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§56.121(a), relating to disqualifying an insti-
tutional review board or an institution.

§71.37(a), relating to use of food containing a
color additive.

§80.31(b), relating to refusal to certify a
batch of a color additive.

§80.34(b), relating to suspension of certifi-
cation service for a color additive.

§130.17(1), relating to a temporary permit to
vary from a food standard.

§170.17(b), relating to use of food containing
an investigational food additive.

§202.1(j)(5), relating to approval of prescrip-
tion drug advertisements.

§312.70, relating to whether an investigator
is entitled to receive investigational new
drugs.

§312.70(d) and 312.44, relating to termination
of an IND for a sponsor.

§312.160(b), relating to termination of an IND
for tests in vitro and in laboratory re-
search animals for a sponsor.

§429.50, relating to suspension of certifi-
cation service for an insulin drug.

§431.52, relating to suspension of certifi-
cation service for an antibiotic drug.

§433.2(d), relating to exemption from certifi-
cation for an antibiotic drug.

§433.12(b)(5), relating to an exemption from
labeling for a certifiable antibiotic drug.
§433.13(b), relating to an exemption from
manufacturing use for a certifiable anti-

biotic drug.

§433.14(b), relating to an exemption for stor-
age for a certifiable antibiotic drug.

§433.15(b), relating to an exemption for proc-
essing for a certifiable antibiotic drug.

§433.16(b), relating to an exemption for re-
packing for a certifiable antibiotic drug.

§511.1(b)(5), relating to use of food containing
an investigational new animal drug.

§511.1(c)(1), relating to termination of an
INAD for an investigator.

§511.1(c) (4) and (d), relating to termination
of an INAD for a sponsor.

§514.210, relating to suspension of certifi-
cation service for a veterinary antibiotic
drug.

§814.46(c) relating to withdrawal of approval
of a device premarket approval applica-
tion.

§900.7, relating to approval, reapproval, or
withdrawal of approval of mammography
accreditation bodies or rejection of a pro-
posed fee for accreditation.

§900.14, relating to suspension or revocation
of a mammography certificate.

§1003.11(a)(3), relating to the failure of an
electronic product to comply with an ap-
plicable standard or to a defect in an elec-
tronic product.

§1003.31(d), relating to denial of an exemp-
tion from notification requirements for an
electronic product which fails to comply
with an applicable standard or has a de-
fect.

§16.5

§1004.6, relating to plan for repurchase, re-
pair, or replacement of an electronic prod-
uct.

§1210.30, relating to denial, suspension, or
revocation of a permit under the Federal
Import Milk Act.

§1270.15(e), relating to the retention, recall,
and destruction of human tissue.

[44 FR 22367, Apr. 13, 1979, as amended at 45
FR 3750, Jan 18, 1980; 45 FR 10332, Feb. 15,
1980; 46 FR 8975, Jan. 27, 1981; 46 FR 14340,
Feb. 27, 1981; 51 FR 26364, July 22, 1986; 54 FR
9037, Mar. 3, 1989; 57 FR 58403, Dec. 10, 1992; 58
FR 65520, Dec. 14, 1993; 62 FR 40444, July 29,
1997; 62 FR 55976, Oct. 28, 1997]

EFFECTIVE DATE NOTE: At 62 FR 55976, Oct.
28, 1997, in §16.1, paragraph (b)(2) was amend-
ed by adding the entries §§900.7 and 900.14, ef-
fective Apr. 28, 1999.

§16.5 Inapplicability and limited ap-
plicability.

(a) This part does not apply to the
following:

(1) Informal presentation of views be-
fore reporting a criminal violation
under section 305 of the act and section
5 of the Federal Import Milk Act and
§1210.31.

(2) A hearing on a refusal of admis-
sion of a food, drug, device, or cosmetic
under section 801(a) of the act and
§1.94, or of an electronic product under
section 360(a) of the Public Health
Service Act and §1005.20.

(3) Factory inspections, recalls (ex-
cept mandatory recalls of medical de-
vices intended for human use), regu-
latory letters, and similar compliance
activities related to law enforcement.

(b) If a regulation provides a person
with an opportunity for hearing and
specifies some procedures for the hear-
ing but not a comprehensive set of pro-
cedures, the procedures in this part
apply to the extent that they are sup-
plementary and not in conflict with
the other procedures specified for the
hearing. Thus, the procedures in sub-
part A of part 108 relating to emer-
gency permit control are supplemented
by the nonconflicting procedures in
this part, e.g., the right to counsel,
public notice of the hearing, reconsid-
eration and stay, and judicial review.

[44 FR 22367, Apr. 13, 1979, as amended at 57
FR 58403, Dec. 10, 1992]
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