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Disclosure
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Objectives
• Analyze and Discuss recent regulatory
issues and challenges for healthcare
providers related to controlled substances
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So, anyone notice any changes?
• Recent Cases?
• Limits on purchases?
• Suspicious Order Reports?
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Supreme Court Case
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Interesting Case AR Supreme
• Kowalski v. Rose Drugs of Dardanelle, Inc.
• The Estate further asserted a wrongful-death action against Rose Drugs
for its “failure to properly monitor and negligent filling of numerous
medications without regard to the ramifications of the multiple
prescriptions.”
• “Its sole point on appeal is that the circuit court erred in concluding that Rose
Drugs, as a pharmacy, had no general duty to warn, not to fill dangerous
prescriptions, and to inquire of a prescribing physician.”
• https://caselaw.findlaw.com/ar-supreme-court/1610636.html
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Arkansas
Indictments
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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- 9
responsibility-and-red-flags-of-diversion/

• Is it legal for a prescriber to write 6
separate C2 prescriptions – 1 for now then
5 for future fills?
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Arkansas Act 651 of 2021
• SB505 – ACT 651 TO MANDATE THE
COPRESCRIPTION OF AN OPIOID
ANTAGONIST UNDER CERTAIN
CONDITIONS; AND TO AMEND THE
NALOXONE ACCESS ACT.
• https://www.arkleg.state.ar.us/Bills/Detail?i
d=sb505&ddBienniumSession=2021%2F2
021R&Search=
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Arkansas Act 651
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COVID Confusion on Controls
We had lots of calls from pharmacies where prescribers seemed
to think that any C2 can be called or faxed in due to COVID 19. I
have heard everything from the DEA has suspended all rules
(not true) to the president announced we can do this to the
Governor said we could. It appears to be necessary to explain
that there is a big difference in Telemedicine giving the ability to
prescribe vs the actual issuance of a prescriptions. Being able to
prescribe via Telemedicine without an in-person medical
evaluation has been allowed by DEA as outlined in the linked
site below. The next part of actual issuance of a prescription was
not changed by DEA according to the reading of this as well as
discussions with DEA.
https://www.deadiversion.usdoj.gov/coronavirus.html
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COVID Confusion on Controls
https://www.deadiversion.usdoj.gov/coronavirus.html
“Provided the practitioner satisfies the above requirements, the
practitioner may issue the prescription using any of the methods
of prescribing currently available and in the manner set forth in
the DEA regulations. Thus, the practitioner may issue a
prescription either electronically (for schedules II-V) or by calling
in an emergency schedule II prescription to the pharmacy, or by
calling in a schedule III-V prescription to the pharmacy.”
While DEA allows for “emergency” prescriptions the state
pharmacy board has a long term rule that limits emergency
supplies on a C2 to a 72 hour supply as is consistent with most
other states. That rule has not been suspended.
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COVID Confusion on Controls
"The Controlled Substances Act (CSA), 21 U.S.C. 801 et seq., states that a
pharmacist may not dispense a schedule II controlled substance without a written
prescription of a practitioner, “except that in emergency situations… such drug may be
dispensed upon oral prescription….” 21 U.S.C. 829(a). The criteria for identifying an
emergency situation are found in a Food and Drug Administration (FDA) regulation, 21
CFR 290.10, which provides that an emergency situation is one in which the
prescribing practitioner determines that immediate administration of the schedule II
controlled substance is necessary for the proper treatment of the intended user, that
no appropriate alternative treatment is available, and that it is not reasonably possible
for the prescribing practitioner to provide a written prescription to the pharmacy prior
to dispensing the substance. Whether an emergency situation exists is a
determination made by a practitioner based on the individual facts of a particular
medical situation. Thus, an emergency situation does not necessarily exist with regard
to every prescription of a schedule II controlled substance issued during the Public
Health Emergency: this determination must still be made by practitioners on a caseby-case basis. DEA acknowledges, however, that the Public Health Emergency is
likely creating emergency situations, as defined by 21 CFR 290.10, in some cases."
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DEA Prescribing Guidance

16

Part 1: Evaluating the Patient
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Part 2: Delivering the RX
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DEA Prescribing Guidance
• “electronic signatures” for fax or paper?
• A paper prescription must be written in ink or
indelible pencil or typewritten, or printed on a
computer printer, and must be manually signed by
the practitioner on the date when issued. 21 CFR
1306.05(d). An individual (i.e., secretary or nurse)
may prepare prescriptions for the practitioner’s
signature. 21 CFR 1306.05(f). The practitioner is
responsible for ensuring the prescription conforms
to all requirements of the law and regulations, both
federal and state. 21 CFR 1306.05(f).
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Changes to Prescriptions DEA
• In 2022 we have faced some real
confusion on what changes can be made
to controlled substance prescriptions.
• Largely arose from 2019 (as I am told)
guidance for federal agencies to place
guidance documents in central locations.
• See FDA guidance as an example.
• History….
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Latest updates first?
NACDS Policy Council,
Late last night, NACDS received the email communication, below, from the Deputy Assistant
Administrator/Diversion Control Division of the DEA providing an update on DEA policy on
pharmacist annotation of C-II prescriptions. It can best be described as a retraction of its earlier
policy reversal, with modification. In what it is calling an “interim measure,” the DEA is now
saying that it will permit pharmacist annotation of C-II prescriptions as permitted under state
law, in consultation with the prescriber. (This DEA consultation requirement is an addition to the
prior DEA policy regarding C-IIs but appears to align it with similar policy related to drugs on
other schedules). Some states laws may already have this consultation requirement. We have
asked the DEA how/when it plans to inform stakeholders of this “interim measure,” but have no
response as of yet. We will keep you informed of any further developments.
_______________________________________
In the past few months, DEA has received an increasing number of questions concerning pharmacists’
ability to add or modify information—like a patient’s address—on paper prescriptions. To address these
questions, DEA has been reviewing the relevant regulations and working to draft new regulations to
address this issue. As an interim measure, pharmacists are permitted to adhere to state regulations or
policy regarding those changes that a pharmacist may make to a schedule II prescription after oral
consultation with the prescriber. (Emphasis added).

•

8/20/22 at 3:16PM – ASBP received about 5th hand 8/22/22 at 7:40 AM
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Deja Vu?
• 2007 DEA Preamble to
Rulemaking on the
Issuance of Multiple
Prescriptions for
Controlled Substances
Stated changes could
not be made to C2
prescriptions for
additions.
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Where did we get Clarification?
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Recent Letter In DEA
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So, What Has Changed?
• Federal Regulation
– NOTHING – Current version since 2010

• Interpretation
– ? Possibly 180 degrees then back again

• Enforcement
– No Clue –

• FUTURE RULE MAKING should happen
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Act 447 - 1/1/2021 or later
AN ACT TO REQUIRE MANDATORY ELECTRONIC
PRESCRIBING FOR CONTROLLED SUBSTANCES; AND
FOR OTHER PURPOSES
Sponsored by Senator Hammer and Representative Boyd
(c) Except as provided in subsection (d) of this section, a practitioner shall
not issue a prescription for a controlled substance included in Schedule II
through Schedule VI unless the prescription is made by electronic
prescription from the practitioner issuing the prescription to a pharmacy.
(d) A practitioner may issue a prescription for a controlled substance
included in Schedule II through Schedule VI by written, oral, or faxed
method if issued: (1) By: (A) A veterinarian; or (B) A practitioner: (i) To be
dispensed by a pharmacy located outside of the state…
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Act 447 continued
Other exemptions then:

(2) In circumstances in which electronic prescribing is not available due
to temporary technological or electrical failure; or
(3) When the practitioner and the dispenser are the same entity.
(e)(1) A pharmacist or pharmacy that receives a written, oral, or faxed
prescription for a controlled substance included in Schedule I through
Schedule VI is not required to verify that the prescription properly falls
under one (1) of the exceptions listed in subsection (d) of this section.
(2) A pharmacist may continue to dispense a controlled substance from
an otherwise valid written, oral, or faxed prescription that is consistent
with state law or rules or federal law and regulations.

https://www.arkleg.state.ar.us/Acts/FTPDocument?path=%2FACTS%2F2019R%2FPublic%2F&file=447.pdf&d
30
dBienniumSession=2019%2F2019R

Act 447 continued
• Federal Government
• In the CY2021 Medicare physician fee schedule proposed rule from summer of
2020, CMS contemplates delaying EPCS requirements until January 1, 2022 due to
COVID. We expect the final rule before the end of the year, so should have an
answer then:
•Conversation about EPCS starts on page 535, with the below excerpt on page 543:
“We also recognize the importance of EPCS and the statutory mandate. We believe
that requiring EPCS by January 1, 2022 strikes the balance between not providing too
large of a burden on providers and helping ensure that the benefits of EPCS are
leveraged expeditiously. Furthermore, requiring EPCS by January 1, 2022 would allow
time to solicit and consider important feedback from the previously discussed Request
for Information that is necessary for implementation of the EPCS requirements for
waivers from the requirements and penalties.”
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EPCS Required Federally?
•

In the fall of 2018, Congress passed the SUPPORT for Patients and Communities Act, which requires
Medicare Part D program participants to use e-prescribing of controlled substances (EPCS) beginning
January 1, 2021. In a final rule issued in late 2020, the Centers for Medicare & Medicaid Services (CMS)
called for implementing the mandate but delayed enforcement until January 1, 2022. CMS is now proposing
to delay enforcement for yet another year, until January 1, 2023.
–

https://surescripts.com/news-center/intelligence-in-action/opioids/cms-should-proceed-with-epcsrequirement-without-another-delay

•Throughout 2021, CMS solicited input on appropriate actions for non-compliance and how any penalties will be
imposed. Comments were submitted and the Calendar Year (CY) 2022 Medicare Physician Fee Schedule Final
Rule was released and is accessible at cms.gov as of November 2nd, 2021. As of November 2021, CMS
compliance actions “will consist of sending letters to prescribers that we believe are violating the EPCS
requirement during that period of time. These letters will consist of a notification to prescribers that they are
violating the EPCS requirement, information about how they can come into compliance, the benefits of EPCS, an
information solicitation as to why they are not conducting EPCS, and a link to the CMS portal to request a waiver.”
However, between now and the enforcement deadline in 2023, CMS will re-evaluate whether further compliance
actions and penalties are necessary.
•What Does The Enforcement Delay Mean For Your Practice?
•While enforcement and CMS “compliance action” has been delayed, the mandate is currently in effect
– https://www.rxnt.com/cms-delays-epcs-compliance-enforcement-again-2023/
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Legal Education
•
•
•
•
•

Pharmacy Law Course
Pharmacy Jurisprudence Exam
Physicians?
Nurses?
Dentists?
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Scope of Practice – Controls
• APRN
• Act 412 of 2021 established the Full
Independent Practice Credentialing
Committee
• Through application the committee can
grant full independent practice for an
APRN after showing 6,240 hours of
practice under a Collaborative Practice
Agreement
34

PA Scope Expansion
• Act 634 of 2021
• Added a PA to the Medical Board
• (2) A physician assistant's prescriptive authority extends to drugs listed in
Schedule II only if the prescription is for:
(A) An opioid, if the prescription is only for a five-day period or less; or
(B) A stimulant, if the prescription meets the following criteria:
(i) The prescription was originally initiated by a physician;
(ii) The physician has evaluated the patient within six (6) months before the
physician assistant issues a prescription; and
(iii) The prescription by the physician assistant is to treat the same condition as
the original prescription.
“Prescriptions written by a physician assistant must contain the name of
the supervising physician on the prescription. “
35
ADOPTED RULES Approved and Active September 2022

Controlled Substance
Distribution

• Manufacturers – Limited Quotas for
Production (overproduction 25%)
• Distributors – Suspicious Orders
(prevention and reporting), Diversion
Prevention
• Pharmacies – Volume Considerations
• Pharmacists – Corresponding
Responsibility
36

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-38
responsibility-and-red-flags-of-diversion/

• Note, at this time Medical Board Rules require a PA
prescription to contain the name of their supervising
physician.
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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.
40

Possible DEA Sanctions?
•
•
•

Criminal – crime against
the state
Administrative-revoke
state and federal licenses
Civil-$15,000+ per count
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So How About We Scare
Everyone?

THIS IS NOT FACTUAL BUT IS AN EXAMPLE OF WHAT SOME
COMPANIES WILL USE AS A SCARE TACTIC TO DRUM UP BUSINESS!
THIS IS NOT TRUE – If you have questions then you should be contacting
DEA
There are several things that DEA Diversion has been looking for:
1. The filling of controlled substance prescriptions earlier than two days.
This one they are always right. So, you decide to fill a prescription seven
days early. Now you got the patient being given the same amount twice
on the same month. This is a very serious violation that DEA and the
Board of Pharmacy will take their actions against the pharmacy owner
and the pharmacist who filled the prescription.
2. Dispensing an amphetamine and a benzodiazepine to the same patient.
These prescriptions are causing many pharmacies headaches. Very easy
civil fine of $72,683.00 per violation.
3. Exceeding the 90 Morphine milligram equivalent (MME) for dispensing
opioids especially for pain. Here all they must show is that you didn’t do a
PMP profile, and that the pharmacist has not communicated with the
prescriber to determine the necessity for the IR and ER opioid for the
patient. Besides the civil fine of $72,683.00 per violation, DEA Diversion
may want a consent agreement with the pharmacy.
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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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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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Heat Maps
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Why?
• Combination of Drugs
– Opioid – Benzo – Muscle Relaxant
• Muscle Relaxant includes baclofen,
cyclobenzaprine, tizanidine, carisoprodol

46

47

48

For purposes of the Injunctive
Relief Terms, “Red Flags”
1. Ordering ratio of Highly Diverted Controlled Substances to nonControlled 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”
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:
50
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Message from Prescriber
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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
– Should be republished any time
• old one is 62 pages
• https://www.in.gov/dhs/files/DEA_Practicioner_Ma
54
nual.pdf

DEA Pharmacist’s Manual

• https://www.deadiversion.usdoj.gov/GDP/(DEA-DC-046)(EODEA154)_Pharmacist_Manual.pdf
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DEA Pharmacist’s Manual
• Updated
October 8, 2020
• This is a more
thorough review
of how the
federal
regulations work
for pharmacists.
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Required Information for
Prescription Labels Cont’d
Federal Food and Drug Administration (FDA) regulations
found in 21 CFR 290.5 require that the label of any drug
listed as a “controlled substance” in schedules II, III, or IV
of the CSA must, when dispensed to or for a patient,
contain the following warning: “CAUTION: Federal law
prohibits the transfer of this drug to any person other than
the patient for whom it was prescribed.” In addition, a
pharmacist who receives a prescription for a controlled
substance must dispense that prescription to the patient
or a member of the patient’s household. 21 U.S.C.
802(10) and (27). To deliver the controlled substance to
anyone other than the patient or a member of the
patient’s household is distributing, not dispensing. 21
U.S.C. 802(10) and (11).

Arkansas Act 462 – Conscience Clause
• SB289 (ACT462)
• 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
59

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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What Was Missed?
• Is there anything you wish you were taught
earlier that you only know now due to
exposure and experience regarding drug
abuse, misuse and dependence?
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Questions?

Please do not hesitate to call us
with regulatory or practice
questions. If you are a licensed
pharmacist in Arkansas, you
should be asking us what our
regulations mean and how to
follow appropriate procedures to
maintain your license.
62

Future Questions?
Arkansas State Board of
Pharmacy
pharmacyboard.arkansas.gov
www.arkansas.gov/asbp
(501) 682 - 0190
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