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Drugs, Documentation,
and DEA

Improving your Charting of Prescribing Rationale in 2020 and Beyond,

Prepared and Presented by Jen Bolen, JD for PainWeek and PainWeekEnd

+ Ms. Bolen serves as a Consultant to Paradigm Labs.

Disclosures

1. Review DEA Regulatory Requirements
for a Valid Controlled Substance
Prescription.

2. Discuss DEA Administrative Cases and
relevance to the steps a DEA Registrant

Obj ectives should take to ensure a valid controlled

substance prescription.

3. Construct a basic road map for
improving documentation of controlled
substance prescriptions.




Review DEA
Regulatory
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Objective #1
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What makes a Controlled Substance Prescription Valid?

How are these requirements relevant to documentation?

DEA Administrative Handbook and Federal

DEA Policy Statements
Regulation

Legitimate Medical Purpose Legitimate Medical Purpose
Usual Course of Professional Practice Usual Course of Professional Practice

“Reasonable Steps to Prevent Abuse and Diversion”

Controlled Substances Security Manual

Application of State and Federal Law

ris manual shall be construed as authorizing or permitting any person o do any act which i not authorized of

do any act i violation of Tt 21, Chagker I of the Code of Federal ons (21

inted copies of the complet reguiations implementing the Controled Substances Act of 1970 may
5. Government Printing Office, Washington, OC 20402. Proposed

@ reguiations are published in the Federal Register.

be obtained from the.
and Fnaized amendments t

In many cases state

When it comes to controlled * FEDERAL LAW + STATE LAW = Compliance
substance prescribing (and

* Must meet both requirements O
documentation), the formula'is . . .

« States may adopt more stringent

requirements, which must be followed

more stringent than Federal law and must be complied with in additon to Federallaw.
ine of Federal law covering speciic

This manual
fy Stuations a5 set fortn in the Federal Regulations




DEA Regulations 21 Code of Federal
Regulations 1306.04

RESOURCES > Titla 21 Code of Federal R

i 21 Code of Fedel

PART 1306 — PRESCRIPTIONS
GENERAL INFORMATION
§1306.04 Purpose of Issue of prescription.

(2) A preseription for a controlled substance to be effective must be Issued for a legitimate medical purpose by an individual

ractitioner act s professional practice. The responsibily for the proper prescribing and dispensing
of controlied substances s upon the prescribing practitioner, but a corresponding responsibiity rests pharmacist who
fill the prescription. An order purporting to ription issued not in the usual c sional treatment o i

829) and the person knowingly filing such a purported prescription, 25 well s the person issuing It, shall be subject to the
penalties provided for violations of the provisions of aw 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.

(€) A prescription may ot be issued for *detoxification treatment® or "maintenance treatment, unless the prescription is for o
Schedule 111, 1V, or V narcotic drug approved by the Food and Drug Administration specificaly for use in maintenance or
detoxification treatment and the pracitioner is in compliance with requirements in §1301.28 of ths chapter

(36 FR 7799, Apr. 24, 1971. Redeslgnated at 38 FR 26609, Sept. 24, 1973, and amended at 39 FR 37986, Oct. 25, 1974; 70
FR 36343, June 23, 2005)

NOTICE: This is an noffical varsion. An oficaf varsion o tis publication may ba obtainad directly rom the Government Publishing
orfce (6¢0)
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DEA Administrative
Practitioner’s
Handbook

Practitioner’s Manual

An Tnformational Outline of the
Controlled Substances Act

Resource!
Eé% é 222;2;22;2’;‘2 S'ﬁ% E‘Eﬁ accessed on
2/26/2020.

Resource:

Eﬁgﬁ;ﬁéﬁéﬁé ﬁﬁ accessed on 252552020

DEA
Administrative
Practitioner’s
Handbook



https://www.deadiversion.usdoj.gov/pubs/manuals/pract/section5.htm
https://www.deadiversion.usdoj.gov/pubs/manuals/pract/section5.htm

Resource:
httes//wwwdeadiversionusdoi.gov/pubs/m
W@ accessed on
2/26/2020.

DEA
Administrative
Practitioner’s
Handbook
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DEA Final Policy

Statement
Published on 9/6/2006

Not on DEA website at this time.
PDF Available as Handout

Federal Register link:

Wednesdar.
Septeber 6, 2006

\

Part V

Department of
Justice

11

DEA Final Policy
Statement

+ Published on 9/6/2006
+ PDF Available as Handout

+ Federal Register link:

Litosy inf Rkg/ER.
2006 5
accessed on 2/26/2020
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https://www.deadiversion.usdoj.gov/pubs/manuals/pract/section5.htm
https://www.govinfo.gov/content/pkg/FR-2006-09-06/pdf/FR-2006-09-06.pdf
https://www.govinfo.gov/content/pkg/FR-2006-09-06/pdf/FR-2006-09-06.pdf

DEA Final Policy
Statement

* Published on 9/6/2006

+ PDF Available as Handout

" Federal Regiter link:
hity Zovinfo, kg /FR-

accessed on 2/26/2020

What are the general legal
responsibilities of a physician to prevent
diversion and abuse when prescribing
controlled substances?

In each instance where a physician
issues a prescription for a controlled
substance, the physician must properly
determine there is a legitimate medical
purpose for the patient to be prescribed
that controlled substance and the
physician must be acting in the usual
course of professional practice.*' This is
the basic legal requirement discussed

21 CFR 1306.04(a); United States v. Moore,
supra
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DEA Final Policy
Statement

+ Published on 9/6/2006

* PDF Available as Handout

+ Federal Register link:
ity info, pke/FR-

accessed on 2/26/2020

Federal Register/V

above, which has been part of American
law for decades. Moreover, as a /
" condition of being a DEA registrant, a
who prescribe:
substances has an obligation o take
reasonable measures to prevent
diversion.®2 The overwhelming majority
of physicians in the United States who
prescribe controlled substances do, in
fac, exercise the appropriate degrec of
medical supervision—as part of “their
routine prastice during office visite—to
minimize the likelihood of diversion or
abuse. Again, each palient’s siluation is <—
unique and the nature and degree of
physician oversight should be tailored
accordingly, based on the physician’s
sound medical judgment and consistent
with established medical standards.
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DEA Final Policy
Statement

+ Published on 9/6/2006

« PDF Available as Handout

+ Federal Register link:
h jnfc Rkg/ER.

2 i
accessed on 2/26/2020

" WWhat additional precaution should be y’
taken when a patient has a history of
drug abuse?

As a DEA registrant, a physician has
a responsibilily to exercise a much
greater degree of oversight to prevent
diversion and abuse in the case of a
known or suspected addict than in the
case of a patient for whom there are no
indicators of drug abuse. Under no
circumstances may a physician dispense
controlled substances with the
knowledge they will be used for a
nonmedical purpo
resold by the patient. Some phy
who treat putlrnls having a history of
drug abuse require each paucm to sign
a contract agreeing to certain terms

by the CSA or DEA évunlutmm thy

be very useful.
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https://www.govinfo.gov/content/pkg/FR-2006-09-06/pdf/FR-2006-09-06.pdf
https://www.govinfo.gov/content/pkg/FR-2006-09-06/pdf/FR-2006-09-06.pdf
https://www.govinfo.gov/content/pkg/FR-2006-09-06/pdf/FR-2006-09-06.pdf

Can a physician be investigated solely
on the basis of the number of tablets
prescribed for an individual patient?

DEA Final * Published on 9/6/2006

Policy + PDF Available as Handout <:>

Statement
« Federal Register link:

accessed on 2/26/2020

3/9/20
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DEA Final Policy
Statement

+ Published on 9/6/2006

* PDF Available as Handout

+ Federal Register link:
bitos: infs Dkg/FR:

accessed on 2/26/2020
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PICK THE MOST COMPLETE ANSWER: When prescribing
of controlled substances is part of the treatment plan, licensing
boards and DEA expect providers to document information that
the prescription was issued:

* A. For a legitimate medical purpose by a practitioner acting
within their scope of practice.

* B. For a legitimate medical purpose by a practitioner who is
acting in the usual course of professional practice and taking

reasonable steps to prevent abuse and diversion.

« C. For an accepted medical reason.

Question #1

* D. By a medical practitioner for legitimate reasons.

18


https://www.govinfo.gov/content/pkg/FR-2006-09-06/pdf/FR-2006-09-06.pdf
https://www.govinfo.gov/content/pkg/FR-2006-09-06/pdf/FR-2006-09-06.pdf

DEA Presentations
Addressing “Myths”
Regarding DEA’s
Jurisdiction Over
Medical Providers

Materials used under
the “FAIR USE ACT” Per DEA
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DEA Public ) Dispelling Myth
Presentation — « The DEA does NOT instruct practitioners on what
J une 20 19 type, or what strength of a Schedule II-V controlled

substance they can or must prescribe.

- The DEA does NOT dictate how frequently a
practitioner must see a patient.

Resource:

accessed 2/26/2020
and used under the “Fair Use Act”

20

N o a
DEA Publi =Y Dispelling Myth
|
u . ¢ - The DEA does NOT dictate what tests a practitioner
Presentatlon - must conduct.
June 2019 The DEA does NOT require that a practitioner record

iption for a controlled

ates and insurance providers may
such requirements.
Resource:

accessed 2/26/2020 and used under the
“Fair Use Act”

21


https://www.deadiversion.usdoj.gov/mtgs/pract_awareness/conf_2019/june_2019/miller.pdf
https://www.deadiversion.usdoj.gov/mtgs/pract_awareness/conf_2019/june_2019/miller.pdf

Discuss DEA
Administrative Cases
and Relevance to the
steps a DEA Registrant
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should take to ensure Objective #2
a valid controlled
substance prescription
22
& Pre-2005 ssome polcy
Three Basic - o
(but Critical)
Periods in oy
DEA Cases ala 0TV e
Against DEA
Registrants i
2008 and on

*Many DEA
“Admiistrative Cases
and Some Larger
Griminal Cases

23

Registrant Actions - 2009

[wais.access.gpo.gov] [DOCID:fr15ap09-119]

DEPARTMENT OF JUSTICE
Drug Enforcement Administration
[Docket No. 08-52]

George C. Aycock, M.D.; Revocation of Registration

FR Doc E9-8624[Federal Register: April 15, 2009 (Volume 74, Number 71)] [Notices] [Page 17529-17544] From the Fed:

24


https://www.deadiversion.usdoj.gov/fed_regs/actions/2009/fr04157.htm

Lessons Learned in Aycock
(DEA Revocation of Registration 2009)

BACKGROUND GOVERNMENT DEFENSE PROOF RESULT: DEA LESSONS LEARNED
ALLEGATIONS AND REGISTRATION
PROOF REVOKED
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Lessons Learned:
Mackay (2010) Registrant Actions - 2010

[Federal Register: August 16, 2010 (Volume 75, Number 157)]
[Notices]

[Page 49956-49978]

From the Federal Register Online via GPO Access [wais.access.gpo.gov]
[DOCID:fr16au10-100]

+ Documentation Checklist

DEPARTMENT OF JUSTICE

Drug Enforcement Administration

* Resource:
" [Docket No. 09-28]
Dewey C. Mackay, M.D.; Revocation of Registration
{9816 4.htm accessed v v ?
2/26/2020.
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Lessons Learned in Mackay
(DEA Revocation of Registration 2010)

BACKGROUND GOVERNMENT DEFENSE PROOF RESULT: DEA LESSONS LEARNED
ALLEGATIONS AND REGISTRATION
PROOF REVOKED

27


https://www.deadiversion.usdoj.gov/fed_regs/actions/2010/fr0816_4.htm

Registrant Actions - 2012

(Fadera

gister Volume 77, Number 148 (Wednesday, August 1, 2012))
{Notices

{Pages 45663-45675]

From the Federal Register Orline v the Government Printing Office [wiw.gpo.gov]
(7R Doc No: 2012-18747)

DEPARTMENT OF JUSTICE

Drug Enforcement Administration

[Docket No. 12:27]

James William Eisenberg, M.0.; Decision and Order

On April 5, 2012, Administrative Law Judge Timothy D. Wing issued the attached recommended decision.\1\ Neither party fled exceptions to the ALY cecision.

Lessons Learned:

Eisenberg (2012) OO

(ARIZONA CASE) P golsoieg

i sccessed 2/26/2020,

3/9/20
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Lessons Learned in Eisenberg
(DEA Revocation of Registration 2012)

BACKGROUND GOVERNMENT DEFENSE PROOF RESULT: DEA LESSONS LEARNED
ALLEGATIONS AND REGISTRATION
PROOF REVOKED
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PICK THE MOST COMPLETE ANSWER: When controlled
substances are prescribed, documentation is necessary to show that all
generally accepted tasks were accomplished in which of the following
categories:

A. History, Physical Examination, Risk Evaluation, Review of Prior Records,
Diagnostic Testing and Review, Diagnosis and Treatment Plan, Informed
Consent and Treatment Agreement, Periodic Review and Risk Monitoring,
Coordination of Care and Use of Consultations and Referrals.

B. History, Plan, and Monitoring.

C. History, Physical Examination, Follow-up Care.

D. History, Physical Examination, Periodic Review, and Consultations/Referrals.

Question #2

30

10


https://www.deadiversion.usdoj.gov/fed_regs/actions/2012/fr0801_2.htm

Construct a basic road
map for improving
documentation of

controlled substance
prescriptions.

Objective #3
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Insight on Drugs and

Documentation from

DEA Educational
Resources

32

Drugs,
Documentation &
DEA Educational

Material

0 on 2/26/2020.

Z e purpose of this guide ix

o inform and edueate you, e
eatthcare practitioner, to
cmnare thot controlied wb-
tamees continue o be avait-

preventing their diversioa:

tioms to reduce or deny the use

medicatly indicated. Nothing
in this gide should be

a| construed as authorizing

conduct any act that is ot

nder ederal or state aies.

33
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https://www.deadiversion.usdoj.gov/GDP/(DEA-DC-3)%2520Recognizing%2520the%2520Drug%2520Abuser.pdf

Drugs, T
Documentation &
DEA Educational
Material

a
accessed on 2/26/2020.

Modus Operandi Often Used
» the Drug-Abusio Puticat

What You Should Do
When Confronted by a
Suspoctcd Drug Abuser

L

’/ Recognizing
the
Drug Abuser
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Other DEA
Educational Publications
Revealing DEA’s “Mindset”
on “Drugs and
Documentation”

accessed 2/26/202

Potential Diversion: Patients

- Pasortca s thy faled  ack mdcation kot Lo £
Jeintiong

ot hosstal o ciric, et st el e
s o bt g
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Other DEA
Educational Publications
Revealing DEA’s “Mindset”
on “Drugs and
Documentation”

* Resource:
hitos iversion.usdoi GDP/(

accessed 2/26/2020.

Potential Diversion: Practitioners _

a

36
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https://www.deadiversion.usdoj.gov/GDP/(DEA-DC-3)%2520Recognizing%2520the%2520Drug%2520Abuser.pdf
https://www.deadiversion.usdoj.gov/GDP/(DEA-DC-13)%2520Preventing%2520Diversion.pdf
https://www.deadiversion.usdoj.gov/GDP/(DEA-DC-13)%2520Preventing%2520Diversion.pdf

OO

& DEA

Case Study
Question

Documentation
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V. Smith s an estabished patient and has been seeing you
‘and your olleagues for more than 5 years.

M. Smith recently told you that he wanted o try cannabis
and you told him that you woud not be able to
prescribe/recommend it to him because you have ot
registered to engage in meical cannabis recommendations.
Fast forward three months, and you learthat Mr. Smith
went out ofstate to get a medical cannabis use card and that
e s indeed smoking cannabis on a regular basis, while at
the same time using the opioids and other medications you

prescribe to him. . Smith s also prescrbed Gabapentin and
Grinks socaly.

Case Based Learning Scenario —

The Scenario

Nothing about M. Smith's use of cannabss impacts his
diagnosis and medical purpose for using opicid. M. Smith i
63 years old walks with a cane, has a partialcisabilty (al well
documented). He is quite functional despite these medical
hardships and works part ime at a manufacturing plant where
e can it to perform s assignet

38

Your colleagues have encouraged you to drop
THC from M Smith'sdru st rofes fter [ ]
he's low risk and has otherwise been a compliant [0 °Y

patient

‘ Case Based Learning Scenario —

The Scenario

What steps should you take to demonstrate that
your opioid prescribing is still supported by a
legitimate medical purpose and that you
continue to act in the usual course of
professional practice when prescribing opioids

and other controlled medication to Mr. Smith?

39

13



* Which answer most completely reflects the steps you should take to preserve your
DEA Registration and to demonstrate compliance with federal law on prescribing
controlled medications, including the documentation of your efforts?

A Remove THC from Mr. Smith’s drug test profile and document that Mr. Smith does
in fact have a Cannabis card from a state where it is lawful to obtain and use cannabis
for medical purposes.

B. Reevaluate Mr. Smith’s overall medical situation and “risk profile” and document

Case Based B e s e e

Obtain a copy of the cannabis card and leave THC on Mr. Smith'’s drug test profile
Consider educating Mr. Smith about the risks associated with using cannabis together

Learning e P R P T e DT A P e

combination drug use might have on many aspects of his lfe. Refer Mr. Smith for a
more complete psychological profile to support your ongoing treatment decisions;

Question fesvaluatsthe situation sfer hearing from the poychalogit and decide whether you

will change Mr. Smith's opioid dose, type, use, etc. Document these efforts and
increase patient monitoring during this reevaluation period.

* C.Give Mr. Smith a new risk assessment form, talk to him about Cannabis use, and tell
him that alcohol and opioids do not mix. See Mr. Smith back on a monthly basis and
recheck his urine for alcohol. Drop THC from his drug test profile.

* D.Cannabls use Is proper with a medical cannabis card and it does not impact your
prescribing of controlled medication; Make no changes

+ E.None of the above.

3/9/20
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Summary an
Questions

41

In general, DEA Actions against a
DEA Registration . ..

Can happen for procedural/technical Can happen for substantive reasons
reasons
Failure to renew on time Undercover officers (rare in number when compared to

In connection with licensing board suspensions (you the # of DEA Registrants), but they happen

need an active medical/nursing license to maintain a
DEA Registration to pr i

Other investigations tied
License and/or registration suspension for pending substance prescribing and related fraud crimes
matters

42
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S

1.Download the DEA 2. Download your state’s 3. Consider the points
Practitioner’s Manual and current opioid prescribing raised in the DEA case
Educational Items guidelines/rules examples (Administrative)

Things you should do . . . soon!

4. Evaluate the current
status of your
documentation efforts:

5. Ask for help on the more
difficult issues:

A
medical purpose fo the use of a

A
evaluation tools
8

carefully evaluated and

generally
recognized indications for the use:

Your scope of practice or needls
additional

:
.
AGech
fomis
PRGNSR e
:

paper
show your ratonale or s it 2 bunch
of bolerplate/window dressing?

G.Use of non-drug treatments and
documentation of patient
partcipation or wel-documented
reasons for not doing so
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Contact Information

* Jen Bolen, JD
* 865-755-2369 (text first)
* jbolen@legalsideofpain.com

THANK YOU!
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http://legalsideofpain.com

