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Disclosure
• We do not have any financial interests or 

other disclosures of conflict for this 
program.
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Objectives
• Analyze and Discuss recent regulatory 

issues and challenges for healthcare 
providers related to controlled substances

• Discuss challenges with controlled 
substance drug supply for patients 
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Anyone notice any changes?
• Recent Cases?
• Limits on purchases?
• Suspicious Order Reports?

4



CE Requirements from DEA
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Arkansas 
Indictments
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What do Patients Know?
• 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 mail.
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DRUG SHORTAGES
• Why do we see them?
• Where are the shortages?
• Whose fault is it?
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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.

• Years ago a manufacturer could make 
125% of that allotment
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DEA Letter
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DEA Supply Chain Conference
• April 30 – May 2, 2024 in Little Rock

– https://www.deadiversion.usdoj.gov/mtgs/supply_chain/conf_2024.html 

• 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

• NABP Pulse
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Where are the delays?
• Quota awarded
• 84 days to receive API
• 56 days to produce drug
• 7 days to get to distributor
• 14 days to get to pharmacy

• 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
• 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.
• Controlled substances % filled by 

Arkansas pharmacies vs out of state 
pharmacies.
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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.



Who is Confused
• Attempts were made to educate the 

prescriber



• Your bullet points here

About Controlled Substance 
Rules/Regulations



Arkansas Law?
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Arkansas Act 462 – Conscience Clause  
• SB289 (ACT462) of 2021
• AN ACT TO CREATE THE MEDICAL ETHICS AND DIVERSITY ACT
• Sponsored by Senator Kim Hammer and Representative Brandt Smith
• "Conscience" means the religious, moral, or ethical beliefs or principles of 

a medical practitioner, healthcare institution, or healthcare payer.
• Physician, physician assistant, APRN, pharmacist, pharmacy technician, 

nurse…… all named in the legislation in addition to a comprehensive list of 
other health care workers

• 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
• Controlled Substance Prescriptions

– Opioids
– Benzodiazepines
– Promethazine with Codeine Cough Syrup
– Common Combinations

• 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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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/ 

40
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Prescribing Rates…

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

• 43.3 prescriptions per 100 persons

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
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Drugs By Class-Pills Sold
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Pharmacies on Notice?
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DIFFERENT STORE 2020

Right or Wrong?
61



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
• License is Active and Unrestricted

62



63



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:
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Red Flags???
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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.

• Pharmacies are not told/cannot be told 
what their “threshold” numbers are under 
the federal injunctive relief.
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Injunctive Relief Requirement
XIII. 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
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Pharmacy Gets No Controls?
• What happens next?
• All those prescriptions move to other 

pharmacies that are immediately at risk as 
well?

• 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?
• 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
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Drug Shortages
• Many Pharmacies are unable to get the 

amount or variety of controlled substances 
needed for the prescriptions they see.

• 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 III, 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 §1301.28 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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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-
responsibility-and-red-flags-of-diversion/ 
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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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Possible DEA Sanctions?
• Criminal – crime against 

the state
• Administrative-revoke 

state and federal licenses
• Civil-$15,000+ per count
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Resources…
• DEA Pharmacist’s Manual

– An Informational Outline of the Controlled 
Substances Act

• 129 pages of summary notes
• https://www.deadiversion.usdoj.gov/pubs/manuals/

index.html 

• DEA Practitioner’s Manual
– New Manual recently published 

• 56 pages
• https://www.deadiversion.usdoj.gov/GDP/(DEA-DC-071)(EO-

DEA226)_Practitioner's_Manual_(final).pdf 90

https://www.deadiversion.usdoj.gov/pubs/manuals/index.html
https://www.deadiversion.usdoj.gov/pubs/manuals/index.html
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DEA Practitioner’s Manual

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

• https://www.deadiversion.usdoj.gov/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
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• Updated 
October 8, 2020

• This is a more 
thorough review 
of how the 
federal 
regulations work 
for pharmacists.
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• CURRENTLY 
UNWORKABLE

• EPCS and 
Pharmacy switch 
systems do not 
have the capability 
to “Forward” an 
EPCS
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Questions?
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