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Drugs, 
Documentation, 
and DEA 

Improving Your Charting of Prescribing 
Rationale During the COVID-19 PHE and 
Beyond

Prepared and Presented by Jen Bolen, JD

Updated as of August 11, 2020
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Disclosures
• Ms. Bolen serves as a Consultant to Paradigm Healthcare. 
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Objectives

1. Review DEA regulatory requirements for a valid controlled substance prescription during the 
COVID-19 PHE and using telemedicine.

2. Discuss DEA’s position on documentation critical to controlled substance prescribing – DEA 
Administrative Case: In re Kaniz F. Khan-Jaffery, MD (2020).

3. Construct a basic road map for improving documentation of risk/benefit efforts with patients and 
clinical rationale for controlled substance prescribing, with emphasis on remaining current with 
changing DEA regulations and applicable clinical standards for controlled substance prescribing 
during the COVID-19 PHE. 
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Review DEA Regulatory 
Requirements for a Valid 

Controlled Substance Prescription 
Issued via Telemedicine During 

the COVID-19 PHE

Objective #1

4

DEA
Website and 

Guidance
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DEA’s COVID-19 
Web Page
https://www.deadiversion.usdoj.g
ov/coronavirus.html. 
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https://www.deadiversion.usdoj.gov/coronavirus.html
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DEA’s COVID-19 
PRESCRIBING 

GUIDANCE 
(Current as of August 11, 2020)

https://www.deadiversion.usdoj.gov/GDP/(DEA-DC-
023)(DEA075)Decision_Tree_(Final)_33120_2007.pdf
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https://www.deadiversion.usdoj.gov/GDP/(DEA-DC-
023)(DEA075)Decision_Tree_(Final)_33120_2007.pdf
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https://www.deadiversion.usdoj.gov/GDP/(DEA-DC-
023)(DEA075)Decision_Tree_(Final)_33120_2007.pdf
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https://www.deadiversion.usdoj.gov/GDP/(DEA-DC-023)(DEA075)Decision_Tree_(Final)_33120_2007.pdf
https://www.deadiversion.usdoj.gov/GDP/(DEA-DC-023)(DEA075)Decision_Tree_(Final)_33120_2007.pdf
https://www.deadiversion.usdoj.gov/GDP/(DEA-DC-023)(DEA075)Decision_Tree_(Final)_33120_2007.pdf
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https://www.deadiversion.usdoj.gov/GDP/(DEA-DC-
023)(DEA075)Decision_Tree_(Final)_33120_2007.pdf
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DEA & 
Current Telehealth 

Guidance
Current as of August 11, 2020
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DEA’s COVID-19 TELEHEALTH GUIDANCE

• https://www.deadiversion.usdoj.gov/coronavirus.html Scroll down the page to telemedicine
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https://www.deadiversion.usdoj.gov/GDP/(DEA-DC-023)(DEA075)Decision_Tree_(Final)_33120_2007.pdf
https://www.deadiversion.usdoj.gov/coronavirus.html
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Key DEA Requirements for Valid CS Rx 
via Telehealth (Not previously 
evaluated patients)

• CS Rx must be issued for a legitimate 
medical purpose by an individual 
practitioner acting in the usual course of 
professional practice.

• The telemedicine communication must be 
audio-visual, real-time, two-way 
interactive communication system.

• The practitioner is acting in accordance 
with applicable federal and state laws

13

Key DEA Requirements for Valid CS Rx 
via Telehealth (Established Patients)

• CS Rx must be issued for a legitimate 
medical purpose by an individual 
practitioner acting in the usual course of 
professional practice.

• Any form of communication (in-person, 
telephone, email, telemedicine), subject to 
the requirement below. 

• The practitioner is acting in accordance 
with applicable federal and state laws
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Question #1

PICK THE MOST COMPLETE ANSWER: When prescribing controlled substances to a 
NEW PATIENT during the COVID-19 public health emergency, DEA expects registrants to 
document information that the prescription was issued:
A. For a legitimate medical purpose by a practitioner acting within their scope of practice over an 
audio platform.
B. For a legitimate medical purpose by a practitioner who is acting in the usual course of 
professional practice and using a real-time, two-way interactive, audio-video platform for a 
telemedicine visit and the prescription is delivered in person or through electronic prescribing of 
controlled substances. 
C. For an accepted medical reason and in-person delivery.
D. By a medical practitioner for legitimate reasons tied to a medical emergency

15
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Usual Course of Professional 
Practice & Standard of Care

A look at a recent DEA Administrative Case against a New 
Jersey Prescriber: In re Kaniz F. Khan-Jaffery, MD

Objective #2
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REMINDER: 
Legitimate Medical Purpose 

and Usual Course of 
Professional Practice

• DEA Final Policy Statement 
Published on 9/6/2006

• PDF Available as Handout

• Federal Register link: 
https://www.govinfo.gov/conte
nt/pkg/FR-2006-09-06/pdf/FR-
2006-09-06.pdf, accessed on 
2/26/2020
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DEA Final Policy 
Statement
• Published on 9/6/2006

• PDF Available as Handout

• Federal Register link: 
https://www.govinfo.gov/cont
ent/pkg/FR-2006-09-
06/pdf/FR-2006-09-06.pdf, 
accessed on 2/26/2020
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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
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DEA Final Policy 
Statement
• Published on 9/6/2006

• PDF Available as Handout

• Federal Register link: 
https://www.govinfo.gov/cont
ent/pkg/FR-2006-09-
06/pdf/FR-2006-09-06.pdf, 
accessed on 2/26/2020
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Case Background

• Physician licensed in New Jersey and Registered 
to Prescribe CS. 
• Pharmacy data showed the physician was high-

volume for controlled medication. 
• Physician saw 50-55 patients per day.
• Physician put controls in place, including required 

referrals and UDT. 
• Government presented a medical expert. 
• Defense presented a medical expert, a medical 

record documentation expert, and the 
respondent-physician testified.
• Case involved an undercover “patient” and review 

of other real patient charts. 
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Case Timeline

April 2018

Immediate 
Suspension Order

September 2018

DEA 
Administrative 

Evidentiary 
Hearing

March 2019

Recommendations 
& Decision 

Sent by ALJ to 
Acting DEA 

Administrator

July 2020

Acting DEA 
Administrator’s 

Decision and 
Order 

ALJ = Administrative Law Judge
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https://www.govinfo.gov/content/pkg/FR-2006-09-06/pdf/FR-2006-09-06.pdf


8/12/20

8

Key Issue – Physical 
Examination and 
Documentation

• GOVERNMENT EXPERT: A physical examination needs to be 
more than an observation. An observation is not really a 
physical examination. Observing a patient move does not meet 
the standard of care. 
• “Could you please move while I watch you and observe you and measure 

how much you can move your [arm, back, leg]” – this is part of a physical 
exam. 

• HOWEVER, it is not a physical exam to simply watch the patient’s undirected 
movement.

• An exception might be when treating a patient for 
terminal cancer pain.

• NEW JERSEY LAW: Applicable regulation requires a physical 
examination of the patient BEFORE prescribing a Schedule II 
controlled substance. This also applies to established patients. 

• TAKEAWAY: Document your requests to the patient to move 
AND your observations. 
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Key Issue –
UDT Results 

Inconsistent with 
Prescribed 
Medication

• GOVERNMENT EXPERT: UDT results that are 
negative for the prescribed controlled medication 
are inconsistent and the prescriber must take steps 
to reconcile the matter with the patient. The 
government’s expert referred to the “parent 
compound” and the “breakdown products” 
(metabolites).

• GOVERNMENT EXPERT: The prescriber should 
document this counseling and the action 
(reevaluating the patient’s situation) and decision-
making (prescribe, change the treatment plan, not 
prescribe or reduce amount of drug) related 
thereto. 

• TAKEAWAY: Complete the task. Review the UDT 
results in a timely fashion. Counsel or talk to the 
patient to try to gain more information (when it’s 
missing medication). Discuss the information gained 
in the medical record and take appropriate steps –
see the patient, if necessary. Decide what you’re 
going to do and document your reasoning. 
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Key Issue –
Level of Documentation Required 

for Inconsistent UDT Results

• NEW JERSEY LAW: NJ has a regulation requiring 
the prescriber to address and document an 
inconsistent UDT result. NJ requires that there 
must be documentation of the plan AFTER 
addressing the inconsistent result. 

• DEFENSE POSITION: The “automatic” chart 
counseling note tied to “UDT results” 
constitutes adequate documentation of 
counseling and the fact that the UDT results 
were addressed. 

• FINDING: Auto-populated Notes in E-Clinical 
ARE INSUFFICIENT DOCUMENTATION

• TAKEAWAY: Do more than use boilerplate chart 
entries. Tie the results, to the action, to the plan 
and prescribing decision. 

24
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Key Issue –
Does a Patient Have 
to Be Dismissed for 

Inconsistent 
Urines?

• GOVERNMENT & DEFENSE EXPERTS: No. The prescriber is 
not tied to any specific action when he/she discovers an 
inconsistent urine; the response must make sense for the 
individual patient.

• The standard of care is to re-establish the norm (if possible) 
and document these efforts to get the patient’s use of 
controlled medication back under control. 

• Inconsistent urine screens MUST BE ADDRESSED, 
COUNSELED, and DOCUMENTED. 

• TAKEAWAY: Make sure your documentation is clear and 
that you articulate a thoughtful plan. Do not rely on 
boilerplate or statements that are not individualized to the 
patient. 

25

Key Issue –
Action & 

Documentation 
Requirements when 

UDT Results Show Non-
Prescribed Controlled 

Substances? 

• GOVERNMENT EXPERT: The standard of care requires the 
prescriber to address the test results with the patient in a 
timely fashion and document the conversation and 
ongoing treatment plan, including any adjustments and 
referrals. 

• NEW JERSEY LAW: NJ has a regulation that requires 
prescribers 
• 1. “to assess the patient prior to issuing each prescription to determ ine 

whether the patient is experiencing problem s associated with physical 
and psychological dependence and docum ent the results of that 
assessm ent,” 

• 2. “to m onitor com pliance with the treatm ent agreem ent . . . , 

• 3. “to discuss w ith the patient any breaches that reflect that the 
patient is not taking drugs as prescribed or is taking drugs, illicit or 
prescribed by other prescribers, AND

• 4. “to docum ent within the patient record the plan after that 
discussion.”

• TAKEAWAY: Know your state rules! Many states do not spell 
out requirements the way NJ does, but the same or similar 
standards are used in licensing board, DEA, and criminal 
cases. This is a DEA administrative case and it resulted in the 
registrant’s loss of her DEA #. 
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Key Issue –
Prescribing Controlled 

Substances to 
Patients who use 

Alcohol

• Alcohol and opioids do not mix. While one drink may not be 
problematic, experts are likely to testify that counseling/education 
on the topic is part of the standard of care. It is in NJ. 

• GOVERNMENT’S EXPERT: Prescriptions issued to one patient was 
not issued in the usual course of professional practice because the 
prescriber never addressed the alcohol positive UDT results with 
the patient. Once again, the boilerplate charting hurt the physician.
• Multiple positives for alcohol metabolites requires the 

prescriber to discontinue controlled substance therapy. 

• NEW JERSEY LAW: NJ regulations require “a discussion about the 
risks that shall include the ‘danger of taking opioid drugs with 
alcohol’ before the initial prescription and prior to the third 
prescription. It also states that the [prescriber] shall include a note 
in the patient record that the required discussions took place. 

• TAKEAWAY: USE CAUTION WHEN TESTING FOR ALCOHOL. Testing 
for it and ignoring the results is problematic. Not testing for it is 
equally problematic. DO NOT IGNORE ALCOHOL USE. 

27
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Case Result

• The Administrative Law Judge found: 

• Recommended a sanction short of revocation.

• The ACTING DEA ADMINISTRATOR DISAGREED WITH THE 
ALJ and REVOKED THE PHYSICIAN’S REGISTRATION

• In the end: the Physician issued 23 prescriptions that were 
found to be beneath the standard of care and outside the 
usual course of professional practice. 

• The physician failed to conduct a physical exam in the case 
of the undercover officer. 

• The physician failed to document discussions of a plan and 
assess the risk of abuse, addiction, or diversion after 
inconsistent urine screens – all in violation of state 
law/regulations. 

• The physician essentially failed to take responsibility for 
her actions; Administrator found her credibility lacking and 
that she offered no measure of trust whereby he could 
accept the ALJ’s recommendation of a sanction short of 
revocation and involving monitoring.

28

ACTING DEA 
ADMINISTRATOR’S 
CONCLUSION 
REGARDING 
DOCUMENTATION

• “Although the evidence of her struggles with her software system is 
relatable at a basic level to every human being who has experienced 
technological frustrations, it again shows a passing of blame and an 
unwillingness to accept responsibility for a legal requirement and a 
requirement of the applicable standard of care and the usual course 
of professional practice in her field to document her prescribing 
practices and decisions. Documentation of the discretion that 
Respondent had been implementing in her prescribing practices in 
the face of inconsistent urine screens is similar to accepting 
responsibility for her actions, because it memorializes her decisions 
with permanence. None of the recordkeeping in the Government’s 
evidence demonstrates the rationale behind her prescribing decisions 
and she demonstrated through her testimony that her memory is not 
reliable to fill in the gaps.”

• “Although the [administrative law judge] ultimately recommended a 
sanction short of revocation, I cannot agree, because there is 
insufficient evidence in the record to demonstrate that the 
Respondent can be entrusted with a registration. … Respondent has 
not given [the Acting DEA Administrator] a reason to extend [his 
authority] to monitor her compliance.”
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Question #2

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.

30
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Construct a basic road map for 
improving documentation of controlled 
substance prescriptions in the time of 

COVID-19 PHE and beyond.

Objective #3

31

Other DEA 
Educational Publications 

Revealing DEA’s “Mindset” 
on “Drugs and  

Documentation”

• Resource: 
https://www.deadiversion.usdoj.gov/GDP/(DEA-
DC-13)%20Preventing%20Diversion.pdf, accessed 
2/26/2020.
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Things you should do . . . soon!

Review
• Review the DEA Decision-Tree 

and Telemedicine Directives.

• Review the Khan-Jaffrey 
Decision (handout)

1
Download
• Download your state’s current 

opioid prescribing 
guidelines/rules.

• Check for COVID-19 directives 
for prescribing controlled 
substances.

2
Evaluate
• Evaluate your documentation 

efforts.

3
Ask
• Ask for help on the more 

difficult documentation issues.

4
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https://www.deadiversion.usdoj.gov/GDP/(DEA-DC-13)%20Preventing%20Diversion.pdf
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Case-Based 
Learning Example

Drugs, Documentation & DEA

34

Case Based 
Learning 
Scenario –
Mr. Smith

Mr. Smith is an established patient and has been seen in your office for more 
than 5 years. 

Mr. Smith is 63 years old, walks with a cane, has a partial disability (all well 
documented). He is quite functional despite these medical hardships and works 
part time at a manufacturing plant where he can sit to perform his assigned tasks. 

During a recent telemedicine visit for medication renewal, Mr. Smith told you 
that he wanted to try cannabis and you told him that you would not be able to 
prescribe/recommend it to him because of potential increased risk associated 
with his medical breathing conditions (COPD, asthma). 

Fast forward two weeks and you learn from Mr. Smith that he is indeed smoking 
cannabis regularly, because it helps him remain calm during the COVID-19 crisis. 

He says he’s smoking cannabis and taking the opioids and gabapentin you 
prescribe to him. 

You have performed three telemedicine visits during the COVID-19 PHE and 
continue to prescribe him controlled medication. 
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Case Based Learning Questions – Mr. Smith

Your colleagues have encouraged you to 
cut back on the opioids you prescribe to 

Mr. Smith. 

Is this a good idea? Why? 
What are the risk issues here?

If you are going to continue prescribing 
opioids to Mr. Smith via telemedicine, 

what steps should you take to 
demonstrate and document 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? 

36
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Summary and 
Questions
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Telemedicine Takeaway Points

Telemedicine patient encounters and controlled 
substance prescribing during COVID-19 is 

permitted—for new and established patients—but 
this legal "allowance" comes with some specific 

documentation rules and clinical standards. 
Read the DEA Guidance Document.

Your paper trail and documentation of facts and 
clinical decision-making is critical!
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Documentation 
Takeaway 

Points

DO NOT RELY ON

DO NOT use 
boilerplate to 
document your initial 
risk evaluation and 
ongoing risk 
monitoring
• Address UDT results in a 

timely fashion.
• Do not ignore UDT results.

Update

Update 
documentation and 
educational efforts to 
keep patients 
informed of risks 
related to opioid use. 
• Document counseling, 

action plan, and thought 
process.

• Know your state rules.

39
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Other Takeaway Points

• The baseline requirements are still the same for controlled 
substance prescribing (legitimate medical purpose while 
acting in the usual course of professional practice – meaning 
according to “standards of care”)!
• Follow DEA’s added requirements for controlled substance 

prescribing during COVID-19. 
• Conduct regular checks of the DEA’s website. 

https://www.deadiversion.usdoj.gov/
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Contact Information

Jen Bolen, JD 865-755-2369 (text first)

jbolen@legalsideofpain.com THANK YOU!
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mailto:jbolen@legalsideofpain.com

