticompetitive behavior is
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As a complement to indemnification, the potential for board member liability may
be greatly reduced by introducing antitrust concepts to the required training and
orientation programs that the Department of Consumer Affairs provides to new board
members.” When board members share an awareness of the sensitivity of certain kinds
of actions, they will be in a much better position to seek advice and review (that is, active
supervision) from appropriate officials. They will also be far betler prepared to assemble
evidence and to articulate reasons for the decisions they make in market-sensitive areas.
With training and practice, boards can be expected to become as proficient in making and
demonstrating sound market decisions, and ensuring proper review of those decisions, as
they are now in making and defending sound regulatory and disciplinary decisions.

Y. Conclusions

North Carolina Dental has brought both the composition of licensing boards and
the concept of active state supervision into the public spotlight, but the standard it
imposes is flexible and context-specific. This leaves the state with many variables to

consider in deciding how to respond.

Whatever the chosen response may be, the state can be assured that North
Carolina Dental’s “active state supervision” requirement is satisfied when a non-market-

permitted to the state and its agents, the deterrent purpose of treble damages does not
hold in the public arena. Further, when a state indemnifies board members, treble
damages go not against the board members but against public coffers. “It is a grave act to
make governmental units potentially liable for massive treble damages when, however
‘proprietary’ some of their activities may seem, they have fundamental responsibilities to
their citizens for the provision of life-sustaining services such as police and fire
protection.” (City of Lafayette, La. v. Louisiana Power & Light Co. (1978) 435 U.S. 389,

442 (dis. opn. of Blackmun, J.).)

In response to concerns about the possibility of treble damage awards against
municipalities, Congress passed the Local Government Antitrust Act (15 U.S.C. §§ 34-
36), which provides that local governments and their officers and employees cannot be
held liable for treble damages, compensatory damages, or attorney’s fees. (See H.R. Rep.
No. 965, 2nd Sess., p. 11 (1984).) For an argument that punitive sanctions should never
be levied against public bodies and officers under the Sherman Act, see 1A Areeda &
Hovenkamp, supra, 1228, at pp. 214-226. Unfortunately, because treble damages are a
product of federal statute, this problem is not susceptible of a solution by state legislation.

" Bus. & Prof. Code, § 453.
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participant state official has and exercises the power to substantively review a board’s
action and determines whether the action effectuates the state’s regulatory policies.

doakokoakok
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1600 Feehanvifle Drive  +  Mount Prospect, IL 60056-6014
Tel: 847/391-4406 «+ Fax: 847/391-4502
Web Site: www.nabp.net

Note: The following information is provided to inform member boards of matters concerning
Federal Trade Commission (FTC) antitrust actions. It is not intended to serve as legal opinion
that might serve, in whole or in part, as a means in which a member board may maintain
immunity from federal antitrust actions.

Information and Guidance- — FTC Actions Related to Regulatory Boards:

On February 25, 2015, the United States Supreme Court ruled in the case of North Carolina
State Board of Dental Examiners v. Federal Trade Commission. The decision is being
interpreted differently across the states, resulting in varying approaches intended to satisfy the
primary tenets identified by the Supreme Court. There have even been mischaracterizations of
the Supreme Court decision resulting in changes or proposed changes to the governance and
composition of licensing boards, which may have a detrimental impact on the protection of the
public health.

The National Association of Boards of Pharmacy (NABP) is aware that some states have made
changes or are considering changes in the governance and/or composition of their boards. It is
important to emphasize that states should not implement any changes without careful
review and consideration of the Supreme Court decision and the FTC guidance document,
as well as supervision processes already established at state level for regulatory board
oversight.

The Supreme Court decision and the FTC guidance document (published in October 2015) note
two areas that a state might consider for reducing potential liability related to a federal antitrust
action: “ . . . first, the State has articulated a clear policy to allow the anticompetitive conduct,
and second, the State provides active supervision of [the] anticompetitive conduct.”

What Is “Active State Supervision?”

The Supreme Court decision emphasized that active supervision can manifest itself in many
different ways at the state level. Here are a few excerpts from the Supreme Court opinion:

“It suffices to note that the inquiry regarding active supervision is flexible and context-
dependent. Active supervision need not entail day-to-day involvement in an agency’s
operations or micromanagement of its every decision. Rather, the question is whether the
State’s review mechanisms provide ‘realistic assurance’ that a non-sovereign actor’s
anticompetitive conduct ‘promotes state policy, rather than merely the party’s individual
interests.”

“The supervisor must review the substance of the anticompetitive decision, not merely the
procedures followed to produce it, . . . the supervisor must have the power to veto or modify
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particular decisions to ensure they accord with state policy, . . . and the *‘mere potential for state
supervision is not an adequate substitute for a decision by the State.” . . . Further, the state
supervisor may not itself be an active market participant.”

FTC Published Guidance — Active State Supervision
Not Enforceable Law but Provides Insight on FTC’s Future Approach

In October 2015, the FTC issued a guidance document on the ramifications of the Supreme
Court’s decision. This guidance document is not “law” but rather reflects the FTC’s current
thinking on issues raised in that decision. The FTC guidance document suggests that the
following processes would not constitute active supervision sufficient to make a board immune
from antitrust actions:

e The entity responsible for supervising the regulatory board is itself controlled by
professional members in the occupation that the board regulates.

e A state official monitors the actions of the regulatory board and participates in
deliberations but lacks the authority to disapprove anticompetitive acts that are
inconsistent with state policy.

e A state official serves as a member of the regulatory board with full voting rights.
However, this state official lacks the authority to disapprove anticompetitive acts that
are inconsistent with state policy.

e A board designated attorney or another state official provides advice to the regulatory
board on an ongoing basis.

e Anindependent state agency is tasked to evaluate then veto or modify particular
recommendations of the regulatory board. However, in practice such recommendations
are subject to only cursory review by the independent state agency.

e An independent state agency reviews the actions of the regulatory board and approves
all actions that comply with the procedural requirements of the state administrative
procedure act without undertaking a substantive review of the actions of the regulatory
board.

State Level Supervision
Regulatory Review

Many jurisdictions have in place long-standing state supervision processes, which are oftentimes
very stringent, to ensure that regulations promulgated by their regulatory boards are founded in
public safety. The following are a few examples of state actions that may meet the FTC *“Active
Supervision” standard:

e Legislative, agency level, cabinet level, attorney general, and/or gubernatorial review
process for which each has independent authority to veto or otherwise nullify
regulations that exceed statutory authority or that are otherwise inconsistent with the
mission of the respective regulatory board.
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e Judicial appeal process following the adoption of the regulations. Note that judicial
appeals are almost always an available recourse for nearly all board decisions.

Licensure and Disciplinary Board Decision Review

At the outset, it is important to note that the antitrust laws are designed to protect competition,
not individual competitors. As others including the FTC have noted, individual disciplinary
actions or individual licensure decisions can rarely, if ever, be said to affect competition in
a way that implicates the antitrust laws.

FTC Guidance (oct. 2015): ““... a disciplinary action taken by a regulatory board
affecting a single licensee will typically have only a de minimis [limited] effect
on competition. A pattern or program of disciplinary actions by a regulatory

board affecting multiple licensees may have a substantial effect on competition.

State level processes designed to review all licensure and regulatory decisions may dramatically
reduce the operational effectiveness of the regulatory board, as well as diminish the impact of
regulatory decisions requiring practice expertise provided by professional members.

The Supreme Court opinion and FTC guidance document, as well as recent antitrust suits against
regulatory boards, clearly indicate that each state should review and consider if current state-
level review processes deliver appropriate oversight of licensure and disciplinary decisions that
affect a large number of licensees (or, as in the North Carolina Dental Board case, large numbers
of nonlicensed entities) that could be considered to affect competition and thus give rise to
federal antitrust action.

The following excerpts taken from a recently published California attorney general opinion are
useful to illustrate the differences between board actions that are extremely unlikely to implicate
the antitrust laws and those that may implicate the antitrust laws. Obviously, this memo reflects
only the opinion of one state’s attorney general, but its discussion may prove useful as you
consider appropriate steps in your own state:

California Attorney General Opinion, 15-402, September 10, 2015

“There are two important things [to] keep in mind: (1) the loss of immunity, if it is lost, does not
mean that an antitrust violation has been committed, and (2) even when board members
participate in regulating the markets they compete in, many - if not most - of their actions do not
implicate the federal antitrust laws.”

“ ... ‘market-sensitive’ decisions (that is, the kinds of decisions that are most likely to be open
to antitrust scrutiny) are those that create barriers to market participation, such as rules or
enforcement actions regulating the scope of unlicensed practice; licensing requirements
imposing heavy burdens on applicants; marketing programs; restrictions on advertising;
restrictions on competitive bidding; restrictions on commercial dealings with suppliers and other
third parties; and price regulation, including restrictions on discounts.”
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... assuming a board identifies its market-sensitive decisions and gets active state supervision
for those, then ordinary rule-making and discipline . . . may be regarded as relatively safe
harbors for board members to operate in.”

“North Carolina Dental presents a perfect example of a market-sensitive action. There, the
dental board decided to, and actually succeeded in, driving non-dentist teeth-whitening service
providers out of the market, even though nothing in North Carolina’s laws specified that teeth-
whitening constituted the illegal practice of dentistry.”

.. .suspending the license of an individual license holder for violating the standards of the
profession is a reasonable restraint and has virtually no effect on a large market, and therefore
would not violate antitrust laws.”

“Another area where board members can feel safe is in carrying out the actions required by a
detailed anticompetitive statutory scheme . . . Such detailed legislation leaves nothing for the
state to supervise, and thus it may be said that the legislation itself satisfies the supervision
requirement.”

Regulatory Board Composition — Majority Public Members

The Supreme Court’s decision also noted that a board would be immune from antitrust suits if
the board is made up of less than a “controlling number” of practitioners in the field being
regulated. Some policy makers have taken this discussion to mean that the composition of boards
of pharmacy should be reconstituted to consist solely of, or the majority of, public members.

The FTC guidance document commentary opines: “ . . . a state may avoid all conflict with the
federal antitrust laws by creating regulatory boards that serve only in an advisory capacity, or by
staffing a regulatory board exclusively with persons who have no financial interest in the
occupation that is being regulated.”

Historically, state legislatures have crafted regulatory board composition in a manner that
emphasizes the need for practice experience and expertise to most rationally regulate for the
protection of public safety. The Supreme Court decision recognized this:

“The States have a sovereign interest in structuring their governments, . . . and may conclude
there are substantial benefits to staffing their agencies with experts in complex and technical
subjects. . . . There is, moreover, a long tradition of citizens esteemed by their professional
colleagues devoting time, energy, and talent to enhancing the dignity of their calling.”

The California attorney general opinion expanded on this need:

“In the wake of North Carolina Dental, many observers’ first impulse was to assume that
reforming the composition of professional boards would be the best resolution, both for state
actors and for consumer interests. Upon reflection, however, it is not obvious that sweeping
changes to board composition would be the most effective solution.”
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“Most observers believe that there are real advantages in staffing boards with professionals in
the field. The combination of technical expertise, practiced judgment, and orientation to
prevailing ethical norms is probably impossible to replicate on a board composed entirely of
public members.”

“In addition, delays in identifying suitable public-member candidates and in filling public seats
can result in de facto market-participant majorities.”

Moreover, neither the Supreme Court’s decision nor the FTC guidance document define what a
“controlling number” of market participants on a board would be. The Supreme Court could
have said “majority,” but it did not. So, in addition to losing the critical expertise needed for
effective public safety protection, a reduction in the number of practitioners on a board could
very well not even provide immunity from antitrust law.

NABP will continue to monitor this important issue and assist our member state boards of
pharmacy in fulfilling their responsibilities to protect the public health objectively and
implement appropriate measures founded within the legal framework of the Supreme Court
decision.
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PharMerica Policy and Procedure for the Operation of a RxNow E-Kit in a
Residential Health Care Facility in the State of lowa

Date: March 31, 2016

Overview

RxNow is an in-facility secure electronic e-kit used to provide medications for residents’ emergent needs
such as emergency and first doses as allowed by law and regulation. This main body of this document
provides a general policy and procedure for kits installed in the facilities within the state of lowa.

Security and User Roles

Policy - Security & Users
The PHARMACY defines and maintains appropriate security features and user roles for all shifts.

Procedure - Security

1. The kit uses secure technology to only provide access to one unit dose drawer at a time based on
the medication order.

2. The kit utilizes barcode verification to insure the correct medication has been retrieved from the
kit.

3. Controlled substances are stocked in a locked automated unit dose dispense module to prevent
theft or diversion.

4. The automated unit dose dispense module restricts access to controlled substances and delivers
one unit dose of medication at a time.

5. The kit shall be locked at all times.

Procedure - Users
Each person accessing the kit is required to have his or her own biometric and individual electronic
authentication credentials.

Defining User Roles
1. The Facility Administrator, Director of Nursing (DON), and PharMerica RxNow Manager defines
user roles for the following and assigns levels of access appropriate to the role. Below is a list of
the general user roles. Actual user access may vary by individual based on need of the facility.
For example, limiting the removal of controlled substances to certain individual.
a. Floor Nurse —remove and return all classes of medications
b. Shift supervisor/Charge Nurse — remove and return all classes of medications, add a
resident, witness
c. Assistant Director of Nursing - remove and return all classes of medications, add a
resident, witness (optional), resolve discrepancies, audit, review reports, add
temporary user (valid for 5 days), disable users.
d. Director of Nursing - remove and return all classes of medications, add a resident,
witness (optional), resolve discrepancies, audit, review reports, add temporary
user (valid for 5 days), disable users.
e. Facility administrator — same as DON, if licensed nurse, otherwise limited to auditing and
reports.





Setting up Authentication Credentials

DON submits the user list to the servicing pharmacy by name and the last four digits of each
user’s social security number using the format required by the servicing pharmacy.
a. The required Card ID format is:
i. Firstinitial
ii. Last Initial
iii. Last four digits of the user’s Social Security Number
iv. For example: AB1234

Setting up Biometric Security

1.

2.
3.
4

9.

Authorized person and a witness open the Biometric setup screen.

Witness must enter their Card ID and PIN to verify new biometrics set-up

The display will show an image of both hands on the screen.

Decide which finger on the left hand will be used for the biometric (the index finger or thumb are
recommended).

Tap the screen on the designated digit to be scanned and the finger image changes from solid lines
to broken lines.

You will be prompted to put your finger on the biometric scanner.

The scanner will turn red and a picture of the finger print will appear on monitor. You must lift the
finger off of the scanner to repeat this process.

The above step must be repeated three more times. If the scan is accepted the finger image on the
monitor will turn to green. If the scan is not accepted the finger on the monitor will turn red.

The entire process is repeated for a finger on the right hand.

10. When both fingers are green, tap OK to save the information.

Operations

Policy - Medications

1. Arecord of all kit transactions will be maintained by the pharmacy.

2. Alicensed pharmacist shall verify all controlled substances to be stocked in the kit prior to
delivery.

3. Controlled substances will be owned by the pharmacy.

4. Controlled substances medications for emergency use are locked in the automated unit dose
dispense module.

5. A written record of the Pharmacist’s verification of the controlled substances will be
maintained at the pharmacy.

6. Pharmacies shall keep a separate written record of all controlled substances received,
delivered and disposed of by them.

7. Unit dose packaging shall be provided for the controlled substances that identifies medication
by drug name, strength, lot number and expiration date.

8. The pharmacy will monitor for outdates, deterioration, etc on a regular basis.

Policy - Removing Medications
The nurse will only remove medications as prescribed by the physician and allowed by State and Federal

law and regulation.





Procedure - Removing Medications

1.

© N oo

9.

Before ANY medication can be removed from the kit, the nurse must obtain a valid physicians
order appropriate to the medication in accordance with State and Federal law and regulation.
A controlled substance cannot be removed from the kit without following the appropriate
documentation process required by State and Federal law and regulation.

a. Nurse MUST provide the required information to the pharmacist at the servicing
pharmacy.
The nurse will log into the machine using their unique login AND scanning their finger on the
biometric scanner.
The nurse will locate a resident by typing in the first few letters of the resident’s name OR by
scrolling through a list of active residents.
Select the resident and select continue.
Select the medication and enter the quantity to be dispensed.
Select Accept and then select Dispense
When the drawer opens, a window will be displayed on the screen showing the medication to
be dispensed with the kit location.
a. Locations are displayed by ROW-DRAWER | SLOT where 1-3A would be the first row of
drawers, third drawer from the left and first slot in the drawer from front to back.
Remove the requested medications from their location in the requested amounts.

10. Tap the medication and scan the barcode on the medication for verification.

11. Upon receiving an indication in green that the process in complete, tap Accept

12. Tap Back or Logout when finished.

Policy - Restock
The kit will be restocked in accordance with State and Federal law and regulation.
Procedure - Restock

1.
2.

W X N oW

Pharmacy personnel will supply, stock, and maintain the RXNOW.

Pharmacy ADS stock of controlled medications will not be stored at the RHCF outside of the
RXNOW.

Any expiring medications shall be securely packaged and sent back to the pharmacy with
controlled substances segregated from the non-controls. Any non-controlled medications that
have been damaged so that the efficacy of the medication may be compromised shall be sent
back to the pharmacy. Controlled substance shall be destroyed at the facility according to current
procedure and a report sent to the pharmacy detailing the drug name, barcode number, quantity
destroyed and person(s) conducting the destruction.

The person authorized to restock the kit will log into the machine using their unique login and
scanning their finger on the biometric scanner.

Select Restock

A list of medications available for dispense will be displayed.

Select the medication to be stocked

Enter the quantity to be restocked and press enter

The drawer containing the medication will open.
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10. When the drawer opens, a window will be displayed on the screen showing the medication to
be restocked with the kit location.
¢ Locations are displayed by ROW-DRAWER | SLOT where 1-3A would be the first row of
drawers, third drawer from the left and first slot in the drawer from front to back.
11. Verify available quantity in the drawer, add the quantity to the drawer and close the drawer.
12. Continue this process until all medications needing to be restocked are placed into the kit.
13. If the medication to be restocked is a controlled substance
¢ The door to the locked automated unit dose dispense module will open; revealing the
shelves for all controlled medications.
e The location of the controlled medication that is being restocked will be indicated by a
green flashing light.
e Lift up on the latches on either side of the drawer and slide it gently forward
e Place the new doses on the spiral coil behind any currently stocked doses.
e Verify inventory.
¢ Slide the drawer gently back into place.
¢ Close the door to the locked automated unit dose dispense module.
14. When restock is complete; log out.

Policy - RETURNING MEDICATIONS TO THE RXNOW

1. Non-Controlled medication removed from the RXNOW that is in the original tamper evident
packaging and is re-dispensable or reusable can be returned to its original drawer.

2. Controlled medication removed from the RXNOW that is in the original tamper evident packaging
and is re-dispensable or reusable can be returned to the RETURN DRAWER.

3. ANY MEDICATION THAT IS NOT IN ITS ORIGINAL TAMPER EVIDENT PACKAGING, OR IS UNUSABLE
FOR ANY REASON, CANNOT BE RETURNED TO THE RXNOW AND SHOULD BE WASTED. A WITNESS IS
REQUIRED FOR ANY WASTED MEDICATION.

Policy - Diversion Control
The PHARMACY will generate reports to monitor the use and inventory of the kit and will inform the
Administrator or DON immediately upon finding an issue. The Administrator/DON shall inform the
pharmacy if diversion is suspected. The PHARMACY will monitor use of RxNow and report any
irregularities.

Procedure - Diversion Control
The Pharmacy and Facility will work cooperatively to identify the user or users that may be involved with
diversion from the kit and take appropriate action. Persons operating the kit shall notify the authorities
of theft or loss of any controlled substances.

Disaster Recovery

Policy - Loss of Data Connection

Facility will report a loss of the data connection (as defined by an “offline” message on RxNow)
immediately to the pharmacy.

Procedure - Loss of Data Connection





1. Most data connection issues will be resolved automatically within 10 minutes of loss.
DO NOT turn off or restart the computer in an attempt to correct the problem. The system requires
a data connection for continuous operations, and will not function at all until reconnected if
restarted.

3. When an offline message has been observed, call the PharMerica Technology Support using the
number attached to the kit to report the issue.

4. If a medication is needed from kit while connection is lost, Nurse will follow same protocol as for
dispensing a controlled substance.

a. Nurse MUST provide the required information to the pharmacist at the servicing
pharmacy
b. Nurse can only remove the controlled medication from the kit after being provided
approval from the pharmacist in accordance with State and Federal law and regulation.
Policy - Loss of Power
The facility will provide backup power for extended power outages
Procedure - Loss of Power
1. If the kit is connected to a generator-backup outlet, the kit will function normally as long it is
supplied power.
2. |If the kit is NOT connected to a generator-backup outlet:

a. The kit’s battery backup will allow functioning of the kit for short power outages usually
about an hour and will beep during that time.

b. After 10 minutes of battery operation, the DON will direct an extension cord of sufficient
length and grade to be plugged into the nearest available generator outlet.

c. The kit will function normally as long as it is not turned off or restarted. When power is
restored the kit will then automatically reconnect the data connection and update the
server.

3. Inthe event of complete power failure

a. The kit can be operated with key just like a traditional ekit.

b. The DON must call the pharmacy to obtain the combination to the key box to retrieve the
keys.

c. Aresident specific log (Appendix B) must be kept and faxed to the pharmacy as soon as it
is possible.

Procedure - Record Keeping
1. The facility should request any RxNow reports from their pharmacy as needed.
2. The pharmacy monitors the dispenses, transaction discrepancies, expiration dates and stock levels
and will alert the facility as required
3. The following standard reports are monitored at the frequency indicated:
a. Yesterdays Billing Report’ — daily
i. Listitems removed in the last 24 hours
b. Patients Added at the DT (Data Terminal) Last 7 Days’ — daily
i. Lists patients added to the system in the last 7 days
c. Unresolved Discrepancy Events for Previous 7 Days’ — daily
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i. Lists discrepancies not resolved by an administrator
Return & Retrieve Drawer Activity’ — daily
i. Logof user and medications placed in the return drawer and removed from
the retrieve drawer
Station Below Minimum —weekly
i. List of items below their minimum stock level
Meds Expiring —monthly
i. List of medications expiring
Inventory Summary’ Report — as needed
i. List of all inventory items
Restock All Positions Report — as needed
i. List of all items that need to be brought back to their maximum stock level





Appendix A

RxNow System Authorization

Complete both the User Authorization and PIN Verification Statement forms

UserInformation O Add User O Change Access O Remove Access

Please Print
Facility Name:

USER I.D. (First initial, last initial, last 4 digits of SSN)

FIRST NAME LAST NAME

YOUR INITIAL “PIN” - “9999"”

GROUP PROFILE (Check one) (examples listed below)

O Nurse - Staff O ED Business Office
O Nurse - Charge O CRNA/SRNA
O Nurse — Intermittent (ending date ) 0O Doctor
O Pharmacist
O Pharmacy System Manager
O Other O Pharmacy Tech

PLEASE LIST ALL AREAS IN WHICH THIS USER WILL NEED PERMANENT ACCESS:

Nursing Area (wing, department, floor, etc):

AUTHORIZED BY: DATE:

PHONE EXTENSION:

Send to the Pharmacy, Attn.: - RxNow

For pharmacy use only

ENTERED INTO THE RxNow SYSTEM: BY:
DATE:






Appendix A (con’t)
RxNow Personal Identification Number (PIN) Verification Statement

FACILITY
NAME:

Please read below and sign at the bottom to verify that you have read and
understand the following statement:

Attached is a copy of my ID to the RxNow System. | understand that in
combination with my PIN, this will be my electronic signature for all
transactions in the system. It will be used to track all of my
transactions in the system and will be permanently attached to those
transactions with a time stamp and date. These records will be
maintained and archived as per the policies of your facility, and be
available for inspection by the Drug Enforcement Administration (DEA)
and the Department of Professional Regulation (DPR), as is presently
done with my handwritten signature for controlled substance records.

I also understand that to maintain the integrity of my electronic
signature, | must not give this PIN to any other individual.

Signature Date





Appendix B — Manual Administration Form

PharMerica RxNow Form for Manual Medication Removal

This form is intended to be used in the event of a prolonged power outage that requires the medications to
be removed with a key.

Quantity
Date Time Complete Resident Name Medication Name Strength Removed Murse's Signature

This form is to be utilized if the cabinet must be opened with the keys to document the medications that are removed. Each line itern must be
completed at the time the medication is removed from the cabinet. 5@t a new form each day with the start of the day shift.
The completed sheet must be faxed to the pharmacy prior to starting a new sheet. Once it has been faxed retain a copy in the accordian file.
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the Prescription Opioid Abuse and Heroin
Epidemic

Today the President joins individuals in recovery, family members, medical professionals, law
enforcement officials and other leaders at the National Rx Drug Abuse and Heroin Summit in
Atlanta, Georgia. The annual summit is organized by Operation UNITE, which was launched
by Congressman Hal Rogers (R-KY). As part of today’s event, the President is

announcing additional public and private sector actions to escalate the fight against the
prescription opioid abuse and heroin epidemic, which is claiming the lives of tens of thousands
of Americans each year.

The President has made clear that addressing this epidemic is a priority for his Administration,
and today’s actions represent further steps to expand access to treatment, prevent overdose
deaths and increase community prevention strategies. These actions build on the President’s
proposal for $1.1 billion in new funding to help every American with an opioid use disorder
who wants treatment get the help they need.

As part of today’s event, the President will announce the following Administration actions:

Expanding Access to Treatment:

e The Department of Health and Human Services (HHS) is issuing a proposed rule to
increase the current patient limit for qualified physicians who prescribe buprenorphine to
treat opioid use disorders from 100 to 200 patients with the goal of expanding access to
this evidence-based treatment while preventing diversion. The proposed rule aims to
increase access to medication-assisted treatment and behavioral health supports for tens
of thousands of people with opioid use disorders.

e HHS released $94 million in new funding to 271 Community Health Centers across the
country earlier this month to increase substance use disorder treatment services, with a
specific focus on expanding medication-assisted treatment of opioid use disorders in
underserved communities. This funding is expected to help health centers treat nearly
124,000 new patients with substance use disorders.

e The Substance Abuse and Mental Health Services Administration (SAMHSA) is releasing
a new $11 million funding opportunity for up to 11 States to expand their medication-
assisted treatment services. SAMHSA also is distributing 10,000 pocket guides for
clinicians that include a checklist for prescribing medication for opioid use disorder
treatment and integrating non-pharmacologic therapies into treatment. SAMHSA also will
coordinate trainings to increase the number of doctors qualified to prescribe
buprenorphine, which will be held in targeted States in greatest need.





Establishing a Mental Health and Substance Use Disorder Parity Task Force: The
President is signing a Memorandum today directing the creation of an interagency Task
Force, to be chaired by the Domestic Policy Council, to advance access to mental health and
substance use disorder treatment; promote compliance with best practices for mental health
and substance use disorder parity implementation; and develop additional agency guidance
as needed. Federal parity protections are intended to ensure that health plans’ coverage of
mental health and substance use disorder benefits is comparable to their coverage of medical
and surgical benefits. The Task Force will work quickly, with an October 31 deadline, across
Federal Departments and with diverse stakeholders to ensure implementation of these
important parity protections.

Implementing Mental Health and Substance Use Disorder Parity in Medicaid: HHS is
finalizing a rule to strengthen access to mental health and substance use services for people
enrolled in Medicaid and Children’s Health Insurance Program (CHIP) plans by requiring that
these benefits be offered at parity, meaning that they be comparable to medical and surgical
benefits. These protections are expected to benefit more than 23 million people in Medicaid
and CHIP.

Preventing Opioid Overdose Deaths: SAMHSA is releasing a new $11 million funding
opportunity to States to purchase and distribute the opioid overdose reversal drug, naloxone,
and to train first responders and others on its use along with other overdose prevention
strategies.

Expanding Public Health-Public Safety Partnerships to Combat the Spread of Heroin:
The Office of National Drug Control Policy is expanding its heroin initiative among regional
High Intensity Drug Trafficking Areas (HIDTAs) by adding Ohio and Michigan to the effort.

These States will join the Appalachia, New England, Philadelphia/Camden, New York/New
Jersey, and Washington/Baltimore HIDTAs in accelerating local partnerships between law
enforcement and their counterparts in public health to combat heroin use and overdose.

Investing in Community Policing to Address Heroin: The Department of Justice’s COPS
program is announcing a $7 million funding opportunity called the COPS Anti-Heroin Task
Force Program to advance public safety and to investigate the distribution of heroin, unlawful
distribution of prescription opioids and unlawful heroin and prescription opioid traffickers.
These grants will provide funds directly to law enforcement agencies in States with high rates
of primary treatment admissions for heroin and other opioids.

Tackling Substance Use Disorders in Rural Communities: On Monday, the Department of
Agriculture announced that its $1.4 million Rural Health and Safety Education Grant Program
to enhance the quality of life in rural areas through health and safety education projects has
been expanded to include a focus on addressing the critical challenges related to substance





use disorders in rural communities across the country.

Implementing Syringe Services Programs: HHS is issuing guidance for HHS-funded
programs regarding the use of Federal funds to implement or expand syringe services
programs for people who inject drugs. Syringe services programs are an effective component
of a comprehensive approach to preventing HIV and viral hepatitis among people who inject
drugs. The bipartisan budget agreement signed by the President last year revised a
longstanding ban on these programs and allows communities with a demonstrated need to
use Federal funds for the operational components of syringe services programs.

New Private Sector Commitments to Address the Epidemic

In connection with today’s Federal announcements, more than 60 medical schools are
announcing that, beginning in fall 2016, they will require their students to take some form of
prescriber education, in line with the newly released Centers for Disease Control and
Prevention Guideline for Prescribing Opioids for Chronic Pain, in order to graduate. Schools
include:

o A.T. Still University of Health Sciences, Kirksville College of Osteopathic Medicine
o A.T. Still University of Health Sciences, School of Osteopathic Medicine in Arizona
e Baylor College of Medicine

e Boston University School of Medicine

e Burrell College of Osteopathic Medicine at New Mexico State University

e Chicago College of Osteopathic Medicine of Midwestern University

e David Geffen School of Medicine at the University of California — Los Angeles

e Dell Medical School at The University of Texas at Austin

e East Carolina University Brody School of Medicine

e Edward Via College of Osteopathic Medicine - Auburn Campus

e Edward Via College of Osteopathic Medicine - Carolinas Campus

e Edward Via College of Osteopathic Medicine - Virginia Campus

e Georgia Campus — Philadelphia College of Osteopathic Medicine

e Hébert School of Medicine Uniformed Services University of the Health Sciences
e |cahn School of Medicine at Mount Sinai

e Kansas City University of Medicine and Biosciences College of Osteopathic Medicine
e Lincoln Memorial University DeBusk College of Osteopathic Medicine

e Loyola University Chicago Stritch School of Medicine

e Marian University College of Osteopathic Medicine

e Marshall University Joan C. Edwards School of Medicine

e Mercer University School of Medicine

e NYU School of Medicine

e Ohio State University College of Medicine





Ohio University Heritage College of Osteopathic Medicine

Oklahoma State University Center for Health Sciences College of Osteopathic Medicine
Oregon Health & Science University School of Medicine

Perelman School of Medicine at the University of Pennsylvania

Philadelphia College of Osteopathic Medicine

Rocky Vista University College of Osteopathic Medicine

Rowan University School of Osteopathic Medicine

Rutgers Robert Wood Johnson Medical School

Saint Louis University School of Medicine

State University of New York Upstate Medical University

The Commonwealth Medical College

The Jacobs School of Medicine and Biomedical Sciences at the University at Buffalo
Touro College of Osteopathic Medicine - New York

Touro University College of Osteopathic Medicine - California

Touro University College of Osteopathic Medicine — Nevada

Tufts University School of Medicine

Tulane University School of Medicine

University of Arizona College of Medicine — Tucson

University of California — Davis School of Medicine

University of Central Florida College of Medicine

University of Colorado School of Medicine

University of Kansas Medical Center

University of Louisville School of Medicine

University of New England College of Osteopathic Medicine

University of North Carolina School of Medicine

University of North Texas Health Science Center at Fort Worth, Texas College of
Osteopathic Medicine

University of Oklahoma College of Medicine

University of Pikeville - Kentucky College of Osteopathic Medicine

University of Rochester School of Medicine and Dentistry

University of Tennessee College of Medicine

University of Texas Southwestern Medical Center

University of Wisconsin School of Medicine and Public Health

Virginia Commonwealth University School of Medicine

West Virginia School of Osteopathic Medicine

West Virginia University School of Medicine

Western University of Health Sciences College of Osteopathic Medicine of the Pacific
Western University of Health Sciences College of Osteopathic Medicine of the Pacific
Northwest

William Carey University College of Osteopathic Medicine





Rite Aid has trained over 8,400 pharmacists on naloxone and is dispensing naloxone to
patients without needing an individual prescription in 10 States with plans to expand to
additional States. Kroger currently dispenses naloxone without an individual prescription at
its pharmacies in 7 States with plans to expand to at least 12 more by the end of the year.
AmerisourceBergen/ Good Neighbor Pharmacy will provide educational materials to
encourage their 4,000 independently owned and operated retail pharmacy locations to provide
naloxone without an individual prescription.

Updates on Federal Actions and Private Sector Commitments

In October 2015, as part of his visit to West Virginia to discuss the prescription opioid abuse
and heroin epidemic, the President announced a number of new public and private sector
actions, including a Presidential Memorandum requiring Federal Departments to provide
training on appropriate opioid prescribing to Federal health care professionals and requiring
Departments to develop plans to address barriers to opioid use disorder treatment in Federal
programs. Departments are ahead of schedule in fulfilling the President’s directive that
Federal agencies ensure that all employees who prescribe these drugs are trained in
appropriate opioid prescribing practices by 2017. Approximately 75 percent of federal
prescribers have been trained to date. In addition, since the President’'s Memorandum was
released, Departments have taken numerous steps to expand access to opioid use disorder
treatment, including medication-assisted treatment, such as:

TRICARE: The Department of Defense issued a proposed rule to implement parity
protections in TRICARE, including expanding mental health and substance use disorder
treatment to include coverage of intensive outpatient programs and treatment of opioid
use disorders with medication-assisted treatment. TRICARE currently has an estimated
15,000 to 20,000 beneficiaries with opioid use disorder who, under the current benefit,
cannot access medication-assisted treatment.

e FEHBP: The Office of Personnel Management released a 2017 Call Letter to health plans
participating in the Federal Employees Health Benefits Program (FEHBP) making opioid
use disorder treatment a priority and calling on health plans to review and improve access
to medication-assisted treatment.

e Medicare: The Centers for Medicare and Medicaid Services (CMS) released a 2017 Call
Letter to plans participating in the Medicare Prescription Drug Program reiterating that
reducing the unsafe use of opioids is a priority and making clear that Part D formulary and
plan benefit designs that hinder access to medication-assisted treatment for opioid use
disorder will not be approved.

e Medicaid: CMS released a guidance document to States identifying “Best Practices for

Addressing Prescription Opioid Overdoses, Misuse and Addiction” including effective

Medicaid pharmacy benefit management strategies, steps to increase the use of
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naloxone to reverse opioid overdose, and options for expanding Medicaid coverage of
and access to opioid use disorder treatment. This builds on Medicaid’s work with States
over the past year to increase access to Medicaid substance use disorder treatment
services.

e Health Insurance Marketplace: In the last month, CMS finalized a 2017 Marketplace
payment notice that clarified that both essential health benefits requirements and Federal
mental health and substance use disorder parity requirements apply to qualified health
plan coverage of medications to treat opioid use disorder, and additional guidance is
forthcoming.

Earlier this month, the Centers for Disease Control and Prevention issued its Guideline for
Prescribing Opioids for Chronic Pain — the Agency’s first-ever recommendations for primary
care clinicians on prescribing opioids. The Guideline provides recommendations for clinicians
on appropriate prescribing, including determining if and when to start prescription opioids for
chronic pain treatment; guidance on medication selection, dose, and duration, including when
to discontinue medication, if needed; and guidance to help assess the benefits and risks and
address the harms of prescription opioid use.

The Food and Drug Administration recently announced safety labeling changes for all
immediate-release opioid pain medications, including requiring a new boxed warning about
the serious risks of misuse, abuse, addiction, overdose and death associated with these
drugs. The Agency also issued a draft guidance intended to support the development of
generic versions of abuse-deterrent opioids. Abuse-deterrent drug formulations are designed
to make the drug more difficult to abuse, including making it harder to crush a tablet in order to
snort the contents or more difficult to dissolve the product in order to inject it.

The Drug Enforcement Administration (DEA) recently announced it will hold its 11th
National Prescription Drug Take-Back Day on Saturday, April 30, providing a safe,
convenient, and responsible way of disposing of unneeded prescription drugs. More than 5.5
million pounds of medication have been collected over the last ten Take Back Days. Local
communities are also establishing ongoing drug take-back programs.

Examples of private sector actions taken to date include the following:

In conjunction with the October event, more than 40 health care provider groups announced
a commitment to ensure that more than 540,000 health care providers will complete training
on appropriate opioid prescribing in the next two years. In the first five months of this
initiative, the provider coalition reports that more than 75,000 providers have completed
prescriber training. In addition, more than 2,200 additional physicians have committed to
completing training to prescribe buprenorphine as part of the coalition’s effort to double the
number of buprenorphine prescribers in the next three years.



http://www.deadiversion.usdoj.gov/drug_disposal/takeback/



As part of their commitment announced at the October 2015 event, the National Association
of Counties, National Governors Association, National League of Cities and United
States Conference of Mayors, with the U.S. Communities Purchasing Alliance and
Premier, Inc., announced in January they had secured discounts on naloxone and
medication-assisted treatment drugs through their purchasing program for State and local
agencies.

In February, Walgreens announced it will install safe medication disposal kiosks in more than
500 drugstores across the country, primarily at locations open 24 hours. The program will
make the disposal of medications — including opioids and other controlled substances —
easier and more convenient while helping to reduce the misuse of medications. Walgreens
also will make naloxone available without needing an individual prescription at its pharmacies
in 35 States and Washington, D.C. throughout this year.

CVS Health has worked to increase access to naloxone by establishing standing orders or
collaborative practice agreements. By the end of March 2016, CVS Pharmacy locations in 23
States will be able to dispense naloxone to patients without needing an individual prescription,
increasing to 35 States by the end of 2016 as part of its program expansion announced at the
October 2015 event. CVS Health has also launched a drug abuse prevention program called
Pharmacists Teach, which brings CVS Pharmacists into schools across the country to
educate students about the dangers of drug abuse. To date, more than 30,000 students have
participated in the program.
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March 17, 2016 RECEIVED

Andrew R. Funk MAR 21 2016
Executive Director N

lowa Board of Pharmacy -

400 SW 8th Street, Suite E IOWA BOARD _F FHARMACY

Des Moines, IA 50309-4688
Dear Andrew,

Peter and | are writing to you to address a letter we believe you recently received from Hank Rahe of Containment
Technologies Group (CTG) containing false accusations against CriticalPoint LLC. We understand that Mr. Rahe sent this
letter to board members and staff at every state board of pharmacy and to the National Association of Boards of
Pharmacy. Because you, your staff and inspectors have been using CriticalPoint training, we wanted you to hear the
truth from us directly.

Mr. Rahe’s letter to you and the other state boards of pharmacy is part of an ongoing campaign to claim — incorrectly,
we believe — that CTG’s MIC family of isolators comply with all requirements of USP Chapter <797>-Pharmaceutical
Compounding-Sterile Preparations, and further, to silence anyone who disagrees.

The claims in Mr. Rahe’s letter are demonstrably false and are disparaging to CriticalPoint and to us. The core of CTG's
complaints are the following statements in CriticalPoint’s training materials: “in a Static Pass-Through, there s no HEPA
filtration so this type of pass-through must be used within a cleanroom” and “CAl/CACls with static airfocks are required
to be placed into an ISO 7 cleanroom.” These statements are completely accurate interpretations of the requirements of
USP <797>, including specifically the provisions on Placement of Primary Engineering Controls. That provision requires
that:
“CAls and CACIs shall be placed in an 1SO Class 7 buffer area unfess they meet all of the
following conditions:
¢ The isolator shall provide isolation from the room and maintain ISO Class 5 during
dynamic operating conditions, including transferring ingredients, components and
devices into and out of the isolator and during preparation of CSPs

e Particle counts sampled approximately 6 to 12 inches upstream of the critical
exposure site shall maintain 1SO Class 5 levels during compounding operations

e Not more than 3520 particle per m? shalt be counted during materlal transfer, with
the particle counter probe as near to the transfer door as possible without
obstructing the transfer®.”

Simply put, CAls and CACIs which deploy a static pass-through, have no means to provide isolation from the room during
material transfer. There is nothing in the training slides, or in any of the CriticalPoint training, that is incorrect or needs

correction.

One reference for this requirement comes from the following passage regarding static transfer devices (pass-throughs)
from a book written by Brian Midcalf, et al. (Pharmaceutical Isolators, A guide to application, design, and control,
Pharmaceutical Press, 2004). It states: “The main application is where the transfer In or out of potentially contaminated
air during transfers of material in or out is either non-critical or can be dealt with by other means.” Since sterile
compounding is a critical activity, static pass-through systems are not appropriate for sterile compounding applications.

1Us Pharmacopeial Convention, Inc. United States Pharmacopeia 38. Chapter <797> “Pharmaceutical Compounding—Sterile Preparations.”
Rockville, MD: US Pharmacopeial Convention, Inc.; 2016

12154 Darnestown Road, Suite 360, Gaithersburg, MD 20878
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While CriticalPoint training does not directly mention any specific brand or line of isolators, and does not, as Mr. Rahe
claims, make any statement about “the application of USP <797> to CTG’s MIC isolators in particular,” based on our
testing, and in light of the requirements of USP <797>, we do not recommend MIC isolators to clients who seek our
recommendation.

Please know that neither Clinical Q nor CriticalPoint sell or receive commission on the sale or installation of any
equipment. We are not competitors with CTG or any equipment manufacturer. Clinical 1Q, our consulting assoclates and
affiliates along with CriticalPoint, LLC have been offering consulting, educational and training services that meet or
exceed the requirements of the chapter. One of the key tenets that we have been teaching involves the use of robust
testing standards to ensure that the critical engineering environments can meet the requirements of USP <797>, Qur
teachings focus on the performance standards described in the chapter. We have tested many of the available isolators,
including equipment manufactured by CTG, for performance against the standards, and the resuits of that testing
informs our opinion. That CTG views our training as a threat to its business should highlight for the Board a serious
concern about the ability of its MIC family of isolators to conform to the requirements of the chapter when operated
outside an ISO 7 cleanroom.

This is not the first instance of CTG attempting to silence others. in 2007, The American Journal of Health-System
Pharmacists (AJHP) published an article titled: Potential for airborne contamination in turbulent- and unidirectional-
airflow compounding aseptic isolators?. It was a peer-reviewed article and when it was published, the Journal and ASHP
Incurred the ire of CTG. The paper demonstrated that the isolator from this manufacturer did not pass critical testing
procedures, similar to those described in the CETA Isolator Testing Application Guide. One of the two major points of
failure involved the lack of unidirectional airflow. CTG sued ASHP, its journal, the authors and the peer reviewers,
seeking damages and a retraction. Instead, the court dismissed the charges and ordered CTG to pay damages for
bringing a frivolous lawsuit.

Clinical 1Q, LLC and CriticalPoint, LLC have been working diligently since 1999 and 2006 respectively to provide the
highest level of consulting, training and educational services for the compounding industry. We respect our very
important relationship with you, your staff and your colleagues NABP, and we thank you for taking time to read this
respanse.

Very truly yours,

ARSI

rad ) ) ) ;f“j
ALY
Peter A. Cantor

Principal and Chief Executive Officer Managing Partner, Chief Operating Officer
Clinical 1Q, LLC & CriticalPoint, LLC CriticalPoint, LLC

2 peters GF, McKeon MR, And Weiss WT, Potential for airborne contamination in turbulent- and unidirectional-airflow compounding aseptic
isolators. Am J Health Syst Pharm, March 15, 2007 64:622-631. Abstract available at hitp.//www.ajhp.org/content/64/6/622 abstract
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February 24, 2016 RECEWVED

Iowa Board of Pharmacy FEB:2 9 2016
400 SW 8th St, Suite E
Des Moines, IA 50309-4688 . |IOWA BOARD OF PHARMACY

Attn: Andrew Funk, PharmD, Executive Director
RE: False and misleading training
Dear Mr. Funk, ,

Containment Technologies Group, Inc. (“CTG”) is a manufacturer of the MIC family of
isolators, which include the MIC Single, MIC Dual, MIC TPNs, and MIC Single Chemo,
MIC 797P, MIC Nuclear, and MIC-EDU Systems. The MIC was designed by engineers
with hazardous containment and aseptic expertise. The MIC product line is currently
implemented in nearly every state, over a dozen countries overseas and the United States
Air Force, Army and Navy.

1t has come to our attention that a company named Critical Point has been selling training
programs to state boards of pharmacy and their respective inspectors on various topics
that relate to the use of isolators by pharmacies, including compliance with USP <797>,
CTG has learned that the training materials provided by Critical Point contains false and
misleading statemenis about the requirements of USP <797> in general and the
application of USP <797> to CTG’s MIC isolators in particular.

CTG has taken affirmative actions to correct the erroncous information being sold by
Critical Point to vartous state board of pharmacies and their respective inspectors.
Specifically, CT'G has repeatedly informed Susan deMars, Chief Legal Counsel for USP,
of several examples of Critical Point having provided misinformation about USP <797>
in its training materials, For example, CTG provided USP a copy of Critical Point’s
training slide stating that “CAI/CACI’s with static airlocks are required to be placed into
an IS0 7 cleanroom.” even though USP <797> 2014 contains no such requirement,






In addition, CTG has learned that Critical Point’s affiliated consultants have provided
misinformation about the MIC isolator’s ability to achieve an ISO 5 environment. CTG,
has hundreds of certifications by independent certifiers, which verify that CTG’s MIC
isolator 1s fully capable of achieving and does achieve ISO 5 during dynamic testing.

Finally, Critical Point’s own executives have been involved in the dissemination of false
and misleading information about the technology of CTG’s MIC isolator. Specifically,
Critical Point has erroneously stated that the MIC isolator does not have unidirectional
airflow as required by USP <797>,

CTG previously sent validation materials to your board in accordance with USP <797>
requirements, including a video clearly demonstrating unidirectional requirement of the
MIC.

CTG is greatly concerned that the purported training and consulting services
disseminated by Critical Point related to USP <797> and perhaps USP <800>, misstates
the content of USP <797> and USP <800> chapters. The erroncous information being
disseminated by Critical Point as a part of their training programs is causing irreparable
harm to state board of pharmacies, their respective staff and inspectors, and the
pharmacies who rely on CTG’s MIC to safely and efﬁc1ent1y provide sterile product
delivery to its customers and patients.

Please contact me immediately if you need another copy of the CTG validation materials,
or if you have any questions regarding this issue,
Thank you for your attention to this important mater.

Sincerely

Yod Bl

Director Technology CTG
317 713-8203
hrahe@mic4.com






nabp

National Association of Boards of Pharmacy

1600 Fechanville Drive  «  Maunt Prospect, IL 60066-6014
Tel: 847/391-4406 +  Fax 847/391-4502
Web Site: www.nabp.net

TO:; EXECUTIVE OFFICERS — STATE BOARDS OF PHARMACY
FROM: Carmen A. Catizone, Executive Director/Secretary

DATE: March 21, 2016

RE: CriticalPoint Isolators Discussion

You probably received communications involving CriticalPoint, LLC and Clinical IQ regarding
isolators and the applicable USP General Chapter <797> Pharmaceutical Compounding—Sterile
Preparations.

NABP has worked closely with CriticalPoint and Clinical IQ for some time. Throughout that
time and continuing, CriticalPoint and Clinical IQ have provided invaluable expertise to NABP,
the state boards of pharmacy, and other stakeholders regarding pharmaceutical compounding.
The documents, presentations, and guidance prepared by CriticalPoint and Clinical IQ have
been, and are, accurate and of the highest integrity.

NABP recommends that any state board of pharmacy with questions about the current matter
contact CriticalPoint (Peter Cantor or Eric Kastango) or Clinical 1Q (Eric Kastango) directly for
clarification and validation of the information provided by CriticalPoint and Clinical IQ. NABP
continues to partner with CriticalPoint and Clinical IQ on a number of critical projects that assist
the state boards of pharmacy in developing appropriate regulations for pharmaceutical
compounding. In every instance, the information, guidance, and determinations of CriticalPoint
and Clinical [Q have been precise and supported by verifiable data and sources. NABP continues
to rely upon CriticalPoint and Clinical 1Q as the experts for the development of model
regulations and standards for pharmaceutical compounding,

cc: NABP Executive Committee







GOVDELIVERY UPDATE

DEBBIE JORGENSON

The lowa Board of Pharmacy has been working with GovDelivery to improve our
communication with our end users. The GovDelivery network is the only network that connects
national, regional, and local governments with over 90 million citizens and the only digital
communications platform used by over 1,000 governments to inform and engage the people
they serve. The lowa GovDelivery network is managed by OCIO and includes all state agencies
using GovDelivery. This allows cross agency promotion and allows subscribers access to
additional subscriptions.

Our kickoff took place on February 16 with Andrew and | participating, and our focus was on
reaching more people; engaging through various channels, including Facebook, Twitter, text
messages, and emails; driving conversion from our old listserv; and measuring our success. A
launch date was set for April 24. Since then, Andrew, Terry, Becky, and | have been undergoing
training on a weekly basis (sometimes twice a week).

FIRST STEPS:
1. Atopic tree was established and consists of the following topics users can subscribe to:

o Press Releases (page is watched and notifications are sent automatically)

e Rules and Laws

e Jobs and Internships

e Board of Pharmacy
0 Meeting Notices (page is watched and notifications are sent automatically)
0 Meeting Minutes (page is watched and notifications are sent automatically)
0 Newsletter

e Licensure / Registration
0 Pharmacists

Pharmacist-Interns

Pharmacies

Pharmacy Support Persons

Pharmacy Technicians

Wholesalers/Manufacturers

0 Controlled Substances

Our existing list serve email addresses were exported and provided to GovDelivery.

3. Working with the Board of Pharmacy website developer, we've had code entered on the
press release, meeting notices, and meeting minutes pages to watch those pages for
changes and also have provided code to have a subscribe overlay to open on the Board’s
home page. This overlay has been very successful in converting our website visitors into
subscribers.

©O O 0O 0O O
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4. We have developed an advanced bulletin template, branding our messages with our
Board logo and website header.
5. Sent our first message on March 15, 2016, to 1,648 recipients of the BOP_ Newsletter list.

L

Tiyrane

New Possibilities

Welcome.

The lowa Board of Pharmacy is very excited F—
to announce that we have teamed up with
GovDelivery to manage all of our digital
communications. This partnership will provide
you with valuable Pharmacy Board information

in & safe, secure and timely manner.

Because you are a member of our existing
email list, you are automatically subscribed to

Subscriber Preferences Paoe, you can sign up o receive email alerts on additional topics,

or you can choose to unsubscribe if you prefer. With a separate subscription for your
wireless account, you can also sign up for text alerts.

As a subscriber, you will automatically receive updates about lowa Board of Pharmacy

news, ting announc tz, website updates, etc. related to the topics of greatest
interest fo you. You can choose to receive immediate notification, or you can opt for daily
or weekly communications. You can change your settings at any time and as often as you
wish. Please be assured we will not be sharing your email address and it is exclusive to
our department.

We hope you'll find GovDelivery to be a convenient tool for keeping up-to-date with lowa
Board of Pharmacy information of interest to you. In fact, feel free to forward this email to

others you think would like to receive timely updates from the lowa Board of Pharmacy.

Please visit your Subscriber Preferences Page o review or update your settings. If you

have any guestions about this new service, do not reply to this message. Instead,

p email us or visit our website.

Change Subscription Settings

PHOME: (515) 281-5944
FAX: (515) 281-4609

lowa Board of Pharmacy
400 S.W. Eighth Street, Suite E
Des Moines, 1A 50309-4688

In addition, we now have the ability to run various analytical reports on messages we've sent. A
report ran 16 hours after the first bulletin send showed that 97% of the messages were delivered,
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4% unsubscribed after receiving the first bulletin, 989 had been opened, and 184 had clicked on
one of the links to subscribe. | believe some of the unsubscribed were the result of changing
topic notifications.

The table below shows the number of subscribers we had twenty-four hours after our first send
(3/16/16) and almost a month later:

Subscribers 3/16/16: Subscribers

4/13/16
Press Releases 33 202
Rules and Laws 34 225
Meeting Notices 1,601 1,686
Meeting Minutes 1,602 1,697
Newsletter 1,598 1,720
Pharmacists 16 168
Pharmacist-Interns 14 111
Pharmacies 16 140
Pharmacy Support Persons 14 114
Pharmacy Technicians 15 135
Wholesalers/Manufacturers 15 115
Controlled Substances 18 164
Jobs and Internships 21 139

Since the kick-off, | have sent seven bulletins to 5,412 recipients, with a delivery rate of 98.7%
(5,343 delivered). In a follow-up meeting with GovDelivery on April 11, they were very pleased
with our success rate, stating we are having phenomenal success.

GovDelivery also has the ability to generate analytical reports. I've attached some analytical
reports provided by GovDelivery.

1. Bulletin Detail Report for Notice of Petition Pursuant to 657—27.2(17A), sent
on April 8, 2016 (page 5). This bulletin, besides being delivered by email, posted on
Facebook and Twitter, also went to three recipients who selected to receive a text
message. On page two of this report is a list of all the URLs contained in the message,
the number of Unique Clicks and the Total Clicks. If you look at the first link, which is a
redirect to the Petition for Declaratory Order, you can see of the 214 recipients, 28 of
them clicked on the link to the Petition and several clicked multiple times.

a. Unique Opens means it was opened by the recipient, meaning in this case, 110
individuals opened their email.

b. Total Opens means the number of times the email was opened, in this case 265
times. This means that roughly each individual opened it an average of two or
more times or forwarded to other individuals who then opened the email.

c. Unique Bulletin Link Clicks — The collective humber of unique clicks for
every link in the bulletin. A click is counted only once per link clicked by each
recipient. For example, if one recipient clicks one link three times, only one
unique bulletin link click is counted.

4/13/16 Page 3 of 8
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d. Click Rate or Total Clicks — The frequency with which recipients are clicking
unique links in a bulletin. For example, if the bulletin is successfully sent to one
recipient, and that recipient clicks three links within the bulletin, the Click Rate
would be 300%.

Bulletin Analytics Summary Report for the period of March 15 — April 13,
2016 (page 7). This is a summary of all the bulletins sent for this period, the number
delivered, failed, percentage opened, etc.

Bulletin Analytics Details Report for the period of March 15 — April 13, 2016
(page 8). This report shows date/time sent, which lists the bulletin went to, number of
recipients, and unique bulletin link clicks.
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State of lowa - Bulletin Detail Report
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Subject:
Sent:

Sent By:
Sent To:

04/08/2016 10:47 AM CDT

debbie.jorgenson@iowa.gov

Notice of Petition Pursuant to 657--27.2(17A)

Subscribers of BOP_Controlled Substances, BOP_Pharmacies,

BOP_Pharmacists, BOP_Pharmacists-Interns, BOP_Pharmacy Support Persons,
BOP_Pharmacy Technicians, BOP_Press Releases, or
BOP_Wholesalers/Manufacturers,

Email
214 g 100 .....
‘/@ SMS 0% Bounced
@ Recipients O/ 52% Open Rate
v 4 Twitter /O 16% Click Rate
Delivered
VB Rrss
- Email Delivery Stats
B c:Attempted ] Cumulative Attempted Minutes Cumulative
100% - - _— - - Attempted
200
B0 3 98%
BO%G 150 5 98%
A0% 100 10 98%
0% 50 30 100%
086 : : 0 60 100%
3 5 10 30 &0 120
120 100%
- Delivery Metrics - Details - Bulletin Analytics
214 Total Sent 265 Total Opens
214 (100%) Delivered 110 (52%) Unique Opens
0 (0%) Pending 42 Total Clicks
0 (0%) Bounced 34 (16%) Unique Clicks
0 (0%) Unsubscribed 7 # of Links

4/13/16
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- Delivery and performance

These figures represent all data since the bulletin was first sent to present time.

Progress % Delivered Recipients # Delivered Opened Unique Bounced/Failed Unsubscribes

Email Bulletin Delivered 100.0% 211 211 110/52.1% 0 0
Digest n/a n/a 0 0 0/0.0% 0 0
SMS Message Delivered 100.0% 3 3 n/a 0 n/a
Link URL Unique Total
Clicks Clicks
https://pharmacy.iowa.gov/document/diane-heiken-petition-d... 28 36

https://public.govdelivery.com/accounts/IACIO/subscriber/edi...
https://content.govdelivery.com/accounts/IACIO/bulletins/141...
https://subscriberhelp.govdelivery.com/
http://www.govdelivery.com/portals/powered-by

http://www.iowa.gov/?utm_content=&utm_medium=email&u...

o O O o N B~
O O O o N &

https://public.govdelivery.com/accounts/IACIO/subscriber/ne...
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04/13/2016 10:03 AM CDT

State of lowa - Bulletin Analytics Summary Report

GOVDELI

Summary

Bulletins Sent

Total Recipients

Total Delivered

Total Failed

Percent Delivered

Unique Email Opens

Unigque Email Open Rate (%)

Average # of Links per Bulletin

© 00 N o U A W N P

Unique Bulletin Link Clicks
Click Rate (%)

Unique SMS Clicks

Total SMS Clicks

Facebook Clicks

Twitter Clicks

B R B R e
2 W N R O

4/13/16

10,000 5

9,000 4

8,000 4

7,000 -

5,000 -

5,000+

4,000 4

3,000

2,000 49

1,000

For the period 03/15/2016 through 04/13/2016

— Taotal

5,412
5,343
69
98.7
2,050
38.4
8.3
529
9.9

143
77

Bulletins Analytics Data (03/15/2016 - 04/13/2016)

[ D

Recipients

Deliverad

Failad

Unique Email Opens Unique Clicks
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04/13/2016 10:03 AM CDT State of lowa - Bulletin Analytics Details Report (OVDELIVERY.

Sent Bulletin List for the period 03/15/2016 through 04/13/2016

Sent Date Bulletin Subject To Delivery Total Percent Unique Bulletin
Status Recipients Delivered Bulletin Visibility
Link
Clicks
1 04/08/2016 10:47 Notice of Petition  Subscribers of BOP_Controlled Substances, Succeeded 214 100.0 34 Public
AM CDT Pursuant to 657-- BOP_Pharmacies, BOP_Pharmacists,
27.2(17A) BOP_Pharmacists-Interns, BOP_Pharmacy

Support Persons, BOP_Pharmacy
Technicians, BOP_Press Releases, or
BOP_Wholesalers/Manufacturers,

2  04/08/2016 07:58 State of lowa Subscribers of BOP_Press Releases Succeeded 176 100.0 20 Public
AM CDT BOP_Press
Releases Update
3 03/31/2016 03:14 B. Braun Medical Subscribers of BOP_Pharmacies Succeeded 86 100.0 5 Public
PM CDT Inc. Issues
Voluntary
Nationwide Recall
4  03/24/2016 03:51 National Take-Back Subscribers of BOP_Newsletter Delivered 1618 99.3 86 Public
PM CDT Day April 30
5 03/24/2016 03:30 DEA 222s Subscribers of BOP_Pharmacies, Succeeded 68 100.0 0 Public
PM CDT BOP_Pharmacists, BOP_Pharmacists-Interns,
or BOP_Pharmacy Technicians,
6 03/23/2016 08:30 March 2016 Subscribers of BOP_Newsletter Delivered 1602 99.1 177 Public
AM CDT Newsletter
7 03/15/2016 12:30 lowa Board of Subscribers of BOP_Newsletter Delivered 1648 97.5 207 Public
PM CDT Pharmacy
welcomes

GovDelivery

4/13/16 Page 8 of 8
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IOWA PHARMACY TECHNICIAN EDUCATION

DEVELOPMENT OF AN ACCREDITED EDUCATION PROGRAM IN IOWA

Maureen D. Donovan, Ph.D.

Associate Dean for Undergraduate Education, Office of the Dean
Professor, Department of Pharmaceutical Sciences & Experimental Therapeutics / Division of Pharmaceutics & Translational Therapeutics

The University of lowa College of Pharmacy






Proposing a Unified Pharmacy Technician
ducation Program for lowa

lowa Pharmacy Technician Education Summit
(February, 2015)

®* Raised awareness of the need for accredited pharmacy
technician education programs in lowa

* Introduced the providers of pharmacy technician
education in lowa to one another and agreed to continue
discussions about an accreditation-ready curriculum

®* Formed Task Force to continue planning efforts





Proposing a Unified Pharmacy Technician
ducation Program for lowa

lowa Pharmacy Technician Curriculum Task Force

* |dentified similarities among current pharmacy technician education programs

* |dentified curricular gaps needing content development prior to accreditation
®* Developed working groups to address initial coordination activities
* |dentified programs willing to participate in Initial Program Pilot Group

» Indian Hills Community College o @ "
» Western lowa Tech Community College Dot ® g [ ) Yo k"‘

m‘.
®* Met with lowa Department of Education about State .

/ Mascn ity W
b\ o
lowa Central CC / ""‘...,. (\
b < | I
Stoux iy’ Fort Dodge W &om\m. R

requirements for a unified program

®
)
i






Overview ASHP/ACPE Accreditation
Requirements for Educational Programs

®*  Minimum 600 clock hours of health-related education and training over 15+ weeks
» Didactic = 160 hours =  6/6 Current lowa Community College Programs > 160 hours*

Simulation =80 hours =  0/6 Current lowa Community College Programs Meet Requirement*
Experiential = 160 hours ®  0/6 Current lowa Community College Programs Meet Requirement*

YV V V

Remaining 200 hours distributed among didactic, simulation, and experiential education as determined by the
program director and faculty

* Single area pharmacy practice experience (new 2016)

* Simulation component must occur before experiential component and after didactic
component in sequential instruction

* Student achievement should be assessed during all three components (observation, simulation,
and experiential)

Source: ASHP/ACPE Accreditation Standards for Pharmacy Technician Education and Training Programs
http://www.ashp.org/menu/Technicians/Technician-Accreditation/Accreditation-Standards-for-Pharmacy-Technician-Education.aspx

*No data available for DMACC’s 2016-17 program. Current program values exclude high school academies.



http://www.ashp.org/menu/Technicians/Technician-Accreditation/Accreditation-Standards-for-Pharmacy-Technician-Education.aspx



Building a Connected Statewide Program

ntegration
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Connectivity
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Certification Eligibility Requirements

Pharmacy Technician Certification Board (PTCB)
Pharmacy Technician Certification Exam (PTCE)
» High school diploma or equivalent educational diploma (e.g., a GED or foreign diploma)
» Full disclosure of all criminal and State Board of Pharmacy registration or licensure actions

» Compliance with all applicable PTCB Certification policies
» Complete an ASHP/ACPE-accredited pharmacy technician education program (effective 2020)
» Passing score on the Pharmacy Technician Certification Exam (PTCE)

Sources: Pharmacy Technician Certification Board (PTCB)
http://www.ptcb.org/get-certified/apply#.VxUKVkOUW73
ASHP/ACPE Accreditation Standards for Pharmacy Technician Education and Training Programs:
http://www.ashp.org/menu/Technicians/Technician-Accreditation/Accreditation-Standards-for-Pharmacy-Technician-Education.aspx




http://www.ptcb.org/get-certified/apply#.VxUKVk0UW73

http://www.ashp.org/menu/Technicians/Technician-Accreditation/Accreditation-Standards-for-Pharmacy-Technician-Education.aspx



Certification Eligibility Requirements

National Healthcareer Association (NHA)

EXCPT Pharmacy Technician Exam

» High school diploma or equivalent
(GED, state equivalency test, or other diploma and official transcript evaluated by American Association of Collegiate
Registrars and Admissions Officers)

» Successfully complete a training program or have relevant work experience:

— Training Program
s Successfully complete a pharmacy technician training program offered by an accredited or state-recognized

institution or provider; or
**  Successfully complete an employer-based training program recognized by the Board of Pharmacy of that state

and training has been verified by the candidate’s employer.
— Work Experience - Candidates must have completed at least 1200 hours of supervised
pharmacy related work experience within any one (1) year of the past three (3) years.

» Successfully pass the EXCPT Pharmacy Technician Exam

Source:  National Healthcareer Association (NHA)
http://www.nhanow.com/help-center/fag/#faq-cat-1-q1




http://www.nhanow.com/help-center/faq/#faq-cat-1-q1



Identification & Development
of Simulation Activities

Continue Preparing Draft
Identification & Discussion of Accreditation Application
Partnership Opportunities
(Ul, Drake, IPA, etc.)

Accreditation by
January 2020

Continued Development of o
Evaluations and Decisions Distance Delivery Modules Host Accreditation Team
e “Common Objectives” * Receipt of written report 30 days after site visit
+ Didactic e Consortium has 45 days to respond to report

+ Experiential Implementation of Simulation e Up to 9 months to receive an accreditation
e Textbooks Activities detemination following a site survey/visit

Large Pilot Group with Site Visit and Accreditation

Planning Distance Delivery

Acceptance of
Consortium Curriculum by
lowa Department of Education
Finalize Accreditation Documents

SHalL Aot SIoUp and Invite Accrediting Body

Q
=
K3
£
|_

. o . Expand Curriculum Availability
Small Pilot Group Initiation & Evaluation of to AN lowa

“Common Objectives” Curriculum Community Colleges

Incorporation of Initial Simulation Finalize & Submit Consortium
Activities into 2016-17 Pilot Curriculum Accreditation Application

(site visits typically scheduled 6 to 12 months

Development after submission)

of Additional
Simulation Activities

Development of Distance
Delivery Modules

Begin Preparing Draft
of Accreditation Application







nabp

National Association of Boards of Pharmacy

1600 Feehanvifle Drive  +  Mount Prospect, IL 60056-6014
Tel: 847/391-4406 « Fax: 847/391-4502
Web Site: www.nabp.net

TO: EXECUTIVE OFFICERS - STATE BOARDS OF PHARMACY
FROM: Carmen A. Catizone, Executive Director/Secretary

DATE: March 24, 2016

RE: NC State Board of Dental Examiners v. FTC/Antitrust Activities

Over the past several months, NABP has taken note of an increase in activity and dialogue at the
state and federal levels related to the United States Supreme Court ruling in the case of North
Carolina State Board of Dental Examiners v. Federal Trade Commission. This includes the
introduction of state legislation, a hearing in front of the US Senate Judiciary Committee,
pending federal court cases against regulatory boards, as well as state attorneys general opinions.

NABP has been closely monitoring this new environment and increase in activity and will
continue to do so. NABP believes that states will continue to see an increase in activity on this
issue throughout 2016. If some of these efforts are successful this year, NABP expects this
movement to turn up again in 2017.

NABP has developed the attached memo and supporting documents to keep the membership
informed and provide national perspective on current antitrust legal activity as well as related
state level actions. NABP encourages member boards to work closely with all state level
stakeholders to evaluate your board’s current processes to prevent risk of federal antitrust
actions.

Included are attachments that may be helpful in evaluating this issue:
e Federal Trade Commission (FTC) Executive Officer Overview
e FTC Antitrust Activity Background Review Documents:
> State and Federal Antitrust Activity Summary
> FTC Active Supervision Letter and FTC Staff Guidance on Active Supervision of
State Regulatory Boards Controlled by Market Participants
> California Attorney General Opinion on NC Dental Board Decision by US Supreme
Court

Please note, the information attached to this memo is not intended to serve as a legal opinion that
might serve, in whole or in part, as a means in which a member board may maintain immunity
from federal antitrust actions.





March 24, 2016
Page 2

NABP would ask your assistance in sharing any information and activity that may be occurring
in your state with NABP so that we can facilitate dialogue and information sharing amongst the
boards. Please email exec-office@nabp.net or governmentaffairs@nabp.net to provide any
information you believe may be helpful to the membership.

cc: NABP Executive Committee

Attachments



mailto:exec-office@nabp.net

mailto:governmentaffairs@nabp.net
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State of Fotwa
PBoard of Pharmacy

400 S.W. Eighth Street, Suite E, Des Moines, IA 50309-4688
https://pharmacy.iowa.gov/
Telephone: (515)281-5944  Facsimile: (515)281-4609

BOARD MEMBERS JAMES MILLER BOARD MEMBERS

LADONNA GRATIAS Board Chair JASON HANSEL
EDWARD McKENNA SHARON MEYER
EDWARD MAIER ANDREW FUNK JUDITH TRUMPY
Executive Director
MINUTES

March 8-9, 2016

The Iowa Board of Pharmacy met on March 8, 2016, in room Northwestern 345 and on
March 9, 2016, in North Room 181 at the lowa Memorial Union in Iowa City.

TUESDAY, MARCH 8, 2016

MEMBERS PRESENT
James Miller, Chairperson
Sharon K. Meyer, Vice-Chair
LaDonna Gratias

Jason Hansel
Edward L. Maier

STAFF PRESENT

Andrew Funk, Executive Director

Laura Steffensmeier, Esq., Assistant Attorney
General

Therese Witkowski, Executive Officer

Debbie Jorgenson, Administrative Assistant

Edward J. McKenna Becky Hall, Secretary

Curt Gerhold, Compliance Officer
Mark Mather, Compliance Officer
Sue Mears, Compliance Officer
Jennifer O’ Toole, Compliance Officer
Jean Rhodes, Compliance Officer
Jennifer Tiffany, Compliance Officer
James Wolfe, Compliance Officer

MEMBERS ABSENT
Judith M. Trumpy

Call to Order & Announcements

At 9:00 a.m., James Miller, Chairperson called the meeting of the lowa Board of Pharmacy to
order on Tuesday, March 8, 2016.

Closed Session

At 9:03 a.m., on a motion by Edward Maier, seconded by Jason Hansel, the Board voted
unanimously by roll call vote to move into closed session pursuant to Iowa Code section
21.5(1)(a), to review or discuss records which are required or authorized by state or federal law
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to be kept confidential; pursuant to lowa Code section 21.5(1)(d), to discuss whether to initiate
licensee disciplinary investigations or proceedings; and pursuant to Iowa Code section
21.5(1)(f), to discuss the decision to be rendered in a contested case conducted according to the
provisions of Chapter 17A.

At 11:15 a.m., while still in closed session, Edward McKenna moved that the Board go into
open session, seconded by Jason Hansel. Motion approved unanimously.

In Open Session the following actions were taken:

1.

Closed Session Minutes.

Motion by Jason Hansel, seconded by Edward McKenna, to approve the Closed Session
Minutes and Deliberations of the January 12, 2016, meeting. Motion approved
unanimously.

Administrative Warning.

Motion by Edward McKenna, seconded by Jason Hansel, to issue an Administrative
Warning to the pharmacy, pharmacist in charge, and two pharmacists in 2012-194; and
pharmacy in 2016-11. Motion approved unanimously.

Letter of Education.

Motion by Jason Hansel, seconded by Edward McKenna, to issue a Letter of Education to
the pharmacy in 2016-13, pharmacy in 2015-175, and pharmacy and pharmacist in charge in
2016-16. Motion approved unanimously.

Close With No Further Action.

Motion by Edward McKenna, seconded by LaDonna Gratias, to close with no further action
the following investigative files in complaint numbers: 2008-20, 2013-110, 2013-172, 2013-
3831, 2015-149, 2015-147, 2015-215, 2015-26, 2015-195, 2016-14, 2016-25, 2015-214,
2015-106, 2015-181, 2016-8, 2015-186, 2015-222, 2016-7, 2015-119, 2015-185, 2015-213,
2015-216, 2015-202, and 2016-18. Motion approved unanimously.

. Draft Statement of Charges.

Motion by Jason Hansel, seconded by Sharon Meyer, to draft Statement of Charges against
the pharmacy in 2015-172; and technician in 2015-212. Motion approved unanimously.

Order to Show Cause.

Motion by Edward Maier, seconded by Edward McKenna, to issue an Order to Show Cause
to the CSA Registrant in 2015-217. Motion approved unanimously.

Notice of Hearing and Statement of Charges.

Motion by Edward McKenna, seconded by Edward Maier, to approve the Notice of Hearing
and Statement of Charges in the following cases. Motion approved unanimously.

A. Jerod Work, Pharmacist License No. 20153 of Sioux Center. A copy of the Notice of
Hearing and Statement of Charges is attached as Addendum A.

B. Angela Buckland, Pharmacy Technician Trainee Registration No. 22004 of Wilton. A
copy of the Notice of Hearing and Statement of Charges is attached as Addendum B.
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C. Courtney House, Pharmacy Technician Registration No. 16152, of Hedrick. A copy of
the Notice of Hearing and Statement of Charges is attached as Addendum C.

8. Settlement Agreement and Final Order.

Motion by Sharon Meyer, seconded by Jason Hansel, to approve the Settlement Agreement
and Final Order for Drug Depot, Inc., d/b/a APS Pharmacy, Nonresident Pharmacy License
Nos. 4139 and 4375 of Palm Harbor, Florida. Motion approved unanimously. A copy of the
Settlement Agreement and Final Order is attached as Addendum D.

9. Combined Amended Statement of Charges, Settlement Agreement, and Final Order.

Motion by Jason Hansel, seconded by Sharon Meyer, to approve the Combined Amended
Statement of Charges, Settlement Agreement, and Final Order for Pharmacy Creations,
LLC, Nonresident Pharmacy License No. 4185 of Randolph, New Jersey. Motion
approved unanimously. A copy of the Settlement Agreement and Final Order is attached as
Addendum E.

10. Combined Statement of Charges, Settlement Agreement, and Final Order.

Motion by Edward McKenna, seconded by LaDonna Gratias, to approve the Combined
Statement of Charges, Settlement Agreement, and Final Order in the following cases.
Motion approved unanimously.

A. Wickliffe Veterinary Pharmacy, Nonresident Pharmacy License No. 3876 of Lexington,
Kentucky. A copy of the Combined Statement of Charges, Settlement Agreement, and
Final Order is attached as Addendum F.

B. Kelsey Troxel, Pharmacy Technician Registration No. 22102 of Cresco. A copy of the
Combined Statement of Charges, Settlement Agreement, and Final Order is attached as
Addendum G.

11. Combined Statement of Charges, Settlement Agreement, and Final Order.

Motion by Jason Hanson, seconded by Edward Maier, to approve the Combined Statement
of Charges, Settlement Agreement, and Final Order for David Schlueter, Pharmacist License
No. 16411 of Dubuque. James Miller abstains. Motion was approved. A copy of the
Combined Statement of Charges, Settlement Agreement, and Final Order is attached as
Addendum H.

Administrative Hearing
2015-150, Justin Adam, Pharmacy Technician Registration No. 12376 of Sioux City.

At 1:03 p.m., Margaret LaMarche, Administrative Law Judge, Department of Inspections and
Appeals opened the record. Assistance Attorney General Laura Steffensmeier represented the
State. Justin Adam did not appear nor did counsel represent him. The hearing was conducted
in the presence of the Board. The hearing was open to the public.

The board heard testimony of a witness and examined exhibits.

At 1:20 p.m., the record was closed.
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At 1:20 p.m., motion by Edward Maier, seconded by Jason Hansel, the Board voted
unanimously by roll call vote to move into closed session in accordance with Towa Code
Section 21.5(f) to discuss the decision to be rendered in a contested case.

At 1:32 p.m., while still in closed session, Edward Maier moved that the Board go into open
session, seconded by Jason Hansel. Motion approved unanimously.

Motion by LaDonna Gratias, seconded by Edward McKenna, to direct Administrative Law
Judge LaMarche to draft the Order consistent with the Board’s deliberations in case 2015-150,
Justin Adam.

At 1:35 p.m., the Board recessed.

The meeting reconvened in open session on Wednesday, March 9, 2016, at 9:00 a.m.

WEDNESDAY, MARCH 9, 2016

MEMBERS PRESENT STAFF PRESENT
James Miller, Chairperson Andrew Funk, Executive Director
Sharon K. Meyer, Vice-Chair Meghan Gavin, Esq., Assistant Attorney General
LaDonna Gratias Therese Witkowski, Executive Officer
Jason Hansel Debbie Jorgenson, Administrative Assistant
Edward L. Maier Becky Hall, Secretary
Edward J. McKenna Curt Gerhold, Compliance Officer

Mark Mather, Compliance Officer
MEMBERS ABSENT Sue Mears, Compliance Officer
Judith M. Trumpy Jennifer O’ Toole, Compliance Officer

Jean Rhodes, Compliance Officer
SPEAKERS Jennifer Tiffany, Compliance Officer
William Robinson, Oakland Jim Wolfe, Compliance Officer

Anthony Pudlo, IPA

Thad Wunder, lowa City

Douglas Schara, Walgreens

Jonathan Fransen, Hy-Vee

Chris Bossie, INRange System

Megan Meyers, [PA

Angie Boord, lowa Methodist Medical Center
Michelle Clausen, St. Luke’s Methodist Hosp.

Call to Order and Announcements

At 9:00 a.m., James Miller, Chairperson, called the meeting of the Iowa Board of Pharmacy to
order.

Public Comments

Thad Wunder addressed the Board with the following:
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* Technology is being used in pharmacies for safety and efficiency for patients, however
Mr. Wunder believes some critical pieces of that technology have been left out of some
of the current telepharmacies in the state, that being live audio-video streams between
the managing pharmacy and from the pharmacist that supervises the pharmacy
technician at the telepharmacy. Mr. Wunder provided the Board with two situations he
had encountered and asked that the Board not approve the telepharmacy request on the
Board’s agenda until some of the potential issues were addressed.

* Providing video or audio recordings of the board meetings and placing those video or
audio recordings on a website for the public to view or listen to.

e Finding a more efficient way to contact board members by having their email addresses
available online for the public to contact them directly.

Doug Schara thanked the Board for their service and commitment to the practice of
pharmacy. Mr. Shara would like the Board to continue their communication by reaching
out to the pharmacists in their communities and at meetings; and encourage pharmacy
students to attend open session board meetings. Mr. Shara recommended the Board send a
letter to the Dean at the University of Iowa College of Pharmacy encouraging pharmacy
students to attend open session board meetings.

Approval of Minutes

The minutes of the January 13-13, 2016, meeting were reviewed.

Motion by Edward McKenna, seconded by Sharon Meyer, to approve the open session minutes
of the January 12-13, 2015, meeting as presented. Motion approved unanimously.

Reports

1. Executive Director’s Report —

A. Meetings and Travel

b

On March 4, 2016, Terry Witkowski, Debbie Jorgenson and Andrew Funk had the
opportunity to meet with Serbian Nationals through the U.S. Department of State’s
International Visitor Leadership Program to discuss the regulation of pharmacy in
[owa.

The National Association of Boards of Pharmacy (NABP) will be hosting a MPJE
Item Development Workshop in Northbrook, IL on March 15-16, 2016. Andrew
Fund and Jennifer O’Toole plan to attend the workshop.

Debbie Jorgenson will be representing the Board of Pharmacy and taking part in a
panel discussion regarding communication and the use of social media by regulatory
agencies at the Federation of State Medical Board’s Annual Meeting in San Diego,
California on April 29, 2016.

The May board meeting is scheduled for May 3-4, 2016, in Des Moines at the board
office.
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5.

NABP’s 112" Annual Meeting will be held on May 14-17, 2016, in San Diego,
California. James Miller, Sharon Meyer, Jason Hansel and Andrew Funk plan to
attend the meeting.

The Iowa Pharmacy Association’s (IPA) Annual Meeting will be held in West Des
Moines on June 17-18, 2016.

The Board will hold a one-day strategic planning meeting prior to the June 28-29,
2016, board meeting. The date and location of the meeting is to be determined.

B. Legislative Update

1.

Senate File 453 is a bill for an Act relating to the Board of Pharmacy, including
nonresident pharmacy and outsourcing facility licensure, pharmacist supervision of
pharmacy technicians, and enforcement authority and has passed the Senate and is
currently up for debate on the House floor. An amendment has been introduced that
structures and describes the license process for a telepharmacy site.

Senate File 2116 is a bill for an Act adding substances to Schedule I of the
controlled substance schedules, and providing penalties and has passed the Senate,
in its amended form. The bill is currently in the House waiting to be reviewed by
the full-committee and must pass the House Committee by Friday, March 11, 2016.

Senate File 2102 is a bill for an Act relating to the Prescription Monitoring Program
(PMP) administered by the Board of Pharmacy and has passed the Senate. The bill
is currently in the House waiting to be reviewed by the full-committee and must
pass the House Committee by Friday, March 11, 2016.

C. Office/Program Updates

1.

Program Planner — Andrew Funk and Terry Witkowski continue to work on
designing and assigning job duties for this position. The primary functions of this
position will be the PMP/database administration and license database design and
implementation.

Compliance Officer — this opening has been approved and is currently posted on the
State of Iowa’s Brass Ring Applicant System. The job posting will close on March
16, 2016. This position will be assigned to the northwestern counties in Iowa.

3. In-office Compliance Officer — this position will be based out of the board office.

GovDelivery — this program is being initiated to assist the Board and board staff to
communicate more effectively with licensees, registrants and the public.

Database Update — Andrew Funk, Terry Witkowski, and Debbie Jorgenson are
continuing to work with the Office of the Chief Information Officer (OCIO) to
obtain a new database. A business analysis will be conducted with the help of
OCIO to determine the Board’s needs. The business analysis will assist board staff

with the development of a Request for Proposal. The cost of the analysis is estimat-
ed at $16,000.

. Board of Pharmacy Appointments:





10.
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e Sharon Meyer has been reappointed to a second term on the Board. Ms. Meyers
new term will be May 1, 2016, to April 30, 2019.

e Kay Jessen of Manson has been appointed to the Board effective May 1, 2016.
Ms. Jessen will replace Judith Trumpy. Ms. Trumpy retires from the Board on
April 30, 2016.

7. TakeAway Program — the Request for Proposal for the Prescription Drug TakeAway
Program is being finalized.

8. 2017 NABP/AACP District 5 Annual Meeting - the lowa Board of Pharmacy will
be hosting the NABP/AACP District 5 Annual Meeting in August of 2017. The
location of the meeting is to be determined.

State of lowa’s Response to NTSB Safety Recommendations 1-14-1 and 1-14-2.

Informational item.

. lowa Gift Law — Meghan Gavin.

Meghan Gavin provided clarification on statues that apply to the Iowa Gift Law.
Appointed members of boards are subject to the lowa Gift Law and Ms. Gavin advised the
Board to seek legal advice should any situation be unclear when interpreting the law.

Roving Quorums — Meghan Gavin.

Roving quorums are considered informal gatherings or private meetings where public
business is discussed when a majority of members are not present. The lowa Supreme
Court is currently looking at a case regarding violation of the lowa Open Meetings Law and
a decision is expected to be made by the lowa Supreme Court within the next few months.

. Prescription Monitoring Program (PMP) Annual Report.

The PMP Annual Report was provided for review. lowa has interconnect ability with
border states that include South Dakota, Minnesota, Wisconsin, Illinois, and with Kansas.
Nebraska currently does not have a compactable system and Missouri currently does not
have a system. The PMP bill that is currently before the House if passed, would allow
integrating with electronic health systems and electronic pharmacy systems.

. One Billion Fewer Hydrocodone Combination Tablets Dispensed After Drug Rescheduled.

Informational item.

. Emergency Meds Act Would Fix Gap in EMS Law That Could Harm Patients —

EMSWorld.

Informational item.

. 2016 Iowa Prescription Drug Abuse Brochure.

Informational item. Brochures are available for distribution to anyone interested.

. Early results of Marijuana Extract Treatment for Children with Epilepsy Prove Promising —

The Washington Post.
Informational item.

Compounded and Repackaged Medications for Office-Use.
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Informational item.

Strategic Pharmaceutical Solutions, Inc., d/b/a Vet Source Home Delivery vs. Nevada State
Board of Pharmacy — complaint for Declaratory Judgment and Injunctive Relief for
Violations of the Sherman Act and State Law.

Informational item.
Hy-Vee Pharmacy Fulfillment Center’s 2015 Quarter 4 Error Report.

Hy-Vee Pharmacy Fulfillment Center submitted their 2015 Quarter 4 Error Report for
review.

Briefing on EMMA E-Kit — Chris Bossi, INRange Systems, Inc., and Tina Moeller, Martin
Health Services.

Chris Bossi provided a presentation on the EMMA E-Kit, a storage and retrieval system
offered by INRange Systems, Inc. INRange would like to offer for sale to Long Term Care
pharmacies their EMMA E-Kit as a First Dosing/Emergency Kit for Long Term Care
Facilities to service newly admitted patients and emergency situations.

The Board took no formal action on this item.

New Practice Model for Community Pharmacy Quarterly Report — Megan Myers, Iowa
Pharmacy Association.

The New Practice Model for Community Pharmacy Quarter Report was provided for review.
Megan Myers provided a summary of the report.

Requests

1.

2016 Iowa Pharmacist Recovery Network (IPRN) Planning Committee Board Action Item.

The IPRN Planning Committee met at the board office on January 14, 2016, to discuss the
IPRN program, the intent of the program, and its future vision. The Iowa Pharmacy
Association is the current administrator of the program.

The Committee’s vision and goal is to develop and support a pharmacy recovery program
that encourages self-reporting of impairment and to provide individuals who are licensed or
registered with the board, with a confidential, non-disciplinary route to recovery from
impairment.

The Planning Committee recommendations to the Board effective July 1, 2016 -

e Permit the lowa Board of Pharmacy staff to administer and monitor the pharmacy
recovery program either internal or by collaboration with other state of Iowa licens-
ing boards, agencies or employees through a Memorandum of Understanding or a
20.88 Agreement.

e Permit the lowa Board of Pharmacy staff to seek informal bids for the marketing,
outreach, grant funding and other ancillary services necessary for the support and
promotion of the pharmacy recovery program.
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Motion by Edward Maier, seconded by Jason Hansel, to accept the recommendations
proposed by the IPRN Planning Committee and direct Andrew Funk to prepare a plan for
the program for Board review. Motion approved unanimously.

Request for Waiver — 657 [.A.C. 20.4 Sterile Compounding — Angela Boord, Iowa
Methodist Medical Center, Des Moines.

Sharon Meyer recused herself from the discussion regarding this request.

Motion by Edward Maier, seconded by Edward McKenna, to approve the request for
waiver until September 1, 2016. Motion approved.

. Request for Waiver — 657 [.A.C. 805(2) Environment and Equipment Requirements — Baum

Harmon Mercy Hospital.

Motion by Edward McKenna, seconded by LaDonna Gratias, to table the request for waiver
and send a compliance officer to Baum Harmon Mercy Hospital for more clarification.
Motion approved unanimously.

Closed Session

At 10:33 a.m., motion by Sharon Meyer, seconded by Edward Maier, the Board voted
unanimously by roll call vote to moved into closed session for the following reason.

For Requests pursuant to Iowa Code § 21.5(1)(a) to review or discuss records which are

required or authorized by state or federal law to be kept confidential under Iowa Code §
272C.6 and 22.7(2).

At 10:39 a.m., while still in closed session, Edward Maier moved that the Board go into open
session, seconded by Jason Hansel. Motion approved unanimously.

Motion by Edward Maier, seconded by Jason Hansel, to approve the request for Mohammed
Masum. Motion approved unanimously.

Requests

1.

Request for Waiver — 657 [.A.C. 20.4 Sterile Compounding — St. Luke’s Methodist
Hospital.

Motion by Jason Hansel, seconded by Edward Maier, to approve the request for waiver.
Motion approved unanimously.

Request for Internship Credit for Life Experience — Rajbir Singh Sandhar, United Kingdom.

This item was tabled. The Board will be extending an invitation to Mr. Sandhar to discuss
his request in person or by telephone at a future board meeting.

. Pilot/Research Demonstration Project Proposal to Establish a Hybrid Telepharmacy in

Avoca — William Robinson, Oakland Pharmacy.

Motion by Sharon Meyer, seconded by Edward McKenna, to deny the request. Motion
approved unanimously.





March 8-9, 2016 Page 10 of 11

Rules and Legislation

Notice of Intended Action — Chapter 21, “Electronic Data in Pharmacy Practice.”

Motion by Edward Maier, seconded by Sharon Meyer, to approve for filing Notice of Intended
Action. Motion approved unanimously. A copy is attached as Addendum I.

Licensure/Registrations

1. Avita Drugs, Baton Rouge, Louisiana - Application for Nonresident Iowa Pharmacy
License.

Motion by Edward Maier, seconded by Edward McKenna, to approve the Application for
Nonresident lowa Pharmacy License. Motion approved unanimously.

2. Clinical Solutions, Nashville, Tennessee - Application for Nonresident lowa Pharmacy
License.

Motion by Jason Hansel, seconded by Edward Maier, to approve the Application for
Nonresident lowa Pharmacy License. Motion approved unanimously.

3. ProCare Pharmacy Care, Las Vegas, Nevada - Application for Nonresident lowa Pharmacy
License Application.

Motion by Edward Maier, seconded by Jason Hansel, to approve the Application for
Nonresident lowa Pharmacy License. Motion approved unanimously.

4. Long’s Drugs of Lexington, Lexington, South Carolina - Application for Nonresident lowa
Pharmacy License.

Motion by Sharon Meyer, seconded by Edward McKenna, to approve the Application for
Nonresident lowa Pharmacy License. Motion approved unanimously.

5. Minnis Drug Store, Morristown, Tennessee - Application for Nonresident lowa Pharmacy
License.

Motion by Edward Maier, seconded by Edward McKenna, to approve the Application for
Nonresident lowa Pharmacy License. Motion approved unanimously.

6. Fresenious USA Manufacturing, DFW Airport, Texas - Application for Nonresident lowa
Pharmacy License.

Motion by Jason Hansel, seconded by Sharon Meyer, to approve the Application for
Nonresident lowa Pharmacy License. Motion approved unanimously.

7. In Your Atmosphere Holdings LLC, d/b/a Wiley Chemists Compounding Pharmacy, Santa
Fe, New Mexico - Application for Nonresident lowa Pharmacy License.

Motion by Edward Maier, seconded by Sharon Meyer, to approve the Application for
Nonresident lowa Pharmacy License. Motion approved unanimously.

8. RSVP Pharmacy #7, LLC, North Richland Hills, Texas. Application for Nonresident lowa
Pharmacy License.

Motion by Edward Maier, seconded by Jason Hansel, to approve the Application for
Nonresident lowa Pharmacy License. Motion approved unanimously.
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Motion by Edward Maier, seconded by Jason Hansel, to adjourn at 11:22 a.m. on March 9,
2016.

Becky Hall
Recording Secretary

Andrew Funk James Miller
Executive Director Board Chair

APPROVED THIS DAY OF , 20






ADDENDUM A

NOTICE OF HEARING AND
STATEMENT OF CHARGES

JAROD WORK
PHARMACIST LICENSE NO. 20153
SIOUX CENTER, IOWA





BEFORE THE IOWA BOARD OF PHARMACY

Re: CASE NO. 2015-102

Pharmacist License of

JEROD WORK
License No. 20153
Respondent.

)
)

) NOTICE OF HEARING AND

) STATEMENT OF CHARGES
)
)

COMES NOW the Iowa Board of Pharmacy ("Board") and files this Notice of Hearing
and Statement of Charges against Jerod Work ("Respondent"), 526 Second Ave. NE, Sioux
Center, [A 51250, pursuant to Iowa Code sections 17A.12(2), 17A.18(3), and 272C.3(1)"e", and
657 IAC 35.5 and 36.5. Respondent’s lowa pharmacist license number 20153 is currently active
through June 30, 2017.

A. TIME, PLACE, AND NATURE OF HEARING

Hearing. A disciplinary contested case hearing shall be held on May 3, 2016, before the
Board. The hearing shall be held during the morning session beginning at 9:00 a.m. and shall be
located in the Board conference room located at the Iowa Board of Pharmacy Office, 400 S.W.
8" Street, Suite E, Des Moines, lowa, 50309-4688. ‘

Answer. Within twenty (20) days of the date you are served this Notice of Hearing and
Statement of Charges, you may file an Answer pursuant to 657 IAC 35.11. The Answer should
specifically admit, deny, or otherwise answer all allegations contained in sections C and D of this
Notice of Hearing and Statement of Charges.

Filing of Pleadings. Pleadings shall be filed with the Board at the following address:
lowa Board of Pharmacy, 400 S.W. 8" Street, Suite E, Des Moines, Towa, 50309-4688.

Presiding Officer. The Board shall serve as presiding officer, but the Board may request
an Administrative Law Judge from the Department of Inspections and Appeals make initial
rulings on prehearing matters, and be present to assist and advise the Board at hearing.

Pre-hearing Conference. Any party may request a prehearing conference in accordance
with 657 JAC 35.15 to discuss issues related to the hearing.

Hearing Procedures. The procedural rules governing the conduct of the hearing are found
at 657 IAC 35. At the hearing, you may appear personally or be represented by counsel at your
own expense. You will be allowed the opportunity to respond to the charges against you, to
produce evidence on your behalf on issues of material fact, cross-examine witnesses present at
the hearing, and examine and respond to any documents introduced at the hearing. If you need
to request an alternative time or date for the hearing, you must comply with the requirements in
657 IAC 35.16. The hearing may be open to the public or closed to the public at your discretion.






Prosecution. The Office of Attorney General is responsible for representing the public
interest (the State) in this proceeding. Copies of pleadings should be provided to counsel for the
State at the following address:

Laura Steffensmeier

Assistant Attorney General

lowa Attorney General’s Office

2" Floor, Hoover State Office Building
Des Moines, Iowa 50319

Ms. Steffensmeier can also be reached by phone at (515) 281-6690 or by e-mail at
laura.steffensmeier@iowa.gov.

Communications. You may contact the Board office at (515) 281-5944 with questions
regarding this notice and other matters relating to these disciplinary proceedings. You may not
contact individual Board members in any manner, including by phone, letter, or e-mail,
regarding this Notice of Hearing and Statement of Charges. Board members may only receive
information about the case when all parties have notice and the opportunity to participate, such
as at the hearing or in pleadings you file with the Board office and serve upon all parties in the
case.

B. LEGAL AUTHORITY AND JURISDICTION

Jurisdiction. The Board has jurisdiction in this matter pursuant to Iowa Code chapters
17A, 147, 155A, and 272C (2015).

Legal Authority. If any of the allegations against you are founded, the Board has
authority to take disciplinary action against you under lowa Code chapters 147, 155A, and 272C,
and 657 IAC 36.

Default. If you fail to appear at the hearing, the Board may enter a default decision or
proceed with the hearing and render a decision in your absence, in accordance with Iowa Code
section 17A.12(3) and 657 IAC 35.21.

C. CHARGES

COUNT I
UNPROFESSIONAL BEHAVIOR—THEFT
Respondent is charged with exhibiting unprofessional behavior in connection with the

practice of pharmacy, specifically theft, in violation of 657 IAC 8.11(8), pursuant to Iowa Code
sections 147.55(9) and 155A.12(1), and 657 IAC 36.1(4)"u".

COUNT II
FAILURE TO RECORD PURCHASES OF PSEUDOEPHEDRINE
Respondent is charged with failing to record purchase records in the real-time electronic
pseudoephedrine tracking system (PTS) established and administered by the governor’s office of
drug control policy in violation of 657 IAC 10.32(6), pursuant to Iowa Code sections 147.55(9)
and 155A.12(1), and 657 TIAC 36.1(4)"u".





COUNT III
FAILURE TO NOTIFY OF CHANGE IN EMPLOYMENT
Respondent is charged with failing to report to the board within ten days a change of the

~_pharmacist’s pharmacy employment in violation of 657 IAC 2.15, pursuant to Iowa Code

sections 147.55(9) and 155A.12(1), and 657 TAC 36.1(4)"u".

D. FACTUAL CIRCUMSTANCES

1. At all times relevant, Respondent served as the pharmacist in charge at Lewis Family
Drug.

2. On several occasions from December 2014 to May 2015, Respondent took over-the-
counter drugs, including pseudoephedrine-containing products, from the pharmacy without
paying for them.

3. An audit from July 2014 through May 2015 revealed a shortage of approximately 135
packages of pseudoephedrine-containing products.

4. On at least one occasion, Respondent admitted to taking a pseudoephedrine-containing
product without logging the transaction into the Iowa Electronic Pseudoephedrine Tracking
System.

5. Respondent’s employment with Lewis Family Drug ended on or around May 13, 2015.
To date, Respondent has not notified the Board that he is no longer employed at that pharmacy.

E. SETTLEMENT

This matter may be resolved by settlement agreement. The procedural rules governing
the Board’s settlement process are found at 657 IAC 36.6. If you are interested in pursuing
settlement in this matter, please contact Assistant Attorney General Laura Steffensmeier at (515)
281-6690.

F. FINDING OF PROBABLE CAUSE

On this x+b day of March, 2016, the lowa Board of Pharmacy found probable cause to
file this Notice of Hearing and Statement of Charges.

AN
n//

777 L" =
Chairperso
Iowa Board of Pharmacy






Copy to:

Laura Steffensmeier

Assistant Attorney General
~ Hoover Building, 2" Floor
Des Moines, IA 50319

PLEASE NOTE: If you require the assistance of auxiliary aids or services to participate in this
matter because of a disability, immediately call 515-281-5944. (If you are hearing impaired, call
Relay Iowa TTY at 1-800-735-2942).





ADDENDUM B

NOTICE OF HEARING AND
STATEMENT OF CHARGES

ANGELA BUCKLAND
PHARMACY TECHNICIAN TRAINEE
REGISTRATION NO. 22004
WILTON, IOWA





BEFORE THE IOWA BOARD OF PHARMACY

Re: ) CASE NO. 2015-161

Technician Trainee Registration of ) E R — -
) NOTICE OF HEARING AND

ANGELA BUCKLAND ) STATEMENT OF CHARGES

Registration No. 22004 )

Respondent. )

COMES NOW the Iowa Board of Pharmacy ("Board") and files this Notice of Hearing
and Statement of Charges against Angela Buckland ("Respondent"), P.O. Box 744, Wilton, IA
52778, pursuant to Iowa Code sections 17A.12(2), 17A.18(3), and 272C.3(1)"e", and 657 IAC
35.5 and 36.5. Respondent’s Iowa technician trainee registration number 22004 is currently
active through March 31, 2016.

A. TIME, PLACE, AND NATURE OF HEARING

Hearing. A disciplinary contested case hearing shall be held on May 3, 2016, before the
Board. The hearing shall be held during the morning session beginning at 9:00 a.m. and shall be
located in the Board conference room located at the lowa Board of Pharmacy Office, 400 S.W.
8" Street, Suite E, Des Moines, lowa, 50309-4688.

Answer. Within twenty (20) days of the date you are served this Notice of Hearing and
Statement of Charges, you may file an Answer pursuant to 657 IAC 35.11. The Answer should
specifically admit, deny, or otherwise answer all allegations contained in sections C and D of this
Notice of Hearing and Statement of Charges.

Filing of Pleadings. Pleadings shall be filed with the Board at the following address:
Iowa Board of Pharmacy, 400 S.W. g Street, Suite E, Des Moines, Iowa, 50309-4688.

Presiding Officer. The Board shall serve as presiding officer, but the Board may request
an Administrative Law Judge from the Department of Inspections and Appeals make initial
rulings on prehearing matters, and be present to assist and advise the Board at hearing.

Pre-hearing Conference. Any party may request a prehearing conference in accordance
with 657 IAC 35.15 to discuss issues related to the hearing.

Hearing Procedures. The procedural rules governing the conduct of the hearing are found
at 657 IAC 35. At the hearing, you may appear personally or be represented by counsel at your
own expense. You will be allowed the opportunity to respond to the charges against you, to
produce evidence on your behalf on issues of material fact, cross-examine witnesses present at
the hearing, and examine and respond to any documents introduced at the hearing. If you need
to request an alternative time or date for the hearing, you must comply with the requirements in
657 IAC 35.16. The hearing may be open to the public or closed to the public at your discretion.






Prosecution. The Office of Attorney General is responsible for representing the public
interest (the State) in this proceeding. Copies of pleadings should be provided to counsel for the
State at the following address:

Laura Steffensmeier

Assistant Attorney General

Iowa Attorney General’s Office

2™ Floor, Hoover State Office Building
Des Moines, lowa 50319

Ms. Steffensmeier can also be reached by phone at (515) 281-6690 or by e-mail at
laura.steffensmeier@iowa.gov.

Communications. You may contact the Board office at (515) 281-5944 with questions
regarding this notice and other matters relating to these disciplinary proceedings. You may not
contact individual Board members in any manner, including by phone, letter, or e-mail,
regarding this Notice of Hearing and Statement of Charges. Board members may only receive
information about the case when all parties have notice and the opportunity to participate, such
as at the hearing or in pleadings you file with the Board office and serve upon all parties in the
case.

B. LEGAL AUTHORITY AND JURISDICTION

Jurisdiction. The Board has jurisdiction in this matter pursuant to lowa Code chapters
17A, 147, 155A, and 272C (2015).

Legal Authority. If any of the allegations against you are founded, the Board has
authority to take disciplinary action against you under lowa Code chapters 147, 155A, and 272C,
and 657 IAC 36.

Default. If you fail to appear at the hearing, the Board may enter a default decision or
proceed with the hearing and render a decision in your absence, in accordance with lTowa Code
section 17A.12(3) and 657 IAC 35.21.

C. CHARGES

COUNT I
DIVERSION OF DRUGS
Respondent is charged with diverting prescription drugs from a pharmacy for personal
use or for distribution, pursuant to Iowa Code sections 147.55(9) and 155A.6A(5), and 657 IAC
36.1(4)"ak".

COUNT 11
CONVICTION OF A CRIME
Respondent is charged with conviction of a related to the profession or occupation of the

licensee or conviction of any crime that would affect the licensee’s ability to practice within a
profession, pursuant to lowa Code section 147.55(5) and 155A.6A(5), and 657 IAC 36.1(4)"j".





D. FACTUAL CIRCUMSTANCES

1. In 2015, while working as a pharmacy technician, Respondent diverted approximately
120 tablets of oxycodone and hydrocodone.

2. On January 12, 2016, Respondent ]ﬁled guilty to three counts of Possession of a
Controlled Substance and one count of theft-4" degree in Muscatine County, lowa.

E. SETTLEMENT

This matter may be resolved by settlement agreement. The procedural rules governing
the Board’s settlement process are found at 657 IAC 36.6. If you are interested in pursuing
settlement in this matter, please contact Assistant Attorney General Laura Steffensmeier at (515)
281-6690.

F. FINDING OF PROBABLE CAUSE

On this Zjh day of March, 2016, the Iowa Board of Pharmacy found probable cause to

file this Notice of Hearing and Statement of Charges.

|
Chairperson /
Iowa Board of Pharmacy

- Copy to:

Laura Steffensmeier
Assistant Attorney General
Hoover Building, 2" Floor
Des Moines, IA 50319

PLEASE NOTE: If you require the assistance of auxiliary aids or services to participate in this
matter because of a disability, immediately call 515-281-5944. (If you are hearing impaired, call
Relay Iowa TTY at 1-800-735-2942).





ADDENDUM C

NOTICE OF HEARING AND
STATEMENT OF CHARGES

COURTNEY HOUSE
PHARMACY TECHNICIAN REGISTRATION NO. 16152
HEDRICK, IOWA





BEFORE THE IOWA BOARD OF PHARMACY

Re: ) CASE NO. 2015-201

Certified Technician Registration of )
- ) NOTICE OF HEARING AND

COURTNEY HOUSE ) STATEMENT OF CHARGES

Registration No. 16152 )

Respondent. )

COMES NOW the lowa Board of Pharmacy ("Board") and files this Notice of Hearing
and Statement of Charges against Courtney House ("Respondent"), 105 Lake St., Hedrick, TA
52563, pursuant to lowa Code sections 17A.12(2), 17A.18(3), and 272C.3(1)"e", and 657 IAC
35.5 and 36.5. Respondent’s Iowa certified technician registration number 16142 is currently
delinquent, having expired January 1, 2016.

A. TIME, PLACE, AND NATURE OF HEARING

Hearing. A disciplinary contested case hearing shall be held on May 3, 2016, before the
Board. The hearing shall be held during the morning session beginning at 9:00 a.m. and shall be
located in the Board conference room located at the lowa Board of Pharmacy Office, 400 S.W.
8" Street, Suite E, Des Moines, lowa, 50309-4688.

Answer. Within twenty (20) days of the date you are served this Notice of Hearing and
Statement of Charges, you may file an Answer pursuant to 657 IAC 35.11. The Answer should
specifically admit, deny, or otherwise answer all allegations contained in sections C and D of this
Notice of Hearing and Statement of Charges.

Filing of Pleadings. Pleadings shall be filed with the Board at the following address:
Iowa Board of Pharmacy, 400 S.W. gt Street, Suite E, Des Moines, Iowa, 50309-4688.

Presiding Officer. The Board shall serve as presiding officer, but the Board may request
an Administrative Law Judge from the Department of Inspections and Appeals make initial
rulings on prehearing matters, and be present to assist and advise the Board at hearing.

Pre-hearing Conference. Any party may request a prehearing conference in accordance
with 657 IAC 35.15 to discuss issues related to the hearing.

- Hearing Procedures. The procedural rules governing the conduct of the hearing are found
at 657 IAC 35. At the hearing, you may appear personally or be represented by counsel at your
own expense. You will be allowed the opportunity to respond to the charges against you, to
produce evidence on your behalf on issues of material fact, cross-examine witnesses present at
the hearing, and examine and respond to any documents introduced at the hearing. If you need
to request an alternative time or date for the hearing, you must comply with the requirements in
657 IAC 35.16. The hearing may be open to the public or closed to the public at your discretion.






Prosecution. The Office of Attorney General is responsible for representing the public
interest (the State) in this proceeding. Copies of pleadings should be provided to counsel for the
State at the following address:

Laura Steffensmeier

Assistant Attorney General

Iowa Attorney General’s Office

2" Floor, Hoover State Office Building
Des Moines, lowa 50319

Ms. Steffensmeier can also be reached by phone at (515) 281-6690 or by e-mail at
laura.steffensmeier@iowa.gov.

Communications. You may contact the Board office at (515) 281-5944 with questions
regarding this notice and other matters relating to these disciplinary proceedings. You may not
contact individual Board members in any manner, including by phone, letter, or e-mail,
regarding this Notice of Hearing and Statement of Charges. Board members may only receive
information about the case when all parties have notice and the opportunity to participate, such
as at the hearing or in pleadings you file with the Board office and serve upon all parties in the
case.

B. LEGAL AUTHORITY AND JURISDICTION

Jurisdiction. The Board has jurisdiction in this matter pursuant to Iowa Code chapters
17A, 147, 155A, and 272C (2015).

Legal Authority. If any of the allegations against you are founded, the Board has
authority to take disciplinary action against you under Iowa Code chapters 147, 155A, and 272C,
and 657 IAC 36.

Default. If you fail to appear at the hearing, the Board may enter a default decision or
proceed with the hearing and render a decision in your absence, in accordance with Towa Code
section 17A.12(3) and 657 IAC 35.21.

C. CHARGES

COUNT I
DIVERSION OF DRUGS
Respondent is charged with diverting prescription drugs from a pharmacy for personal
use or for distribution, pursuant to Iowa Code sections 147.55(9) and 155A.6A(5), and 657 IAC
36.1(4)"ak".

COUNT 11
UNETHICAL BEHAVIOR—THEFT
Respondent is charged with engaging in unethical behavior—theft in violation of 657
IAC 3. 28(4) pursuant to Iowa Code sections 147.55(9) and 155A. 6A(5) and 657 TAC 3.30,
36 1(4)" " lluH





D. FACTUAL CIRCUMSTANCES

1. In 2015, while working as a pharmacy technician, Respondent diverted approximately
1,000 tablets of alprazolam and clonazepam.

2. In 2015, while working as a pharmacy technician, Respondent took approximately $5,000
from her employer.

E. SETTLEMENT

This matter may be resolved by settlement agreement. The procedural rules governing
the Board’s settlement process are found at 657 IAC 36.6. If you are interested in pursuing
settlement in this matter, please contact Assistant Attorney General Laura Steffensmeier at (515)

281-6690.
F. FINDING OF PROBABLE CAUSE

On this 8 ¥\ day of March, 2016, the lowa Board of Pharmacy found probable cause to

file this Notice of Hearing and Statement of Charges.
7‘ C

Chairperson
Iowa Board of Pharmacy

Copy to:

Laura Steffensmeier
Assistant Attorney General
Hoover Building, 2" Floor
Des Moines, IA 50319

PLEASE NOTE: If you require the assistance of auxiliary aids or services to participate in this
matter because of a disability, immediately call 515-281-5944. (If you are hearing impaired, call
Relay Iowa TTY at 1-800-735-2942).





ADDENDUM D

SETTLEMENT AGREEMENT AND FINAL ORDER

DRUG DEPOT, INC.

d/b/a APS PHARMACY
NONRESIDENT PHARMACY LICENSE NOS.
4139 AND 4375
PALM HARBOR, FLORIDA





BEFORE THE IOWA BOARD OF PHARMACY

Re: ) CASE NO. 2013-4139

Nonresident Pharmacy Licens¢of )
) SETTLEMENT AGREEMENT

DRUG DEPOT, INC. ) AND FINAL ORDER

d/b/a APS PHARMACY )

License Nos. 4139 & 4375 )

Respondent. )

Pursuant to Iowa Code sections 17A.12(5) and 272C.3(4) (2015), and 657 IAC 36.6, the
Iowa Board of Pharmacy ("Board") and Drug Depot, Inc. d/b/a APS Pharmacy ("Respondent")
enter into the following Settlement Agreement and Final Order ("Order") to settle a contested
case currently pending before the Board.

The allegations contained in the Statement of Charges against Respondent shall be
resolved without proceeding to hearing, as the Board and Respondent stipulate as follows:

1. The Board filed a Notice of Hearing and Statement of Charges on January 12, 2016.
2. The Board has jurisdiction over the parties and the subject matter of these proceedings.

3. Respondent admits the allegations in the Statement of Charges and acknowledges that the
allegations, if proven in a contested case proceeding, would constitute grounds for the discipline
agreed to in this Order.

4. Execution of this Order constitutes the resolution of a contested case. Respondent has a
right to hearing before the Board on the charges, but Respondent waives the right to hearing and
all attendant rights, including the right to appeal or seek judicial review of the Board’s actions,
by freely and voluntarily entering into this Order. Once entered, this Order shall have the force
and effect of a disciplinary order entered following a contested case hearing.

5. Respondent acknowledges that it has the right to be represented by counsel on this
matter.

6. Respondent agrees that the State’s counsel may present this Order to the Board and may
have ex parte communications with the Board while presenting it.

7. This Order is subject to approval by a majority of the Board. If the Board does not
approve this Order, it shall be of no force or effect to either party, and shall not be admissible for
any purpose in further proceedings in this matter. If the Board approves this Order, it shall be
the full and final resolution of this matter.

8. This Order shall be part of Respondent’s permanent record and shall be considered by the
Board in determining the nature and severity of any disciplinary action to be imposed in the
event of any future violations.
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9. This Order shall not be binding as to any new complaints received by the Board.

10. Respondent understands the Board is required by federal law to report any adverse action
to the National Association of Boards of Pharmacy S Dlsmphnary Clearmghouse and the

National Practitioner Data Bank. ”

11. This Order, when fully executed, is a public record and is available for inspection and
copying in accordance with the requirements of [owa Code chapters 22 and 272C.

12. The Board=s approval of this Order shall constitute a FINAL ORDER of the Board.

IT IS THEREFORE ORDERED:

13. Respondent is hereby CITED for providing pharmacy services to Iowa residents without
an active Iowa pharmacy license violating and WARNED that Respondent’s failure to comply
with the laws and rules governing the practice of pharmacy in the future could result in further
discipline.

14. Respondent shall pay a CIVIL PENALTY in the amount of two thousand five hundred
dollars ($2,500) within thirty (30) days of Board approval of this Order. The check shall be
made payable to the “Treasurer of Iowa” and shall be deposited in the general fund. The civil
penalty should be mailed to the Iowa Board of Pharmacy, Attn: Debbie Jorgenson, 400 SW
Eighth Street, Suite E, Des Moines, [A 50309.

15. Should Respondent violate the terms of this Order, the Board may initiate action to
impose other licensee discipline as authorized by Iowa Code chapters 147, 155A, and 272C and
657 IAC 36.

This Settlement Agreement and Final Order is voluntarily submitted by Respondent to the Board
for its consideration on the 29 day of  Januavy ,2016.

DRUG DEPOT, INC. £~

APS PHARMACY
Respondent
By this signature, Mf(,\ucl Muliqq acknowledges s/he is the
Geveval  Mivager for Drug /Depot, Inc. d/b/a APS Pharmacy and is

authorized to sign tllis Settlement Agreement and Final Order on behalf of Drug Depot, Inc.
d/b/a APS Pharmacy.





This Settlement Agreement and Final Order is approved by the ITowa Board of Pharmacy on the

§4w day of Marct ,2016.
@ : |
Chairpersc}ﬁ | s (/ e
Iowa Board of Pharmacy

Copy to:

Laura Steffensmeier

Assistant Attorney General

Licensing & Administrative Law Division
Iowa Department of Justice

Hoover Building, 2™ Floor

Des Moines, IA 50319

ATTORNEY FOR THE STATE





ADDENDUM E

COMBINED AMENDED STATEMENT OF CHARGES,
SETTLEMENT AGREEMENT, AND FINAL ORDER

PHARMACY CREATIONS, LLC
NONRESIDENT PHARMACY LICENSE NO. 4185
RANDOLPH, NEW JERSEY





BEFORE THE IOWA BOARD OF PHARMACY

~ Nonresident Pharmacy License of

Re: CASE NO. 2015-6

)

)

) COMBINED AMENDED STATEMENT
PHARMACY CREATIONS, LLC )
License No. 4185 )
Respondent. )

OF CHARGES, SETTLEMENT
AGREEMENT, AND FINAL ORDER

COME NOW the Towa Board of Pharmacy ("Board") and Pharmacy Creations, LLC
("Respondent”) and enter into this Combined Amended Statement of Charges, Settlement
Agreement, and Final Order ("Order") pursuant to Iowa Code sections 17A.12(5) and 272C.3(4)
(2015), and 657 IAC 36.6. The Board issued a Notice of Hearing and Statement of Charges against
Respondent on November 4, 2015. Through this Order, the Board and Respondent consent to
amend the Statement of Charges and Factual Circumstances as outlined below, and agree to settle
the contested case currently pending before the Board.

A. AMENDED STATEMENT OF CHARGES

COUNT I
OUT-OF-STATE DISCIPLINE
Respondent is charged with violating the pharmacy or drug laws or rules of another state
while under the jurisdiction of that state, pursuant to lowa Code section 155A.13A(3), and 657
IAC 19.10 and 36.1(4)"ad".

COUNT II
FAILURE TO NOTIFY OF DISCIPLINE
Respondent is charged with failing to notify the board within 30 days after a final decision
entered by the licensing authority of another state, territory, or country which decision resulted in
a license or registration revocation, suspension, or other disciplinary sanction, pursuant to lowa
Code section 155A.13A(3), and 657 IAC 19.10 and 36.1(4)"k".

B. AMENDED FACTUAL CIRCUMSTANCES

I. Respondent became licensed as an lowa nonresident pharmacy in May 2013. When
initially licensed, Respondent was a limited liability company co-owned by two individuals.

2. On October 17,2013, the Indiana State Board of Pharmacy granted Respondent an Indiana
nonresident pharmacy permit, but placed it on probation for a minimum period of 16 months. The
probationary period was based solely on Respondent’s shipment of medications into Indiana prior
to licensure. Respondent reported the discipline to the Board in December 2014. The probationary
period has now expired and the probation has been lifted.

3. On April 1, 2014, Tmprimis Pharmaceuticals Inc. acquired 100% of the membership
interests of the limited liability company Pharmacy Creations, LLC.





4. On April 22, 2014, the Ohio State Board of Pharmacy granted Respondent’s Ohio
nonresident pharmacy permit, but placed it on probation for 12 months and imposed a $2,000 fine.
The probationary period and fine were based solely on Respondent’s shipment of medication into

= *Ghiofpriﬁrftcrlicensureinﬂ0'kaespontfen'rrep'ortedTh’e*discipiine to the Board in August 2014.
The probationary period has now expired and the probation has been lifted.

5. On March 16, 2015, the Alabama Board of Pharmacy granted Respondent’s Alabama
nonresident pharmacy permit, but placed it on probation for a period of one year. The probationary
period was based solely on Respondent’s prior discipline in Indiana and Ohio, as described above.
Respondent reported the discipline to the Board on June 1, 2015.

6. On July 28, 2015, the Colorado Board of Pharmacy issued a Letter of Admonition to
Respondent solely for failing to provide timely notification of the above referenced Alabama
discipline. Respondent timely reported the discipline to the Board on August 6, 2015.

7. On August 4, 2015, the Texas State Board of Pharmacy granted Respondent’s Texas
nonresident pharmacy permit, but placed it on probation for a period of two years and imposed a
$2,200 fine. The probationary period and fine were based on prior discipline as outlined above
and Respondent’s failure to disclose one single prior disciplinary action that occurred in 2005.
Respondent timely reported the discipline to the Board on September 2, 2015.

8. On October 22, 2015, the Hawaii State Board of Pharmacy granted Respondent’s Hawaii
non-resident pharmacy permit, but placed it on probation solely due to and concurrent with the
Alabama probation. Respondent timely reported the discipline to the Board on November 2,2015.

9. On November 10, 2015, Respondent agreed to a fine from the New Jersey Board of
Pharmacy for deficiencies identified in an inspection. Respondent timely reported the violations
to the Board on November 18, 2015.

C. SETTLEMENT AGREEMENT AND FINAL ORDER
1. The Board has jurisdiction over the parties and the subject matter of these proceedings.

2. Respondent acknowledges that the allegations in the Amended Statement of Charges, if
proven in a contested case hearing, would constitute grounds for the discipline agreed to in this
Order. Respondent asserts that at the time of acquisition, Imprimis was not aware of the actions
taken by the previous co-owners and management as described herein that resulted in disciplinary
actions and that following the acquisition and Imprimis’ knowledge of such actions, Imprimis
terminated all business relationships with the former co-owners and management of the business
and such co-owners and management no longer have any association with Respondent’s business.

3. Execution of this Order constitutes the resolution of contested case number 2015-6.
Respondent has a right to hearing before the Board on the charges, but Respondent waives the
right to hearing and all attendant rights, including the right to appeal or seek judicial review of the
Board’s action, by freely and voluntarily entering into this Order. Once entered, this Order shall
have the force and effect of a disciplinary order entered following a contested case hearing.

4. Respondent acknowledges that it has the right to be represented by counsel on this matter.





5. Respondent agrees that the State’s counsel may present this Order to the Board and may
have ex parte communications with the Board while presenting it.

———————— 6. This Order is subject to approval by a majority of the full Board. If the Board does not
approve this Order, it shall be of no force or effect to either party, and shall not be admissible for
any purpose in further proceedings in this matter. If the Board approves this Order, it shall be the
full and final resolution of this matter.

7. This Order shall be part of Respondent’s permanent record and shall be considered by the
Board in determining the nature and severity of any disciplinary action to be imposed in the event
of any future violations.

8. Respondent understands the Board is required by federal law to report any adverse action
to the National Association of Boards of Pharmacy’s Disciplinary Clearinghouse and the National
Practitioner Data Bank.

9. This Order, when fully executed, is a public record and is available for inspection and
copying in accordance with the requirements of lowa Code chapters 22 and 272C.

10. The Board’s approval of this Order shall constitute a FINAL ORDER of the Board.

IT IS THEREFORE ORDERED:

I'1. Respondent is hereby CITED for violating the pharmacy or drug laws or rules of another
state while under the jurisdiction of that state and for failing to timely notify the Board of discipline
and WARNED that Respondent’s failure to comply with the laws and rules governing the practice
of pharmacy in the future could result in further discipline.

12. Respondent shall pay a CIVIL PENALTY in the amount of two thousand five hundred
dollars ($2,500) within thirty (30) days of Board approval of this Order. The check shall be made
payable to the “Treasurer of lowa” and shall be deposited in the general fund. The civil penalty
should be mailed to the lowa Board of Pharmacy, Attn: Debbie Jorgenson, 400 SW Eighth Street,
Suite E, Des Moines, 1A 50309.

13. Respondent shall comply with all laws and rules governing lowa licensed nonresident
pharmacies.

14. Should Respondent violate the terms of this Order, the Board may initiate action to impose
other licensee discipline as authorized by lowa Code chapters 147, 155A, and 272C and 657 IAC
36.





This Combined Amended Statement of Charges, Settlement Agreement, and Final Order is
voluntarily submitted by Respondent to the Board for its consideration on the 3" day of

Pucch 016 <

% //4/1/ o

P ARMACY CREATIONS, LLC

Respondent
By this signature, ALK L. Baum acknowledges MWhe is the
residen for Pharmacy Creations, LLC and is authorized to sign this

Combined Amended Statement of Charges, Settlement Agreement, and Final Order on behalf of
Pharmacy Creations, LLC.

This Combined Amended Statement of Charges, Settlement Agreement, and Final Order is
approved by the Iowa Board of Pharmacy on thegﬂ day of %M 7 5

2016.

Chairperson

Iowa Board of P armacy
Copy to:

Laura Steffensmeier

Assistant Attorney General

Licensing & Administrative Law Division
Iowa Department of Justice

Hoover Building, 2™ Floor

Des Moines, 1A 50319

ATTORNEY FOR THE STATE





ADDENDUM F

COMBINED STATEMENT OF CHARGES,
SETTLEMENT AGREEMENT, AND FINAL ORDER

WICKLIFFE VETERINARY PHARMACY
NONRESIDENT PHARMALCY LICENSE NO. 3876
LEXINGTON, KENTUCKY





BEFORE THE IOWA BOARD OF PHARMACY

Re: ~ CASENO. 2014-181

)
Nonresident Pharmacy License of )

) COMBINED STATEMENT OF
WICKLIFFE VETERINARY ) CHARGES, SETTLEMENT
PHARMACY ) AGREEMENT, AND FINAL ORDER
License No. 3876 )
Respondent. )

COME NOW the Iowa Board of Pharmacy ("Board") and Wickliffe Veterinary
Pharmacy ("Respondent"), 4340 Georgetown Road, Lexington, KY 40511, and enter into this
Combined Statement of Charges, Settlement Agreement, and Final Order ("Order") pursuant to
lowa Code sections 17A.10 and 272C.3(4) (2015), and 657 IAC 36.6, stating the following:

A. STATEMENT OF CHARGES

COUNT I
OUT-OF-STATE DISCIPLINE
Respondent is charged with violating the pharmacy or drug laws or rules of another state
while under the jurisdiction of that state, pursuant to lowa Code section 155A.13A(3), and 657
[AC 19.10 and 36.1(4)"ad".

B. FACTUAL CIRCUMSTANCES

1. On October 23, 2015, the Kentucky Board of Pharmacy approved an order placing
Respondent’s pharmacy license on probation for a minimum period of three years and imposing
a fine of $100,000. The discipline was a result of compounding deficiencies uncovered at the
pharmacy.

C. SETTLEMENT AGREEMENT AND FINAL ORDER
1. The Board has jurisdiction over the parties and the subject matter of these proceedings.

2. Respondent admits the allegations in the Statement of Charges and acknowledges that the
allegations, if proven in a contested case hearing, would constitute grounds for the discipline
agreed to in this Order.

3. Execution of this Order constitutes the resolution of a contested case. Respondent has a
right to hearing before the Board on the charges, but Respondent waives the right to hearing and
all attendant rights, including the right to appeal or seek judicial review of the Board’s action, by
freely and voluntarily entering into this Order. Once entered, this Order shall have the force and
effect of a disciplinary order entered following a contested case hearing.

4. Respondent acknowledges that it has the right to be represented by counsel on this





matter.

5. Respondent agrees that the State’s counsel may present this Order to the Board and may
—have ex parte communications with the Board while presentingit.

6. This Order is subject to approval by a majority of the full Board. If the Board does not
approve this Order, it shall be of no force or effect to either party, and shall not be admissible for
any purpose in further proceedings in this matter. If the Board approves this Order, it shall be
the full and final resolution of this matter.

7. This Order shall be part of Respondent’s permanent record and shall be considered by the
Board in determining the nature and severity of any disciplinary action to be imposed in the
event of any future violations.

8. This Order shall not be binding as to any new complaints received by the Board.

9. Respondent understands the Board is required by federal law to report any adverse action
to the National Association of Boards of Pharmacy’s Disciplinary Clearinghouse and the
National Practitioner Data Bank.

10. This Order, when fully executed, is a public record and is available for inspection and
copying in accordance with the requirements of lowa Code chapters 22 and 272C.

11. The Board’s approval of this Order shall constitute a FINAL ORDER of the Board.

IT IS THEREFORE ORDERED:

12. Respondent’s nonresident pharmacy license is hereby placed on PROBATION for the
entirety of Respondent’s probationary period in Kentucky. Respondent shall comply with all
terms of the Kentucky Order. Respondent shall report any violations of the Kentucky Order to
the Board immediately. Respondent’s nonresident pharmacy license shall be released from
probation when the Board receives verification that the Kentucky Board of Pharmacy has
released Respondent’s pharmacy license from probation.

13. Respondent shall pay a CIVIL PENALTY in the amount of one thousand dollars
($1,000) within thirty (30) days of Board approval of this Order. The check shall be made
payable to the “Treasurer of lowa” and shall be deposited in the general fund. The civil penalty
should be mailed to the lowa Board of Pharmacy, Attn: Debbie Jorgenson, 400 SW Eighth
Street, Suite E, Des Moines, [A 50309.

14. Should Respondent violate the terms of this Order, the Board may initiate action to
impose other licensee discipline as authorized by lowa Code chapters 147, 155A, and 272C and
657 IAC 36.

This Combined Statement of Charges, Settlement Agreement, and Final Order is voluntarily
blsmtted by Respondent to the Board for its consideration on the //74 day of
Lo , 2016.

¥,





P

L
e e CKLIFE/é VETERINARY PHARMACY —
Respondent

By this signature, acknowledges s/he is the

el Ao / EUrin/ for chkllffe Veterinary Pharmacy and is authorized to
sign this Settlemént Agreement and Final Order on behalf of Wickliffe Veterinary Pharmacy.

This Combined Statement of Charges, Settlement Agreement, and Final Order is approved by the
Iowa Board of Pharmacy on the%L day of "YY\ (1/\/(/(/\/ ,2016.

O,

Chalrperson i
lowa Board o harmacy

Copy to:

Laura Steffensmeier

Assistant Attorney General

Licensing & Administrative Law Division
Iowa Department of Justice

Hoover Building, 2™ Floor

Des Moines, IA 50319





ADDENDUM G

COMBINED STATEMENT OF CHARGES,
SETTLEMENT AGREEMENT, AND FINAL ORDER

KELSEY TROXEL
PHARMACY TECHNICIAN REGISTRATION NO. 22102
CRESCO, IOWA





BEFORE THE IOWA BOARD OF PHARMACY

Re: ) CASE NO. 2015-188
_Technician Trainee Registration of ) S S
) COMBINED STATEMENT OF
KELSEY TROXEL ) CHARGES, SETTLEMENT
Registration No. 22102 ) AGREEMENT, AND FINAL ORDER
Respondent. )

COME NOW the Iowa Board of Pharmacy ("Board") and Kelsey Troxel
("Respondent"), 2465 Dogwood Rd., Decorah, IA 52101, and enter into this Combined

Statement of Charges, Settlement Agreement, and Final Order ("Order") pursuant to Iowa Code
sections 17A.10 and 272C.3(4) (2015), and 657 IAC 36.6, stating the following:

A. STATEMENT OF CHARGES

Count I
DIVERSION OF DRUGS
Respondent is charged with diverting prescription drugs from a pharmacy for personal
use or for distribution, pursuant to lowa Code sections 147.55(9) and 155A.6A(5), and 657 IAC
36.1(4)"ak".

B. FACTUAL CIRCUMSTANCES

1. Respondent holds pharmacy technician trainee registration number 22102, which is
currently active through April 30, 2016.

2. In 2015, while working as a pharmacy technician, Respondent diverted approximately
700 tablets of oxycodone and morphine.

C. SETTLEMENT AGREEMENT AND FINAL ORDER
1. The Board has jurisdiction over the parties and the subject matter of these proceedings.

2. Respondent admits the allegations in the Statement of Charges and acknowledges that the
allegations, if proven in a contested case hearing, would constitute grounds for the discipline
agreed to in this Order.

3. Execution of this Order constitutes the resolution of a contested case. Respondent has a
right to hearing before the Board on the charges, but Respondent waives the right to hearing and
all attendant rights, including the right to appeal or seek judicial review of the Board’s action, by
freely and voluntarily entering into this Order. Once entered, this Order shall have the force and
effect of a disciplinary order entered following a contested case hearing.

4. Respondent acknowledges that she has the right to be represented by counsel on this





matter.

5. Respondent agrees that the State’s counsel may present this Order to the Board and may
have ex parte communications with the Board while presenting it.

6. This Order is subject to approval by a majority of the full Board. If the Board does not
approve this Order, it shall be of no force or effect to either party, and shall not be admissible for
any purpose in further proceedings in this matter. If the Board approves this Order, it shall be
the full and final resolution of this matter.

7. This Order shall be part of Respondent’s permanent record and shall be considered by the
Board in determining the nature and severity of any disciplinary action to be imposed in the
event of any future violations.

8. This Order shall not be binding as to any new complaints received by the Board.

9. Respondent understands the Board is required by federal law to report any adverse action
to the National Association of Boards of Pharmacy’s Disciplinary Clearinghouse and the
National Practitioner Data Bank.

10. This Order, when fully executed, is a public record and is available for inspection and
copying in accordance with the requirements of lowa Code chapters 22 and 272C.

11. The Board’s approval of this Order shall constitute a FINAL ORDER of the Board.

IT IS THEREFORE ORDERED:

12. Respondent agrees to VOLUNTARILY SURRENDER her pharmacy technician trainee
registration to resolve this matter.

13. This voluntary surrender is considered discipline and, when accepted by the Board, has
the same force and effect as an order of revocation under 657 IAC 36.15. Respondent may not
request reinstatement for at least one year from the date of this Order.

14. Respondent may request reinstatement of her Iowa pharmacy technician registration by
filing an application for reinstatement under 657 IAC 36.13. Respondent’s registration shall not
be reinstated except upon a showing by Respondent that the basis for revocation of her
registration no longer exists, and that it is in the public interest for the registration to be
reinstated.

15. Respondent agrees not to work in a pharmacy in any capacity in Iowa unless her
technician registration is reinstated.

16. Should Respondent violate the terms of this Order, the Board may initiate action to
impose other licensee discipline as authorized by lowa Code chapters 147, 155A, and 272C and
657 IAC 36.





This Combined Statement of Charges, Settlement Agreement, and Final Order is voluntarily
submitted by Respondent to the Board for its consideration on the CQ_‘{ day of
— LMy , 2016.

YO ored,

KELSAY TROXEL
Respondent

This Combined Statement of Charges, Settlement Agreement, and Final Order is approved by the

Towa Board of Pharmacy on theg™ day of ”/VY\C(/L,C/@\/ ,2016.
|
Chairp‘e'rson

lowa Board of Pharmacy

Copy to:

Laura Steffensmeier
Assistant Attorney General
Hoover Building, 2" Floor
1305 E. Walnut St.

Des Moines, 1A 50319





ADDENDUM H

COMBINED STATEMENT OF CHARGES,
SETTLEMENT AGREEMENT, AND FINAL ORDER

DAVID SCHLUETER
PHARMACIST LICENSE NO. 16411
DUBUQUE, IOWA





BEFORE THE IOWA BOARD OF PHARMACY

Re: ) CASE NO. 2015-197

Pharmacist License of B ) . R
) COMBINED STATEMENT OF

DAVID SCHLUETER ) CHARGES, SETTLEMENT

License No. 16411 ) AGREEMENT, AND FINAL ORDER

Respondent. )

COME NOW the lowa Board of Pharmacy ("Board") and David Schlueter
("Respondent"), 3645 Crescent Ridge, Dubuque, [A 52003, and enter into this Combined
Statement of Charges, Settlement Agreement, and Final Order ("Order") pursuant to Iowa Code
sections 17A.10 and 272C.3(4) (2015), and 657 IAC 36.6, stating the following:

A. STATEMENT OF CHARGES

COUNT 1
FORGING PRESCRIPTIONS
Respondent is charged with forging a prescription, pursuant to lowa Code sections
155A.12(1), (3), 147.55(3), and (9), and 657 IAC 36.1(4)"c" and "an".

B. FACTUAL CIRCUMSTANCES

1. In October of 2000, Respondent’s pharmacist license was disciplined by the Board for
falsifying medical records and creating false patient profiles.

2. From January 2013 to July 2015, Respondent admits to forging and dispensing
approximately 14 prescriptions for controlled substances for a family member.

C. SETTLEMENT AGREEMENT AND FINAL ORDER
3. The Board has jurisdiction over the parties and the subject matter of these proceedings.

4. Respondent admits the allegations in the Statement of Charges and acknowledges that the
allegations, if proven in a contested case hearing, would constitute grounds for the discipline
agreed to in this Order.

5. Execution of this Order constitutes the resolution of a contested case. Respondent has a
right to hearing before the Board on the charges, but Respondent waives the right to hearing and
all attendant rights, including the right to appeal or seek judicial review of the Board’s action, by
freely and voluntarily entering into this Order. Once entered, this Order shall have the force and
effect of a disciplinary order entered following a contested case hearing.

6. Respondent acknowledges that he has the right to be represented by counsel on this
matter.





7. Respondent agrees that the State’s counsel may present this Order to the Board and may
have ex parte communications with the Board while presenting it.

8. This Order is subject to approval by a majority of the full Board. If the Board does not
~ approve this Order, it shall be of no force or effect to either party, and shall not be admissible for
any purpose in further proceedings in this matter. If the Board approves this Order, it shall be
the full and final resolution of this matter.

9. This Order shall be part of Respondent’s permanent record and shall be considered by the
Board in determining the nature and severity of any disciplinary action to be imposed in the
event of any future violations.

10. This Order shall not be binding as to any new complaints received by the Board.

11. Respondent understands the Board is required by federal law to report any adverse action
to the National Association of Boards of Pharmacy’s Disciplinary Clearinghouse and the
National Practitioner Data Bank.

12. This Order, when fully executed, is a public record and is available for inspection and
copying in accordance with the requirements of lowa Code chapters 22 and 272C.

13. The Board’s approval of this Order shall constitute a FINAL ORDER of the Board.

IT IS THEREFORE ORDERED:

14. Respondent’s license to practice pharmacy is INDEFINITELY SUSPENDED until all
of the following conditions are satisfied. Once the conditions are satisfied, Respondent’s license
shall be reinstated automatically:

a. Respondent shall undergo a comprehensive physical and mental
evaluation from a Board-approved evaluator to gauge whether there is any
condition underlying Respondent’s repeated dishonest behavior.
Respondent shall comply with any treatment recommended by the
evaluator. Respondent’s license shall not be reinstated until the evaluator
submits written verification to the Board that Respondent is safe to
practice pharmacy.

b. Respondent shall complete 2.0 CEU/20 contact hours of continuing
education in the area of pharmacy ethics. These CEUs are in addition to
the CEUs required for license renewal and cannot be counted towards the
CEUs required for license renewal under 657 IAC 2.12. Respondent shall
submit certificates to the Board as proof of completion of this requirement.
The certifications can be mailed to the lowa Board of Pharmacy, Attn:
Debbie Jorgenson, 400 SW Eighth Street, Suite E, Des Moines, A 50309.
Respondent is responsible for all costs associated with obtaining the
required continuing education.





c. Respondent shall pay a civil penalty in the amount of one thousand dollars

($1,000). The check shall be made payable to the “Treasurer of lowa” and

shall be deposited in the general fund. The civil penalty should be mailed

to the ITowa Board of Pharmacy, Attn: Debbie Jorgenson 400 SW Elghth
~Street, Suite E, Des Moines, IA 50309. '

15. Respondent shall immediately provide a copy of the Notice of Hearing and Statement of
Charges and this Order to his current employer. Prior to accepting any new positions as a
pharmacist (no later than at the time of an employment interview), Respondent must provide a
copy of the Notice of Hearing and Statement of Charges and this Order to the potential pharmacy
employer.

16. Should Respondent violate the terms of this Order, the Board may initiate action to
impose other licensee discipline as authorized by lowa Code chapters 147, 155A, and 272C and
657 IAC 36.

This Combined Statement of Charges, Settlement Agreement, and Final Order is \;ﬁ’luntanly

submitted by Respondent to the Board for its consideration on the day of
felorucra, ,2016.
‘4‘)

DAVID SCHLUETER
Respondent

This Combined Statement of Charges, Settlement Agreement, and Final Order is approved by the

Iowa Board of Pharmacy on the §gl day of Y Noedr/ ,2016.
Chalrperson 4

lowa Board of armacy

Copy to:

Laura Steffensmeier

Assistant Attorney General

Licensing & Administrative Law Division
Iowa Department of Justice

Hoover Building, 2" Floor

Des Moines, IA 50319





ADDENDUM |

NOTICE OF INTENDED ACTION

CHAPTER 21, “ELECTRONIC DATA IN PHARMACY PRACTICE”
MARCH 9, 2016





ARC 2498C
PHARMACY BOARD|657]

Notice of Intended Action

Twenty-five interested persons, a governmental subdivision, an agency or association of 25 or more
persons may demand an oral presentation hereon as provided in Iowa Code section 17A.4(1)“b.”

Notice is also given to the public that the Administrative Rules Review Committee may, on its own
motion or on written request by any individual or group, review this proposed action under section
17A.8(6) at a regular or special meeting where the public or interested persons may be heard.

Pursuant to the authority of lowa Code sections 124.301 and 147.76, the Board of Pharmacy hereby
gives Notice of Intended Action to amend Chapter 21, “Electronic Data in Pharmacy Practice,” Iowa
Administrative Code.

The amendment was approved at the March 9, 2016, regular meeting of the Board of Pharmacy.

The proposed amendment strikes the final sentence in subrule 21.8(4). The sentence was intended
to enforce the requirement that a prescription that is created and transmitted electronically must be
maintained by the pharmacy as an electronic record and that a printed hard copy of the electronic
prescription cannot replace the electronic record as the original prescription record. The sentence has
been misinterpreted to prohibit the printing of an electronically created and transmitted prescription.

Requests for waiver or variance of the discretionary provisions of Board rules will be considered
pursuant to 657—Chapter 34.

Any interested person may present written comments, data, views, and arguments on the proposed
amendment not later than 4:30 p.m.on May 17, 2016. Such written materials may be sent to Terry
Witkowski, Executive Officer, Board of Pharmacy, 400 S.W. Eighth Street, Suite E, Des Moines, Iowa
50309-4688; or by e-mail to terry.witkowski@iowa.gov.

After analysis and review of this rule making, no impact on jobs has been found.

This amendment is intended to implement lowa Code sections 124.301, 124.306, 124.308, 155A.27,
and 155A.35.

The following amendment is proposed.

Amend subrule 21.8(4) as follows:

21.8(4) Original prescription. The electronic transmission shall be deemed the original prescription
drug order provided it meets the requirements of this rule. The electronic transmission of a prescription
drug order for a controlled substance shall meet all requirements of the DEA for electronic prescribing.
An electronically prepared and transmitted prescription shall be maintained electronically in the
prescriber’s electronic prescription application and the pharmacy prescription application for a
minimum period of two years following the date of last activity on that prescription record. Onee-a







2015 4™ Quarter Board of Pharmacy Telepharmacy Report

This is the end of the first year of operation of the pilot telepharmacy in State Center. Business
has continued to steadily increase since opening in May 2015, and patients are becoming much more
familiar with the operation of the telepharmacy. We are still working to grow the business and involve
the pharmacy with the community. Our staff is active in community fundraising events, and |
(pharmacist in charge) have talked to patients at a community event.

A pharmacist is still on site once weekly for 8 hours per week. A monthly inspection is done
while the pharmacist in charge is on-site. It is still NuCara’s goal to involve the pharmacist more on-site
as time progresses and volume permits.

Table 1: Total number of prescriptions filled by month (2015 by quarter)

Total Number of Quarter 2 Quarter 3 Quarter 4 Total for 2015
RX Filled May-June July-September October- December
499 1277 1644 3420

Table 2: Average number of prescriptions filled by day (2015 by quarter)

Average Fills by Day Quarter 2 Quarter 3 Quarter 4
May-June July- September October-December
Monday 12 23 34
Tuesday 12 21 26
Wednesday 13 18 27
Thursday 12 17 18
Friday 9 16 18

There have been two documented quality related events that have reached the patient. Neither
of these caused harm to the patient, but both the patient and physicians were contacted regarding the
error. Both involved the entry process; one had the wrong drug selected, and one was the incorrect
strength. The telepharmacy utilizes NuCara’s continuous quality improvement website to document all
errors. Upon discovery of an error the technician on site immediately notifies the pharmacist in charge.

Clinical services are still a priority at the telepharmacy, and we are working to implement new
programs to bring services to these underserved patients. Patients are able to get medications
packaged, MTM services as well as in depth counseling as needed. We also offer any immunization
while a pharmacist is on-site.

Our two main areas of focus in 2016 include growing the prescription volume and increasing
clinical services by our pharmacists. Increasing the volume of prescriptions would help provide
opportunities to grow the clinical business. We will continue to be involved in the community and
participate in local events.
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Debbie,

Will add this report as an FYI for the May Board meeting?

Thank you,

Andrew Funk, Pharm.D.
Executive Director

lowa Board of Pharmacy
RiverPoint Business Park
400 SW 8th Street, Suite E

Des Moines, lowa 50309-4688

515.281.5944 Main Line
andrew.funk@iowa.gov

From: Thompson, Deborah [IDPH]

Sent: Wednesday, March 23, 2016 10:24 AM
To: Funk, Andrew [IBPE]
Cc: Witkowski, Terry [IBPE]; Clabaugh, Gerd [IDPH]
Subject: Fwd: state profile

FYI this attachment includes information on the prescription drug monitoring program. Thx!

Deborah Thompson

Policy Advisor & Legislative Liaison
lowa Department of Public Health

515-240-0530

Deborah.Thompson@idph.iowa.gov

"Promoting and Protecting the Health of lowans."

Begin forwarded message:

From: "Hoelscher, Doug [IGOV]" <Doug.Hoelscher@iowa.gov>

Date: March 22, 2016 at 7:08:52 PM CDT
To: "Hammes, Ben [IGOV]" <Ben.Hammes
"Lukan, Steven [ODCP]" <Steven.Lukan

iowa.gov>, "Clabaugh, Gerd [IDPH]" <Gerd.Clabaugh

"Thompson, Deborah [IDPH]" <Deborah.Thompson@idph.iowa.gov>, "Bowden, Mark [IBM]"
<Mark.Bowden@iowa.gov>
Cc: "Groen, Stephanie [IGOV]" <Stephanie.Groen@iowa.gov>
Subject: Fwd: state profile

FYI

Sent from my iPhone

Begin forwarded message:

iowa.gov>, "Woolery, Dale [ODCP]" <DALE.WOOLERY@iowa.gov>,

idph.iowa.qgov>,
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Drug Poisoning Death Rate per 100,000, by County, 2010-2014
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Based on information available as of March 21, 2016

Drug Poisoning Death Rate by State and National
(age-adjusted per 100,000 population)

Requires ALL Prescribers Receive Appropriate Opioid Prescribing Training

YES /I0WA ADMIN. CODE r. 253-11.4 (2011)]

Established a Prescription Drug Monitoring Program (PDMP)

YES /PDMP TTAC State Profiles]

Requires Pharmacy to Submit Data to PDMP within 24 hours

N O /CDC Prevention Status Reports]

Requires PDMP use by ALL Prescribers

NO

CDC Prevention Status Reports]

PDMP Interoperable with other States

IShares info with 5 states [National Association of Boards of Pharmacy]

State Law Explicitly Allows Syringe Service Programs

NO

Permits Distribution of Naloxone by Pharmacists*

INO

Permits Third Party Prescriptions of Naloxone (eg. Family member, caregiver) |N0

*Under a standing order, collaborative practice agreement, or prescriptive authority.
























From: "Harris, Dalen" <Dalen_A_Harris@ondcp.eop.gov>
Date: March 22, 2016 at 6:12:59 PM EDT

To: "Hoelscher, Doug [IGOV]" <Doug.Hoelscher@iowa.gov>
Cc: "Saenz, Adrian" <Adrian_Saenz@who.eop.gov>
Subject: state profile

Please see the attached one page profile about the epidemic in your
State, which we hope you find useful as you develop strategies
moving forward.

Best Regards,
Dalen

Dalen A. Harris

Director

Office of Intergovernmental and Public Liaison
White House Office of National Drug Control Policy
DHarris@ondcp.eop.gov

Office: (202) 395-6652

Cell: (202) 436-5304

Stay Connected with ONDCP :

This email message and its attachments may contain confidential information that is exempt from disclosure under lowa Code chapters
22, 139A, and other applicable law. Confidential information is for the sole use of the intended recipient. If you believe that you have
received this transmission in error, please reply to the sender, and then delete all copies of this message and any attachments. If you are
not the intended recipient, you are hereby notified that any review, use, retention, dissemination, distribution, or copying of this message
is strictly prohibited by law.
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Based on information available as of March 21, 2016

Drug Poisoning Death Rate by State and National
(age-adjusted per 100,000 population)

Requires ALL Prescribers Receive Appropriate Opioid Prescribing Training

YES /I0WA ADMIN. CODE r. 253-11.4 (2011)]

Established a Prescription Drug Monitoring Program (PDMP)

YES /PDMP TTAC State Profiles]

Requires Pharmacy to Submit Data to PDMP within 24 hours

N O /CDC Prevention Status Reports]

Requires PDMP use by ALL Prescribers

NO

CDC Prevention Status Reports]

PDMP Interoperable with other States

IShares info with 5 states [National Association of Boards of Pharmacy]

State Law Explicitly Allows Syringe Service Programs

NO

Permits Distribution of Naloxone by Pharmacists*

INO

Permits Third Party Prescriptions of Naloxone (eg. Family member, caregiver) |N0

*Under a standing order, collaborative practice agreement, or prescriptive authority.











Baum Harmon Mercy Hospital — License #28

Quarterly Waiver Report to the lowa Board of Pharmacy

In March 2013 the Board of Pharmacy met and granted a waiver for 9.15(2). The waiver was granted
provided the following: medication package barcode system continuously used and managed only by
pharmacists licensed with the board, medication errors occurring at the bedside are reported to the Board
and that 10% of the medications loaded independently by technicians are verified by a pharmacist.

Medications refilled or loaded by a technician during the period of time from April 1 to June 30, 2015
resulted in 395 products being filled or loaded into the automated dispensing cabinet (ADC) without
pharmacist review prior to placement in the ADC.

Of the 395 products placed into the ADC by a technician without the medications being reviewed by a
pharmacist prior to loading, 326 of the 395 (82.5%) medication slots filled independently were eventually
pharmacist reviewed within 24 hours of being placed in the ADC.

Anomalies discovered are noted below.

Errors in the ADC:

No errors related to the ADC were noted during April 1 to June 30, 2015.

Medication Errors otherwise reported (as requested by the board):

4/7/2015: When patient was admitted, patient's methylphenidate (Ritalin) 10mg BID was not reconciled
and was not ordered until second day of stay. When the medication was ordered as BID, the default times
of 0900 and 2100 instead of the correct times of 0800 and 1200 were entered. Patient was given
methylphenidate at 2100 for two nights- patient was restless and crawling out of bed and provider had to
order a second sleeping med. Nurse noticed methylphenidate ordered to be given at 2100- she checked
with a pharmacist and double checked admit med list. Sleeping med held, BID times modified and provider
notified.

5/11/2015: Patient's INR was 3.3 on 05-11-15 at 0700. Warfarin order was not discontinued- it was ordered
to be continued on admission- 2mg warfarin was administered at 1600. Patient's INR is 3.8 after 05-12-15
lab was drawn.

Respectfully submitted on behalf of the Baum Harmon pharmacy,
Susan Roerig, Pharm. D.

Clinical Pharmacy Services & Pharmacy Systems

Mercy Medical Center — Sioux City

Email: roerigs@mercyhealth.com

Phone: 712-279-2799
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Baum Harmon Mercy Hospital — License #28

Quarterly Waiver Report to the lowa Board of Pharmacy

In March 2013 the Board of Pharmacy met and granted a waiver for 9.15(2) for a duration of two years.
The waiver was granted provided the following: medication package barcode system continuously used
and managed only by pharmacists licensed with the board, medication errors occurring at the bedside
are reported to the Board and that 10% of the medications loaded independently by technicians are
verified by a pharmacist.

Medications refilled or loaded by a technician during the period of time from January 1 to March 31,
2015 resulted in 328 products being filled or loaded into the automated dispensing cabinet (ADC)
without pharmacist review prior to placement in the ADC.

Of the 328 products placed into the ADC by a technician without the medications being reviewed by a
pharmacist prior to loading, 198 of the 328 (60.4%) medication slots filled independently were
eventually pharmacist reviewed within 24 hours of being placed in the ADC.

Anomalies discovered are noted below.

Errors in the ADC:

No errors related to the ADC were noted during January 1 to March 31, 2015.

Medication Errors otherwise reported (as requested by the board):

2/3/2015: Nurse prepared IV antibiotics of azithromycin 500 mg (should have been mixed in 250mL) and
ceftriaxone 1 Gm (should have been mixed in 50mL) simultaneously because they were STAT orders.
Medications were mixed in the wrong fluid volume. When checking the mixed medications against the
MAR on the portable computer in the patient's room, it was discovered prior to administration by this
nurse that the volume to be infused was different that it should have been. The medications were
discarded down the drain and new medications were mixed and administered properly. The nurse
believes this occurred because of the order the medications were removed from Pyxis. The 50 mL bag of
fluid was dispensed at the time the azithromycin dispensed and the 250 mL bag of fluid dispensed at the
time the ceftriaxone dispensed. Also, nurse was also called away during the preparation time on three
separate occasions.

Respectfully submitted on behalf of the Baum Harmon pharmacy,

Susan Roerig, Pharm. D.

Clinical Pharmacy Services & Pharmacy Systems
Mercy Medical Center — Sioux City

Email: roerigs@mercyhealth.com

Phone: 712-279-2799
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Baum Harmon Mercy Hospital — License #28

Quarterly Waiver Report to the lowa Board of Pharmacy

In March 2013 the Board of Pharmacy met and granted a waiver for 9.15(2). The waiver was granted provided the
following: medication package barcode system continuously used and managed only by pharmacists licensed with the
board, medication errors occurring at the bedside are reported to the Board and that 10% of the medications loaded
independently by technicians are verified by a pharmacist.

Medications refilled or loaded by a technician during the period of time from January 1 to March 31, 2016 resulted in
328 products being filled or loaded into the automated dispensing cabinet (ADC) without pharmacist review prior to
placement in the ADC.

Of the 328 products placed into the ADC by a technician without the medications being reviewed by a pharmacist prior
to loading, 234 of the 328 (71.3%) medication slots filled independently were eventually pharmacist reviewed within 24
hours of being placed in the ADC.

Anomalies discovered are noted below.

Errors in the ADC:

No errors related to the ADC were noted during January 1 to March 31, 2016.

Medication Errors otherwise reported (as requested by the board):

2/27/2016 Mixed up wrong dose of antibiotic medication and before leaving the MED room nurse realized the error
and stopped before proceeding to patient. Nurse realized mistake and took corrective action and mixed
up a new dose and verified twice before taking it to the patients room.

3/23/2016 Written order for Dextrose 5%/ Lactated Ringers (D5LR) at 75mL/hr faxed to pharmacy to be entered
into electronic medical record (EMR) by pharmacist. When reviewing orders, nurse noted order in EMR
was entered as DSLR@15mL/hr. Infusion was running correctly at 75mL/hr not 15mL/hr. Pharmacy
corrected the error in the EMR.

3/5/2016 A patient came in to the ER with chest pain. The physician had not arrived on yet. eEmergency gave an
order for nitroglycerin 0.4mg sublingual STAT. Crash cart opened. Nitroglycerin removed. Expiration
date checked. Nitroglycerin found to be expired. Medication was not given. New bottle of nitroglycerin
removed from Pyxis and administered to patient.

Respectfully submitted on behalf of the Baum Harmon pharmacy,
Susan Roerig, Pharm. D.

Clinical Pharmacy Services & Pharmacy Systems

Mercy Medical Center — Sioux City

Email: roerigs@mercyhealth.com

Phone: 712-279-2799
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Baum Harmon Mercy Hospital — License #28

Quarterly Waiver Report to the lowa Board of Pharmacy

In March 2013 the Board of Pharmacy met and granted a waiver for 9.15(2). The waiver was granted provided the
following: medication package barcode system continuously used and managed only by pharmacists licensed with the
board, medication errors occurring at the bedside are reported to the Board and that 10% of the medications loaded
independently by technicians are verified by a pharmacist.

Medications refilled or loaded by a technician during the period of time from July 1 to September 30, 2015 resulted in
466 products being filled or loaded into the automated dispensing cabinet (ADC) without pharmacist review prior to
placement in the ADC.

Of the 466 products placed into the ADC by a technician without the medications being reviewed by a pharmacist prior
to loading, 246 of the 466 (52.8%) medication slots filled independently were eventually pharmacist reviewed within 24
hours of being placed in the ADC.

Anomalies discovered are noted below.

Errors in the ADC:

No errors related to the ADC were noted during July 1 to September 30, 2015.

Medication Errors otherwise reported (as requested by the board):

7/19/2015 When hanging the 2200 dose of ordered antibiotic, nurse noticed that approximately 25mL was left
hanging in the previous bag that had not been infused.

8/2/2015 Metronidazole (Flagyl) dose was due at midnight- the nurse was busy in ER and overlooked the time it
needed to be given. Dose was given late.

8/30/2015 Noted at 0030 on 08/30/2015 that there was not a second dose scheduled for enoxaparin (Lovenox).
Nurse reviewed order and saw it had been transcribed from 60mg BID to 80mg daily- time had passed
for a dose and it was too close to give the next dose. Nurse checked with physician at 0625. Order was
supposed to be 80mg BID. Patient missed one dose on evening of 08/29/2015.

Respectfully submitted on behalf of the Baum Harmon pharmacy,
Susan Roerig, Pharm. D.

Clinical Pharmacy Services & Pharmacy Systems

Mercy Medical Center — Sioux City

Email: roerigs@mercyhealth.com

Phone: 712-279-2799
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Baum Harmon Mercy Hospital — License #28

Quarterly Waiver Report to the lowa Board of Pharmacy

In March 2013 the Board of Pharmacy met and granted a waiver for 9.15(2). The waiver was granted provided the
following: medication package barcode system continuously used and managed only by pharmacists licensed with the
board, medication errors occurring at the bedside are reported to the Board and that 10% of the medications loaded
independently by technicians are verified by a pharmacist.

Medications refilled or loaded by a technician during the period of time from October 1 to December 31, 2015 resulted
in 335 products being filled or loaded into the automated dispensing cabinet (ADC) without pharmacist review prior to
placement in the ADC.

Of the 335 products placed into the ADC by a technician without the medications being reviewed by a pharmacist prior
to loading, 244 of the 335 (72.8%) medication slots filled independently were eventually pharmacist reviewed within 24
hours of being placed in the ADC.

Anomalies discovered are noted below.

Errors in the ADC:

No errors related to the ADC were noted during October 1 to December 31, 2015

Medication Errors otherwise reported (as requested by the board):

11/4/2015 Reaction at IV site while administering levofloxacin (Levaquin). Red streak and puffy vein was noted.
Started at 1111 and stopped at 1205.

11/23/205 Overlooked medication levothyroxine (Synthroid)- not given at scheduled time (0730). Noticed it at 1132
and gave right away.

Respectfully submitted on behalf of the Baum Harmon pharmacy,
Susan Roerig, Pharm. D.

Clinical Pharmacy Services & Pharmacy Systems

Mercy Medical Center — Sioux City

Email: roerigs@mercyhealth.com

Phone: 712-279-2799
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@ Medication Availability

Emergency and First Dose Dispensing

PharMerica’s RxNow™ is an advanced medication
availability system that provides immediate access to over
300 medications to satisfy emergencies, new admissions
and time sensitive first dose situations.

Keep highly utilized medications on hand

* Timely medication administration for emergencies, new
admissions and first dose situations are assured.

« Stores over 300 different controlled and non-controlled
medications, customized based off utilization needs.

Medication inventories are monitored by your
pharmacy

+ The RxNow™ cabinet is electronically connected to your
PharMerica Pharmacy, so every medication drawn from
it is tracked in real-time.

* PharMerica manages medication inventories and
sends replacements as medications are drawn from
your cabinet

Simple, secure access ' Immediate

+ Biometric fingerprint scanning tracks who has entered 0 Med_lcatlon Enhances
the RxNow™ cabinet and quickly allows nurses to i Resident Care
access it for medications. =" , 80% of all emergent

«  No phone calls, no faxing, no waiting. ER | needs are filled
: ! by RxNow".

» PharMerica can fully integrate with your EMR/EHR system.

RxNow™ helps set your nursing facility apart and makes it
easier for nurses to assure medications are available for
any resident at any time of the day.

S
\\‘\\“
o

Call to learn more about how RxNow" 3
can help you. 800-564-1640 PharMerica

©2015 PharMerica Corporation | 800-564-1640 | www.PharMerica.com






PharMerica

RXNow

PharMerica’ s on-site
med avallability system






What is RxNow?

More than just an e-kit!

 Immediate on-site medication availability
e Active item management

* Timely replacement of dispensed meds

* Eliminates facility dual data entry

o Tightly integrated with pharmacy systems

PharMerica

2





Benefits of RxNow System

e More secure than a tackle box e-kit

* Actively managed “medication inventory” keeps
the right drugs on-site

* Medication Availability

— Medications: 350+ items on-site
— Immediate Access: no wait time for delivery

— Reduced F-tag risk
* Right drug — barcode verification
 Comprehensive tracking of users and usage
 Reduce STAT deliveries
* Automated documentation — regulatory compliance
* Reduce control diversion
 Easytoinstall and use

PharMerica





RxNow Security and Storage

* Increased Security vs. standard emergency kits

— Requires User ID/Password and Biometric
fingerprint scan

— Uses secure technology to only provide access to
one drawer at a time, based on order

— Barcode scan/verification for removal of each item

e  Separate compartment for controlled substances

— True unit dose dispense module restricts access
and delivers one medication at a time

— Physical access to meds in compartment is limited
to ‘administrator key’

» Access is limited based on employee role
— Floor Nurses
— DON/Administrator

Secured
accessto =>»
controlled

substances

,| | Biometric

| fingerprint
~scan

o

%

PharMerica 4





Standard RxNow Configuration

Dimensions:
22.8"W X 27.6” DX 72”H

* Allow a2'W X 5’ D footprint for drawer opening
¢ Monitor/keyboard extends 19.6” either side

Unit Dose Module

» Controlled Medication

» Up to 35 different medications
* Over 1,000 single-doses

Drawer Module

» 36 small multi-item access drawers

* 5 medium multi-item access drawers
* 1 Return/Receive drawer

Unit Dose

46"H

PharMerica

72"H
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How RxNow works with pharmacy

——

Timely restocking of
meds in cabinet

Automatic Inventory
and Usage Updates

PharMerica &
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RxNow

Quick Start Guide

RxNow Support 877-581-6337

PharMerica

Value. Trust. Performance.

© Copyright 2012 PharMerica. All rights reserved. RxNow Support 877-581-6337





RxNow

Tab

Cor

Technical Questions:
Contact PharMerica Support
at 877-581-6337

e O
ten

o Medication Questions:
Contact PharMerica Pharmacy

© Copyright 2012 PharMerica. All rights reserved.

Basic Support Functions

First Time Logon

Biometric Setup

Logging On

Logging Off

Changing Your PIN

Finding a Resident

Adding a Resident

Dispensing Medications

Returning Medications (Non-Controlled Substances)
Returning Medications (Controlled Substances)
Cancel Dispense

Secondary Support Functions

Count Remaining Medications

Dispense Errors

View Discrepancies Report

Audit Window

Retrieving and Restocking Medications (Facility Staff May Restock)
Retrieving and Restocking Medications (Pharmacy Must Restock)
Expiring a Medication vs. Unloading (Pharmacy Must Restock)
Expiring a Medication vs. Unloading (Facility Staff May Restock)
Clearing a Failed Flag

Disaster Recovery

© 00 NO 0101~ b
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15
16
17
18
19
19
20
21
22

RxNow Support 877-581-6337






RxNow

Sasic
Support Functions

Rx/Now Support 877-581-6337





RxNow Training Quick Start Guide

FI rst TI me Logon User Login - [ MEDSELECT in MedSelect Flex ]
1. Enter Card ID A 2
» The Card ID is the first initial of the users first and last name followed by the

last 4 digits of the users social security number

2. Enter PIN (9999 is the default PIN for first time users)

3. TapLogin. Lexi.Comp
» The Change PIN prompt is displayed. —==af

4. Tap OK. :

5. Enter your new PIN in the PIN field.

6. Enter your new PIN a second time to verify accuracy.

7. Press Enter on the keyboard. -

8. Tap Continue to confirm your new PIN. Login ‘

Biometric Setup ﬁ*‘

1. Enter Card ID and PIN :

2. Tap the Biometric button on the login screen

3. Witness must enter their Card ID and PIN to verify new biometrics set-up

4. The display will show both hands on the screen

5. Decide which finger on the left hand will be used for the biometric (the index

finger or thumb are recommended).

6. Tap the screen on the designated digit to be scanned and the finger changes from solid lines to broken lines.

7. You will be prompted to put your finger on the biometric scanner. '

8. The scanner will turn red and a picture of the finger print will appear on (‘) NOTE
monitor. You must lift the finger off of the scanner to repeat this process. New users or users who have requested a PIN change will

9. The above step must be repeated three more times. If the scan is use the temporary PIN 9999 to enter the application. The
accepted the finger on the monitor will turn to green. If the scan is not user will then be prompted to enter their own unique PIN (4-8
accepted the finger on the monitor will turn red. characters-numbers, letters, or a combination) and confirm

10. The entire process is repeated for a finger on the right hand. the entry to establish their PIN.

11. If the scan is not accepted and it turns red a new finger should be
selected and the steps are to be repeated until there are two solid
biometric scans.

12. When both fingers are green, tap OK to save the information.

© Copyright 2012 PharMerica. All rights reserved. RxNow Support 877-581-6337
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Log g | n g On ‘lsz’el Login - [ MEDSELECT in MedSelect Flex]
1. Enter your Card ID. Harvicr
» Enter your card ID in the Card ID field.
» The Card ID is the first initial of the users first and last name followed by the
last 4 digits of the users social security number
2. Press Enter on the keyboard.
3. Scan your finger on the biometric reader.
OR
4. You may enter your PIN (a PIN must be established prior to creating a biometric ID and is
utilized in the event the biometric reader is unable to scan i.e.-machine is in offline status)
5. Tap Login on the screen. , ;

‘ Login

[ sameris |
|

Lexi-Comp

l
|
l
|
|

Tutorial ‘

‘ Cancel

Administrative users must enter their PIN to access ADMIN
functions.

Logging Off

Tap Back until you reach the login screen

[ NOTE ---------=======emeccemmmeee e cseeeeeasecsemseeas e

Always remember to log off before walking away from the
cabinet.
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Changing Your PIN
g g (!) NOTE

> Ifat any time you feel that your PIN may have been compromised, you may elect to
change your PIN

1. Enter your CARD ID Changing your PIN will not alter your previously stored

2. Enter your current PIN (Note: Entering the application with your biometric scan Biometric identification
will not allow you to change your PIN, you must enter your PIN)
3. Tap PIN

4. Enter your new PIN (4-8 characters, numbers, letters, or a combination)
5. Confirm your new PIN

© Copyright 2012 PharMerica. All rights reserved. RxNow Support 877-581-6337
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Finding a Resident

1. Enter the first several letters of the Patient/Resident’s last name.

2. When the Resident is found, tap the correct Patient/Resident’s name.

3. Tap Continue.

4. Resident/Patient with the same name will be reconciled by the pharmacy, usually the
following business day.

0
S/ NOTE

If the Resident is not listed, follow the Adding a Resident
instructions on the next page.

O
2/ NOTE

You will see the term “Patient” used throughout the RxNow
system. In your training materials, the term “Resident” will be
used when referring to a guest in an extended care facility.

145 Equivalence

Patient Browser - [ Meyer, Ryan (4182002) DOB 10/09/1925 Room: 101, Bed: A ]

I Room I I * Patient Name I » DOB |

M Franklin, Jim

Patient

11/06{1955 Find

144 Joined

Jackson, Jerry J.

02171971 Usage

102 Pat Spec

Matthews, Marsha

0873041987

134

133

McMillan, Glenn

Meyer, Ryan

Robbins, Jennifer

Quantity
0143111958

1040941925

Invento
092111973 W

143 Exclusive

Smith, Joanne E.

06/1641969

o

Smith, Kelly

03708{1951

105

Thomas, John

Dispense
05/161951

106

Thomas, Sandy

09/05{1944

134

Tinker, Terrence

06/22{1964

132

Yang, Susan
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Find / Add Patient Browser

Adding a Resident
1. Tap Find.
2. Enter Resident’s last and first name.
3. Tap Begins.
» If a Resident can be found, a list of matching Patients/Residents will be displayed.
Select the Patient and visit number.
4. If the Resident is not found, tap Find Again | Lasteme
5. Enter Patient information, including Last Name, First Name, and Date of Birth. (Entry of
DOB is formatted as 2 digit month, 2 digit date, 4 digit year —
(i.e. April 7, 1946 is entered as 04/07/1946)
6. Tap Equals on the monitor
7. A window will appear asking if you want to add this resident. Tap Yes
8. Tap Close. The added Resident should now appear in the Patient Browser.
The facility shall continue to notify the pharmacy of admissions using the current
established process. The detailed information will be processed and updated within the
cabinet.

Patient
Not Found

Find Patient

Patient Name

Begins

First Name
DOB

Bl

Patient Found
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Dispensing Medications

pwbdpE

10.
11.

Select the Resident.

Tap the Resident’s name.

Tap Continue.

Select the Medication on the touchscreen monitor

4 Tap Trade/Generic to switch between viewing the medication list by
trade or generic names.

Enter Dispense Quantity and tap Accept.
Tap Dispense.

» When the drawer opens, a window will be displayed on the screen
showing the medication to be dispensed with the cabinet location. You
will then need to remove the requested medication(s) in the requested
amount(s). It is recommended that medications are dispensed for one
resident at a time. All medication should be administered timely.

Tap Medication(s) and

a. Scan the medication for verification

b. If the medication will not scan tap Verify to signify a visual verification has
been completed.

Upon receiving an indication in green that the process is complete, tap Accept.

You can review orders again by tapping Review.
Tap Accept.
Tap Back or Logout.

NOTE

If an incorrect medication is scanned, a window will appear
alerting the user that further action needs to be taken to
acquire the correct dose that was entered to be dispensed.

O

O

Med / Supply Browser - [ Meyer, Ryan (4182002) DOB 10/09/1925 Room: 101, Bed: A ]

—

Patient
Supply

Meyer, Ryan

Allergies

ion and upset

CODEINE [causes

Dispense Quantity

Enter Dispense Quantity ||

--

I: Generic Name

morphine carpuject

~ | EEE
morphine inj
= =
Dispense
morphine inj vial
==L O
mupirocin 2% oint
Mylanta 181
naloxone 1ML 0.AMG{ML
NOTE

Drawers open one at a time if multiple medications have been
requested. The next drawer/location will not open until the
previous drawer/location has been closed.

NOTE

CAUTION: Resident ALLERGIES are displayed for reference
but the application will not stop a user from dispensing a
medication for a resident with an allergy.
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Patient Browser - [ AKIN, EDGAR (004FD) DDB 09/07/1933 Room: 9757-114, Bed: ]

* Patient Name B Patient ID Patient
B |

Returning Medications (Non-Controlled Substances)
1. Select the Resident’s name, and then tap Usage.

F  AGRAMONTE, MELISSA D0ABYI757

9757-152

2. Select the Medication that you want to return. 4757152 F AGRAMONTE. MELISSA  975700A6Y
» The item being returned must be recyclable, re-dispensable, and reusable 9735-383 B F AGUE. HELEN 973584067
. B Quantity
9757-114 M AKIN, EDGAR 004FD9757
in order to return it.
3. Tap Return. AKIN, EDGAR
4. Selectthe Amount you are returning. 9772-045 3E-312-4A AKINS, ELAINE 977200KGL Inventory
Restock

» Remember that returns are entered in whole quantities. 9757-152 F  ALARCON, BLANCA 975700762

5. On the left side of the screen tap/choose the reason for return 9772005 F  ALARID, FANNIE 977200VNH -
6. Tap Return. 9772-045 B M ALBERT, RONALD 9772010EC
4 Wrap the printed receipt around the item that you are returning and place 4735355 B F ALEXANDER, ANNE 973583632
the medication in the drawer, if applicable. 9735383 B F ALEXANDER MARION 973573415
7. Close the drawer and tap Back. 0795955 R F ALEXANDER. PAULNE 973565197

©
S/ NOTE

Returning a medication allows the user to return the
medication(s) to the original drawer if the medication
packaging is intact and has not been tampered with in any
way. Wasted medications are to be disposed of per facility

policy.

Patient Usage Browser - [ AKIN, EDGAR (004FD) DOB 09/07/1933 Room: 9757-114, Bed: ]

Generic

ALPRAZOLAM 27-Mar 15:08
0.5 MG 1TAB TAB * MedSelect, C

ALPRAZOLAM 2 Taken 27-Mar 15:08
0.5 MG * MedSelect, C

MORPHINE SULFATE 27-Mar 15:01
30MG * MedSelect, C

ALPRAZOLAM 27-Mar 15:00
0.5 MG 1TAB TAB * MedSelect, C

Return

L3

10
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Patient Browser - [ AKIN, EDGAR (004FD) DOB 09/07/1933 Room: 9757-114, Bed: ]

Returning Medications (Controlled Substances)

1. Select the Resident and tap Usage. 9757-152 F AGRAMONTE, MELISSA  975700A6Y m

00AGY9757

AGRAMONTE, MELISSA

9757-152

2. Select the medication that you need to return. a735.383 B F AGUE HELEN 973584067
> The item being returned must be recyclable, re-dispensable, and reusable in arsrana i, LOGAR - oi
Adjustment

order to be returned.

AKIN, EDGAR

3' Tap Return ° 9772-045 3E-312-A AKINS, ELAINE 977200KGL Inveﬁ
Restock
4' SeleCt a Reason for the Return' 9757-152 F  ALARCON, BLANCA 975700F6Z -
H Audit
) SeIeCt the Amount you are returnlng 9772-045 F  ALARIO, FANNIE 977200¥NH
5. The Return drawer will open for storage of the Controlled Substance until it can be Dispense
9772-045 B M ALBERT, RONALD 9772010EC -
retrieved by the consultant pharmacist or facility designee as permitted by the state board of
9735-355 B F  ALEXANDER, ANNE 973583632
pharmacy.
9735-383 B F  ALEXANDER, MARION 973573415
9735-355 B F  ALEXANDER, PAULINE 973565197

Trade Name
|MS CONTIN CR

RETURN-EXPIRED MED g
Generic Name

lMURPHINE SULFATE

RETURN-ORDER CHANGED
Size

1EA

RETURN-PATIENT DISCHARGED
Strength

|3[IMG

Return Position Description
[TAMPA- DM Drawer 2-1 R

Return Quantity |1

-

RETURN-PATIENT REFUSED

RETURN-WRONG MED SELECTED

11
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Cancel DISpense ton - [ AKIN, EDGAR (004FD) DOB 09/07/1933 Roonx: 9757-114, Bed: |
1. From Dispense Verification, select the medication and tap Cancel Dispense. [—]L[i
2. From Med Browser, tap Review. -
TAMPA- DM Drawer 3-2 C promethazte hel

3. Tap the medication. Completed with Drawer Open 0 of 1 SCANNED
4. Tap Cancel Dispense. =
5. Tap Accept.

Cancel
6 Tap Back Dispense

O NOTE

If medication is dispensed due to a user error, the cabinet
count and Resident billing can be corrected by cancelling a
dispense. Medication must be in the original dispense
location prior to canceling a dispense. If the medication is in-
hand and the original dispense drawer is closed, the
medication must be returned. You may not cancel the
dispense of medications dispensed from Unit Dose
Module (UDM).

12
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Med / Supply Browser - [ ALARCON, BLANCA (975700F62) DOB 06/21/1970 Room: 9757-152, Bed: |

Count Remaining Medications p—
1. After selecting the Resident Name, Medication, Dosage, Quantity, Accept, and Allergics [Fee Pollens
Dispense the drawer containing the medication will open.

2. Remove the medication.
3. The User Count screen prompts you to enter the quantity remaining after the

i

Patient

Charting

Generic Name

MORPHINE SULFATE 3J0MG

medication has been dispensed.
0XYCODONE/ACETAMINOPHEN 1EA 7.5MG/325MG
» Count the number of doses that are remaining.
PHENOBARBITAL 1EA 64.8MG
4. Type the number of medications that remain in the drawer.

20 MEQ XR

POTASSIUM CLORIDE XR

PREDNISONE

5. Tap Accept.

Dispense

6. If you are prompted to confirm the number, it means that your count doesn’t match the PROCHLORPERAZINE sMa :
system count. promethazine hel 1TAB 125 MG
» If your count is accurate, tap Yes and close the drawer. A discrepancy will print. RANITIDINE 124 150MG -I
> I your count does not match the system count, tap No and re-open the drawer if SEROQUEL = 25M6
needed by selecting Re-Open Position. THEREMS-M 1EA THEREMS M -l
4 Any discrepancies in the counting of controlled substances that are not resolved by "
a second count must be immediately reported to your servicing pharmacy for
resolution. The Pharmacy will review the report for discrepancies and attempt to Fesiion [TAMEA DM Drawerl:24 s
resolve remotely. If unable to resolve, the Pharmacy will dispatch qualified G”::;E:::z::i -
personnel to the facility in order to resolve the issue. o —
» If the amount matches the blind count remaining, the user will enter the verification Siec[[TAE Dispense Quanity [
screen to scan or verify that the correct medication has been retrieved. Supply Quantity [after dispensel:[

7. Once all verifications have been completed, Tap Back to exit the system. -
r o
7

For all count remaining medications that are dispensed, you
will need to count before closing the drawer. _ -

14
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Dispense Verification - [ Meyer, Ryan (4182002) DOB 10/09/1925 Room: 101, Bed: A ]

K Generic Name I l—
| vomcoinwote | svewm |

FLEX UDM Shelf 5-3 morphine carpuject 2 MG
2. From Med Browser, tap Review. Completed 0 of 1 SCANNED ZMGML

3. Select the medication, then tap Too Few or Too Many.
» Define too few - not enough dispensed, Too Many - more dispensed
than prescription directs.
4. Type in the actual quantity dispensed.
5. Tap Accept.
> if you tapped Too Many, place the overage in the return drawer, and
then close it.
> if you tapped Too Few, try to dispense again. If the medication is stocked
in an additional position, the dose is dispensed.
6. Contact the pharmacy.

0
2/ NOTE

A dispense error can occur while you are dispensing from the
UDM, or if the drawer/cabinet/tower location is empty due to
additional doses/items being taken, but the dispense was not
recorded.

Dispense Errors
1. From Dispense Verification, select the medication and tap Too Few or
Too Many.

15
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View Discrepancies Report Doy e AW ES ARG
1. Enter your Card ID Gienaric Name Previous
2. Enter your PIN 21-Mar 15:08  Taken PatCr  ALPRAZOLAM Aocesses
3. Tap Admin (User must have Administrative access rights to perform this function) -
4. Tap View Discrepancy
» The controlled substances are displayed by default. K
5. Tap Show Schedule. To view all of the discrepancies, tap Show All.
6. Enter Resolution in the resolve box, open position if a count verification is needed. form [ — ——
7. Review previous Accesses to address shortages or overages. SizeUnits [1 TAB UserDisp.Count 1
8. Once all items have been entered to resolve the discrepancy, Save Description. Strength 0.5 MG System Disp. Count 2
9 Tap ReSOlVe Pos. Desc FAMF'A—UDM Shelf 43 Discrepant Quantity |1
10. Tap Back out until you reach the Login screen Patient  JEDGAR AKIN
escription
Room { Bed |9757-114 User |Craig Barton * MedSelect
Resolution Descrintion " Resolve
| | TYPE RESOLUTION HERE 5|
[—
16
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. - Patient Browser - [ AGRAMONTE, MELTISSA (D0AGY) DOB 04/26,/1982 Room: 9757-152, Bed: | 7
Audit Window Report T — | T e ...
1. Tap Aud|t on the Patient Browser. 9767152 AGRAMONTE, MELISSA 00ABY Find
2. Select a column header so that you can sort by title. a752.152 F AGRAMONTE MELISSA  DLABYO7E?
3. Choose a filter to set the audit criteria. I F AGRAMONIE MELISSA  97570086Y
> This requires administrator rights. Quantity
9735-383 B F  AGUE, HELEN 973584067
» Control, OTC, Legend, UDM, or All
9757-114 M AKIN, EDGAR 004FD9757
4. Select a row to audit a specific location. ——
9757-114 M AKIN, EDGAR 004FD -
5. Tap Audit All. Restock
P . . . . . . 9772-045 3E-3124 F  AKINS, ELAINE 977200KGL
> Audit All allows the user to enter the quantity of each medication in order of position. m
. ) . i . . 9757-152 F  ALARCON, BLANCA 975700F6Z
6. If you want to skip an item on the Audit Quantity window, tap Skip. Dispense
. . . . . . 9772-045 F  ALARIO, FANNIE 977200¥NH
7. Exit the Audit feature by tapping Back on the Audit Quantity window. K
9772-045 B M ALBERT, RONALD 9772010EC
9735-355 B F  ALEXANDER, ANNE 973583632 I S
9735-383 B F  ALEXANDER, MARION 973573415 -l

“Pasition Descriptiof s E1101
|TAMPA- DM Drawer 1-1 A
Trade Name
IF'OTASSIUM CLORIDE XR
Generic Name
[POTASSIUM CLORIDE %R

Audit Quantity

Filters

TAMPA- DM Drawer 1-18 528 Glienoth
017312012 9:5356 AM |1 [z0 MEQ xR
TAMPA- DM Drawer 1-1 C Enter Audit Quantity l— %

10§13/2011 3:42:55 PM

[ o2 -
[ - - -
TAMPA- DM Drawer 1-2 C 7

10{13{2011 3:55:56 PM

I _ -

17 [TAMPA- DM Drawer 2-2 A

j:{e=]

Options

Audit All

Discrepancy

=

RxNow Support 877-581-6337





RxNow Training Quick Start Guide

Retrieving and Restocking Medications (Facility Staff
May Restock)

1.
2.

Tap Restock.
Scan Item Barcode If the position does not automatically open you must select the
medication from the medication list.
Verify the accuracy of the current count.
» If the count is not correct, tap Adjustment and create a discrepancy to
correct the count.
» If the count is correct, continue with step 7.
Place the items in the appropriate location.
Enter the quantity that is being restocked using the touch-screen.
» Enter the new expiration date and lot number if needed.
Tap Restock.
Tap Back.
Select the next item or scan the item barcode to restock, and then repeat
steps 3-9.
Tap Back and Log Out.

O
2/ NOTE

Every time a position is restocked ALWAY'S check for the
following: the right medication, position, strength, form, count,
and expiration date.

18

Restock (All Positions) - [ TAMPA in TAMPA: TEST-TRAINING ]

I Position Description

I: Generic lml— l_

ADRENALIN 1AMP

TAMPA-UDM Shelf 3-2 TMGHML 9

TAMPA- DM Drawer 5-1 A ALBUTEROL SULFAT  1EA 25MG/IML 13

TAMPA-UDM Shelf 4-3 ALPRAZOLAM 1TAB 0.5 MG 9
TAMPA-UDM Shelf 4-6 ALPRAZOLAM Tea 0.6 mg 16
TAMPA- DM Drawer 1-2 C amlodipine besylate 1TAB 5 MG m
TAMPA-UDM Shelf 4-5 ATIVAN 1TAB 05MG 13
TAMPA- DM Drawer 2-2 A calcium acetate 1TAB 667 MG o

TAMPA- DM Drawer 1-3 A carbidopaflevodopa 1TAB 25/ 100MG 2

TAMPA- DM Drawer 5-3 A CEFTRIAXONE SO0IU TVIAL 1G 9
TAMPA- DM Drawer 3-3 A clopidogrel bisulfate 1TAB 75 MG 9
TAMPA- DM Drawer 41 A ERYTHROMYCIN ST 1TAB 250MG 2
TAMPA- DM Drawer 3-1 B Fesoterodine 1EA 8MG 15

Patient

Iy

Manage
Inventory

Stock Amount - [ TAMPA in TAMPA: TEST-TRAINING ]

Position [TAMPA-UDM Shelf 3-2

Trade Name JEPINEPHRINE

Generic Name [ADRENALIN

Swength fimenML
Form F\MF‘
size [lAMP s

Current Quantity |T
Max Quantity |1 0 — Quantity |2

Hesrestpiion Bee HEFLNE - - -
| - - -
- -

RxNow Support 877-581-6337
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RxNow Training Quick Start Guide

Retrieving and Restocking Medications (Pharmacy

Must Restock)

PharMerica staff members will be responsible for restocking the cabinet and no
action will be needed by the facility for completion. RxNow stock is delivered in a
separate container than routine deliveries. The container should remain unopened
and stored in a secure location until the PMC associate arrives to restock the RxNow
cabinet.

(!) NOTE

Every time a position is restocked ALWAY'S check for the
following: the right medication, position, strength, form, count,
and expiration date.

Expiring a Medication vs. Unloading (Pharmacy Must
Restock)

PharMerica staff will facilitate this function where required by applicable state
board of pharmacy laws.

19
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Expiring a Medication vs. Unloading (Facility Staff May
Restock)
1. Tap Expire when a medication is being removed from the RxNow cabinet.
» The medication should be close to or beyond the manufacturer’s expiration
date.
2. Tap Unload when a medication needs to be removed from this position, or possibly
needs to be relocated to a different position within the RxNow cabinet.

RxNow stock is delivered in a separate container than routine deliveries. The container

should remain unopened until the facility is ready to restock the RxNow cabinet.

20
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E3) tampa { 192.168.49.40 )

Clearing a Failed Flag ROGEF DOTOBBEE e T
1. Tap Restock.

2. Select the item that “failed.” -

Position Description I:; GE"EﬁE "Name I I
Patient
} |t W|” be h|gh||ghted in ye”ow_ TAMPA- DM Drawer 5-1 A ALBUTEROL SULFAT  1EA 2.5MGIIML 13

ADRENALIN TMGHML 7
3. Check the position to make sure it is clear and the quantity is correct. TAMPAUDM Shelf 43 ALPRAZOLAM ™ teme :

TAMPA-UDM Shelf 3-2

» Ifitis a UDM position, test the coil to determine why the position failed. AP ODM Shel — e M ® =
R . R . R TAMPA- DM Drawer 1-2 C amlodipine besylate 1TAB 5 MG 1
4. Check for the following: Is there a wrong size coil? Has it been loaded incorrectly?
TAMPA-UDM Shelf 4-5 ATIVAN 1TAB J05MG 13
IS the bln OUt Of adJUStment? TAMPA- DM Drawer 2-2 A calcium acetate 1TAB 667 MG 0
5' Tap Clear TAMPA- DM Drawer 1-3 A carbidopaflevodopa 1TAB 25/ 100MG 2
6. When asked “Are you sure you want to clear this position?” tap Yes. TAMPA- DM Drawer 53 & CEFTRIONESOIU  1WIAL 16 s
7. Tap Back. TAMPA- DM Drawer 3-3 A clopidogrel bisulfate  1TAB 75 MG 9 Manage

Inventory
TAMPA- DM Drawer 4-1 A ERYTHROMYCIN ST 1TAB 250MG 2
TAMPA- DM Drawer 3-1 B Fesoterodine

- Failed
Position ITAMPA—UDM Shelf 43 Position

Trade Name (Al PRAZOLAM l% -

Generic Name (Al PRAZOLAM

Strength [0.5 MG
Forn [ Count

Size [TTAT ? -

Are you sure you want to clear this

L
Current Quantity [9 @ position?

Max Quantity |1 4

Manage

Nearest Expiration Date ﬁ Inventory

Lot Number

21
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Disaster Recovery
RxNow is dependent upon electrical power and a data connection to be fully
functional, but has the ability to remain functional under less than ideal conditions.
» Loss of Data Connection — If the data connection to PharMerica drops,
the cabinet will automatically re-establish the connection when it becomes
available. Short-term drops are expected and should never be noticed by
the nursing staff. If the connection is lost for an extended amount of time,
functionality should not be affected. However, you should avoid restarting
or turning off the system as functionality may be effected when the system is
restarted.
» Short-term Loss of Power - RxNow is equipped with an uninterrupted
power supply that will keep it running through short power interruptions.
This will keep it functioning in brown out and short-term outages, but is not
meant for more than several minutes of operations. This is why PMC
recommends the cabinet be connected to a generator backed up power outlet.
4 Long-term Loss of Power — In an extended power loss situation, the cabinet
can be operated with keys. These keys will be provided to the nursing staff to
be secured in case of emergency. A resident-specific log should be kept
recording the medications removed that should be faxed to the pharmacy
when possible. In a disaster situation, RxNow should be integrated into the
facility plan. Regular Pharmacy deliveries may be delayed and RxNow may be
the only solution for periods of time. Please consult with your PharMerica
Pharmacy Director to remain compliant with state and federal regulations
regarding non-patient specific medications and disaster planning.

22
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PharMerica Quick

Value. Trust. Performance.

Rx No Reference

LOgging On 1. Enter your Card ID. ‘ .
> Enter your card ID in the Card ID field.

2. Press Enter on the keyboard.

3. Enteryour PIN.
Scan your finger on the biometric reader, or enter your PIN in the PIN field using the
keyboard.

4. Tap Login on the screen.

Enter the first several letters of the Patient/Resident’s last name.
When the Resident is found, tap the correct Patient/Resident’s name.
3. Tap Continue.

—
.

Find a Resident

b

—
.

Tap Find.

Enter Resident’s last and first name.

3. Tap Begins.
If a Resident can be found, a list of matching Residents will be displayed. Select the
Patient and visit number.

4. If the Resident is not found, tap Find Again and type the Resident’s last and first name.

5. Tap Equals.

6. A window appears asking if you want to add this Resident. Tap Yes.

7. Enter Patient information, including Last Name, First Name, and Date of Birth.

8. Tap Close. The added Resident should now appear in the Patient Browser.

Add a Resident

B

Dispense 1. Select the Resident.
Med ication 2. Tap the Resident’s name.
3. Tap Continue.
4, Select the Medication on the touchscreen.

4 Tap Trade/Generic to switch between viewing the medication list by trade or generic
names.

5. Enter Dispense Quantity and tap Accept.
6. Tap Dispense.

> When the drawer opens, a window will be displayed on the screen showing the
medication to be dispensed with the cabinet location. You will then need to remove
the requested medication(s) in the requested amount(s).

7. Tap Medication(s)and

a.  Scan the medication for verification.

b. If the medication will not scan tap Verify to signify a visual verification has been
completed.

c.  The error message window appears stating “A Wrong medication/supply has been
scanned. Med supply scanned is (name of drug).” The DT shows the right drug, but the
warning lets you know you picked the wrong medication.

8. Upon receiving an indication in green that the process is complete, tap Accept.
9. You can review orders again by tapping Review.

10. Tap Accept.

11. Tap Logout.

PharMerica

Value. Trust. Performance.
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PharMerica Quick

Value. Trust. Performance.

Rx No Reference

Can cel Dispense 1. From Dispense Verification,- select the medication and tap Cancel Dispense.
2. From Med Browser, tap Review.

3. Tap the medication.

4. Tap Cancel Dispense.

5. Tap Accept.

6

. Tap Back.

Retu rn 1. Selectthe Resident’s name, and then tap Usage.
Medications 2. SeIecTtr':he.:- Medlc.atlon that you want to return. . .
e item being returned must be recyclable, re-dispensable, and reusable in order to
Non-Controlled return it.
Substances 3. TapReturn.
4. Select the Amount you are returning.
Remember that returns are entered in whole quantities.
5. Tap Accept.
Wrap the printed receipt around the item that you are returning and place it in the
drawer, if applicable.
6. Close the drawer and tap Back.

Return 1. Selectthe Residentand tap Usage.
2. Select the medication that you need to waste.

Medications 3. TapReturn.
Controlled 4. Select a Reason for the waste.

Substances > Select the Amount you are wasting. Since the medication is a controlled substance, tap
Witness and have your witness log on.
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2016 1* Quarter Board of Pharmacy Telepharmacy Report

This is a brief summary of the first quarter of 2016 for the pilot telepharmacy in State Center.
Business is steady and increasing, and patients are continuing to become much more familiar with the
operation of the telepharmacy. We are still working to grow the business and involve the pharmacy
with the community. Our staff and support personnel at NuCara are continuing to brainstorm ways to
engage with the patients in State Center.

A pharmacist is still on site once weekly for 8 hours per week. A monthly inspection is done
while the pharmacist in charge is on-site. A complete prescription drug inventory was completed in
March. It is still NuCara’s goal to involve the pharmacist more on-site as time progresses and volume
permits.

Table 1: Total number of prescriptions filled by month (2015-2016)

Total Number of | Quarter 2 2015 Quarter 3 2015 Quarter 4 2015 Quarter 1 2016
RX Filled May-June July-September October- December January-March
499 1277 1644 1834

Table 2: Average number of prescriptions filled by day (2015 by quarter)

Average Fills by Day Quarter 3 2015 Quarter 4 2015 Quarter 1 2016
July-September October-December January-March
Monday 23 34 37
Tuesday 21 26 26
Wednesday 18 27 27
Thursday 17 18 27
Friday 16 18 24

There have not been any quality related events during this quarter. Upon discovery of an error
the technician on site immediately would notify the pharmacist in charge.

Clinical services are still a priority at the telepharmacy, and we are working to implement new
programs to bring services to these underserved patients. Patients are able to get medications
packaged, MTM services as well as in depth counseling as needed. We also offer any immunization
while a pharmacist is on-site.

Our two main areas of focus in 2016 include growing the prescription volume and increasing
clinical services by our pharmacists. Increasing the volume of prescriptions would help provide
opportunities to grow the clinical business. We will continue to be involved in the community and
participate in local events.






