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binding upon all members of the orga-
nization except those specifically ex-
cluded by name, the Commissioner will
take the position in any subsequent
suit involving the same issues and a
member of the organization that the
issues are precluded from further liti-
gation by the member under the doc-
trines of collateral estoppel or res judi-
cata.

§10.110 Settlement proposals.

At any time in the course of a pro-
ceeding subject to this part, a person
may propose settlement of the issues
involved. A participant in a proceeding
will have an opportunity to consider a
proposed settlement. Unaccepted pro-
posals of settlement and related mat-
ters, e.g., proposed stipulations not
agreed to, will not be admissible in evi-
dence in an FDA administrative pro-
ceeding. FDA will oppose the admission
in evidence of settlement information
in a court proceeding or in another ad-
ministrative proceeding.

§10.115 Good guidance practices.

(a) What are good guidance practices?
Good guidance practices (GGP’s) are
FDA’s policies and procedures for de-
veloping, issuing, and using guidance
documents.

(b) What is a guidance document? (1)
Guidance documents are documents
prepared for FDA staff, applicants/
sponsors, and the public that describe
the agency’s interpretation of or policy
on a regulatory issue.

(2) Guidance documents include, but
are not limited to, documents that re-
late to: The design, production, label-
ing, promotion, manufacturing, and
testing of regulated products; the proc-
essing, content, and evaluation or ap-
proval of submissions; and inspection
and enforcement policies.

(3) Guidance documents do not in-
clude: Documents relating to internal
FDA procedures, agency reports, gen-
eral information documents provided
to consumers or health professionals,
speeches, journal articles and edi-
torials, media interviews, press mate-
rials, warning letters, memoranda of
understanding, or other communica-
tions directed to individual persons or
firms.

§10.115

(c) What other terms have a special
meaning? (1) ‘‘Level 1 guidance docu-
ments’” include guidance documents
that:

(i) Set forth initial interpretations of
statutory or regulatory requirements;

(ii) Set forth changes in interpreta-
tion or policy that are of more than a
minor nature;

(iii) Include complex scientific issues;
or

@iv)
issues.

(2) “Level 2 guidance documents’ are
guidance documents that set forth ex-
isting practices or minor changes in in-
terpretation or policy. Level 2 guidance
documents include all guidance docu-
ments that are not classified as Level
1.
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3) “You” refers to all affected par-
ties outside of FDA.

(d) Are you or FDA required to follow a
guidance document? (1) No. Guidance
documents do not establish legally en-
forceable rights or responsibilities.
They do not legally bind the public or
FDA.

(2) You may choose to use an ap-
proach other than the one set forth in
a guidance document. However, your
alternative approach must comply with
the relevant statutes and regulations.
FDA is willing to discuss an alter-
native approach with you to ensure
that it complies with the relevant stat-
utes and regulations.

(3) Although guidance documents do
not legally bind FDA, they represent
the agency’s current thinking. There-
fore, FDA employees may depart from
guidance documents only with appro-
priate justification and supervisory
concurrence.

(e) Can FDA use means other than a
guidance document to communicate new
agency policy or a mew regulatory ap-
proach to a broad public audience? The
agency may not use documents or
other means of communication that
are excluded from the definition of
guidance document to informally com-
municate new or different regulatory
expectations to a broad public audience
for the first time. These GGP’s must be
followed whenever regulatory expecta-
tions that are not readily apparent
from the statute or regulations are
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