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(e) A statement that a notice of in-
spection is given pursuant to section 
510 of the Act (21 U.S.C. 880); 

(f) A reproduction of the pertinent 
parts of section 510 of the Act; and 

(g) The signature of the inspector. 

§ 1316.07 Requirement for administra-
tive inspection warrant; exceptions. 

In all cases where an inspection is 
contemplated, an administrative in-
spection warrant is required pursuant 
to section 510 of the Act (21 U.S.C. 880), 
except that such warrant shall not be 
required for establishments applying 
for initial registration under the Act, 
for the inspection of books and records 
pursuant to an administrative sub-
poena issued in accordance with sec-
tion 506 of the Act (21 U.S.C. 876) nor 
for entries in administrative inspec-
tions (including seizures of property): 

(a) With the consent of the owner, op-
erator, or agent in charge of the con-
trolled premises as set forth in § 1316.08; 

(b) In situations presenting imminent 
danger to health or safety; 

(c) In situations involving inspection 
of conveyances where there is reason-
able cause to obtain a warrant; 

(d) In any other exceptional or emer-
gency circumstance or time or oppor-
tunity to apply for a warrant is lack-
ing; or 

(e) In any other situations where a 
warrant is not constitutionally re-
quired. 

§ 1316.08 Consent to inspection. 
(a) An administrative inspection war-

rant shall not be required if informed 
consent is obtained from the owner, op-
erator, or agent in charge of the con-
trolled premises to be inspected. 

(b) Wherever possible, informed con-
sent shall consist of a written state-
ment signed by the owner, operator, or 
agent in charge of the premises to be 
inspected and witnessed by two per-
sons. The written consent shall contain 
the following information: 

(1) That he (the owner, operator, or 
agent in charge of the premises) has 
been informed of his constitutional 
right not to have an administrative in-
spection made without an administra-
tive inspection warrant; 

(2) That he has right to refuse to con-
sent to such an inspection; 

(3) That anything of an incriminating 
nature which may be found may be 
seized and used against him in a crimi-
nal prosecution; 

(4) That he has been presented with a 
notice of inspection as set forth in 
§ 1316.06; 

(5) That the consent is given by him 
is voluntary and without threats of any 
kind; and 

(6) That he may withdraw his consent 
at any time during the course of in-
spection. 

(c) The written consent shall be pro-
duced in duplicate and be distributed 
as follows: 

(1) The original will be retained by 
the inspector; and 

(2) The duplicate will be given to the 
person inspected. 

[36 FR 7820, Apr. 24, 1971, as amended at 37 
FR 15924, Aug. 8, 1972. Redesignated at 38 FR 
26609, Sept. 24, 1973] 

§ 1316.09 Application for administra-
tive inspection warrant. 

(a) An administrative inspection war-
rant application shall be submitted to 
any judge of the United States or of a 
State court of record, or any United 
States magistrate and shall contain 
the following information: 

(1) The name and address of the con-
trolled premises to be inspected; 

(2) A statement of statutory author-
ity for the administrative inspection 
warrant, and that the fact that the par-
ticular inspection in question is de-
signed to insure compliance with the 
Act and the regulations promulgated 
thereunder; 

(3) A statement relating to the na-
ture and extent of the administrative 
inspection, including, where necessary, 
a request to seize specified items and/or 
to collect samples of finished or unfin-
ished controlled substances or listed 
chemicals; 

(4) A statement that the establish-
ment either: 

(i) Has not been previously inspected, 
or 

(ii) Was last inspected on a particular 
date. 
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(b) The application shall be sub-
mitted under oath to an appropriate 
judge or magistrate. 

[36 FR 7820, Apr. 24, 1971, as amended at 36 
FR 13387, July 21, 1971. Redesignated at 38 FR 
26609, Sept. 24, 1973; 60 FR 32466, June 22, 1995] 

§ 1316.10 Administrative probable 
cause. 

If the judge or magistrate is satisfied 
that ‘‘administrative probable cause,’’ 
as defined in section 510(d)(1) of the Act 
(21 U.S.C. 880(d)(1)) exists, he shall 
issue an administrative warrant. Ad-
ministrative probable cause shall not 
mean criminal probable cause as de-
fined by Federal statute or case law. 

§ 1316.11 Execution of warrants. 
An administrative inspection war-

rant shall be executed and returned as 
required by, and any inventory or sei-
zure made shall comply with the re-
quirements of, section 510(d)(3) of the 
Act (21 U.S.C. 880(d)(3)). The inspection 
shall begin as soon as is practicable 
after the issuance of the administra-
tive inspection warrant and shall be 
completed with reasonable promptness. 
The inspection shall be conducted dur-
ing regular business hours and shall be 
completed in a reasonable manner. 

§ 1316.12 Refusal to allow inspection 
with an administrative warrant. 

If a registrant or any person subject 
to the Act refuses to permit execution 
of an administrative warrant or im-
pedes the inspector in the execution of 
that warrant, he shall be advised that 
such refusal or action constitutes a 
violation of section 402(a)(6) of the Act 
(21 U.S.C. 842(a)(6)). If he persists and 
the circumstances warrant, he shall be 
arrested and the inspection shall com-
mence or continue. 

[36 FR 7820, Apr. 24, 1971. Redesignated at 38 
FR 26609, Sept. 24, 1973, as amended at 62 FR 
13970, Mar. 24, 1997] 

§ 1316.13 Frequency of administrative 
inspections. 

Except where circumstances other-
wise dictate, it is the intent of the Ad-
ministration to inspect all manufactur-
ers of controlled substances listed in 
Schedules I and II and distributors of 
controlled substances listed in Sched-
ule I once each year. Distributors of 

controlled substances listed in Sched-
ules II through V and manufacturers of 
controlled substances listed in Sched-
ules III through V shall be inspected as 
circumstances may require, based in 
part on the registrant’s history of com-
pliance with the requirements of this 
chapter and maintenance of effective 
controls and procedures to guard 
against the diversion of controlled sub-
stances. 

[62 FR 13969, Mar. 24, 1997] 

Subpart B—Protection of Re-
searchers and Research Sub-
jects 

AUTHORITY: 21 U.S.C. 830, 871(b). 

§ 1316.21 Definitions. 

As used in this part, the following 
terms shall have the meanings speci-
fied: 

(a) The term investigative personnel 
includes managers, Diversion Inves-
tigators, attorneys, analysts and sup-
port personnel employed by the Drug 
Enforcement Administration who are 
involved in the processing, reviewing 
and analyzing of declarations and other 
relevant documents or data relative to 
regulated transactions or are involved 
in conducting investigations initiated 
pursuant to the receipt of such declara-
tions, documents or data. 

(b) The term law enforcement per-
sonnel means Special Agents employed 
by the Drug Enforcement Administra-
tion who, in the course of their official 
duties, gain knowledge of information 
which is confidential under such sec-
tion. 

[54 FR 31670, Aug. 1, 1989] 

§ 1316.22 Exemption. 

(a) Any person who is aggrieved by a 
disclosure of information in violation 
of subsection (c)(1) of Section 310 of the 
Controlled Substances Act (21 U.S.C. 
830) may bring a civil action against 
the violator for appropriate relief. 

(b) Notwithstanding the provision of 
paragraph (a), a civil action may not be 
brought under such paragraph against 
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