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§ 1.1 Scope. 

This part shall apply to guidance documents issued by all components of the Department, until 

the Secretary amends the Food and Drug Administration’s good guidance regulations at 21 CFR 

10.115 to bring them into conformance with the requirements of this part, at which point, such 

amended regulations shall apply to the Food and Drug Administration’s issuance and use of 

guidance documents. 

 

§ 1.2 Definitions. 

The following definitions apply to this part. Different definitions may be found in Federal 

statutes or regulations that apply more specifically to particular programs or activities. 

Guidance document means any Department statement of general applicability, intended to have 

future effect on the behavior of regulated parties and which sets forth a policy on a statutory, 

regulatory, or technical or scientific issue, or an interpretation of a statute or regulation. The term 

‘‘guidance document’’ does not include rules promulgated pursuant to notice and comment 

under 5 U.S.C. 553, or similar statutory provisions; rules exempt from rulemaking requirements 

under 5 U.S.C. 553(a); rules of agency organization, procedure, or practice; decisions of agency 

adjudications under 5 U.S.C. 554, or similar statutory provisions; internal guidance directed to 

the Department or other agencies that is not intended to have substantial future effect on the 

behavior of regulated parties; internal executive branch legal advice or legal opinions addressed 

to executive branch officials; legal briefs and other court filings; grant solicitations and awards; 

or contract solicitations and awards. Preenforcement rulings, i.e., communications with a person 

that interpret or apply the law to a specific set of facts, such as letter rulings, advisory opinions, 

no-action letters, and notices of noncompliance, do not constitute guidance documents. If, 

however, the Department issues such a document that on its face is directed to a particular party, 

but the content of the document is designed to guide the conduct of other regulated parties, such 

a document would qualify as guidance. 

Guidance repository means an online database containing or linking to guidance documents. 

Issued means the Department initiated or sponsored distribution of information to the public. 

‘‘Issued’’ does not include distribution intended to be limited to government employees or 

agency contractors, or distribution required under law or agency disclosure policies. 

Significant guidance document means a guidance document that may reasonably be anticipated 

to lead to an annual effect on the economy of $100 million or more, or adversely affect in a 

material way the economy, a sector of the economy, productivity, competition, jobs, the 

environment, public health or safety, or State, local, or tribal governments or communities; 

create a serious inconsistency or otherwise interfere with an action taken or planned by another 

agency; materially alter the budgetary impact of entitlements, grants, user fees, or loan programs 



or the rights or obligations of recipients thereof; or raise novel legal or policy issues arising out 

of legal mandates, the President’s priorities, or the principles of Executive Order 12866.  The 

term ‘‘significant guidance document’’ does not include the categories of documents exempted 

in writing by the Office of Management and Budget’s (‘‘OMB’’) Office of Information and 

Regulatory Affairs (‘‘OIRA’’). 

 

§ 1.3 Requirements for Department issuance and use of guidance documents. 

(a) Guidance documents. (1) Under the Administrative Procedure Act, the Department may not 

issue any guidance document that establishes a legal obligation that is not reflected in a duly 

enacted statute or in a regulation lawfully promulgated under a statute.  

(2) The Department may not use any guidance document for purposes of requiring a person or 

entity outside the Department to take any action, or refrain from taking any action, beyond what 

is required by the terms of an applicable statute or regulation. 

(3) Each guidance document issued by the Department must: 

(i) Identify itself as ‘‘guidance’’ (by using the term ‘‘guidance’’) and include the following 

language, unless the guidance is authorized by law to be binding: ‘‘The contents of this 

document do not have the force and effect of law and are not meant to bind the public in any 

way, unless specifically incorporated into a contract. This document is intended only to provide 

clarity to the public regarding existing requirements under the law.’’; 

(ii) Not direct parties outside the Federal Government to take or refrain from taking action, 

except when restating—with citations to statutes, regulations, or binding judicial precedent—

clear mandates contained in a statute or regulation; and 

(iii) Include the following information: 

(A) The activities to which and the persons to whom the document applies; 

(B) The date of issuance; 

(C) Unique agency identifier; 

(D) Whether the guidance document replaces or revises a previously issued guidance document 

and, if so, identify the guidance document that it replaces or revises; 

(E) Citation to the statutory provision(s) and/or regulation(s) (in Code of Federal Regulations 

format) that the guidance document is interpreting or applying; and 

(F) A short summary of the subject matter covered in the guidance document. 

(4) The Secretary must approve, on a non-delegable basis, all non-significant guidance 

documents that the Secretary determines will either 

(i) Implicate, including potentially impede, any policy matter of priority to the Secretary, or 

(ii) Potentially create a serious inconsistency, or otherwise interfere, with an action taken or 

planned by another operating division or the Office of the Secretary. 

(b) Significant guidance documents. 

(1) Before the Department issues any significant guidance document, it must be approved, on a 

non-delegable basis, by the Secretary. 

(2) Before issuing any significant guidance document, the Department must: 

(i) Submit the significant guidance document to OIRA for review under Executive Order 12866 

prior to issuance. 

(ii) Provide at least a 30-day public notice and comment period on the proposed significant 

guidance document, unless the Department for good cause finds (and incorporates such finding 

and a brief statement of reasons therefor into the guidance document) that notice and public 

comment are impracticable, unnecessary, or contrary to the public interest. If no such good cause 



exists, the public notice (which must be published in the Federal Register and posted in the 

guidance 

repository) shall include all of the following information: 

(A) Information as to where the public may access a copy of the proposed significant guidance 

document; 

(B) Information as to where written comments may be sent, and an internet website where those 

comments may be reviewed by the public; and 

(C) The time period during which comments will be accepted. 

(iii) Publish a public response to the major concerns raised during the comment period. 

(3) Significant guidance documents must comply with applicable requirements for significant 

regulatory actions, as set forth in Executive Orders, except that only economically significant 

guidance documents require a separate Regulatory Impact Analysis. 

(4) A significant guidance document may be exempted from any requirement otherwise 

applicable to significant guidance documents if the Secretary and the Administrator of OIRA 

agree that exigency, safety, health, or other compelling cause warrants the exemption. The 

Secretary must make this finding, and the significant guidance document must incorporate 

the finding and a brief statement of reasons in support. 

(5) The Department shall seek from OIRA, as appropriate, categorical determinations that classes 

of guidance presumptively do not qualify as significant. Any guidance satisfying such a 

categorical exemption presumptively need not comply with the requirements of this paragraph 

(b) but must comply with all other requirements applicable to guidance documents. OIRA may 

determine that a particular guidance document within a categorical exemption is nonetheless 

significant. 

 

§ 1.4 Guidance repository. 

(a) Existing guidance. By January 6, 2021, the Department shall maintain a guidance repository 

on its website at www.hhs.gov/guidance. 

(1) The guidance repository shall be fully text searchable and contain or link to all guidance 

documents in effect that have been issued by any component of the Department. 

(2) If the Department does not include a guidance document in the guidance repository by 

January 6, 2021, the guidance document shall be considered rescinded. 

(3) Any web page in the guidance repository that contains or links to guidance documents must 

state: 

(i) That the guidance documents contained therein: 

(A) ‘‘Lack the force and effect of law, except as authorized by law or as specifically 

incorporated into a contract.’’; and 

(B) ‘‘The Department may not cite, use, or rely on any guidance that is not posted on the 

guidance repository, except to establish historical facts.’’ 

(ii) That any guidance document previously issued by the Department is no longer in effect, and 

will be considered rescinded, if it is not included in the guidance repository. 

(4) If the Department wishes to reinstate a rescinded guidance document, the Department may do 

so only by complying with all of the requirements applicable to guidance documents issued after 

January 6, 2021. 

(b) Guidance issued after January 6, 2021. (1) For all guidance documents issued after January 6, 

2021, the Department must post each guidance document to the Department’s guidance 

repository within three business days of the date on which that guidance document was issued. 



(2) For significant guidance documents issued after January 6, 2021, the Department shall post 

proposed new significant guidance to the guidance repository as part of the notice-and-comment 

process. 

(i) The posting shall clearly indicate the end of each significant guidance document’s comment 

period and provide a means for members of the public to submit comments. 

(ii) The Department shall also post online all responses to major public comments. 

 

§ 1.5 Procedure to petition for review of guidance. 

(a) Any interested party may petition the Department to withdraw or modify any particular 

guidance document. Such petitions may include requests to determine whether: 

(1) A guidance document, no matter how styled, imposes binding obligations on parties beyond 

what is required by the terms of applicable statutes and/or regulations; 

(2) A component of the Department is using a guidance document to create additional legal 

obligations beyond what is required by the terms of applicable statutes and/or regulations; or 

(3) The Department is improperly exempting a guidance document from the requirements set 

forth in this part. 

(b) As part of a petition under this section, an interested party may ask that the Department 

modify or withdraw any guidance document in effect at the time of the petition. 

(c) Petitions under this section must be addressed to the Department in writing. The 

Department’s guidance repository must include clear instructions to members of the public 

regarding how to petition for review of guidance, including how such petition can be submitted, 

and an office at the Department responsible for coordinating such requests. 

(d) The Department must respond to all petitions no later than 90 business days after receipt of 

the petition. The applicable time period for responding is suspended from the time the 

Department: 

(1) Requests additional information from the requestor, until the Department receives the 

additional information; or 

(2) Notifies the requestor of the need to consult with other stakeholders, including but not limited 

to the Department of Justice or the Department’s Office of Inspector General, until the 

Department completes consultation with other stakeholders. 

(e) The Department’s written response to petitions must state whether the Department agrees or 

disagrees with the petition and the Department’s rationale.  The Department must remedy the 

substance or use of any guidance documents that it determines in a petition response to be 

inconsistent with this part or otherwise unlawful.  The Department will post all responses to 

petitions under this section to a designated web page on its guidance repository. 

 


