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The contents of this document do not
have the force and effect of law and are not 
meant to bind the public or DEA in any way.  
This document is intended only to provide 

clarity to the public regarding existing 
requirements under the law or agency policies. 
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Diversion Control Division



Develops and evaluates regulations that 

implement and interpret the Controlled 

Substances Act (CSA) in support of the 

Diversion Control Division’s mission.

DIVERSION REGULATORY DRAFTING 
& POLICY SUPPORT SECTION (DPW)



Regulations may be drafted to implement legislation 

passed by Congress or to address specific diversion 

concerns that have been identified.  Additionally, 

DPW drafts regulations to ensure that existing 

regulations provide an adequate legal basis for 

justification to conduct enforcement operations and 

to ensure the integrity of the closed system of 

distribution.

DIVERSION REGULATORY DRAFTING 
& POLICY SUPPORT SECTION (DPW)



Why does the regulation 
process take so long?



LAWS VS. REGULATIONS

REGULATIONS
AKA – Rules
Written and implemented by 

administrative agencies to govern 
how laws will be implemented 
and enforced
Address the technical aspects
Recent Examples:

DEA Online Only applications

LAWS
AKA – Statute
Written and passed by Congress
Generally based on broad 

principles
Examples:

The Controlled Substances Act
The Ryan Haight Act
2023 Continuing Resolution This Photo by Unknown Author is licensed under CC BY-SA-NC

http://noambramson.org/2014/05/right-can-go/
https://creativecommons.org/licenses/by-nc-sa/3.0/
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General Rulemaking Process*

* The Regulatory Group, 2014

TRIGGERING
EVENT

Types of Triggering 
Event

Legislation
Petition

Court Decision
Accident/Incident

Technology

Notice of 
Proposed

Rulemaking

FINAL
RULE

EFFECTIVE
DATE

• Comments Considered
• Possible Public Meeting

Public Comment Possible 
Judicial Review

Prepare briefs 
for judicial 

review

This process is primarily governed by the 
APA (5 U.S.C. 553 most relevant) and E.O. 12866.

This is the “general” process.  There can be 
additional steps if needed, the APA includes 
exceptions, where we can skip NPRM and go 
directly to Final Rule, and certain scheduling 
actions include variations. 

ANPRM SNPRM

IFR or 
DFR
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REGULATORY ANALYSES

1. E.O. 12866, 13563, and 14094 – determination if the rule is a “significant regulatory action”
Have an annual effect on the economy of $200 million or greater?
Does it Raise novel legal/policy issues?
Are there other significant impacts (user fees, loan programs, grants)?

2. Regulatory Flexibility Act
Determination if the rule will have a “significant economic impact on a substantial number of small 
entities”

3. Paperwork Reduction Act 
If there is a “collection of information” imposed on 10 or more people

4. E.O. 13132, Federalism
Statement required if the rule has federalism implications or would impose unreimbursed costs on 
state or local governments.

5. Unfunded Mandates Reform Act
Applies if the rule would impose a federal mandate that may result in the expenditure by state, local, 

and tribal governments, in the aggregate, or by the private sector, of $100 million or more in any 
year.



TYPES OF RULES: PROPOSED

 Advanced Notice of Proposed Rulemaking (ANPRM)
 - A document of choice; An ANPRM is a preliminary notice, published in the Federal Register, announcing 

that an agency is considering a regulatory action. 
 - Allows an Agency to obtain public participation in forming a regulation BEFORE significant research or 

investigation has been performed by the Agency
 - Involves the public in a POTENTIAL regulatory action BEFORE the agency has arrived at even a tentative 

decision on regulatory change.

 Notice of Proposed Rulemaking (NPRM)
- A NPRM is the document an agency issues and publishes in the Federal Register that describes and solicits 
public comments on a proposed regulatory action.
- Describes the new rule or changes and informs the public how they may participate in the rulemaking 
process
- Allows for the public to submit comments:  

Executive Order 12866- 30 to 60 day comment period
Public hearing:  Indicates the procedures for requesting and participating in an oral hearing



TYPES OF RULES:  FINAL

 Interim Final Rule (IFR)
- Allows for a rule to be final while still inviting comments from the public
- Requires a “Good Cause” argument: inviting public comment prior to implementation would be 
“impracticable, unnecessary, or contrary to the public interest”

 Direct Final Rule (DFR)
- Has a statement saying that the rule will take effect in a certain amount of days unless someone 
submits a significant adverse or negative comment.
- If a comment is received, the agency must withdraw the DFR and may restart the process by 
publishing an NPRM or end the rulemaking process entirely.
- Requires a “Good Cause” argument 

 Final Rule (FR)
- This is the last stage in the rulemaking process.  The agency responds to public comments and 
makes appropriate revisions
- Revisions must be within the scope of the proposed rule or a logical outgrowth



THE ADMINISTRATIVE PROCEDURE ACT (APA)

The purposes of the APA: 

(1) to ensure that agencies keep the public informed of their organization, 

procedures, and rules; 

(2) to provide for public participation in the rule-making process; and 

(3) establish standards for judicial review of final agency actions.



NOTICE AND COMMENT PROCEDURES

To ensure public participation in the informal rulemaking process, agencies are 
required to provide the public with adequate notice of a proposed rule followed 
by a meaningful opportunity to comment on the rule’s content.

Notice and comment process does not apply to interpretive rules, policy 
statements, and rules of agency procedure. 

A legislative (or “substantive) rule requires notice and comment “if Congress 
has delegated legislative power to the agency and if the agency intended to 
exercise that power in promulgating the rule.”
 Agency regulations that amend the CFR are considered to be legislative 

rules that require notice and comment rulemaking.



PUBLIC COMMENTS

 Responding to Public Comments
Don’t need to respond individually to comments.
Do need to respond to significant comments 

(Those which raise relevant points and which, if adopted, would require a 
change to the proposed rule). 

 Logical Outgrowth Test
The proposed rule must provide the public with adequate notice of the possible requirements in the 
final rule. 
The final rule must be a logical outgrowth of the proposed rule. 



COMMENT PERIOD & EFFECTIVE 
DATES

Administrative Procedure Act
Substantive rules must be published 
in the Federal Register 30 days 
before their effective date. 
Exceptions

 When the rule grants or 
recognizes an exemption or 
relieves a restriction

 When rules are exempt from 
notice and comment. 

60 Day Comment Period
APA does not require a comment 
period of a certain length; E.O. 
12866 recommends a comment 
period of 60 days. 
Exceptions

 “good cause.” 

Congressional Review Act
Non Major rules take effect after the 
CRA form is delivered to Congress
Major rules must be submitted to 
Congress 60 days before they go 
into effect.
Exception 

 Any rule which an agency 
for good cause finds that 
notice and public 
procedure thereon are 
impractical, unnecessary, 
or contrary to the public 
interest



“In the rulemaking process”

When agencies are “in the rulemaking process” there are certain limitations:

- to the extent to which an agency can discuss a pending rule

- with whom and how they can speak with “industry” and interested 
parties



If there is no published NPRM, how does an 
interested party know if DEA is considering new 

regulations?



THE UNIFIED AGENDA

Available at www.reginfo.gov/public/

The Unified Agenda is a report on the actions administrative 
agencies plan to issue in the near and long term

http://www.reginfo.gov/public/


THE UNIFIED AGENDA



DEA’S FALL 2024 UNIFIED AGENDA

Items in the Fall 2024 Unified Agenda



Current Regulatory Priorities 
Related to Supply Chain



Guidance Documents



WHAT IS “Guidance”?

 It’s a TOOL used to supplement or explain statutes or regulations.

 It COMES IN VARIOUS FORMS
- but the two main forms (and those specifically mentioned in the APA) are “interpretative” 
(interpretive) rules and “general statements of policy” (policy statements).

 Does not require a comment period

 It’s NOT BINDING* and lacks the force and effect of law
- Only Agency substantive rules are legally binding

 A guidance document means an agency statement of general applicability and future effect (other than 
a substantive rule) that sets forth a policy on a statutory, regulatory, or technical issue or an 
interpretation of a statutory or regulatory issue- EO 13422



EO13891 – “Promoting the Rule of Law Through Improved Agency Guidance Documents.”

Executive Order issued by President Trump
Published 10/15/2019
Required:

- That agencies establish on their website a single, searchable, indexed database that 
contains or links to all guidance documents in effect from the agency

- Repealed in 2020 but DEA & DOJ still follow parts related to review and posting

DOJ policy prohibits using guidance as a substitute for regulation.



DEA ACCEPTANCE OF GUIDANCE REQUESTS

deadiversion.usdoj.gov



GUIDANCE PORTAL



GUIDANCE PORTAL



WEBSITE Q&AS



QUESTIONS?



THANK YOU!
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