
13

Drug Enforcement Administration, Justice § 1301.12

treatment programs.
1301.75 Physical security controls for prac-

titioners.
1301.76 Other security controls for practi-

tioners.

EMPLOYEE SCREENING—NON-PRACTITIONERS

1301.90 Employee screening procedures.
1301.91 Employee responsibility to report

drug diversion.
1301.92 Illicit activities by employees.
1301.93 Sources of information for employee

checks.

AUTHORITY: 21 U.S.C. 821, 822, 823, 824,
871(b), 875, 877.

SOURCE: 36 FR 7778, Apr. 24, 1971, unless
otherwise noted. Redesignated at 38 FR 26609,
Sept. 24, 1973.

GENERAL INFORMATION

§ 1301.01 Scope of this part 1301.
Procedures governing the registra-

tion of manufacturers, distributors,
dispensers, importers, and exporters of
controlled substances pursuant to sec-
tions 301–304 and 1007–1008 of the Act (21
U.S.C. 821–824 and 957–958) are set forth
generally by those sections and specifi-
cally by the sections of this part.

[62 FR 13945, Mar. 24, 1997]

§ 1301.02 Definitions.
Any term used in this part shall have

the definition set forth in section 102 of
the Act (21 U.S.C. 802) or part 1300 of
this chapter.

[62 FR 13945, Mar. 24, 1997]

§ 1301.03 Information; special instruc-
tions.

Information regarding procedures
under these rules and instructions
supplementing these rules will be fur-
nished upon request by writing to the
Registration Unit, Drug Enforcement
Administration, Department of Jus-
tice, Post Office Box 28083, Central Sta-
tion, Washington, DC 20005.

[36 FR 7778, Apr. 24, 1971. Redesignated at 38
FR 26609, Sept. 23, 1973, and amended at 51
FR 5319, Feb. 13, 1986]

REGISTRATION

§ 1301.11 Persons required to register.
(a) Every person who manufactures,

distributes, dispenses, imports, or ex-
ports any controlled substance or who

proposes to engage in the manufacture,
distribution, dispensing, importation
or exportation of any controlled sub-
stance shall obtain a registration un-
less exempted by law or pursuant to
§§ 1301.22–1301.26. Only persons actually
engaged in such activities are required
to obtain a registration; related or af-
filiated persons who are not engaged in
such activities are not required to be
registered. (For example, a stockholder
or parent corporation of a corporation
manufacturing controlled substances is
not required to obtain a registration.)

(b) [Reserved]

[62 FR 13945, Mar. 24, 1997]

§ 1301.12 Separate registrations for
separate locations.

(a) A separate registration is re-
quired for each principal place of busi-
ness or professional practice at one
general physical location where con-
trolled substances are manufactured,
distributed, imported, exported, or dis-
pensed by a person.

(b) The following locations shall be
deemed not to be places where con-
trolled substances are manufactured,
distributed, or dispensed:

(1) A warehouse where controlled
substances are stored by or on behalf of
a registered person, unless such sub-
stances are distributed directly from
such warehouse to registered locations
other than the registered location from
which the substances were delivered or
to persons not required to register by
virtue of subsection 302(c)(2) or sub-
section 1007(b)(1)(B) of the Act (21
U.S.C. 822(c)(2) or 957(b)(1)(B));

(2) An office used by agents of a reg-
istrant where sales of controlled sub-
stances are solicited, made, or super-
vised but which neither contains such
substances (other than substances for
display purposes or lawful distribution
as samples only) nor serves as a dis-
tribution point for filling sales orders;
and

(3) An office used by a practitioner
(who is registered at another location)
where controlled substances are pre-
scribed but neither administered nor
otherwise dispensed as a regular part of
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the professional practice of the practi-
tioner at such office, and where no sup-
plies of controlled substances are
maintained.

[62 FR 13945, Mar. 24, 1997]

§ 1301.13 Application for registration;
time for application; expiration
date; registration for independent
activities; application forms, fees,
contents and signature; coincident
activities.

(a) Any person who is required to be
registered and who is not so registered
may apply for registration at any time.
No person required to be registered
shall engage in any activity for which
registration is required until the appli-
cation for registration is granted and a
Certificate of Registration is issued by
the Administrator to such person.

(b) Any person who is registered may
apply to be reregistered not more than
60 days before the expiration date of
his/her registration, except that a bulk
manufacturer of Schedule I or II con-
trolled substances or an importer of
Schedule I or II controlled substances
may apply to be reregistered no more
than 120 days before the expiration
date of their registration.

(c) At the time a manufacturer, dis-
tributor, researcher, analytical lab, im-
porter, exporter or narcotic treatment
program is first registered, that busi-
ness activity shall be assigned to one of
twelve groups, which shall correspond
to the months of the year. The expira-
tion date of the registrations of all reg-
istrants within any group will be the
last date of the month designated for
that group. In assigning any of the
above business activities to a group,
the Administration may select a group
the expiration date of which is less
than one year from the date such busi-
ness activity was registered. If the
business activity is assigned to a group
which has an expiration date less than
three months from the date of which
the business activity is registered, the
registration shall not expire until one
year from that expiration date; in all
other cases, the registration shall ex-
pire on the expiration date following
the date on which the business activity
is registered.

(d) At the time a retail pharmacy,
hospital/clinic, practitioner or teach-

ing institution is first registered, that
business activity shall be assigned to
one of twelve groups, which shall cor-
respond to the months of the year. The
expiration date of the registrations of
all registrants within any group will be
the last day of the month designated
for that group. In assigning any of the
above business activities to a group,
the Administration may select a group
the expiration date of which is not less
than 28 months nor more than 39
months from the date such business ac-
tivity was registered. After the initial
registration period, the registration
shall expire 36 months from the initial
expiration date.

(e) Any person who is required to be
registered and who is not so registered,
shall make application for registration
for one of the following groups of con-
trolled substances activities, which are
deemed to be independent of each
other. Application for each registration
shall be made on the indicated form,
and shall be accompanied by the indi-
cated fee. Fee payments shall be made
in the form of a personal, certified, or
cashier’s check or money order made
payable to the ‘‘Drug Enforcement Ad-
ministration’’. The application fees are
not refundable. Any person, when reg-
istered to engage in the activities de-
scribed in each subparagraph in this
paragraph, shall be authorized to en-
gage in the coincident activities de-
scribed without obtaining a registra-
tion to engage in such coincident ac-
tivities, provided that, unless specifi-
cally exempted, he/she complies with
all requirements and duties prescribed
by law for persons registered to engage
in such coincident activities. Any per-
son who engages in more than one
group of independent activities shall
obtain a separate registration for each
group of activities, except as provided
in this paragraph under coincident ac-
tivities. A single registration to engage
in any group of independent activities
listed below may include one or more
controlled substances listed in the
schedules authorized in that group of
independent activities. A person reg-
istered to conduct research with con-
trolled substances listed in Schedule I
may conduct research with any sub-
stances listed in Schedule I for which
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he/she has filed and had approved a re-
search protocol.

(1)

Business activity Controlled substances DEA application
forms

Applica-
tion fee
(dollars)

Reg-
istra-
tion

period
(years)

Coincident activities allowed

(i) Manufacturing Schedules I through V New—225
Renewal—225a

875
875

1 Schedules I through V: May distribute
that substance or class for which
registration was issued; may not
distribute any substance or class
for which not registered. Schedules
II through V: May conduct chemical
analysis and preclinical research
(including quality control analysis)
with substances listed in those
schedules for which authorization
as a manufacturer was issued.

(ii) Distributing Schedules I through V New—225
Renewal—225a

438
438

1

(iii) Dispensing or In-
structing (Includes
Practitioner Hos-
pital/Clinic, Retail
Pharmacy, Teach-
ing Institution)

Schedules II through V New—224
Renewal—224a

210
210

3 May conduct research and instruc-
tional activities with those sub-
stances for which registration was
granted, except that a mid-level
practitioner may conduct such re-
search only to the extent expressly
authorized under state statute. A
pharmacist may manufacture an
aqueous or oleaginous solution or
solid dosage form containing a nar-
cotic controlled substance in
Schedule II through V in a propor-
tion not exceeding 20 percent of
the complete solution, compound,
or mixture.

(iv) Research Schedule I New—225
Renewal—225a

70
70

1 A researcher may manufacture or im-
port the basic class of substance or
substances for which registration
was issued, provided that such
manufacture or import is set forth in
the protocol required in Section
1301.18 and to distribute such
class to persons registered or au-
thorized to conduct research with
such class of substance or reg-
istered or authorized to conduct
chemical analysis with controlled
substances.

(v) Research Schedules II through V New—225
Renewal—225a

70
70

1 May conduct chemical analysis with
controlled substances in those
schedules for which registration
was issued; manufacture such sub-
stances if and to the extent that
such manufacture is set forth in a
statement filed with the application
for registration or reregistration and
provided that the manufacture is
not for the purposes of dosage
form development; import such
substances for research purposes;
distribute such substances to per-
sons registered or authorized to
conduct chemical analysis, instruc-
tional activities, or research with
such substances, and to persons
exempted from registration pursu-
ant to Section 1301.24; and con-
duct instructional activities with
controlled substances.

(vi) Narcotic Treat-
ment Program (in-
cluding
compounder)

Narcotic Drugs in
Schedules II through
V

New—363
Renewal—363a

70
70

1
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Business activity Controlled substances DEA application
forms

Applica-
tion fee
(dollars)

Reg-
istra-
tion

period
(years)

Coincident activities allowed

(vii) Importing Schedules I through V New—225
Renewal—225a

438
438

1 May distribute that substance or class
for which registration was issued;
may not distribute any substance
or class for which not registered.

(viii) Exporting Schedules I through V New—225
Renewal—225a

438
438

1

(ix) Chemical Analy-
sis

Schedules I through V New—225
Renewal—225a

70
70

1 May manufacture and import con-
trolled substances for analytical or
instructional activities; may distrib-
ute such substances to persons
registered or authorized to conduct
chemical analysis, instructional ac-
tivities, or research with such sub-
stances and to persons exempted
from registration pursuant to Sec-
tion 1301.24; may export such sub-
stances to persons in other coun-
tries performing chemical analysis
or enforcing laws relating to con-
trolled substances or drugs in those
countries; and may conduct instruc-
tional activities with controlled sub-
stances.

(2) DEA Forms 224, 225, and 363 may
be obtained at any area office of the
Administration or by writing to the
Registration Unit, Drug Enforcement
Administration, Department of Jus-
tice, Post Office Box 28083, Central Sta-
tion, Washington, DC 20005.

(3) DEA Forms 224a, 225a, and 363a
will be mailed, as applicable, to each
registered person approximately 60
days before the expiration date of his/
her registration; if any registered per-
son does not receive such forms within
45 days before the expiration date of
his/her registration, he/she must
promptly give notice of such fact and
request such forms by writing to the
Registration Unit of the Administra-
tion at the foregoing address.

(f) Each application for registration
to handle any basic class of controlled
substance listed in Schedule I (except
to conduct chemical analysis with such
classes), and each application for reg-
istration to manufacture a basic class
of controlled substance listed in Sched-
ule II shall include the Administration
Controlled Substances Code Number, as
set forth in part 1308 of this chapter,
for each basic class to be covered by
such registration.

(g) Each application for registration
to import or export controlled sub-
stances shall include the Administra-

tion Controlled Substances Code Num-
ber, as set forth in part 1308 of this
chapter, for each controlled substance
whose importation or exportation is to
be authorized by such registration.
Registration as an importer or ex-
porter shall not entitle a registrant to
import or export any controlled sub-
stance not specified in such registra-
tion.

(h) Each application for registration
to conduct research with any basic
class of controlled substance listed in
Schedule II shall include the Adminis-
tration Controlled Substances Code
Number, as set forth in part 1308 of this
chapter, for each such basic class to be
manufactured or imported as a coinci-
dent activity of that registration. A
statement listing the quantity of each
such basic class of controlled substance
to be imported or manufactured during
the registration period for which appli-
cation is being made shall be included
with each such application. For pur-
poses of this paragraph only, manufac-
turing is defined as the production of a
controlled substance by synthesis, ex-
traction or by agricultural/horti-
cultural means.

(i) Each application shall include all
information called for in the form, un-
less the item is not applicable, in
which case this fact shall be indicated.
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(j) Each application, attachment, or
other document filed as part of an ap-
plication, shall be signed by the appli-
cant, if an individual; by a partner of
the applicant, if a partnership; or by an
officer of the applicant, if a corpora-
tion, corporate division, association,
trust or other entity. An applicant may
authorize one or more individuals, who
would not otherwise be authorized to
do so, to sign applications for the ap-
plicant by filing with the Registration
Unit of the Administration a power of
attorney for each such individual. The
power of attorney shall be signed by a
person who is authorized to sign appli-
cations under this paragraph and shall
contain the signature of the individual
being authorized to sign applications.
The power of attorney shall be valid
until revoked by the applicant.

[62 FR 13946, Mar. 24, 1997]

§ 1301.14 Filing of application; accept-
ance for filing; defective applica-
tions.

(a) All applications for registration
shall be submitted for filing to the
Registration Unit, Drug Enforcement
Administration, Department of Jus-
tice, Post Office Box 28083, Central Sta-
tion, Washington, DC 20005. The appro-
priate registration fee and any required
attachments must accompany the ap-
plication.

(b) Any person required to obtain
more than one registration may submit
all applications in one package. Each
application must be complete and
should not refer to any accompanying
application for required information.

(c) Applications submitted for filing
are dated upon receipt. If found to be
complete, the application will be ac-
cepted for filing. Applications failing
to comply with the requirements of
this part will not generally be accepted
for filing. In the case of minor defects
as to completeness, the Administrator
may accept the application for filing
with a request to the applicant for ad-
ditional information. A defective appli-
cation will be returned to the applicant
within 10 days following its receipt
with a statement of the reason for not
accepting the application for filing. A
defective application may be corrected
and resubmitted for filing at any time;
the Administrator shall accept for fil-

ing any application upon resubmission
by the applicant, whether complete or
not.

(d) Accepting an application for fil-
ing does not preclude any subsequent
request for additional information pur-
suant to § 1301.15 and has no bearing on
whether the application will be grant-
ed.

[62 FR 13948, Mar. 24, 1997]

§ 1301.15 Additional information.
The Administrator may require an

applicant to submit such documents or
written statements of fact relevant to
the application as he/she deems nec-
essary to determine whether the appli-
cation should be granted. The failure of
the applicant to provide such docu-
ments or statements within a reason-
able time after being requested to do so
shall be deemed to be a waiver by the
applicant of an opportunity to present
such documents or facts for consider-
ation by the Administrator in granting
or denying the application.

[62 FR 13948, Mar. 24, 1997]

§ 1301.16 Amendments to and with-
drawal of applications.

(a) An application may be amended
or withdrawn without permission of
the Administrator at any time before
the date on which the applicant re-
ceives an order to show cause pursuant
to § 1301.37. An application may be
amended or withdrawn with permission
of the Administrator at any time
where good cause is shown by the ap-
plicant or where the amendment or
withdrawal is in the public interest.

(b) After an application has been ac-
cepted for filing, the request by the ap-
plicant that it be returned or the fail-
ure of the applicant to respond to offi-
cial correspondence regarding the ap-
plication, when sent by registered or
certified mail, return receipt re-
quested, shall be deemed to be a with-
drawal of the application.

[62 FR 13949, Mar. 24, 1997]

§ 1301.17 Special procedures for cer-
tain applications.

(a) If, at the time of application for
registration of a new pharmacy, the
pharmacy has been issued a license
from the appropriate State licensing
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agency, the applicant may include with
his/her application an affidavit as to
the existence of the State license in
the following form:

Affidavit for New Pharmacy

I, llllllllll, the
llllllllll (Title of officer, official,
partner, or other position) of
llllllllll (Corporation, partner-
ship, or sole proprietor), doing business as
llllllllll (Store name) at
llllllllll (Number and Street),
llllllllll (City) llllll (State)
llllll (Zip code), hereby certify that
said store was issued a pharmacy permit No.
llll by the llllllll (Board of
Pharmacy or Licensing Agency) of the State
of llllll on llllll (Date).

This statement is submitted in order to ob-
tain a Drug Enforcement Administration
registration number. I understand that if
any information is false, the Administration
may immediately suspend the registration
for this store and commence proceedings to
revoke under 21 U.S.C. 824(a) because of the
danger to public health and safety. I further
understand that any false information con-
tained in this affidavit may subject me per-
sonally and the above-named corporation/
partnership/business to prosecution under 21
U.S.C. 843, the penalties for conviction of
which include imprisonment for up to 4
years, a fine of not more than $30,000 or both.
————————————————————————
Signature (Person who signs Application for
Registration)
State of ———————————————————
County of ——————————————————

Subscribed to and sworn before me this
llll day of llll, 19lll.
————————————————————————
Notary Public

(b) Whenever the ownership of a
pharmacy is being transferred from one
person to another, if the transferee
owns at least one other pharmacy li-
censed in the same State as the one the
ownership of which is being trans-
ferred, the transferee may apply for
registration prior to the date of trans-
fer. The Administrator may register
the applicant and authorize him to ob-
tain controlled substances at the time
of transfer. Such registration shall not
authorize the transferee to dispense
controlled substances until the phar-
macy has been issued a valid State li-
cense. The transferee shall include
with his/her application the following
affidavit:

Affidavit for Transfer of Pharmacy

I, llllllllll, the
llllllllll (Title of officer, official,
partner or other position) of
llllllllll (Corporation, partner-
ship, or sole proprietor), doing business as
llllllllll (Store name) hereby cer-
tify:

(1) That said company was issued a phar-
macy permit No.llllllby the
llllllllll (Board of Pharmacy of
Licensing Agency) of the State of
llllll and a DEA Registration Number
llllllllll for a pharmacy located at
llllllllll (Number and Street)
llllll (City) llllll (State)
llllll (Zip Code); and

(2) That said company is acquiring the
pharmacy business of llllllllll
(Name of Seller) doing business
asllllllllllwith DEA Registration
Number llllll on or about llllll
(Date of Transfer) and that said company has
applied (or will apply on llllll (Date)
for a pharmacy permit from the board of
pharmacy (or licensing agency) of the State
of llllll to do business as
llllllllll (Store name) at
llllllllll (Number and Street)
llllllllll (City) llllll (State)
llllll (Zip Code).

This statement is submitted in order
to obtain a Drug Enforcement Admin-
istration registration number.

I understand that if a DEA registration
number is issued, the pharmacy may acquire
controlled substances but may not dispense
them until a pharmacy permit or license is
issued by the State board of pharmacy or li-
censing agency.

I understand that if any information is
false, the Administration may immediately
suspend the registration for this store and
commence proceedings to revoke under 21
U.S.C. 824(a) because of the danger to public
health and safety. I further understand that
any false information contained in this affi-
davit may subject me personally to prosecu-
tion under 21 U.S.C. 843, the penalties for
conviction of which include imprisonment
for up to 4 years, a fine of not more than
$30,000 or both.

————————————————————————
Signature (Person who signs Application for
Registration)
State of ———————————————————
County of ——————————————————

Subscribed to and sworn before me
thisllday ofllllll, 19ll.
————————————————————————
Notary Public

(c) The Administrator shall follow
the normal procedures for approving an
application to verify the statements in

VerDate 09<APR>98 15:24 Apr 16, 1998 Jkt 179074 PO 00000 Frm 00014 Fmt 8010 Sfmt 8010 Y:\SGML\179074.TXT 179074-3



19

Drug Enforcement Administration, Justice § 1301.18

the affidavit. If the statements prove
to be false, the Administrator may re-
voke the registration on the basis of
section 304(a)(1) of the Act (21 U.S.C.
824(a)(1)) and suspend the registration
immediately by pending revocation on
the basis of section 304(d) of the Act (21
U.S.C. 824(d)). At the same time, the
Administrator may seize and place
under seal all controlled substances
possessed by the applicant under sec-
tion 304(f) of the Act (21 U.S.C. 824(f)).
Intentional misuse of the affidavit pro-
cedure may subject the applicant to
prosecution for fraud under section
403(a)(4) of the Act (21 U.S.C. 843(a)(4)),
and obtaining controlled substances
through registration by fraudulent
means may subject the applicant to
prosecution under section 403(a)(3) of
the Act (21 U.S.C. 843(a)(3)). The pen-
alties for conviction of either offense
include imprisonment for up to 4 years,
a fine not exceeding $30,000 or both.

[62 FR 13949, Mar. 24, 1997]

§ 1301.18 Research protocols.
(a) A protocol to conduct research

with controlled substances listed in
Schedule I shall be in the following
form and contain the following infor-
mation where applicable:

(1) Investigator:
(i) Name, address, and DEA registra-

tion number; if any.
(ii) Institutional affiliation.
(iii) Qualifications, including a cur-

riculum vitae and an appropriate bibli-
ography (list of publications).

(2) Research project:
(i) Title of project.
(ii) Statement of the purpose.
(iii) Name of the controlled sub-

stances or substances involved and the
amount of each needed.

(iv) Description of the research to be
conducted, including the number and
species of research subjects, the dosage
to be administered, the route and
method of administration, and the du-
ration of the project.

(v) Location where the research will
be conducted.

(vi) Statement of the security provi-
sions for storing the controlled sub-
stances (in accordance with § 1301.75)
and for dispensing the controlled sub-
stances in order to prevent diversion.

(vii) If the investigator desires to
manufacture or import any controlled
substance listed in paragraph (a)(2)(iii)
of this section, a statement of the
quantity to be manufactured or im-
ported and the sources of the chemicals
to be used or the substance to be im-
ported.

(3) Authority:
(i) Institutional approval.
(ii) Approval of a Human Research

Committee for human studies.
(iii) Indication of an approved active

Notice of Claimed Investigational Ex-
emption for a New Drug (number).

(iv) Indication of an approved funded
grant (number), if any.

(b) In the case of a clinical investiga-
tion with controlled substances listed
in Schedule I, the applicant shall sub-
mit three copies of a Notice of Claimed
Investigational Exemption for a New
Drug (IND) together with a statement
of the security provisions (as pro-
scribed in paragraph (a)(2)(vi) of this
section for a research protocol) to, and
have such submission approved by, the
Food and Drug Administration as re-
quired in 21 U.S.C. 355(i) and § 130.3 of
this title. Submission of this Notice
and statement to the Food and Drug
Administration shall be in lieu of a re-
search protocol to the Administration
as required in paragraph (a) of this sec-
tion. The applicant, when applying for
registration with the Administration,
shall indicate that such notice has
been submitted to the Food and Drug
Administration by submitting to the
Administration with his/her DEA Form
225 three copies of the following certifi-
cate:

I hereby certify that on llllllllll
(Date), pursuant to 21 U.S.C. 355(i) and 21
CFR 130.3, I, llllllllll (Name and
Address of IND Sponsor) submitted a Notice
of Claimed Investigational Exemption for a
New Drug (IND) to the Food and Drug Ad-
ministration for:

————————————————————————
(Name of Investigational Drug).

————————————————————————
(Date)

————————————————————————
(Signature of Applicant).

(c) In the event that the registrant
desires to increase the quantity of a
controlled substance used for an ap-
proved research project, he/she shall
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submit a request to the Registration
Unit, Drug Enforcement Administra-
tion, Post Office Box 28083, Central
Station, Washington, DC 20005, by reg-
istered mail, return receipt requested.
The request shall contain the following
information: DEA registration number;
name of the controlled substance or
substances and the quantity of each
authorized in the approved protocol;
and the additional quantity of each de-
sired. Upon return of the receipt, the
registrant shall be authorized to pur-
chase the additional quantity of the
controlled substance or substances
specified in the request. The Adminis-
tration shall review the letter and for-
ward it to the Food and Drug Adminis-
tration together with the Administra-
tion comments. The Food and Drug Ad-
ministration shall approve or deny the
request as an amendment to the proto-
col and so notify the registrant. Ap-
proval of the letter by the Food and
Drug Administration shall authorize
the registrant to use the additional
quantity of the controlled substance in
the research project.

(d) In the event the registrant desires
to conduct research beyond the vari-
ations provided in the registrant’s ap-
proved protocol (excluding any in-
crease in the quantity of the controlled
substance requested for his/her re-
search project as outlined in paragraph
(c) of this section), he/she shall submit
three copies of a supplemental protocol
in accordance with paragraph (a) of
this section describing the new re-
search and omitting information in the
supplemental protocol which has been
stated in the original protocol. Supple-
mental protocols shall be processed and
approved or denied in the same manner
as original research protocols.

[62 FR 13949, Mar. 24, 1997]

EXCEPTIONS TO REGISTRATION AND FEES

§ 1301.21 Exemption from fees.
(a) The Administrator shall exempt

from payment of an application fee for
registration or reregistration:

(1) Any hospital or other institution
which is operated by an agency of the
United States (including the U.S.
Army, Navy, Marine Corps., Air Force,
and Coast Guard), of any State, or any
political subdivision or agency thereof.

(2) Any individual practitioner who is
required to obtain an individual reg-
istration in order to carry out his or
her duties as an official of an agency of
the United States (including the U.S.
Army, Navy, Marine Corps, Air Force,
and Coast Guard), of any State, or any
political subdivision or agency thereof.

(b) In order to claim exemption from
payment of a registration or rereg-
istration application fee, the registrant
shall have completed the certification
on the appropriate application form,
wherein the registrant’s superior (if
the registrant is an individual) or offi-
cer (if the registrant is an agency) cer-
tifies to the status and address of the
registrant and to the authority of the
registrant to acquire, possess, or han-
dle controlled substances.

(c) Exemption from payment of a reg-
istration or reregistration application
fee does not relieve the registrant of
any other requirements or duties pre-
scribed by law.

[62 FR 13950, Mar. 24, 1997]

§ 1301.22 Exemption of agents and em-
ployees; affiliated practitioners.

(a) The requirement of registration is
waived for any agent or employee of a
person who is registered to engage in
any group of independent activities, if
such agent or employee is acting in the
usual course of his/her business or em-
ployment.

(b) An individual practitioner who is
an agent or employee of another prac-
titioner (other than a mid-level practi-
tioner) registered to dispense con-
trolled substances may, when acting in
the normal course of business or em-
ployment, administer or dispense
(other than by issuance of prescription)
controlled substances if and to the ex-
tent that such individual practitioner
is authorized or permitted to do so by
the jurisdiction in which he or she
practices, under the registration of the
employer or principal practitioner in
lieu of being registered him/herself.

(c) An individual practitioner who is
an agent or employee of a hospital or
other institution may, when acting in
the normal course of business or em-
ployment, administer, dispense, or pre-
scribe controlled substances under the
registration of the hospital or other in-
stitution which is registered in lieu of
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