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ODbjectives

 Analyze and Discuss recent regulatory
Issues and challenges for healthcare
providers related to controlled substances

* Discuss challenges with controlled
substance drug supply for patients



Anyone notice any changes?

 Recent Cases?
e Limits on purchases?
e Suspicious Order Reports?



CE Requirements from DEA

U. S. Department of Justice
Drug Enforcement Administration

8701 Morrissette Drive
Springfield, Virginia 22152

www.dea.gov

DEA Registered-Practitioners
Dear Registrants:

On December 29, 2022, the Consolidated Appropriations Act of 2023 enacted a new one-time,
eight-hour training requirement for all Drug Enforcement Administration (DEA)-registered
practitioners on the treatment and management of patients with opioid or other substance use
disorders. Below is information on this new requirement.

Who is responsible for satisfying this new training requirement?

¢ All DEA-registered practitioners, with the exception of practitioners that are solely
veterinarians,



Arkansas
Indictments






What do Patients Know?

e Most do not know
what a “controlled
substance” Is.

 Many do not know
what an “opioid” or
“benzo” Is.

 Many can only get
their controls locally

but must get other
meds via malill.



DRUG SHORTAGES

 Why do we see them?
 Where are the shortages?
 Whose fault Is 1t?




DEA?

 DEA has a Quota system

 Historically a manufacturer would get a
Quota allotment that would define how
much of a medication they are allowed to
produce.

e Years ago a manufacturer could make
125% of that allotment
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DEA Letter



DEA Supply Chain Conference

* April 30 — May 2, 2024 in Little Rock

— https://www.deadiversion.usdoj.gov/mtgs/supply chain/conf 2024.html

e Quotas - Aggregate Production & Individual
Quotas

« MOUD Update & Take Back - Disposal/Authorized
Collectors

* Preparing for a DEA Inspection: What to expect
and how to better prevent diversion

e NABP Pulse
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https://www.deadiversion.usdoj.gov/mtgs/supply_chain/conf_2024.html
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Where are the delays?

 Quota awarded

e 84 days to receive API

e 56 days to produce drug

e 7/ days to get to distributor
e 14 days to get to pharmacy

e 161 days from award-production-
distribution-pharmacy
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Manufacturers?

 DEA Quotas more recently were changed
to quarterly for non-injected medications.

 DEA Quotas/allowances were approved
for millions of doses that were either not

produced or not distributed.
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Wholesalers?

* Federal Injunctive relief document on the
big 3 — McKesson, Cardinal, Amerisource

e Often see others that follow the same
guidelines on KYC — know your customer,
threshold limits being blinded to
customers.

« Usually will cut off all controls including
buprenorphine.
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Slide Title

* Your bullet points here



Pharmacies?

 Where are the drugs coming from for
patients.

o Controlled substances % filled by

Arkansas pharmacies vs out of state
pharmacies.
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U.S. Opioid Dispensing Rates per 100 people, from 2006 to 2020

How have rates improved over time?

<64.1

© 64.1-82.9
M 83.0-107.1
M =107.1

Centers for Disease
Control and Prevention
Watianal Center for Injury

Source: IQVIA Xponent, 2006-2020




Message About Prescribers

*You need to be having conversations with
your area pharmacies and pharmacists

*Talk about how you manage controlled
substance prescribing and patient
expectations

*Ask what problems each is facing

Have a plan for your patients before surgery,
discharge or other planned events!
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Upset Physician

* Physician upset that pharmacies were
refusing to fill prescriptions from their clinics.

Firstly | read the corresponding responsibility paragraphs you sent to me and that | was already familiar with over and over again. | even had lay
people read it and interpret it as well.

21 CFR § 1306.04 Purpose of issue of prescription.

A prescription for a controlled substance to be effective must be issued for a legitimate medical purpose by an individual practitioner acting in the usual
course of his professional practice. The responsibility for the proper prescribing and dispensing of controlled substances is upon the prescribing practitioner,
but a corresponding responsibility rests with the pharmacist who fills the prescription. An order purporting to be a prescription issued not in the usual course
of professional treatment or in legitimate and authorized research is not a prescription within the meaning and intent of section 309 of the Act (21 U.5.C.
829) and the person knowingly filling such a purported prescription, as well as the person issuing it, shall be subject to the penalties provided for violations of
the provisions of law relating to controlled substances.

The corresponding responsibility says three main things. Firstit is better described as a corresponding liability than responsibility. It says that the
prescriber is in charge of and responsible for the prescribing of controlled substances. There is no duel or shared determination of the meds being
prescribed. It's at the discretion of the prescriber. Period. In cases where the prescriptions are being written for illegitimate reasons outside the
practice of medicine then the corresponding liability would apply. However it still states in order to be correspondingly liable/responsible the
pharmacist has to KNOW they are illegitimate and fill them anyway. If the scripts are legitimate the pharmacist isn't responsible or liable for the
prescribers prescribing. If the pharmacist doesn't know they are illegitimate it doesn't apply either.

It clearly applies only to that unique and rare situation. It's obvious this was added because pharmacists at some point were complicitin
illegitimate prescribing operations and had tried to claim immunity since they were not the prescribers. In the further clarification you sent of the
corresponding responsibility it states that pharmacists are not required by law to fill prescriptions that meet the known illegitimate situation as
mentioned above.



Who Is Confused

o Attempts were made to educate the
prescriber

This is the only reason it mentions that pharmacists are not required by law to fill them. No other reasons were mentioned, alluded to or suggested.
Henceforth if that unique situation does not apply they are required by law to fill them. Again this is the guidelines I'm familiar with, and the only
ones you sent me justifying the ten or more other reasons you claim that pharmacists aren't required to fill scripts. You did not provide me any other
clarification expanding this other than your opinion. To use this guideline of corresponding responsibility to blacklist a physician's controlleds
indefinitely is to say that somehow the pharmacy knows without knowing the meds prescribed or the patients being prescribed to are all going to be
illegitimate and therefore can all be blocked in entirety. Of note | have never had a pharmacist refuse to fill a prescription because they knew it was
illegitimate. It has always been some other reason not listed in the corresponding responsibility such as ignorance, arrogance, or bias.
Occasionally they say they aren't comfortable with my prescriptions. That's not a surprise. They shouldn't be comfortable deciding what meds to
prescribe to my patients they know nothing about. That's the whole point. Pharmacists weren't trained to be comfortable deciding those things. |
was. | am comfortable with my prescriptions. You may be confusing or conflating "appropriate” with legitimate. Appropriateness would be a
clinical term describing whether or not a particular drug or prescription is the best choice for a particular diagnosis or patient. While pharmacists
would reasonably have some knowledge related to appropriateness, you are not charged with determining that by any governing body. Legitimacy is
referring to whether a script was technically legally written and for proper legal intent and purpose. Meaning it wasn't written outside proper legal
channels. For you to suggest that the "experts” at Walmart including former law enforcement as you emphasized, know ANYTHING about my
prescriptions legitimacy is absurd. They have not viewed the medical records of any of my patients. Especially for future unwritten prescriptions to
unknown patients. Nobody at Walmart knows my patients or anything about them. My patients have never spoken with a pharmacist at Walmart
about their health or medical problems and rarely about their actual prescriptions. You refer to them in your email as patients but they are more like
clients or customers. Patient implies you are providing care for them which is a very very very generous argument. Patients are not currently
required by law to discuss their medical issues with a pharmacist in order to receive a prescription. In my 53 years as a patient myself | have never
had a discussion with a pharmacist about any of my health issues. Yet you now propose that your profession is in a position to better understand
what | might need than my own personal doctors?



About Controlled Substance
Rules/Regulations

| don't know why pharmacies think they are exempt from HIPAA. They have tried to tell us that numerous times and you mentioned that as well. We
have had pharmacies refuse to fill patients controlleds unless we would send the patient's medical records. They would tell the patients that they
were required by law to get them in order to fill the scripts. Mone of that is true. No state or federal guidelines require medical records in order to
dispense a prescription. There is no DEA requirement for that either as has been suggested by numerous local pharmacies. Nobody is exempt from
HIPAA. Yes pharmacists can receive personal health information that is required on a prescription as part of the health care team. However
diagnosis is not a required element. Certainly entire medical records aren't either. One pharmacy told us we were the only clinic who wasn't
providing a patient’s entire medical records at their request. | informed them that | would have to have a signed consent from the patient to send
that to them. This is the law as | and my lawyers understand it. | don't know what having a patient's entire medical record would protect them

from, orwhere they would store it, or who would review it, or who would interpret it for them anyway. Patients were misled numerous times about
some new law requiring them to have that for their scripts and were coerced into signing consents only to find out from us later that was not true and
not required at all. My patients were not happy about being misled.

Are there a subset of patients who sell their controlled substances? Yes. Law enforcement should prosecute those who do. Those who are doing
this are not afraid to do it because there are rarely any consequences for it. And the whole process is funded by subsidized insurance. They should
lose their insurance and serve time or community service or something. I've fired and reported patients suspected of this in the past. Nothing ever
happens and they move on to the next clinic. Does this mean we should quit treating all the patients with certain problems because of the actions
of a few? Of course not! The industry has marginalized and discriminated against patients who do have chronic conditions that are treated with
controlleds and some doctors have quit even trying to figure out which patients are legit and which ones aren't and refuse to care for patients with
certain problems. That's even more atrocious. This seems to be encouraged by groups like yourself and the DEA and politicians who are only
treating and tracking group numbers and forgetting there are real patients behind that data. You will certainly experience that malice if you ever
become a chronic pain or psych patient yourself. We draft laws that require them to see us for these problems and the treatments for them, then
gaslight and belittle them when they do! The population policies are already causing individual patients to slip through the cracks. Putting quotas
on the population undermines individual's access to care and treatments. Clearly we saw that with the shortages of amphetamines and pain meds
this year due to the DEAs quota policies. This seems more about politics than patient care and as individual physicians we are supposed to be
advocates for our patients as individuals.



Arkansas Law?
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(6)

"Medical practitioner” means an individuasl who is:

praciitioners;

(a) A medical practitioner, healthcare institution, or healthecare

1 Has the right not to participate inm A healthecare service

(2) Is not required to participate in a healthcare service that

(3} Is not civilly, criminally, or administratively liable for

declining to participate in & healthcare service that wviolates his, her, or

(4) Is not civilly, criminally, or administratively liable for

the exercise of conscience rights not to participate in a healthcare service

(3) 5Shall not be discriminated Against in any manner based upon

(b) Exercise of the right of conscience is limited to conscience-based

{&) A physiciangj
{(B) A physician assistant;
{C) An advanced practice registered nurse or other nurse
(D) 4 pﬂ&rmﬂcistﬂ
17 17-80-504. Right of conscience.
18
19 A¥Eer:
20
21 that violates his, her, or its consciencej
22
23 violates his, her, or its consciencej;
24
23
26 its consciencej
27
28
29 by A medical practitioner employed, contracted, or granted admitting
30 privileges by a4 healthcare institution; and
3l
32 his, her, or its declining to participate in a healthcare service that
33 viclates his, her, or its ceonscience.
11
35 objections to a particular healthcare service.
36

{c) A medical practitioner, healthcare institution, or healthcare




Arkansas Act 462 — Conscience Clause

e SB289 (ACT462) of 2021

e AN ACT TO CREATE THE MEDICAL ETHICS AND DIVERSITY ACT

Sponsored by Senator Kim Hammer and Representative Brandt Smith

e "Conscience" means the religious, moral, or ethical beliefs or principles of
a medical practitioner, healthcare institution, or healthcare payer.

e Physician, physician assistant, APRN, pharmacist, pharmacy technician,
nurse...... all named in the legislation in addition to a comprehensive list of
other health care workers

e History: Arkansas § 20-16-304(1973) - Contraception
conscience clause for physicians, pharmacists, paramedical
personnel, agent of, institution, or employee of
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Arkansas Act 462 — Conscience Clause

Right of Conscience —

A medical practitioner, healthcare institution, or healthcare payer has the right not to
participate in a healthcare service that violates his, her, or its conscience

Is not required to participate in a healthcare service that violates his, her, or its
conscience

Is not civilly, criminally, or administratively liable for declining to participate in a
healthcare service that violates his, her, or its conscience

Is not civilly, criminally, or administratively liable for the exercise of conscience rights
not to participate in a healthcare service by a medical practitioner employed,
contracted, or granted admitting privileges by a healthcare institution; and

Shall not be discriminated against in any manner based upon his, her, or its declining
to participate in a healthcare service that violates his, her, or its conscience.

Is not required to participate in a healthcare service that violates his, her, or its
conscience

"Healthcare service" means medical care provided to a patient at any time over the entire
course of treatment, including without limitation:

...Dispensing or administering, or both, of any drug, medication, or device 33



Arkansas Act 462 — Scenarios

e Controlled Substance Prescriptions
— Opioids
— Benzodiazepines
— Promethazine with Codeine Cough Syrup
— Common Combinations

o Off Label Use
— COVID 19
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Other External Pressures

 PBM policies that encourage non-controls
to be delivered from other states

* Other state rules that prevent patients
from getting prescriptions from Arkansas

filled In those states.
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ATTORNEY GENERAL GRIFFIN SUES
PHARMACY BENEFIT MANAGERS

FOR ROLES IN ARKANSAS OPIOID
cPIDEMIC

B JUNE 24, 2024

Griffin: ‘Pill by pill and dollar by dollar, PBMs enabled the opioid epidemic in Arkansas’

LITTLE ROCK - Attorney General Tim Griffin today announced he has filed a lawsuit against
pharmacy benefit managers (PBMs) Optum, Inc,, and Express Scripts, Inc., and their subsidiaries for

their roles as a cause of the opioid epidemic in Arkansas and issued the following statement:

“Pill by pill and dollar by dollar, PBMs enabled the opiocid epidemic in Arkansas. Today, we begin the
process of holding them accountable for their roles in a crisis that has ravaged our state—a crisis
they helped cause, contributed to, and furthered.
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OBNDD Issues
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PDMP
Reports

https://healthy.arkansas.gov/programs-services/prevention-
healthy-living/substance-misuse-injury-prevention/prescription-

drug-monitoring-program/pdmp-reports-resources/
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https://healthy.arkansas.gov/programs-services/prevention-healthy-living/substance-misuse-injury-prevention/prescription-drug-monitoring-program/pdmp-reports-resources/
https://healthy.arkansas.gov/programs-services/prevention-healthy-living/substance-misuse-injury-prevention/prescription-drug-monitoring-program/pdmp-reports-resources/
https://healthy.arkansas.gov/programs-services/prevention-healthy-living/substance-misuse-injury-prevention/prescription-drug-monitoring-program/pdmp-reports-resources/
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Prescribing Rates...

o 43.3 prescriptions per 100 persons

https://www.cdc.qov/drugoverdose/rxrate-maps/index.html 46



https://www.cdc.gov/drugoverdose/rxrate-maps/index.html
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Heat Maps
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How About a Project then?

« Arkansas Pharmacists Association
— Under 100 Project
— Targeting 5 areas of the state

— Prescribers and Dispensers have to get on
the same page so let’s start with a joint
meeting to get the information out there!
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Drugs By Class-Prescriptions



Drugs By Class-Pills Sold
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AmerisourceBergen

March 2, 2022

Dear valued customer,

Attached is a letter announcing that we, along with our pharmaceutical distribution peers, have agreed to a
nationwide settlement that resolves most of the opiocid-related lawsuits filed by state and local government
entities across the country.

As part of the settlement agreement, we will be required to make some changes to our Controlled
Substance Monitoring Program (CSMP). These changes will ensure consistency across the distribution
industry and will impact the manner in which we conduct diligence reviews, data collection and analysis,
monthly limits on controlled substance ordering, and suspicious order reporting. We are preparing for the
changes to go into effect in July 2022.

These new requirements will apply to all customers who are registered with the DEA as a Retail
Pharmacy, including independents, chains and mail erder pharmacies. The new requirements will
not apply to closed-door retail pharmacies servicing long-term care and hospice patient communities,
hospital inpatient pharmacies, physician practices, clinics, distributors or researchers.

Ower the next several months, we will work closely with you to prepare for the new requirements and
ensure that all of your questions and concerns are addressed. We have created an Injunctive Relief

webpage (https.//amerisourcebergen. comdinjunctiverelief) where we will provide up-to-date information and
support materials.

AmerisourceBergen is committed to ensuring patients have access to needed medications while doing our
part to combat the misuse, abuse and potential diversion of controlled substances, and we will work in

partnership with you to help ensure continuity of care for your patients. We appreciate your support and
partnership.

With questions, please check out our webpage of resources or contact your AB representative.
Sincerely,

AmerisourceBergen
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Pharmacies on Notice?
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DIFFERENT STORE 2020

AmerisourceBergen Drug Corporation (ABDC) is committed to meeting all legal and
regulatory requirements imposed upon it as a wholesale distributor and constantly strives to
protect the integrity of our country’'s pharmaceutical supply chain. As such, ABDC follows a
procedure of due diligence and continuous oversight of controlled substances sales to its
registrant customers. Through the use of advanced analytics and other means, ABDC will
sometimes discover purchasing activities of interest that are not able to be resolved and or
adequately explained by the customer. Under such circumstances, ABDC will terminate the
customer’s ability to order controlled substances from ABDC and add the customer to

ABDC's Do Not Ship List.

Following a review of the controlled substance ordering activity for Pharmacy over the past
several months, we were particularly troubled by the high ratio of controlled substances
purchased (57% by dosage unit volume) versus non-controlled substances. As a result,
ABDC terminated the sale of all controlled substances and listed chemicals to the pharmacy
on February 7th, 2020. We are sending this letter to you for informational purposes only.

Right or Wrong?
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NEW ISSUES? Fall 2024

 Pharmacy was asked If they were aware
of the “Public Record” of a prescriber and
what they were doing with It.

* Public Record was the fact they were
before the medical board and asked to
take a course on prescribing.

 No punishment
e License Is Active and Unrestricted
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For purposes of the Injunctive
Relief Terms, “Red Flags”

1. Ordering ratio of Highly Diverted Controlled Substances to non-

Controlled Substances: Analyze the ratio of the order volume of all Highly
Diverted Controlled Substances to the order volume of all non-Controlled
Substances to identify Customers with significant rates of ordering Highly
Diverted Controlled Substances.

2. Ordering ratio of Highly Diverted Controlled Substance base codes or
drug families to non-Controlled Substances:

3. Excessive ordering growth of Controlled Substances:

4. Unusual formulation ordering:

5. Out-of-area patients:

6. Cash prescriptions:
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For purposes of the Injunctive
Relief Terms, “Red Flags” cont.

7. Prescriber activity of Customers: Analyze Pharmacy Customer Data or Dispensing
Data to identify Customers that are dispensing Highly Diverted Controlled Substance
prescriptions for Top Prescribers as follows:

a) Top Prescribers representing a significant volume of dispensing where the prescriber’s
practice location is in excess of 50 miles from the pharmacy (“out-of-area”), relative to the
percentage of out-of-area prescriptions for non-Controlled Substances.

b) Top Prescribers representing prescriptions for the same Highly Diverted Controlled
Substances in the same quantities and dosage forms indicative of pattern prescribing (e.g.,
a prescriber providing many patients with the same high-dose, high-quantity supply of

30mg oxycodone HCL prescription without attention to the varying medical needs of the
prescriber’s patient population).

c) Top Prescribers where the top five (5) or fewer prescribers represent more than fifty
percent (50%) of total prescriptions for Highly Diverted Controlled Substances during a
specified period.

8. Public regulatory actions against Customers:

9. Customer termination data: 68



Red Flags / Controlled Substances / Federal Court Injunctive Relief with AmerisourceBergen McKesson and
Cardinal effective

A. Within ninety (90) days of the Effective Date unless otherwise set forth herein,

each Injunctive Relief Distributor shall implement the injunctive relief terms set

forth in Sections Il through XIX (the “Injunctive Relief Terms") in its Controlled

Substance Monitoring Program (“CSMP").

B. The Effective Date of these Injunctive Relief Terms shall be defined by Section
I.P of the Settlement Agreement, dated as of July 21, 2021, which incorporates
these Injunctive Relief Terms as Exhibit P. :

Red Flags for suspicious controlled substance orders and dispensing:

1.

Thresholds exceeded for red flags may result in an Arkansas retail pharmacy receiving a letter with a notice of having
all controlled substance orders being shut down in 5 business days. This type of action would destroy a typical
Arkansas pharmacy and cause operations to cease within a short time frame. If a pharmacy actual has this action
occur, the federal court injunctive relief terms ban other wholesalers from providing services to the impacted
Arkansas community pharmacy.

Thresholds exceeded for red flags may also mean that Arkansas community pharmacies will have individual orders
for specific NDCs (specific drug, dose, quantity, and manufacturer) for controlled substances automatically denied by
the wholesaler and reported to the Arkansas state board of pharmacy as a suspicious order.

The red flags established by the federal courts in the injunctive relief are high level and not specific. The specific red
flags and the established thresholds are developed by each wholesaler. They are not published or shared with the
providers being monitored. The federal court injunctive relief prohibits the 3 wholesalers from providing specific
data and the thresholds established to the pharmacists and retail pharmacy customers being measured.
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Red Flags???

Example AmerisourceBergen Red flags seen in letters to Arkansas pharmacies

Dispensing the widely abused combination of opioids and benzodiazepines

Dispensing of an opioid, a benzodiazepine and muscle relaxer concurrently in individual patients

Dispensing readily abused, diverted and dangerous “trinity” and “Houston” controlled substance cocktails
(opioid + benzodiazepine + carisoprodol)

Dispensing for patients of General Practice / Family Medicine / mid-level providers conducting chronic pain and
co-morbid mental health therapy

Dispensing opioids in combinations with potentiators, i.e. opioids with benzodiazepines, gabapentin, and/or
controlled and non-controlled muscle relaxers

Dispensing antagonistic combinations , i.e. opioids and/or benzodiazepines with stimulant controlled substances
(opioid + stimulant, benzodiazepine + stimulant, opicid+benzodiazepine+stimulant)

Dispensing of antagonistic drugs concurrently to individual patients — opioids with stimulants

Elevated cash Payment rates for controlled substance prescriptions (rather than using health insurance)

High percentage of immediate release hydrocodone purchased and dispensed (hydrocodone with
acetaminophen — Lortab / Vicodin / Lorcet + etc.)

Purchase [/ dispensing of large quantities of promethazine with codeine

Observance of Individual patients traveling a significant distance to obtain prescriptions for widely abused
controlled substances



Wholesaler > Pharmacy

* Wholesalers review de-identified
pharmacy data to see prescribing habits
and prescription filling overview for
pharmacies.

* \We have seen instances where a
wholesaler gave 5 days notice that a
pharmacy would be cut off from all
controlled substance purchasing.
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Suspicious Orders?

 Some wholesalers identify any order that
would exceed the pharmacy’s threshold
number to be suspicious and report that
Information to DEA and state authorities.

e Pharmacies are not told/cannot be told
what their “threshold” numbers are under
the federal injunctive relief.
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Injunctive Relief Requirement

XI1. SUSPICIOUS ORDER REPORTING AND NON-SHIPMENT

D. In reporting Suspicious Orders to the Settling States, the Injunctive Relief
Distributors shall file SORs in a standardized electronic format that is uniform
among the Settling States and contains the following information fields:

8. Explanation for why the order is suspicious (up to 250 characters): Details that are
order-specific regarding why an order was flagged as a Suspicious Order, including
specific criteria used by an Injunctive Relief Distributor’s Threshold system (except
phrases such as “order is of unusual size” without any additional detail are not
acceptable); and

9. Name and contact information for a knowledgeable designee within the Injunctive
Relief Distributor’s CSMP department to be a point of contact for the SORs.
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What We See

AmerisourceBergen State Suspicious Order Reporting

Report for: 06,/30/2023-00,/00/0000

Registrant:

AMERISOURCEBERGEN DRUG CORPORA,12577 STATELINE ROAD,QLIVE BRANCH,MS
Licenses: License Numbers

Wholesale Drug Distribui 15270/16.5

Controlled Substances  CS-15270

DEA Registration RAO0504743
Suspicious Orders Rejected:

Customer Dn Cus Pharmacy License n Customer Name n Addrﬂ Order Dﬂ Drug Description ﬂ NDC n Dnﬂ Drdereﬂ Del iveﬂ Adj Reﬂ Adj Reas Code Desc

Store A DEA Independent Pharmacy 6/30/2023 CARISOPRODOL 350 MG TAB 100 30228010901 3 300 0 CRJ22 CONTROLLED SUBSTAMCES
Store B DEA Independent Pharmacy 6/30/2023 ALPRAZOLAM 1 MG TAB 1000 '6586206?899 2 2000 0 CRJ22 CONTROLLED SUBSTANCES
Store C DEA Independent Pharmacy 7/1/2023 HYDROMORPHOMNE HCL4 MG TAB 500 -’42858030250 1 500 0 CRJ22 CONTROLLED SUBSTAMCES
Store D DEA Independent Pharmacy 7/2/2023 XCOPRI 100 MG TAB 30 '?16‘39010030 1 30 0 CRi22 CONTROLLED SUBSTAMCES
Store A DEA Independent Pharmacy 7/3/2023 CARISOPRODOL 350 MG TAB 100 30228010%1 2 200 0 CRi22 CONTROLLED SUBSTAMNCES
Store D DEA Independent Pharmacy 7/3/2023 XCOPRI 100 MG TAB 30 '?16‘39010030 1 30 0 CRi22 CONTROLLED SUBSTAMNCES
Store E DEA Independent Pharmacy 7/3/2023 ALPRAZOLAM 0.5 MG TAB 1000 "00228202‘3“35 1 1000 0 CRJ22 CONTROLLED SUBSTAMNCES
Store E DEA Independent Pharmacy 7/3/2023 ALPRAZOLAM 1 MG TAB 1000 "00228203195 1 1000 0 CRJ22 CONTROLLED SUBSTAMCES
Store E DEA Independent Pharmacy 7/5/2023 ALPRAZOLAM 1 MG TAB 1000 "00228203195 1 1000 0 CRJ22 CONTROLLED SUBSTAMCES
Store E DEA Independent Pharmacy 7/5/2023 ALPRAZOLAM 0.5 MG TAB 1000 "00228202996 1 1000 0 CRJ22 CONTROLLED SUBSTAMCES
Store C DEA Independent Pharmacy 7/5/2023 HYDROMORPHONE HCL 4 MG TAB 500 -’4285803025{] 1 500 0 CRi22 CONTROLLED SUBSTAMCES
Store C DEA Independent Pharmacy 7/5/2023 HYDROMORPHONE HCL 4 MG TAB 100 I'Er{]EpS?OS‘}DGl 1 100 0 CRi22 CONTROLLED SUBSTAMCES
Store F DEA Independent Pharmacy 7/5/2023 HYDROCODONE/CHLORPH IOISMGISMVE?SOSOOSEOI 2 240 0 CRi22 CONTROLLED SUBSTAMNCES
Store A DEA Independent Pharmacy 7/5/2023 CARISOPRODOL 350 MG TAB 100 30228010901 1 100 0 CRJ22 CONTROLLED SUBSTAMNCES
Store A DEA Independent Pharmacy 7/5/2023 CARISOPRODOL 350 MG TAB 100 30228010901 1 100 0 CRJ22 CONTROLLED SUBSTAMNCES
Store A DEA Independent Pharmacy 7/5/2023 CARISOPRODOL 350 MG TAB 100 30228010901 3 300 0 CRJ22 CONTROLLED SUBSTAMCES
Store G DEA Independent Pharmacy 7/5/2023 HYDROMORPHOMNE HCL4 MG TAB 500 -’42858030250 1 500 0 CRJ22 CONTROLLED SUBSTAMCES
Store B DEA Independent Pharmacy 7/5/2023 HYDROCODONE/ACETAM 10/325 MG TT)OdﬂEOlZSlO 3 3000 0 CRI22 CONTROLLED SUBSTAMNCES
Store B DEA Independent Pharmacy 7/5/2023 HYDROCODONE/ACETAM 7.5/325MG quﬂdﬂﬁﬂlldlﬂ 2 2000 0 CRi22 CONTROLLED SUBSTAMCES
Store B DEA Independent Pharmacy 7/5/2023 HYDROCODONE/ACETAM 5/325MG TAT)O'—IOEOIBIO 1 1000 0 CRi22 CONTROLLED SUBSTAMNCES
Store D DEA Independent Pharmacy 7/6/2023 XCOPRI 100 MG TAB 30 '?16‘39010030 1 30 0 CRi22 CONTROLLED SUBSTAMNCES
Store C DEA Independent Pharmacy 7/6/2023 HYDROMORPHONE HCL 4 MG TAB 500 -’428.58030250 1 500 0 CRJ22 CONTROLLED SUBSTAMNCES
Store F DEA Independent Pharmacy 7/6/2023 HYDROCO/CHLORPHN 10/8MG/SML EF'62542030104 1 120 0 CRJ22 CONTROLLED SUBSTAMCES
Store F DEA Independent Pharmacy 7/6/2023 HYDROCO/ACETA 7.5/325MG/15ML SO'}'1930002?43 1 480 0 CRJ22 CONTROLLED SUBSTAMCES



Pharmacy Gets No Controls?

 What happens next?

» All those prescriptions move to other

pharmacies that are immediately at risk as
well?

e Starts a chain reaction that nobody In an
area may have controls even though there
IS no DEA or State Action on the
prescribers or dispensers.
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Which Controls?

e Suspicious ones, highly diverted ones?
« ALL OF THEM

 Including MAT medications such as
Buprenorphine in single entitly or
combination used for Opioid Use Disorder.

 This appears contrary to DEA statements
regarding the importance of having these
medications available for OUD treatment.
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Rx Mailed Into Arkansas
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OOS Prescribers
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Dispensed to OOS Patients



Drug Shortages

« Many Pharmacies are unable to get the
amount or variety of controlled substances
needed for the prescriptions they see.

e Some of this Is true shortage of drugs
 Some of this Is due to supplier policies
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Message TO Prescribers

* You need to be having conversations with
your area pharmacies and pharmacists

« Talk about how you manage controlled
substance prescribing and patient
expectations

* Ask what problems each is facing

 Have a plan for your patients before
surgery, discharge or other planned
events!
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Corresponding Responsibility

21 C.F.R. § 1306.04

(a) A prescription for a controlled substance to be effective must be issued for a legitimate medical
purpose by an individual practitioner acting in the usual course of his professional practice. The
responsibility for the proper prescribing and dispensing of controlled substances is upon the
prescribing practitioner, but a corresponding responsibility rests with the pharmacist who fills the
prescription. An order purporting to be a prescription issued not in the usual course of professional
treatment or in legitimate and authorized research is not a prescription within the meaning and
intent of section 309 of the Act (21 U.S.C. 829) and the person knowingly filling such a purported
prescription, as well as the person issuing it, shall be subject to the penalties provided for violations
of the provisions of law relating to controlled substances.

(b) A prescription may not be issued in order for an individual practitioner to obtain controlled
substances for supplying the individual practitioner for the purpose of general dispensing to
patients.

(c) A prescription may not be issued for "detoxification treatment” or "maintenance treatment,"
unless the prescription is for a Schedule lll, IV, or V narcotic drug approved by the Food and Drug
Administration specifically for use in maintenance or detoxification treatment and the practitioner is
in compliance with requirements in 81301.28 of this chapter.

« [36 FR 7799, Apr. 24, 1971. Redesignated at 38 FR 26609, Sept. 24, 1973, and amended at 39
FR 37986, Oct. 25, 1974; 70 FR 36343, June 23, 2005]
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http://www.deadiversion.usdoj.gov/21cfr/21usc/829.htm
http://www.deadiversion.usdoj.gov/21cfr/cfr/1301/1301_28.htm

Corresponding Responsibility

Discussions of common red flags can be found in Final Orders issued by the
DEA in administrative proceedings and in presentations given by the Agency in
public forums. Red flags may include:

“Pattern prescribing” — prescriptions for the same drugs and the same quantities
coming from the same doctor;

Prescribing combinations or “cocktails” of frequently abused controlled substances;
Geographic anomalies;

Shared addresses by customers presenting on the same day;

The prescribing of controlled substances in general,;

Quantity and strength;

Paying cash;

Customers with the same diagnosis code from the same doctor;

Prescriptions written by doctors for infirmaries not consistent with their area of
specialty;

Fraudulent prescriptions.

http://deachronicles.quarles.com/2013/08/a-pharmacists-obligation-corresponding-g7

responsibility-and-red-flags-of-diversion/



http://deachronicles.quarles.com/2013/08/a-pharmacists-obligation-corresponding-responsibility-and-red-flags-of-diversion/
http://deachronicles.quarles.com/2013/08/a-pharmacists-obligation-corresponding-responsibility-and-red-flags-of-diversion/

DEA Actions

 Criminal Cases against Doctors from DEA

* Registrant Actions — Administrative
Actions Against Registrants

— https://www.deadiversion.usdoj.gov/crim _adm
In_actions/index.html

— If you read through these you see that there is
generally a long process to resolve these
cases and publish them in the DEA resources
database.
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https://www.deadiversion.usdoj.gov/crim_admin_actions/index.html
https://www.deadiversion.usdoj.gov/crim_admin_actions/index.html

Possible DEA Sanctions?

Criminal — crime against
the state

Administrative-revoke
state and federal licenses

Civil-$15,000+ per count

FOR IMMEDIATE RELEASE Wedneszday, September 27, 2017

Perryville Pharmacist Sent to Prison for 10 Years, to Pay
$850,000 for Role in Pill Scheme

LITTLE ROCK— Patrick C. Harris, Acting United States Attorney for the Eastern District of Arkansas,
Stephen G. Azzam, Special Agent in Charge of the Drug Enforcement Administration (DEA) New Orleans
Field Division, and Diane Upchurch, Special Agent in Charge of the Little Rock Field Office of the Federal
Burean of Investigation (FBI) announced today that Christopher Grant Watson, 44, of Perryville, a former
pharmacist and owner of Perry County Food and Drug Store, will be spending the next 10 years in federal
prison.

United States District Court Judge James M. Moody sentenced Watson to a statutory maximum 120
months’ imprisonment for Watson's lead role in a conspiracy to unlawfully distribute preseription opioid
pills from his drug store, his participation in a scheme to defraud Medicare/Medicaid, and a structuring
offense. Watson was also orderad to pay a monestary judgement in the amount of $850,000 representing
unlawful proceads from the offense, which includes $54.000 in restitution to Medicare/Medicaid.
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Resources...

e DEA Pharmacist’s Manual

— An Informational Outline of the Controlled
Substances Act
e 129 pages of summary notes

e https://www.deadiversion.usdoj.qgov/pubs/manuals/
Index.html

e DEA Practitioner’'s Manual

— New Manual recently published
e 56 pages

» https://www.deadiversion.usdoj.gov/GDP/(DEA-DC-071)(EO-
DEA226) Practitioner's Manual (final).pdf
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https://www.deadiversion.usdoj.gov/pubs/manuals/index.html
https://www.deadiversion.usdoj.gov/pubs/manuals/index.html
https://www.deadiversion.usdoj.gov/GDP/(DEA-DC-071)(EO-DEA226)_Practitioner's_Manual_(final).pdf
https://www.deadiversion.usdoj.gov/GDP/(DEA-DC-071)(EO-DEA226)_Practitioner's_Manual_(final).pdf

DEA Practitioner’s Manual

o https://www.deadiversion.usdoj.gov/GDP/(DEA-DC-071)(EO- 91
DEA226) Practitioner's Manual (final).pdf



https://www.deadiversion.usdoj.gov/GDP/(DEA-DC-071)(EO-DEA226)_Practitioner's_Manual_(final).pdf
https://www.deadiversion.usdoj.gov/GDP/(DEA-DC-071)(EO-DEA226)_Practitioner's_Manual_(final).pdf
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DEA Pharmacist’s Manual

e https://www.deadiversion.usdoj.qgov/GDP/(DEA-DC-046)(EO-

DEA154) Pharmacist Manual.pdf
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https://www.deadiversion.usdoj.gov/GDP/(DEA-DC-046)(EO-DEA154)_Pharmacist_Manual.pdf
https://www.deadiversion.usdoj.gov/GDP/(DEA-DC-046)(EO-DEA154)_Pharmacist_Manual.pdf

« Updated
October 8, 2020

e This Is a more
thorough review
of how the
federal
regulations work
for pharmacists.
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On November 19, 2021, the Drug Enforcement Administration (DEA) published

a notice of proposed rulemaking (NPRM) proposing to permit the transfer of

electronic prescriptions for controlled substances (EPCS) in schedules ITI-V

between registered retail pharmacies for initial filling on a one-time basis only. ™

In this rulemaking, DEA is finalizing the regulatory text proposed in the NPRM

with modifications to address concerns brought forth by commenters.

e CURRENTLY
UNWORKABLE

e EPCS and
Pharmacy switch
systems do not
have the capability
to “Forward” an

EPCS

Table 1: Persons and Activities, Current vs. Proposed

Persons Change in Activity Economic Impact
Cuarrent Proposed

First or First phannacy contacls patient | Transferring phanmacy conlactls Assume duration of

Tramsferring | o inform that they are unable W | patient o inform that they are callicomtact is same

Pharmacy

fill the prescription.

Molg action aken (i.c., void,
cancel, ele.), as needed.

unable to fill the prescription.

Transfer proseriplion, *Transfer”

imehudes: contacing the
receiving pharmacy. exchanging
information, and recording the
required informution regarding
transfer.

=0 impact

Additional cost o
Iransler vs, noling
action taken.

Patient Receive call from pharmacy Receive call from pharmacy that | Assume duration of
that they are nnable to fill the they are unable to fill the callicontact is same
prescription. prescription, request transfer of === no impact.

e prescription to an allemse
(receiving) pharnnacy.
Confact prescriber to requast NAA. Cost savings from
nEw pIESCRpion. not having to contact
prescriber.
Receive filled prescripiion Mrom | Receive filled prescription from Assume same burden
scoond (receiving) phannacy. receiving plarnacy. === 10 Timpeac.

Prescriber Receive call From paticnt, N, Cost savings.

(prescriber's secrelary)
Cameel prescrplion sent 1o first | N/A Cosl savings.
pharmacy and issue new
prescriplion al second
(receiving) pharmacy,
Second Receive prescripiion and [l Receive transfer and fill. Additional cost to
(Receiving) “Transler” includes: being receive and record

Pharmacy

conlacled by the transferring
pharmuacy, exchanging
information, and recording the
required information regarding
transfar

ransler




Questions?
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