NEBRASKA DEPARTMENT OF HEALTH AND HUMAN SERVICES
NOTICE OF PUBLIC HEARING

August 5, 2020
10:00 a.m. Central Time
Nebraska State Office Building — Lower Level A
301 Centennial Mall South, Lincoln, Nebraska
Phone call information: 888-820-1398; Participant code: 3213662#

The purpose of this hearing is to receive comments on proposed changes to Title 175,
Chapter 8 of the Nebraska Administrative Code (NAC) — Pharmacies. The proposed
changes update storage requirements to reflect industry best practices; clarify the scope
and authority for the regulations; update definitions; update the licensing process; update
the process for permanently closing a pharmacy; update the inspection process; update
the roles and responsibilities of pharmacies, pharmacists, and practitioners in the
dispensing process; and removed statutory duplication from the regulations.

Authority for these regulations is found in Neb. Rev. Stat. § 81-3117(7).

Interested persons may attend the hearing and provide verbal or written comments or
mail, fax or email written comments, no later than the day of the hearing to: DHHS Legal
Services, PO Box 95026, Lincoln, NE 68509-5026, (402) 742-2382 or
dhhs.regulations@nebraska.gov, respectively.

Due to the current public health crisis, the agency will enforce any Directed Health
Measure Order on the size of gatherings that is in effect at the time of the hearing. In
order to encourage participation in this public hearing, a phone conference line will be set
up for any member of the public to call in and provide oral comments.

Interested persons may provide verbal comments by participating via phone conference
line by calling 888-820-1398; Participant code: 3213662#.

A copy of the proposed changes is available online at http://www.sos.ne.gov, or by
contacting DHHS at the mailing address or email above, or by phone at (402) 471-8417.
The fiscal impact statement for these proposed changes may be obtained at the office of
the Secretary of State, Regulations Division, 1201 N Street, Suite 120, Lincoln, NE 68508,
or by calling (402) 471-2385.

Auxiliary aids or reasonable accommodations needed to participate in a hearing can be
requested by calling (402) 471-8417. Individuals with hearing impairments may call
DHHS at (402) 471-9570 (voice and TDD) or the Nebraska Relay System at 711 or (800)
833-7352 TDD at least 2 weeks prior to the hearing.






FISCAL IMPACT STATEMENT

Agency: Department of Health and Human Services

Title:175

Prepared by: Jesse Cushman

Chapter: 8

Date prepared: 6-26-20

Subject: Pharmacy Facility Licensure

Telephone: (402) 471-4915

Type of Fiscal Impact:

State Agency Political Sub. Regulated Public
No Fiscal Impact ( ) ( ) ( )
Increased Costs (O) Q) (0)
Decreased Costs (O) Q) (0)
Increased Revenue (0O) Q) (0)
Decreased Revenue (0O) (0O) (0)
Indeterminable (O) Q) (0)

Provide an Estimated Cost & Description of Impact:

State Agency: No Change

Political Subdivision: No Change

Regulated Public: There is no change in fees to the regulated public.

If indeterminable, explain why:
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TITLE 175 HEALTH CARE FACILITIES AND SERVICES LICENSURE

CHAPTER 8 PHARMACIES

8-001. SCOPE AND AUTHORITY.: These regulations govern licensure of Pharmacies. The
regulations are authorized underby-and-implement the Health Care Facility Licensure Act, Neb.
Rev. Stat. 88§ 71-401 to 71-47559; the Pharmacy Practice Act, Neb. Rev. Stat. 8§ 38-2801 to 38-
28,116; the Uniform Credentialing Act, Neb. Rev. Stat. 88 38-101 to 38-1,142; and the
Prescription Drug Safety Act, Neb. Rev. Stat. 88§ 71-2457 to 71-2483.

8-002. DEFINITIONS. Definitions set out in the Health Care Facility Licensure Act, Neb. Rev.
Stat. 88 71-401 to 71-475; the Pharmacy Practice Act, Neb. Rev. Stat. §8 38-2801 to 38-28,116;
the Uniform Credentialing Act, Neb. Rev. Stat. 8§ 38-101 to 38-1,140 and the following:

002.01 COMPLETE APPLICATION. An application that contains all of the information
requested on the application, with attestation to its truth and completeness, and submitted
with all required fees and documentation.

002.02 COMPLETE PETITION. A complete petition contains all of the requested information
on a form provided by the Department, with attestation to it truth and completeness, signatures
of the applicant(s), submitted with all required fees and documentation.
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8:003. = LICENSING REQUIREMENTS. AND—PR—QGEDHR—%—Any—per-sen—meIHdmg—a

initial er+enewal-license must submit a completed application provided bv the Department and
documentation that the applicant meets the requwements set in_statute and this chapter
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8-003.01B1 PROVISIONAL PHARMACY LICENSE.: To obtain a provisional pharmacy
license, an applicant must substantially meet the requirements in the Health Care Facility
Licensure Act and sections 175 NAC 8-006 through 175 NAC 8-008 of this chapter. A license

will be issued after a satlsfactory |n|t|al mspectlon is completed Iheimst—stageeen&st&eﬁhe
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8-003.02 RENEWAL.RenewalLicenses All pharmacy licenses expire annually on July 1. To
renew a license an applicant for a renewal license must submit a complete application
provided by the Department and documentation that the applicant meets the requirements in

statute and in this chapter.
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8-003.0304 Permanently ClosingaPharmacy PERMANENTLY CLOSING A PHARMACY.
When a licensee discontinues providing pharmacy services, the Department must be notified
in writing within 15 days of the services being discontinued in the pharmacy. The notice must
include the following information:

(1)XThe sale or other disposition of legend drug, device, or biological inventory,

(2)2:The sale or other disposition of controlled substances and controlled substances
invoices and inventory records, and

(3)3-The location of all patient records including prescription files.

003.03(A) RETURN OF DOCUMENTS AND FORMS. Upon permanent closure of the
pharmacy, the licensee must return the pharmacy license to the Department and may
return_the following to the Department to be forwarded to the Drug Enforcement
Administration (DEA):
() The pharmacy’s Drug Enforcement Administration (DEA) Registration, if any; and
(i) All unused Drug Enforcement Administration (DEA) Forms for the pharmacy, if

any.

8-003.03(B):84D-PATIENT NOTIFICATION. When the permanent closing of a pharmacy

is anticipated, the licenseepharmacist-in-charge-or-practitioner-is responsible for notifying

patients of that pharmacy _at least 15 days prior to the permanent closing that they will
need to seek service elsewhere. The notification can be accomplished through:
()E-Advertisement in a newspaper appropriate to the location of the pharmacy:;
(iN2Written notice to patients of the pharmacy;; or
(iii)3-Other such notice as is appropriate.

003.04 REINSTATEMENT. Unless otherwise stated, a request for reinstatement must submit
complete application provided by the Department and meet the requirements of Neb. Rev.
Stat. 8 71-433, 71-456, and 175 NAC 8.

10
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003.04(A) REINSTATEMENT PRIOR TO THE COMPLETION OF PROBATION. A
licensee may petition for reinstatement prior to the completion of probation or suspension
and must submit a complete petition form provided by the Department:

004. INSPECTIONS. For the purpose of assuring compliance, each licensee must prepare an
annual Pharmacy Quality Assurance Report (POAR).

004.01 PHARMACY QUALITY ASSURANCE REPORT (POAR). The Pharmacy OQuality
Assurance Report (POQAR) is due 1 year from the date of the initial on-site inspection and
annually thereafter. All licensees must ensure that the pharmacist in charge or the practitioner
annually submits a completed Pharmacy Quality Assurance Report (POAR) on a form
provided by the Department, electronically or upon request. A Pharmacy Quality Assurance
Report (POAR) self-inspection may be completed no more than 30 days before the due date
of the report.

004.01(A) REPORTED INFORMATION. At a minimum, the Pharmacy Quality Assurance
Report (PQAR) must provide information on the following:
(i) Standards for the Operations of a Pharmacy
(1) Staffing requirements;
(2) Storage requirements;
(3) Record keeping requirements;
(4) Dispensing requirements;
(5) Controlled substance dispensing requirement for emergency situations; and
(6) Disaster preparedness management;
(i) Physical Plant Standards
(1) Equipment, facilities, and utilities;
(2) Shelving, counters, floor, inventory, fixtures, equipment, and utensils; and
(3) Reference material;
(iii) Sterile Compounding Requirements, if applicable for the facility
(iv) Non-sterile compounding requirements, if applicable for the facility

004.01(B) VERIFICATION OF THE REPORT. The Pharmacy Quality Assurance Report
(POAR) must be accompanied by a signed statement from the pharmacist in charge or
the practitioner verifying that all information in the Pharmacy Quality Assurance Report
(POAR) is accurate, complete, and correct.

004.02 ANNUAL INSPECTION. All licensees are required to complete and submit the
Department Pharmacy Quality Assurance Report (POQAR) form for an annual self-inspection,
and may be subject to an on-site inspection to verify the pharmacy fully complies with all

requirements.

004.02(A) SELF-INSPECTION. The Pharmacy Quality Assurance Report (PQAR) will
fulfill the annual inspection requirement when the Department determines that the report
indicates that the licensee is in full compliance with the Health Care Facility Licensure Act,
the Controlled Substances Act, the Prescription Drug Safety Act, and this chapter.
However, the report will not fulfill the annual inspection requirement when:

11
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() The Department has determined, based on the review of the Pharmacy Quality
Assurance Report (PQAR), that the pharmacy is not in compliance with the Health
Care Facility Licensure Act, or this chapter;

(i) The pharmacy failed to be in full compliance with the Health Care Facility Licensure
Act, or this chapter at the time of its last inspection;

(i) The licensee failed to submit a Pharmacy Quality Assurance Report (POAR);

(iv) The pharmacy is randomly selected as part of the 25% of licensed pharmacies
chosen annually for inspection;

(v) Any other event that raises concerns about the maintenance, operation, or
management of the pharmacy.

004.02(B) COMPLIANCE INSPECTION. An unannounced inspection may be conducted
of the facility or service anytime the Department deems necessary, including, the passage
of five years without an inspection.

8-004005. GENERAL REQUIREMENTS. The following requirements are applicable to all
pharmacy licenses.

&s&gnable Change of ownershlp (
GI-ISGGHI-I-HH&HGS—Of—GpeFaHGHS) or change of premlses termlnates the Ilcense —Iif—the#e—is—a

license.

NAG—8—995—45—net—Fequ+Fed— The new ownerés) or_owners must apply for a new pharmacy

8-004-04 Netification005.02 NOTIFICATION.: An applicant or licensee must notify the
Department of any change as set forth in 175 NAC 8-005.034-05 through 8-005.084-18. The
following information is required for all notifications:

(A)Z-Current name and license number of the pharmacy or practitioner;

(B)2.Street address of pharmacy or practitioner;

(C)3.Name of owner(s), partners, or corporation;

(D)4.1f a corporation the name of corporate officers;

(E)5.Mailing address(es) of owner(s), partners, or corporation;

(F)6.Reason for notifying the Department about a change in the existing license;

(G)*.A signed statement from the applicant or licensee verifying that all information is

correct; and
(H)8.The required fee as specified in_this chapter, 375-NAC-8-004-11; if any.

12
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8-004-05005.03 CHANGE OF PHARMACIST IN CHARGE. GChange—of Pharmacist-in-
Charge: The licensee must notify the Department within 1 business dayimmediately when
there is a change in the pharmacist-in-charge.

8-004-06005.04 CHANGE OF OWNERSHIP OR PREMISES. GChangeof Ownershipor
Premises:—The licensee must notify the Department in writing 1530 days of when thebeforea
pharmacy is sold, leased, discontinued, or moved to a new premises.

8-004-.07005.05 CHANGE OF NAME OF THE PHARMACY. Ghange—of Nameof the
Pharmaey: The licensee must notify the Department in writing within 5 working days when
there is a change in the name of the pharmacy.

8-004-08005.06 CONTINUATION OF A PHARMACY BY THE HEIRS OR ESTATE OF A
DECESASED LICENSEE. —Centindation-ofaPharmacy-bythe Heirs-orEstate ofaDeceased

LicenseerThe heirs or executor of the estate must notify the Department within 30 days of the
death of athe licensee.

8-004-10005.07 AN ACCIDENT, NATURAL DISASTER, OR INTERUPTION IN UTILITY
SERVICES. —An-AceidentNatural Disaster—orthterruption-in-Utility Services—The licensee
must notify the Department in writing by electronic mail, facsimile, or postal service within 24
hours of any change in environment which will adversely affect the potency, efficacy, safety
or security of the drugs, devices, or biologicals in the pharmacy. The notification may be made
by telephone if the event has affected the licensee’s capacity to communicate_in writing.

8-004-11005.08 FEES. —Fees—The licenseemust-pay-feesfor-licensure-asfollowsThe

following fees apply to this chapter:

(A)X:Initial pharmacy license fee is $625
(B)2-Annual pharmacy license renewal fee is $625.
(C)3-Duplicate license fee is $10.
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amenelments—thetete— The Ilcensee must complv with the Prescrlptlon Druq Safetv Act, the
Pharmacy Practice Act, the Controlled Substances Act, and the following:

8-006.01 STAFFING.—StaffingReguirements: Each licensee must have a pharmacist in
charge or practitioner with the qualifications, training, and skills necessary to meet the

requwements accordlnq to thIS chapter Eaeh—phamtaey—must—mamt&ma—suﬁtetent—n&mber—ef

8-006.01(A) LICENSED PHARMACIST. Each licensee must employ a sufficient number
of licensed pharmamsts to meet the needs of the |nd|V|duaIs seeklnq services at the
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8-006.02 STORAGE REQUIREMENTS. All drugs, medical devices, and biologicals must be
stored in a manner that meets the manufacturer’s labeled requirements or those listed in this

chapter.

8-006.02(A) TEMPERATURE AND LABEL REQUIREMENTS. The licenseepharmacy
must provide equipment for the storage of drugs, devices, and biologicals at the proper
temperature:

()*Drugs, devices, or biologicals requiring refrigeration must be stored between 36
and 46 degrees Fahrenheit:;

(iN2-Drugs, devices, or biologicals requiring a freezer must be stored between -13-4
and 14 degrees Fahrenheit:;

(1) For drugs, devices, or biologicals requiring a storage temp under -4 degrees
Fahrenheit the temperature of the storage location must be within plus or minus
10 degrees;

(iii)3-Drugs, devices, or biologicals requiring storage in a cool place must be stored
between 46 and 59 degrees Fahrenheit, or under refrigeration, between 36 and 46
degrees Fahrenheit, unless otherwise specified:;

(iv)4-Drugs, devices, or biologicals requiring storage at controlled room temperature
must be stored between 6859 and 7786 degrees Fahrenheit:; and

(V)5:Other labeled storage instruction for drugs, devices, or biologicals must be
followed.

8-006.02(B) SEPARATE STORAGE. Drugs, devices, and biologicals, dietary
supplements or substances used in_compounding cannot be stored in the same
refrigerator as food. st s
food-

006.02(C) MISBRANDED OR ADULTERATED DRUG STORAGE. All drugs which are
misbranded or adulterated shall not be stored with saleable inventory.

8-006-03Record KeepingReguirements007. RECORD KEEPING REQUIREMENTS. Complete
and accurate records must be maintained as set out in Title 21 of the Code of Federal Regulations,
Part 1304 and Part 1306, and this chapter.
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007.01 SECURE RECORDS. The prescription inventory and prescription records of the
pharmacy must be maintained in a secure location when there is no pharmacist or practitioner
on the premises.

8-006-07 Disaster Preparedness—and-Management:007.02 DISASTER PREPAREDNESS
AND MANAGEMENT. The pharmaey-licensee must haveestablish-and implement disaster
preparedness plans and procedures to protect the potency, efficacy, safety, and security of
the drugs, devices, or biologicals in the pharmacy in instances of natural-{ternade,floed.ete-)
or other disasters, disease outbreaks, interruption of utility services, or other similar situations.
Such plans and procedures must address how the licensee willand-delineate:
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(A)-How-the-pharmaecy-will Pprovide for the storage of drugs, devices, and biologicals at
the proper temperature;

(B)2-Hoew-the-pharmaey-will Pprovide for the disposal of drugs, devices, and biologicals if
the pharmacy determines their potency, efficacy, or safety has been adversely

affected;

(C)3-How-the-pharmacy-will Ssecure the drugs, devices, and biologicals from the public;
and

(D)4-Hew-the-pharmaecy-will Mmaintain patient records and inventory records.

8-00#8. PHYSICAL PLANT STANDARDS. A licensee must meet the requirements set out in this
chapter.

8-008%#.01 ACCESS BY PHARMACIST. The licenseepharmaey must provide the pharmacist
access to all equipment, facilities, and utilities appropriate for the accurate, efficient, and safe
provision of the clinical services available in that pharmacy.

8-008%.02 CONDITIONS. The licenseepharmaey must assuremaintain the prescription
department, including shelving, counters, floor, inventory, fixtures, equipment, and utensils
are maintained in a clean, orderly, and sanitary manner _that supports the scope of pharmacy
services provided at the site.

8-0084.03 REFERENCE MATERIAL. The licenseepharmaey must provide the pharmacist

access to all reference material appropriate for the accurate, efficient, and safe practice of

pharmacy-erany-specialty-practice-of pharmacy-in-the facility. These references_materials

must be up-to date, in either printed or electronic form, and available at all times while the
pharmacist is practicing for that pharmacy.
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A1303.35

(W If any person entitled to a hearing

or tparticipate in a hearing pursnant
o aph (b of thia ssction, fails to
file a Mgueat for a hearing or notice of
appearafge, or 1f he so files and falls to

appear a€y the hearing., he shall be

deemed toQave walved his opportunity
for the hearfge or to participate in the
hearing, unle®qy§ he shows good canse for

ench failure.

() If all persoNg entitled to a hearing
or to participate Ng o hearing walive or
are desmed to wal§e thelr opportunity
for the hearing or tqparticipate in the
hearing, the AdminisWgator may cancel
the hearing, if achedull, and issue hia
final order purenant to {§308.37 withont
a hearing.

[38 FE 7786, Apr. 24, 1071, as ofgended at 36
FE 16751, Sapt, 1. 1071 87 FR 1D, Aug. B
1073, Redssignated at 85 PR 29608 Sept. 24,
1072]

5120335 Burden of proof.

(a) At any hearing regarding thyde-
termination or adjustment of an agg
gate production guota, sach interests
persoh  partleipating in the hearing
shall have the burden of proving any,
propoeitions of fact or law asserted 1y
him in the hearing.

(b) At any hearing regarding gfhe
lesnance, adjustment, snspensio or
denial of a procurement or indifidual
manufacturing quota, the Adm@histra-
tion shall have the burden offproving
that the requirements of thyf part for
snch lssuance, adjnstment, Suspenaion,
or denial are satisfled.

[3& FE 7786, Apr. 24, 1071, @ amended at 37
FE 10820, Aug. 8, 1973 Beddfienatad at 38 FR
RE0D, Hept. 34, 1072, asMlmended at €2 FR
13808, Mar. 24 1897]

2120336 Time andl place of hearing.

(a) If any app}fant or regletrant re-
quests a he & on the issunance, ad-
Juetment, sugfension, or denial of his
procuremengfandior individnal manu-
facturing gliota pursnant to §1305.34,

the Adm@histrator shall hold such
hearing #lotice of the hearing shall be
glven the applicant or reglstrant of
the t#ne and place at least 30 days

priog@to the hearing, unless the appli-
caglf or reglatrant waives such notice
g requeata the hearing be held at an
ller tlme, in which case the Admin-

56

21 CFR Ch. Il (4-1-06 Edlitio

istrator shall flx a date for such h
ing as early as reasonably posaiblg

{b) The hearine will commence
place and time designated in t
glven pursnant to paragraph
section or in the notice of hg@ring pub-
lished in the FEDERAL REGHTER pursu-
ant to §1308.110c) or §13gf13 (c), but
thereafter it may be ved to a dif-
ferent place and maygl be continued
from day to day or reffessed to a later
day withont noticgf other than an-
nouncement theregyl by the presiding
officer at the hearjle.

[% FR 7785, Apr. Z¥. 1971, a2 amended at 27
FE 10820, Aug. & 3. Redesignated at 38 FB
36509, Bept. 34, 1908

§ 130327 Egfial order.

Aa soorlie practicable after the pre-
slding officer has certified the record
to thedlAdministrator, the Adminis-
tratoyfshall isene his order on the de-
te ation or adjustment of the ag-
greffate production quota or on the
lgfiance, adjustment, sunspension, or
gfnial of the procurement quota or in-
lividual mannfacturing guota, as case
may be. The order shall include the
tUndings of fact and conclusiona of law
Wyon which the order is based. The
crfer shall specify the date on which it
shaly tale effect. The Administrator
shalRgerve one copy of his order upon
epch Mty in the hearing.

[28 FE "8g. Apr. 24, 1071, as amended at 37
FE 1nf00, Rge. 8. 1872 Radesiznatad at 38 FR
26500, Hept, W, 1073]

PART 1.94—RECORDS AND
REPORTROF REGISTRANTS

t the
notice
of this

1

CGENERATYMNPORMATION

Sec,

130401 Ecops of part 18§

130402 Definitions.

130402 Persons required
fils reporta,

12404 Maintenance of re
bories,

120403 Records of authorizad
pharmaciss and retail pha

INVENTORY REQUIR

Inventory rejuirements.

g keep records and
ds and inven-

central fill

ries.

B

130411
CoNTINUTN G RECORDS

130421 General requirements for contin®@ng
records,



jrug Enforcement Administration, Justice

13§22 Records for manufactursrs. distribu-

gpre. dispensers, ressarchers. importsrs,

AWyl exporters.

1304 35§ Racords for chemical analysts,

130424 ords for maintenance treatment
Prog and detoxification treatment

PrOETaYgs,
13430 Re\yds for freatmsnt  programs

which colound narcotics for treatment
programs Mgd other locations,
130436 AdditicWgl recordissping require-

ments appli
taining ga

le to drug products con-
by droxybutyric acid,

CRTS

130431 Rsports from N
ing narcotic raw ma

130432 Reports of man
coca leaves,

1304 38 Reports to ARCOS.

AUTHORITY: 24 T7.8.C. 831, &2
080, unless othsrwise notad.

pnufacturers import-
rial.
chursrs importing

E710h), fodie).

GENERAL INFORMATION

F1304.01 Scope of part 1304,

Inventory and other records all
porta required under section 307 or
tlon 1008(d) of the Act (21 U.5.C. 837
055(d)) shall be in accordance with,
contain the information required by,
those sectlons and by the sections
this part.

[36 FE 7780, Apr. 34, 1671 Redssiznated
PR %6609, Bapt, 34, 1872]

4130402 Definitions,

Any term contained in thig@art shall
hawve the definition set fort}dfin section
102 of the Act (21 U.2.C.4%02) or part
1300 of this chapter.

[62 FR 12008, Mar. 24, 1007]

3130403 Persons
records and file,

re-
o

+ 38

ffcuired
ports.
(a) Each reglsgfant shall maintain
the records an wentories and shall
file the reportgfrequired by this part,
except as eyfmpted by this section.
Any registoght who is anthorized to

to  keep

condnct otfr activities without being
registeredfio conduct those activities,
elther uant to §1301.2%(by of this

chapteyor pursnant to §§1307.11-1307.15
of t chapter, shall maintain the
recols and inventories and shall file

eports required by this part for
wons reglatered to conduct snch ac-

ritles. This latter requirement should
fiot be construed as reguiring stoclks of

i

=
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controlled embetances belng useff in
varlous activities under one regfetra-
tion to be stored separately, + that
separate records are requiredlor each
activity. The intent of the Administra-
tion ie to permit the regiaty¥nt to keep
one et of reconds which a}¥ adapted by
the registrant to accoungfior controlled
substances nsed in angfactivity. Also,
the Administration 3fes not wish to
acquire separate sigflks of the same
substance to be pgfchased and atored
for eeparate lvities. Otherwise,
there iz no advgfitage galned by per-
mitting severgydy activities under one

registration. us, when a researcher
mannfacturgyf a controlled item, he
must keeap record of the gnantity

manunfact@ed: when he dlstributes a
quantityghht the item, he must use and
keep igfolces or order forms to doca-
ment Fhe transfer; when he imports a
subg#hnce, he keeps as part of his
recgida the docnmentation regnired of
agfimporter; and when snbstances are

hed in chemical analysis, he need not
teep a record of this becanse such a
record would neot be reguired of him
under a reglstration to do chemical
analyels. All of these records may be
paintained in one congolidated record
sygbem. Similarly, the researcher may
atdfe all of his controlled items in one
pl: and every two years take inven-
tory &g all items on hand, regardless of
wheth®y the enbstances were manufac-
tured byGdm, imported by him, or pur-
chased dofgestically by him, of whether
the snbstaRges will be administered to
esubjects, disNgibuted to other research-
ers, or destrofgd during chemical anal-
vals,

(b) A reglatefgd individual practi-
tioner is requireMyto lkeep records, as
described in §1304.8 of controlled sub-
atances in Schednle$yIT, IIT, IV, and V
which are dispensed, Sgher than by pre-
scribing or administerfyge in the lawiful
course of professional prRgtice.

() A reglstered IndiWgual practi-
tioner 1s not required to Rgep records
of controlled substances in\Gchedules
II. 111 IV, and ¥V which are Mgescribed
in the lawful course of proNgsional
practice, unless such snbstan®g are
prescribed in the conrse of minte-
nance or detoxification treatment 8gan
individnal.
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A registered individual practi-
tloRgr s not required to keep records
of Sgntrolled substances listed in
BchedYes I, II1, IV and V which are
adminifgered in the lawfnl conrae of

profosaidgal practice unless the practi-
tloner reMularly engages in the dis-
pensing orQdministering of contrelled

enbatances aQyd charges patients, either
separately orQogether with charges for
other professigal services, for sub-
gtances so dlspdgeed or administered.
Records are reqied to be kept for
controlled substanes administered in
the course of mainWgnance or detox-
fleation treatment of Y individual.

(e} Bach registered Mid-level practi-
tioner shall maintain a readily re-
trievable manner those Sgeuments re-
gquired by the atate in ich he/she
practices which describe theNgonditions
and extent of hisher autho: tlon to
dispense controlled snbstanSgs and
ghall make snch documenta aNgilable
for inspection and copying by aRghor-
ized employess of the AdminiatraWon.
Examples: of such documentation
clude protocols, practice guidelines
practice agreements.

(f) Registerad persons using any coj
trolled substances while conductjiies
preclinical research, in teaching a
registered eatablishment which glain-
talns records with respect to syl sub-
stances or conducting researchfin con-
formity with an exzemptiongf srantad
under sectlon 505(1) or 512(1) M the Fed-
eral Food, Drog, and Cosrgftic Act (21
TLA.C. 855(1) or 360bL(1)) agfa registered
establishment which mafitaine records
in accordance with eitiffr of those sec-
tlons, are not required to keep records
if he/she notifies thegfdministration of

the name, addresgl and registration
number of the eat@blishment maintain-
ing such recogfs. This notification

ehall be given Mt the time the person
applies for rgfistration or reregiatra-

tion and shgfl be made in the form of
an attachgllent to the application,
which =hg#l be filed with the applica-
tlon.

(g) Adlistributing registrant who uti-
lizes gfffreight forwarding facility shall
maigfain recarde to reflect tranafer of

copftolled substances throungh the fa-
iy, These records must contain the
ghte, time of transfer, number of car-
ons, crates, druoms or other packages
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in which commercial containers ogfon-
trolled enbstances are shipped 0 an-
thorized signatures for each tragffer. A

distributing regiatrant may, g part of
the initial reguest to operatgfa freight
forwarding facility, requestbermission
to atore records at a cengfal location.
Approval of the regues@f to maintain
central records wonldgbe implicit in
the approval of the rgfunest to operate
the facility. Othervgfe, a request to
maintain records ap@fa central location
must be submittedin accordance with
§1304.04 of thisdpart. These records
muet be maintyfhed for a period of two
years.

. ffr. 2. 1971, a2 amended ab 25
=1 2. 1671; 87 FR 15620, Aug. 8.

1666, [SPFR 21170, Juns 1, 1895 62 FER 13058
Max, 21967, 60 FR 4674, July 19, 2000]
513404 Maintenance of records and

inventories,

{a) Except as provided in paragraphs
(a1l and (a)i2) of this section, every
inventory and other records reqguired to
be kept under this part mnat be kept
Ly the registrant and be available, for

least 2 Fears from the date of such
ifNgntory or records, for inspection
anWycopying by anthorized employees
of tiy Administration.

(1) nancial and shipping records
{euch a§involces and packing slips bat
not exeMgted order forms subject to
§51305.17 Qud 130527 of this chapter)
may be pt at a central location,
rather than\t the registered location,
if the regls t has notified the Ad-
ministration chis intentlon to keep
central records§Written notification
must be submitteqy by registored or cer-
tiffed mail, return Qeeeipt requestad, in
triplicate, to the gpecial Agent in
Charge of the AdmiWstration in the
area in which the regifgrant is located.
Unlesa the registrant informed by
the Speclal Agent in Ch¥gge that per-
misslon to keep central rgords is de-
nied, the registrant may mantain cen-
tral records commencing 14 Ways after
recelpt of his notification by Yoe Spe-
clal Agent in Charge. All notiffations
must include the following:

(1) The nature of the records i3
kept centrally.

e
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iy The exzact locatlon where the

e will be kept.
i1 The name, address, DEA reg-
ietratfgn number and type of DEA reg-
ietratis of the reglstrant whose
records §ge being maintained centrally.

(1v) Whigher central records will be
maintainedyin a manual, or compunter
readable, forqg.

(2) A regist@ged retail pharmacy that
possesses  ad onal registrations for
automated dispRgsing systems at long
term care facilfgles may keep all
records required bythis part for those
additional registere®ysites at the retail
pharmacy or other apfroved central lo-
cation.

(k) All reglatrants tIt are author-
ized to madntaln a cdgfral record-
keaping ayatem shall be sWglect to the
following conditions:

(1) The records to be maifgained at
the central record location Mgall not
include executed order forms, pRgscrip-
tlons andior inventories which sl be
maintained at each registered loca§lon.

(2) If the records are kept on miSgo-
filrm, computer media or in any foRg
requiring special equipment to rende'
the records easily readable, the reg
ietrant shall provide access to sgfh
equipment with the records. If ghy
code system 18 used (other than pyting
information), a key to the code gffall be
provided to make the recordgfunder-
atandable.

(3) The regiatrant acrees o deliver
all or any part of snch reglrds to the
registered location withingfwo business
days upon receipt of a ytten regunest
from the Administrgflon for such
records, and 1if thef Administration
chooses to do #o in 1 of requiring de-
livery of such recogls to the reglstered
location, to allogfanthorized employ-
eeg of the Ad lztration to inspect
ench records gff the central location
upon request B such employess with-
out a warranydlof any kind.

e

(4) In thedfrent that a registrant fails
to complgfwith these conditions, the
Special geent in Charge may cancel

ench cglitral recordkeeping aunthoriza-
tlon, #nd all other central record-
keepie authorizations held by the reg-
ietg@nt withont a hearing or other pro-
ciffires. In the event of a cancellation
A central recordkeeping anthoriza-
lons under this paragraph the reg-

it
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iatrant shall, within the time spegtied
by the Special Agent in Charge. gfinply
with the reguirements of this fection
that all records be kept athe reg-
{aterad location.

{c) Reglstranta need no
Apecial Agent in Charge off obtaln cen-
tral recordkeeping approghl in order to
maintain records on agfin-house com-
puter system.

(d) ARCO® part

otify the

pants who desire
anthorization to geport from other
than thelr regisgffed locations must
obtain a separgle central reporting
identifier. Regglat for central report-
ing identifierf will be submitted to:
ARCOS Unigl P.O. Box 18203, Central
Btation, Wghington, DC 20005,

(&) All gfhtral recordkesping permits
previousllf issned by the Administra-
tlon e ed Beptember 30, 1980,

(1) Bfch regiatered manofacturer, dia-
tribgfor, importer, exporter, narcotic
tregiment program and componnder
foff narcotic treatment program shall

ntain inventories and records of
ontrolled substances as follows:

(1) Inventorles and records of con-
trolled substances listed in Schedules I
and IT shall be maintained separately
om all of the records of the reg-

rant; and
N Inventories and records of con-
trofgd substances listed in Schedules
III. and V shall be maintained ei-
ther sqgarately from all other records
of the Ngletrant or in such form that
the inforfgation required ia readily re-
trievable Ygom the ordinary buneiness
records of tRe reslatrant.

{g) Each refatered individual practi-
tloner reguireyto keep records and in-
etitntional pr tioner shall maintain
inventories and N\geords of controlled
substances in the Yanner prescribed in
paragraph (f) of thiRgection.

(h) Each regilsterey pharmacy shall
maintain the inventorfigs and records of
controlled substances affollows:

(1) Inventories and recgle of all con-
trolled substances listed {QSchedules I
and IT shall be maintainegeparately
from all other records of the Wharmacy,
and prescriptions for such sWgetances
shall be maintained in a separf§ge pre-
seription file; and

(2) Inventorles and records of€Ngon-
trolled snbstances lsted in Sched®es

bt
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Iy IV, and V shall be maintained ei-

hy separately from all other records
of tMg pharmacy or in such form that
the ifprmation required is readily re-
trieval from ordinary business
records & the pharmacy, and prescrip-

tlons for§such sobstances shall be
maintained§either in a separate pre-
geription fllQfor controlled snbstances

liated in SBchdules 111, IV, and V only
or in ench forMy that they are readily
retrievable fromWghe other prescription
records of the phignmacy. Prescriptions
will be deemed ready retrievable if, at
the time they are Witlally filed, the
face of the prescript is stamped in
red ink in the lower 1f§ht corner with
the letter “C" no leas tIn 1 inch high
and filed either in the pr&eription file
for controlled substance®y listed in
Schedunles I and II or in theWgenal con-
secutively numbered prescrifjfion file
for non-controlled substance®y How-
ever, 1f a pharmacy employs af§ ADP
gyatem or other electronic ré&gord-
keeping aystem for prescriptions wijlch
permits identification by prescript’
number and retrieval of original doc
ments by prescriber’s name, patient
name, drug dispensed. and date fil
then the requirement to mark the grd
copy prescription with a red @ 1=
walved.

iAuntheority: 21 T2.C 851 and 8714 38 CFE
0,100)

[36 FR 770, Apr. 24, 1071, aa giffended at 36
FR 13896, July 21, 1071, Redssigflated at 38 FR
26600, Sept, . 1073, and argfndsd at % FR
798, Oct, 25, 1074; 45 FR 4056, July 1. 1680;

41 FR 41735, Sept, 22, 1082,
1986, €2 FR 18400, Mar,
May 13, 2005]

FR 5320, Feh. 18,
L 1007, 70 FR ID46E,

3130405 Recordgfof authorized cen-
tral Ifi]'l pharglacies and retail phar
macies.

(a) Every
lizes the se
macy mus
fill phar;
dress ag
thorizeg
half.

all pharmacy that uti-
ces of a central fill phar-
Leep a record of all central
ies, inclnding name, ad-
DEA number, that are au-
to fill prescriptions on its be-
he retall pharmacy must also
Ver: the registration for each central
fil@Wpharmacy authorized to fill pre-
pdflptions on ite behalf. These records
ust be made avallable upon reqnest
or inspection by DEA.

60
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() Every central fill pharmacy,
keep a record of all retail phar laa,
incloding name, address and DPE num-
ber, for which it is anthorizgl to fill
prescriptions. The central #All phar-
macy must also verify the gleiatration
for all retail pharmacies which it 1=
anthorized to fill prescgptions. These
records must be madegivailable npon
request for inspection DEA.

[68 FR 27410, Juns 34, 2088]

EQUIREMENTE

nat

INVENTORY,

§1304.11
() Gemeral

Invendbry requirements.

guirements. Each inven-
tory shall cofftaln a complete and accua-
rate recordhif all controlled substances
on hand g the date the inventory is
taken, oy shall be maintained in writ-
ten, tgfewritten, or printed form at

the rgffistered location. An inventory
takegl by nse of an oral recording de-
vicdl must be promptly franscribed.
Cgitrolled substances shall be deemed

¥ be “'on hand™ if they are in the pos-
Pesslon of or under the control of the
reglstrant. including snbstances re-
turned by a customer, ordered by a cus-
tomer but not yet involced, stored in a

arehonse on behalf of the registrant,
Nl substances in the possesalon of em-
pNyees of the reglatrant and intended
forQistritntion as complimentary sam-
ples A separate inventory shall be
madeYor each registered location and
each INJependent activity reglstered,
except d§ provided in parasraph (e)(4)
of this sefglon. In the event controlled
substances the posaession or nnder
the control 8§ the reglatrant are atored
at a locationNfor which he'she is not
reglstered, the\gubatances shall be in-
clunded in the WYgventory of the reg-
istered location tywhich they are sub-
Ject to control or §g which the person
possessing the snbstRgoe 1s responsible.,
The inventory may N taken elther as
of opening of business 8§ as of the close
of business on the invelpory date and
it ghall be indicated on Mye inventory.

(b} Fnifial inventory date. Wgery paraoh
required to keep records sh¥ll tale an
inventory of all stocks of Ygntrolled
substances on hand on the daWgy he'she
first engages in the manufacti¥e,. dis-
tribution, or dispensing of contglled
aubstances, In accordance with Ngra-
graph {e) of this section as applica¥e.
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InWghe event a person commences hual-
nesqwith no controlled subetances on
it heshe shall record this fact as
the inNjal inventory.

(o) EMgnial inventory date. After the
initial 1Wgentory 1s taken, the reg-
iatrant sh§l talke a new inventory of
all stocks 8§ controlled substances on
hand at leasWevery two reara. The bi-
ennial ihvent®gy may be taken oh any
date which is Wgthin two years of the
previous blenni; ventory date.

(d) Irventory dady for newly controlled
substonces. On the \gfective date of a
rale by the AdminisWgator pursnant to
§§1308.46, 1308.46, or 13847 of this chap-
tar adding a subatance Y any schedule
of controlled substancdy which sub-
gtance wag, immediately Yior to that
date, not lated on any su¥yg schedunle,
every reglstrant required\to keep
records who possesses that qghbetance
ehall take an inventory of all eNgclks of
the substance on hand. Thelafter,
ench subatance shall be includ®§y] in
each inventory made by the regiatfgnt
pursnant to paragraph (c) of this =%g-
tion.

(e} Imventories of manufacturers, dis
tributors, dispensers, researchers, impoy
ers, erporfers and chemical analy
Each person reglstersed or autho
(by §1301.13 or §§1307.11-1307.13 g
chapter) to mannfacture, disj
dispense, import, export, co
gearch or chemical analyals
trolled substances and requigfd to keep
records pursnant to §1304403 shall in-
clude in the inventory thd/information
liated balow.

(1) Inventories of maygflfacturers. Each
person regiaterad or horized to man-
ufacture controlled gitetances shall in-
clude the followingflnformation in the
inventory:

(1) For each
ualk form to i

Lad
thia
bute,
ot re-
ith con-

trolled substance in
used in (or capable of
usze in) the hufacture of the same or
other contrgfled or non-controllad sulb-
stances in nished form, the inventory
ehall inclfle:

(A) Thf/name of the substance and

(B) Phe total gquantity of the sub-
etancd to the nearest metric unit
welghlt consistent with unit size.

() For each controlled snbstance in
¥ process of manufacture on the in-
entory date, the inventory shall in-
lude:

6l
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{A) The name of the substance;

(B) The guantity of the subatgflce in
each batch andior stage of mfac-
ture, identified by the batch gfmber or
other appropriate identifyingd number;
anil

() The physical form wlich the snb-
atance ls to take uponglfompletion of
the mannfacturing progles (e.g., grana-
lations, tablets, capepfes, or solutions),
identified by the Match nonmber or
other appropriate Mentifyine nnmber,
and 1f posaible thef finlahed form of the
substance (e.gz. Mi-milligram tablet or
10-milligram ghncentration per fluid
ounce or mil#liter) and the number or
volume theyfof.

(111} Forgfach controlled enbstance in
finished #rm the inventory shall in-
clude:

(A) #he name of the substance;

(EjfEach finished form of the snb-
atogle (e.g., 10-millizram tablet or 10-

ffligram concentration per fluld
gnice or milliliter);

() The number of units or volume of
each finished form in each commercial
container {e.g.. 100-tablet bottle or 3-
nilliliter vial); and

D) The number of commercial con-
erg of each ench finished form ie.g.

100-tablet bottles or eix S-milli-
als).
gor ecach controlled substance

ded in paragraphs (e)1) (1), (11)
or (ii1) o this sectlion (e.g., damaged,
defective B impure substances awalt-
ing disposa¥y substances held for gnal-

A
fou
1t
v)
not ine

ity control \purposes, or substances
maintained or exfemporanecus
compoundings) \ghe inventories shall
include:

{A) The name of Ye subatance;

(B} The total qu¥ptity of the snb-
stance to the nealgst metric unit
welght: or the total niNgber of unita of
finished form; and

(C) The reason for e substance
beine maintained by the rdfistrant and
whether such substance is€gapable of
use in the manufacture of ¥ con-
trolled substance in finished folg.

(2) Inventories of distribufors. Qacept
for reverse distributors coverdly by

paragraph (e)i3) of this section, Rgch
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son regletered or anthorized to dia-

te controlled substances shall in-
clud§in the inventory the same infor-
mati®g required of manufacturers pur-
snant W paragraphs (e)(1)iiil) and {iv)
of this sfgtion.

(3) ImvMyories of dispensers, research-
ers, and relyse distributors. Bach person
registerad & aunthorized to dispense,
conduct resegch, or act as a reverse
distributor wilg controlled substances
ehall include in e inventory the same
information requ¥ged of mannfacturers
pursuant to paraMgaphs (e)1)iil) and
{iv) of this section. determining the
number of nnits of Meh finlshed form
af a controlled substalfge In a cormrmer-
clal container which hi¥g been openad,
the dlepenser, rescarchdy or reverse
distributor shall do as follgs:

(1) If the substance 1& listd
ule I or II, make an exac
meagure of the contents, or
(iiy If the snbstance is 11%ged in

=
tr

in Sched-
ount or

Bchednle IIL IV or V., make it~
mated connt or measure of theNgon-
tanta, unless the container holds nigrs

than 1,000 tablets or capsules in wh
case he/she must make an exact con
of the contenta.

(4) Fnventories of importers and ergre-
ers. Bach person reglstered or aggfor-
ized to import or export controllgl sul-
atances shall include in the ingEntory
the same information requiregfof man-
ufacturers pursnant to pgHragraphs
(&1} (111) and (iv) of this sgfftion. Each
egnch person who is alao lstered as a
manufacturer or as a digfributor shall
include in hisher invegfory as an im-
porter or exporter o those stocks of
controlled subatancegfthat are actnally
geparated from hisdftocks as a manu-
facturer or as allstritutor (e.g., in
transit or in storgle for ehipment).

(5) Inventoriclf of chemical analysis.
Each perzon rgffistered or anthorized to
condnct chedfleal analysis with con-
trolled snbgfinces shall include in his
inventory Mhe same information re-
quired off manafacturers pursnant to
paragraghe (e)(l) (i) and (iv) of this
soctiod ag to substances which hawve
e nannfactured, imported, or re-
celgld by such person. If less than 1
kiferam of any controlled substance

her than a hallucinogenic controlled
Pubetance liated in Schedule I), or less
than 20 grams of a hallucinogenic sulb-
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stance llsted in Schedule I {othey
lysergle acld diethylamide), legs
than 0.5 gram of lyeerg acid
diethylamide, 15 on hand at thE time of
inventory, that substance gffed not be
included in the inventory. Maboratories
of the Administration gy posaess up
to 160 grame of any hall@finogenic enb-
estance in Schedule I wthout regard to
a need for an invengfy of those enb-
atances. No invenigry is required of
known or suspebd controlled sub-
atances receiveddls evidentiary mate-
rials for analys

[E2 FE 1259, Mg 24, 1907, as amendsd at 65
FE 41258, Julydl, 2002]

)

han

FgruTnumneG RECORDS

$1204.20 General requirements for

cofftinuing records.

(agfEvery registrant required to keep
regfirds pursuant to §1504.03 ehall main-
on a current basis a complete and
courate record of each snch subetance
nanufactured, imported, recelved,
sold, delivered, exported. or otherwise
disposed of by him/Mer, except that no
registrant shall be required to main-
ain a perpetnal inventory.

L) Separate records shall be main-
talged by a registrant for each reg-
iatefed location except as provided in
513048 (a). In the event controlled
substafges are in the possession or
under tRg control of a reglatrant at a
location Rgr which he ia not registered,
the subetalges shall be included in the
records of Wge registered location to
which they aly snbject to control or to
which the perfgn possessing the enb-
atance is respon$ble.

(o) Separate refprds shall be main-
tained by a regis™ant for each inde-
pendent activity fMy which hefshe is

reglstered, except provided in
§1304.22(d).
(d) In recording dates recelpt, im-

portation, distribution, e¥gortation, or
other transfers, the date oWy which the
controlled substances are aually re-
celved, imported. diatributed, Ygported,
or otherwise transferred shall g used
as the date of recelpt or distribuWon of



Drug Enforcement Adminisiration, Justice

v documenta of transfer (e.z., in-
s ol packing slips).

[38 FIRYTTIZ, Apr. 24, 1971, as amended at 36
FE 1388 July 21, 1971, Redseignated at 38 FR
6600, SegE. 24, 1973 as amended at &2 FR
13960, Marfg4, 1897]

§1304.22 coords
distribu®
ers, impo

Each peracn
(by  §1301.13(e)
this chapter)
tribute, dispense.
conduct research
atances shall maintai’
information lated balo

(a) Records for manuNgcturers. Each
person regiatered or anth®glzed to man-
ufacture controlled subeWgnoes shall
maintain records with the fqlowing in-
formation:

(1) For each controlled subgnee in
bulk form to be used in, or cap@ble of
uee in, or being need in, the maRgfac-
ture of the same or other controll§y or

Vo

for manufacturers
5 dispensers, research-
rs and exporters.
poiatered or anthorized
§§1307.11-1307.13 of
manufacture, dias-
nport, export or
controlled sub-
acords with the

noncontrolled substances in finisRed
form,

(1) The name of the snbatance;

{11} The guantity manufactured
ulk form by the registrant, inclugfhg

the date, quantity and batch or gfher

identifying number of each batcfiman-
ufactured:
(1i1) The quantity receiyl from

other persons, incloding thgfilate and
gquantity of each receipt the name,
address, and reglstration pfimber of the
other person from whongdlhe subetance
was recelved:

{iv) The guantity ported directly
by the registrant (ugfler a registration
as an importer) forfee in mannfacture
by him/her, inclugfng the date, guan-
iy, and importglermit or declaration
number for eachimportation;

(v) The qu t7 used to manunfacture
the same sftance in finished form,
ineluding:

(4) The
tfying

(B} T
factuy

()

te and batch or other iden-
nber of each manafacture;
gquantity used in the manu-

he finished form (e.g.. 10-milli-
Er tablete or 10-milligram con-
cegiration per flnid ecunnce or milli-
LI9H
(D) The nnmber of unite of finished
form manufactuared;
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({E) The quantity nsed in gualitgfoon-
trol:

(F) The guantity lost duori manu-
facturing and the causes thgfefore, if
lnown;

(%) The total quantity
atance contained in the

(H) The theoretical a

Bf the sub-
shed form;
actnal yields;

ani

(I} Buch other infoyfiation as la nec-
epaary to account #br all controlled
substances used inffthe manufacturing
procesa;

(vi) The quargfty used to manufac-
ture other cgfitrolled and noncon-
trolled substglces, including the name
of each suftance manufactured and

the informgfilon required in paragraph
{aW1iiv) cthie section:

{wil) b gquantity distributed in bullke
form other persona, including the

date #hd quantity of each distribution
and e name, address, and reglatration
nugfber of each person to whom a dis-

lution was made;

(viil) The guantity exported directly
7 the reglstrant (under a registration
as an exporter), including the date,
gquantity, and export permit or declara-
tlon number of each exportation:

{1z} The guantity distributed or dis-
Mzed of in any other manner by the
réglstrant (e.g.. by distribution of com-
plifentary samplea or by destruction),
incling the date and manner of dis-
tribugn or disposal, the name, ad-
dress, Rgd registration namber of the
person Wy whom distributed, and the
gquantity §etributed or digposed; and

(%) The Nlzinals of all written cer-
tifications avallable procurement
gquotas submiNged by other persons (as
required by §I83.12(f) of this chapter)
relating to eacly order requiring the
distribution of basle clase of con-
trolled enbstance Ngted in Schedunle T
or II.

(2) For each contrdyled subatance in
finished form,

(1) The name of the sulfgtance;

{11y Each finished form Yg.g., 10-milli-
gram tablet or 10-milligrafy concentra-
tion per fluld cunce or milfliter) and
the number of units or volulye of fin-

ished form in each commer con-
talner (e.g., 100-tablet bottle or Wamilli-
liter vial);

(1i1) The number of containe of

each such commercial finlshed ffgm
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ufactured from bulk form by the

reg ant, including the information
requNed pursmant te  paragraph
(a)( 1 of this section;

{iv) e number of units of finlehed

forma aflior commercial containers
acqnired fYgm other persons, including
the date o d number of unita andior
commercial §gntainers in each acqnisi-
tlon to inverNpry and the name, ad-
dress, and regffgration number of the
person from whigp the units were ac-
quired;

(v) The number unita of finished
forma andior comn¥greial containers
imported directly by Wge person (nnder
a reglstration or anth&lzation to im-
port), including the dat®yof, the num-
ber of unite andior corgercial con-
talners in, and the imporWypermit or
declaration number for, saclyimporta-
tlon;

(vi) The nnmber of units andNg com-
merclal containers manufactn by
the reglstrant from unnite in fiilghed
form received from others or impofNged,

including:

{A) The date and batch or other ide:
tifyine namber of each manafacture;

(B) The operation performed (e.z., g~
packaging or relabeling);

() The namber of nnits of finghed

form used in the manunfacturgl the
number manufactured and the nber
lost during manufacture, h the
canses for such losses, if knog: and
(D) Such other informatigll as ia nee-
egaaly to account for controlled
gnbatances used in the gfinufacturing

process:
(vil) The number of ommercial con-
tainers distribated toffther persons, in-
cluding the date of number of con-
talners in each regfuction from inven-
tory, and the naggle, address, and reg-
iatration num of the person to
whom the congliners were diatribuated;
(wiil) The nyhber of commercial con-
talners expglted directly by the reg-
{atrant (ugfler a registration as an ex-
porter), {#luding the date, number of
containg and export permit or deec-
laratigfl number for each exportation;
and
(130 The number of nnits of finished
fog andior commercial containers
d@ftributed or digposed of in any other
anner by the regiatrant (e.g., by dis-
{bution of complimentary samples or

G4
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by destruction), inclnding the datgfand
manner of distribution or dispogl, the
name, address, and registratighl num-
ber of the person to whom digfritated,

and the guantity in finishedfform dis-
tributed or disposed.

(b) Records for distributyff. Except as
provided in paragraph (@) of this sec-

tion, each person regis@red or author-
ized to distribute congfblled substances
zhall maintain recoylls with the same
information requirgl of manufacturers
pursnant to pargfraphs (a)2)i), (i),
1wy, (v), (vil), (v and (ix) of this sec-
tlon.

() Records #f dispensers and research-
ers. Bach peglon reglstered or author-
ized to digense or conduet ressarch
with contgflled subatances shall main-
taln recgfls with the same information
requiredl of manufacturers pursnant to
paragph (a)(2)(1). (1), iv), (vil), and

(1z) g this section. In addition, records
hodl be malntained of the number of
ugfts or volume of such finished form

ipensed, including the name and ad-
ess of the person to whom it was dia-
pensed, the date of dispensing, the
number of unita or volume dispensed,
anil the written or typewritten name or
tiala of the individual who dispensad
administered the substance on be-
of the dispenser. In addition to the
rements of this paragraph, practi-
depensing  gamma-hydroxy-
butFriyacid under a prescription muast
also cotfply with § 180426,

(d) RecRyds for imparters and erporters.
Each pera®y registared or anthorized to
import or éQport controlled substances
zhall mainta¥Qg records with the same
information r&guired of manufacturers
pursnant to p aphs (ajid) (1), (iv).
(v)and (vil) of th¥g section. In addition,
the quantity diep¥ged of in any other
manner by the regifgrant (except qnan-
tities nsed in manuidgturing by an im-
porter nnder a regiai ol A8 A4 mManu-
facturer), which quanti®es are to be re-
corded pursuant to palyeraphs (a)l)
{iv) and (v) of this sectfgn: and the
quantity (or number of nnifyor volnme
in finiehed form) exported.\jncluding
the date, gquantity {or numbeNof nnits
or velume), and the export pegunit or
declaration numhber for each \Epor-
tation, bot exclnding all gquanNgties
{and number of unite and volufes)
mannfactured by an exporter nndeRya

.
ha
reqh

tlond

"
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Rlstration as a manufacturer, which

quintities (and numbers of units and
voliRges) are to be recorded pursnant
to pdgeraphs (a)(xziil) or (a)2)iziil)
of thisNgction.

(e) R¥gords for reverse distributors.
Each peNyn registered to distribute
controlled Gubetances as a reverse dis-
tributor sh§ll maintain records with
the following ormation for each con-
trolled snbetaifg:

(1} For sach §gntrolled substance in
bulk form the folfgwing:

(1) The name offthe controlled sub-
atance.

(i1} The total gu:
trolled substance to tH
unit weight consiatent

(1i1) The guantity
other persons, inclnding
quantity of each receipt an§the name,
address, and reglatration nurNger of the
other peraon from whom the Autrollad
enbastance was received.

ty of the con-
nearest metric
th nnit size.
celved  from
ye date and

{iv) The guantity returned N the
original manufacturer of the con lad
snbstance or the manufacturer’s agWut,

including the date of and quantity
each distribution and the name, a

dress and regletration number of e
manufacturer or manufacturer's afent
to whom the controlled substanc/ was

distributed.
(v) The quantity disposed offinclud-
ing the date and manner offdisposal
and the slgnatures of two gPsponsible
employees of the reglstra who wit-
nesgad the disposal.

(2) For each controllg
finished form the folle
(1) The name of the

(11) Each finished
gram tablet or 10
tion per fluid o

substance in

fibatance.
prm (e.g., 10-milli-
flligram concentra-
o or milliliter) and
the number of gfiits or volume of fin-
iehed form indlBach commercial con-
tainer (e.g., 1§@f-tablet bottle or 3-milli-
liter vial).

(111) The nber of commercial con-
talners offeach ench finizhed form re-
celved f§Hm other persons, ncluding
the dafof and number of containers in
each ocalpt and the name, address,
and goeistration number of the peraon

ol whom the containers were re-
cofvad.

(1¥v) The number of commercial con-

ainers of each such finiehed form dia-
tributed back to the original manunfac-

65
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fac-

of and
Matribo-
and reg-

tarer of the sutetance or the m
turer'a agent, inclnding the da
namber of containers in each
tlon and the name, address
istration number of the ufacturer
or manunfacturer's agent 20 whom the
containers were distribugh.

(%) The number of unga or volume of
finished forms andorgfommercial con-
tainers disposed of @eluding the date
and manner of dapgfal, the quantity of
the substance ip#ffinished form dis-
posed, and the Menatures of two re-
egponaible emplffrees of the registrant
who witneszedfthe disposal.

[62 FB 13060 gfar, 34, 1967 as amendsd at 63
FE 41250, Ju@ 11, 200%; 70 FR 293, Jan. 4, 30035]

§ 13042
lys;
(a)gfach peraon regletered or author-
ize @by §1301.24b) of thia chapter) to
coffinct chemical analysis with con-
Olled subastances shall maintain
woords with the following information
{to the extent known and reasonably
ascertalnable by him) for each con-
trolled snbstance:

{1) The name of the snbatance;

(2) The form or forme in which the
Wbetance 1s received., imported, or
mYaufactured by the registrant (e.g..
pomyer, granalation, tablet, capsule, or
soluon) and the concentration of the
substigee in such form (e, C.P.,

Records for chemical ana-

T.8.P. . F.. 10-milligram tablet or 10-
millizr concentration per milli-
liter);

(%) The tOgal number of the forme re-
celved, impoRged or manufactured (e.g.,
100 tableta, ty 1-milliliter vials, or
10 grams of pow§er). including the date
and gquantity of h receipt, importa-
tion, or manufact®ge and the name, ad-
dress, and registra®gn number, if any,
of the peraon from wiom the substance
was recelved;

(4) The quantity giributed, ex-
ported, or destroyed in @y manner by
the reglestrant (except quNgotitles ueed
in chemical analyals or ofger labora-
tory work), including the \late and
manner of distribution, exporfgtion, or

destrnction, and the name, Tess,
and registration number, if aWg, of
each person to whom the snbatanciywas

distributed or exported.
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L Becords of controlled snhetances
naNg in chemical analysis or other lab-
aratigey work are not required.

(c) Rgoords relating to known or sns-
pected \gontrolled substances received
as evideMglary material for analyais are
not requied under paragraph ia) of
this sactio

[36 FE 7785, APy 24, 1971, as amendsd at 36
FR 1336, July ZR1871; 36 FER 187335, Sept. 2.
1971, Bsdesignatedgat 28 FR 386809, Sept 24
1973, and further refgaicnated at 62 FR 13061,
Mar, 24, 1967]

21304.24 Records maintenance
treatment programfg and detoxifica-
tion treatment progQgms.

ia) Each person regis
ized (by §1301.22 of thie
maintain andior detoxify
snbstance users in a narco
ment program shall maintaiil
with the fellowing information
narcotic controlled substance:

(1) Name of subatance;

(2) Strength of snbatance;

(3) Dosage form:

i4) Date dispensed;

(53 Adequate identification of pal
{consumer);

(6} Amount consnmed;

{7y Amount and dosage forg
home by patient: and

(8 Diapenser's ind tials.

(b)) The records required
{a) of this section will be
a diepensing log at the
ment program site
tained in compll with §1304.22
without reference todf1304.08,

(c) All sites whighl compound a bulk
narcotic solution@from bulk narcotic
powder to liguigffor on-site use must
keep a separgd® batch record of the
compounding

(1) Reacorgh
proghosia,
which a
with

B

pd or anthor-
chapter) to
controllad
o treat-
acorda

+ each

it

talten

paragraph
alntained in
cotic treat-
will be main-

7

of 1dentity, dlagnosis,

treatment of any patlents
maintained in connection
performance of a narcotic
treatigfnt program shall be confiden-
tlal, #cept that such records may be
disgfised for purposes and under the
cigfnmstances anthorized by part 310
gl 42 CFR part 2.

4 FE 37980, Oct, 35, 1974 Redesiznatsd and
amended at 62 FR 13961, Mar, 24, 1997]
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#1304.25 Records for treatmer
grams which compound n
for treatment programs a
locations.

Each person registered oyfanthorized
by §1801.22 of this chapter g componnd
narcotic drngs for off-al s& 1n a nar-
cofle treatment progrgh shall main-
taln records which JAclude the fol-
lowing information ghr each narcotic
drng:

{a) For each nayghtic controlled snb-
atance in bulk f{ffm to be used in, or
capable of use 4 or being used in, the
compounding g¥ the same or other non-
controlled syfftances in finlshed form:

(1) The naglie of the enbstance:

(2) The glantity componnded in bulk
form by ghe reglstrant, including the
date, quntity and batch or other iden-
tifringyf number of each batch com-
pou: ;

[t

i

pro-
reotics
d other

he quantity received from other
fons, including the date and gunan-
¥ of each receipt and the name, ad-
Tese and registration nnmber of the
other person from whom the substance
was received;
(4) The gnantity imported directly by
the registrant (under a regiatration as
importer) for nse in compounding by
My, incloding the date, gquantity and
irfgort permit or declaration number
of qpeh importation;

(5)\[he quantity used to compound

o eNgne substance in finilshed form.
includ:

(1) The§late and batch or other iden-

tifring mifgber of each compounding;
(11) The antity nsed in the com-

pound;

(1i1) The firfghed form (e.g.. 10-milli-
gram tableta Qor 10-milligram con-
centration per d ounce or milliliter;

(1) The numbefyof units of finished
form componnded:

(v) The gquantity
trol:

(vli) The qgnantitNy lost doring
componnding and the cdgees therefors,
if kmown:

{vil) The total quantityNet the sub-
atance contained in the finisged form;

(viil) The thecretical actnal
wlelds; and

(1x) Buch other information atNge nec-
epealy to account for all cont§plled
substances used In the componiNing
process;

Nl in guality con-
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b The guantity need to manufacture

oth®g controlled and non-controlled
enbelynees: inclnding the name of each
eubetalyes manufactured and the infor-
mationNequired in paragraph (a)s) of
this sec H

(7) The Wgantity distributed in bullk
form to o programsa, including the

date and quagtity of each distribution
and the name \gddress and registration
number of eachWogram to whom a dia-
tribution was maWe:

(8) The gquantltyEported directly by
the registrant (n a reglstration as
an exporter), includifg the date. guan-
tity, and export perm¥ or declaration
nurmber of each exploralen; and

(@) The quantity dispded of by de-
struction, including the Qeason, date
and manner of destructionfy All other
destruction of narcotic contNgdled sub-
etances will comply with § 150782,

() For each narcotic controll
etance in finished form:

(1) The name of the subatance;
(2) Each finished form (e.g.. 10-m!
gram tablet or 10 milligram concent?
tlon per fluld ounce or milliliter) and
the number of unita or volume or fig
ished form in each commercial cg
talner (e.z., 100-tablet bottle or 3-1y

liter vial);

(3) The nnmber of contalnera g
ench commercial finished fogfh com-
peunded from bulk form bygfthe reg-
ietrant, including the inforgfation re-
quired pursnant to paragrgfh (a)5s) of
this section;

(4) The number of & of finished
forms and'or commerciyfl containers re-
celved from other pfeons, including
the date of and numdr of units and/or
commercial contairs in each receipt
and the name, ass and reglstration
number of the g¥rson from whom the
unita were recggfed;

aub-

1-

-
each

(5) The nugfber of units of finished
forms andigf commercial containera
imported ectly by the person (nndar

a reglstrgflon or anthorization to im-
port), ipfluding the date of, the num-
ber offinits andior commerclal con-
tainey in, and the import permit or
declgfation number for, each importa-
gl
£) The number of nnits and/or com-
ercial containers componnded by the
egrlgtrant from units in finlshed form

a7
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received from others or importegl in-
clnding:

(1) The date and batch or othfr iden-
tifying number of each compognding:;

(11) The operation perfor (B.g., Te-
packaging or relabeling):;

(111} The number of unih of finishad
form nsed in the compgnd, the num-

le number loat
ith the causes
:and

Crmation as 1s nec-

ber compounded and
during compounding
for such losses, if k

(1v) Buch ether i

epsary to accongl for all controlled
substances usedfin the compounnding
process:

(7) The nnrgfer of containera diatrib-
uted to othgl programs, including the
date. the pfimber of containers in each
distribu . and the name, address and
reglstragfon number of the program to
whom glle contalners were distributed;

(8) e number of commercial con-
talydle exported directly by the reg-
ia t (under a registration as an ex-
pffter), including the date, number of

bntainers and exzport permit or dec-
aration number for each exportation:
and

(8 The number of unite of finished
orms  andor commercial containers

ystroyed in any manner by the reg-
idgant, including the reason, the date
anymanner of destruction. All other
destigetion of narcotie controlled sub-
atanc¥g will comply with §1907.22.

[2 FE ¥g0. Ot 30, 1974, Redssignated at €3
FE 13961, Rar. 24, 1267]

§1304.26 Aditional recordkeeping re-
quiremeNgs applicable to drug prod-
ucts conWgining gamma-hydroxy-
butyric acil

In addition toNghe recordkesping re-
quirements for difgensers and research-
ers provided in §I44.22, practitioners
dispensing gamma-hWlrozybatyric acld
that 1z manufacturedNgr distributed in
accordance with an afglication nnder
section 505 of the Fede: Food, Drug,
and Cosmetlc Act must Ygaintain and
make available for inafyction and
copying by the Attorney GeMgral, all of
the following information forNgach pre-
seription:

(a) Name of the prescribing \acti-
tioner.

(b) Prescribing practitioner'a Fed
and State regilstration nombera,

al
il
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hiy expiration dates of these registra-
tio:

(o) §erification that the prescribing
practifyoner possesees the appropriate
reglstrajon to prescribe thia con-
trolled sifgstance.

(1) Patifgt's name and address.

(e} PatleNg's insurance provider, if
avadlable.

[70 FE 208, Jan. 8\gi0s]
RENPoRTE
130431 Reports m manufacturers
importing narcotfg raw material.
{a) Every manufac¥grer which im-
porta or manufactnresNfrom narcotic
raw material {oplum, pofgy etraw, and

concentrate of poppy stra shall sub-
mit information which accd\nts for the
importation and for all m facturing

operations performed between\gnporta-
tlon and the production in bnllfyor fin-
ished marketable products, staQdard-
izad in accordance with the U.5. Raar-
macopela, National Formulary or ofger
recognized medical standards. RepoWgs
ghall be signed by the anthorized offd
clal and submitted quarterly on co:
pany letterhead to the Drug Enforg
ment Administration, Drug and Chef-
ical Evaluation 2Bection, Washingon,
D.C. 205837, on or before the 15th gy of
the month immediately follow, the
period for which it ia snlhmitte

(k) The followihg informapon shall

be enbmitted for each type narcotic
raw material {quantities g8 expressed
as grams of anhydrons m@iphine alka-

lodd;:

(1) Beginning inventoff

(2) Galns on rewelgh

(3) Importa;

(4) Other receipty

(5) Quantity po Lo process;

{B) Logaca on rgeighing;

(7T) Other disp#feitions and

() Ending igentory.

() The fgflowing information shall
be enbmittgh for each narcotic raw ma-
terlal degfvative including morphine,
codelne, thebaine, orFoodone,
hydroggflone, medicinal opium, manu-
factuyhe oplum, crnde alkaloids and
otheyf derlvatives (quantities are ex-
progied as grams of anhydrons base or

ghydrons morphine alkalold for man-

acturing oplum  and  medicinal
Lplum):

68
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(1) Beginning inventory:

(2) Galns on rewelghing;

(3) Quantity extracted from
raw material:

(4) Quantity produced magfifactured
synthesized;

(6) Quantity sold:

(6) Quantity returne
processes for rework:

(7) Quantity need fogfeonveraion;

(8) Quantity placegfin proceas;

(8) Other disposifna;

(10) Liosses on pffvelghing and

ghrco tic

0 conversion

(11) Ending Entory.
{d) The fol ing information shall
be snbmitteglfor importation of each

narcotic razgf material:

(1) Impgdt permit number;

(2) Dy shipment arrived at the
Unitadtates port of entry:

(3) AFtual quantity shipped;

(4 A seay (percent) of morphine, co-
deiffe and thebaine and

) Quantity shipped, expressed as an-
rdrons morphine alkaloid.

(&) Upon importation of crude opium,

samples will be selected and assays
nade by the importing mannfacturer
e the manner and according to the
Mg thod specified in the U.S. Pharma-
cofgela. Where final assay data 1s not
detynined at the time of rendering re-
port, Ghe report shall be made on the
basls oQthe best data available, subject
to adjufgnent., and the necessary ad-
Justing eWries shall be made on the
next reporty

(f) Where Gactory procedure is such
that partial Withdrawals of opium arve
made from indRgdual containers, there
ehall be attach®§ to each container a
atock record cardy on which shall be
kept a complete Wgeord of all with-
drawals therefrom.

(g} All in-process iMgentories shounld
be expressed in terms end-products
and not precursors. Onegrecursor ma-
terial has been changed ofplaced into
process for the mannfacturfof a epeci-

fled end-product, 1t must ndfonger be
acconnted for as precursoly stocls
available for converslon or o, but

rather as end-product in-process
tories.

[E2 PR 13081, Mar. 24, 1007]

LV er-
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i N4.32 Reports of manufacturers im-
rting coca leaves.

(a)\very manunfacturer importing or
mannffeturing from raw coca leaves
ghall sWYmit information accounting
for the Wgportation and for all mann-
facturing \operations performed Tba-
tween the Ngportation and the mann-
facture of k or finished producta
standardized accordance with TS,
Pharmacopoela§y National Formulary,
or other recogni¥ed standards. The re-
porta shall be sufgpitted guarterly on
company letterheaWy to the Drug En-
forcement Administgtion, Drng and
Chemical EvaluationW@ection, Wash-
ington, DO 20837, on ofNgefore the 15th
day of the month imW®ediately fol-
lowing the period for wh' it 1s sub-
mitted.

(b) The following infor on shall
be submitted for raw coca 18gf, ecgo-
nine, ecgonine for conversionNgr fur-
ther manufacture, bensoylecignine,
mannfacturing coca extracts (li%y for
tinetures and extracta: and others \ep-
arataly), other crude alkaloids @Rgd
other derivatives (guantities shonld B
reported as grams of actnal guanfit;
involved and the cocaine alkalold co
tent or equivalency):

(1) Beginning inventory:

(2) Importa;

(3) Galns on rewelghing;

(4) Guantity purchased;

(5) Guantity produced:

(&) Other receiptae:

(7) Qnantity returned to gfocesses for

A

raworking:

(8) Material used in pffrification for
sale;

(%) Material need fogfmannfacture or
production;

(10) Losses on revglehing;

(11) Material uegll for conversion;

(12) Other dispgfitions and

(13) Ending irgfentory.

{c) The follffwing information shall
be snbmittedl for importation of coca
leaves:

(1) Impag

(2) Da

permit number;
the shipment arrived at the
United #ates port of entry;
(3) Aftnal quantity shipped:
Y gmy (percent) of cocalne alka-
fi
¥) Total cocalne allzaloid content.
1) Upon importation of coca leaves,
Famples will be selected and assays
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made by the importine manunfacgfrer
in accordance with recognized ghem-
ical procedures. These assaygl shall
form the basls of accounting such
coca leaves, which shall be glcounted
for in terms of their cocal® alkaloid
content or eguivalency opgftheir total
anhydrous coca alkal#ld content.
Where final assay datglfls not deter-
mined at the time offnbmisaion, the
raport shall be made gl the baais of the
best data avallable gfubject to adjnat-
ment, and the necglaary adjnating en-
tries shall be mad¥ on the next report.

(&) Where facglry procedure iz such
that partial wjpfhdrawals of medicinal
coca leaves gffe made from individual
containers, Mere shall be attached to
the contaig@r a stock record card on
which shgl be kept a complete recond
of withdgiwals therefrom.

(f) AN in-process inventories shonld
be exglessed in terms of end-products
and Ot precursors, Once precursor ma-
torgfll has been changed or placed into
pyffcesa for the manufacture of a speci-
Pod end-product, it must no longer he
ficcounted for as precursor stoclks
available for converslon or uge, but
rather as end-product in-process inven-
ories.

i FE 13052, Mar, 24, 1647]

1RLET Reports to ARCOS,

(a)\@eports generally. All reporte re-
quired§ybiy this section shall be filed
with tily ARCOS Unit, PO 28203, Cen-
tral Stalen, Washington, DC 20005 on
DEA Form§sss, or on media which con-
taine the a required by DEA Form
333 and whigh i acceptable to the
ARCO& Unit.

(b} FrequencyNof reports. Acquisition/
Distribution traQ@action reporta shall
be filed every q ter not later than
the 15th day of thymonth encceeding
the gquarter for whiNg it is subimd tted:
except that a reglstrNgt may be given
permission to file mordgrequently (bat

i

§

not more frequently th onthly), de-
pending on the number oRfransactions
being reported each time Wy that reg-

iatrant. Inventories shall pNyvide data
on the atoclks of each repofged con-
trolled substance on hand afyof the
cloge of business on DecembeN3l of
each year, indicating whether th¥ysnb-
atance g in atorage or in procesy of
mannfacturing. These reports shallpe
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il not later than Jannary 15 of the
fogwing wear. Mannfacturing trans-
act: reports shall be flled annually
for eMgh calendar year not later than
Janna: 15 of the following year, ex-
cept. th§ a reglstrant may be glven
permissioRy to file more frequently (but
not more fRgguently than quarterly).

(c) PersomQyrepording. For controlled
enbstances 1MgSchedules I, I1, narcotic
controlled enb§gances in Schedule IIT,
and gamma-hyRorybutyric acld drug
product  controWed substances in
Schedule ITI, eaclperson who s reg-
istered to manunfacilge in bulk or dos-
age form, or to paNgage. repackage,
label or relaksl, and ed§h person who la
reglstered to distritmteX 1nding each
person who 1s reglstered Yy reverse dis-
tribute, shall report acRisition/dis-
tribution transactions. In Wldition to

raporting acqnieltion/dRgribntion
transactions, each person whiy s reg-
{etered to mamafacture control aub-

1 re-
on

etances in bulk or dosage form &
port: mamafacturing transactio
controlled substances in Scheduld
and IT, each narcotic controlled siN
stance listed in Scheduoles III, IV,
V. gamma-hydroxybutyric acld a
product  controlled substancesdf in
Schedunle IIT, and oh each psychgfrople
controlled snbstance listed i ched-
uleg III and IV as ldentifie para-
graph (d) of this section.
(1) Substances covered.
turing  and  acguisitio
transaction reports sh include data
on each controlled subgfance liated in
Schedules I and II, gl each narcotic
controlled sntetancedlsted in Schedule
III ibut not on gffy material, con-
pound, mizture preparation con-
taining a gunant: of a subatance hav-
ing a stimnl effect on the central
nervous syetepl, which material, com-
pound, mixtyde or preparation ie listed
in BchedulgflIl or on any narcotlc con-
trolled suftance listed in Schedule V),
and on amma-hydroxybatyric acid
drug pgfiucte llsted in Schedule IIT.

MManufac-
Uistribution

Additighally, reports on manufacturing
trangfetions shall include the fol-
1o peychotrople controlled sub-

hoes liated in Schednles TIT and IV:
(1) Bchedule IIT
(4) Benzphetamine:
(B) Cyvclobarbital;
() Methyprylon: and

&
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(D) Phendimetrazine.

(1) Schedule IV

(&) Barbital;

(B) Diethylproplon (Amfegfamaone i

() Ethchlorvynol;

(D) Ethinamate;

{E) Lefetamine { SPA)

(F') Mazindel;

(Gr) Meprobama te:

(H) Methylphenolgfihital

(I) Phenobarbitgyl

{J) Phentermigh: and

(K) Pipradro

(2) Data shgfl be presented in such a
manner as 0 identify the particular
form, stregfth, and trade name, if any,
of the odnct containing the con-
trollad ghbetance for which the report
is beigl made. For this purpose, per-
sons Mling reporte shall ntilize the Na-
tioghl Drug Code Number assigned to

b product under the National Drng
@de System of the Food and Drug Ad-

ninietration.

(&) Transactions reported. Acquisition/
distribution transaction reports shall
provide data on each acquisition to in-
ventory (ldentifying whether it ia, e.g.,

; purchase or transfer, refurn from a

gtomer, or enpply by the Federal
Cyernment) and each reduction from
inMntory (identifying whether it ia,
e.2..F #ale or transfer, theft, destruc-

tion Wy selznre by Government agen-
cles). Mgnufacturing reports shall pro-
vide da®y on material manufactured,

manufactWgs from other material, use
in manufalguring other material and
use in produl dosage forms.

(f) ErceptioMy A reglatered institu-
tional practiti®ger who repackages or
relabels exclusivily for distribntion or
who distributes e¥glnaively to (for dia-
pensing byl agentdyemployess, or af-
fillated institutiona¥y practitioners of
the reglatrant may bRyexempted from
filing reports under thiysection by ap-
plying to the ARCOS UNG of the Ad-
ministration.

{Approved by the Oifice of Manqgement and

Budget under control numbsr 1117002
[E2 FE 12062, Mar. 24, 1007, as amenWed at 63
FE 4123, July 11, 2003; 70 FR 204, JanN§ 2005]
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The required data fields have not
e omplatad.
(2) Qhe order iz not signed using a

digital§ertificate issned by DEA.

(3) digital certificate used had
expired oWy had been revoked prior to
glgnatuare.

{4) The pWgchaser's public key will
not validate tRe digital signature.

(5) The validdgon of the order shows
that the order 16\gvalid for any reason.

(b) If an order caguot be filled for any
reason under this Metion, the snpplier
must notify the purMgaser and provide
a statement as to eason (e.g., lm-
properly prepared or dgpered). A sup-
plier may, for any reasorfyrefuse to ac-
cept any order, and if a sufglier refuses
to accept the order, a stat§gnent that
the order is not accepted 1aNgofflclent

for purposes of this paragraph.

{2} When a purchaser recelNges an
unaccepted electronic order froRy the
enpplier, the purchaser must electigrd-

cally link the statement of nonaccsyt-
ance to the original crder. The origing
order and the atatement must be re
tained in accordance with § 130527,

(1) Nelther a purchaser nor a supyp,
may correct a defective order; the
chaser must issue a new order fg
order to be filled.

a4
-
the

130526 Lost electronic ordofs.

(a) If a purchaser deter: ba that an
unfilled electronic order bean lost
before or after receipt, #he purchaser
must provide, to the syfplier, a sighed
gtatement containi the unigue
tracking number date of the loat
order and stating jglat the goods cov-
ered by the firsgfforder were not re-
celved throngh lgfs of that order.

(k) If the purgfiaser executes an ordar
to replace theflost order, the purchassr
must electrgfiically link an electronic
record of ¥k second order and a copy
of the stagfment with the record of the
first orddf and retain them.

(o) I#he supplier to whom the order
was Plected snbsequently receives the
firsffforder, the supplier must indicate

it ia Mot Accepted' and return it
the purchaser. The purchaser muat
ink the returned order to the record of
that order and the statement.

it
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Preservation of electrogle or-

130527
EIrS.

(a) A purchaser must, for egfh order
filled, retain the original sigffed order

and all linked records for t. order for
two years. The purchaser st also re-
tain all coples of each phaccepted or

defective order and eagdll linked state-
ment.

(b A esnpplier mua
nal order filled arn
for two years.

() If electro:
maintained on
records must e
the registera

wtain each origi-
he linked reconds

order records are

central server, the
readily retrievable at
focation.

§1305.28 neeling and voiding elec-
tronicgfirders.
(a) A gffpplier may vold all or part of

an elegfronic order by notifying the

purchfer of the volding. If the entire
ordeffls volded, the supplier mnat make
anflectronic copy of the order, indi-

cgfe on the copy “Veold,” and return it

$ the purchaser. The supplier is not
fequired te retaln a record of orders
that are not filled.

(b) The purchaser must retain an
clectronic copy of the volded order.

() To partially vold an order, the
afgplier must indicate in the linked
rerd that nothing waa shipped for
caclytem voldad.

$1205.%8 Reporting to DEA.

A sup@lier must, for each electronic
order filINg, forward either a copy of
the electr8glc order or an electronic
report of tNg order in a format that
DEA specifieq§to DEA within two bnai-
nesa days.

PART 1306—RESCRIPTIONS

GENERAL LR MATION

Hec.

14601 Boope of part 1306

13602 Definitions,

1ME08 Peracne entitled oo
tions,

130604 Purposs of issne of p iptiom.

1206 03 Manner of issnancs of acriptions.

1306 06 Peracns entitlsd to fill prégriptions,

14607 Administering or dispensitfy of nar-
cotic drags,

healls prescTip-

CONTROLLED SURSTANCES LISTED IN SCHRRTULE
I

130611 ERequirement of prescription.
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tion hqgreen retail pharmacies and cen-
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Rafilling of Wysscriptions,

130622 Partisl fillingNgf prescriptions,

130624 Labeling of sulpances and filling of
preacriptions,

130637 Transfer hetwesl acise  of
presviption informationNgr Schedules ITI

130621
1306 23

IV, and V controlled sulfances for refill
PUrpoees,
130626 Disp=nsing without pre¥yription,
130627 Provision of prescriptiNg informsa-

tion between retail pharmaci®y and cen-
tral fill pharmacies for initial Wod refill
preacriptions of Schadule IIT, or V

controllsd substances,

AUTHORITY: 31 T 2.0 821, 820, 871(h),
otharwise notad.

SouRcE: 3% FR 770, Apr. M, 1671; % F
13385, July 21, 1971, unless otherwiss noted
ERedssiznated at 28 FR 25600, Bapt, 24, 1873,

GENERAL INFORMATION

2130601 Scope of part 1508,

Enles governing the lsananced/filling
and filing of prescriptions pwnant to
saction 300 of the Act (21 T. . B20) are
sat forth generally in that #lction and
apecifically by the sectiongfof this part.

21306.02 Definitions.
Any term containe
have the definition
102 of the Act (21
1300 of this chaptegl

[62 FR 12064, Mar, 2, 1007
21306.03 Pegbns entitled to issue pre-
seriptior

(a) A p@facription for a controlled
snbstancg/may be lsened only by an in-
dividualractitioner who la:

this part shall
farth in section
B0, B02) or part

i1y horized to prescribe controlled
snbst@hces by the jurladiction in which
ha icensed to practice his profession

r2y Either reglatered or ezempted
Ol registration pursuant o
5§ 1301.22(c) and 1301.23 of this chapter.

79
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(by A prescription issued by a: di-
vidnal practitioner may be fnmu-
nicated to a pharmaclst by Mn em-
ployes or agent of the indivighal prac-
titioner.

[2% FE 7788, Apr, 24, 1971, asmended at 36
FE 18732, Sspt. 2. 1971, Ragfienatsd at 38
FE 9600, Sapt. 24, 1873, as Mnendsd at 63 FR
12065, Mar. 24, 1097]

41306.04 Purpose
tion.

issue of prescrip-

(a) A prescripgfon for a controlled
substance to effective muat be
issned for a legltimate medical purpose
by an indivigfial practitioner acting in
the unsual gourse of his professional
practice. Mhe responsibility for the
proper Jescribing and dispensing of
controldfd subetances is npon the pre-
serib: practitioner, tut a cor-
respghding responsibility rests with
thg¥pharmaciat who fills the prescrip-
tifn. An order purporting to be a pre-

ription issned not in the usual conrse
of professional treatment or in legiti-
mate and authorized research is not a
prescription within the meaning and

ptent of section 300 of the Act (21

B.C. 820) and the person knowingly

fil such a purported prescription, as
wall\ge the person issuing it, shall be
subjeMy to the penalties provided for

viclatiNgs of the provisions of law re-
lating tqgontrolled substances.

(b) A pgoription may not be lsaned
in order foRan individual practiticner
to obtain cofgrolled subatances for snp-
plFing the inWvidual practitioner for
the purpose of Mgneral dispensing to pa-

tients.
() A prescripti®y may not be isaned
for ‘detoxificatic treatment™ or

“malntenance treatMent.” unless the
prescription is for a 88edule III, IV, or
WV narcotic drug approv§d by the Feod
and Drung Administrati®y specifically
for use in maintenance Of detoxifica-
tlon treatment and the pri§fitionsr is
in compliance with requirdgpents in
§1301.28 of thia chapter.

[% PE 770, Apr. 24, 1671 RedssiznatWy at
FE 26809, Sept. 24, 1973, and amendedfat
FE 37986, Oct. 20, 1874; 70 FB 38342, Juil
2008]

]
i
.



1306.05
G IN6.05 Manner of issuance of pre-
riptions.
a1l prescriptions for controlled
esnbetafyees shall be dated as of, and
algned Y, the day when issued and
ahall beafythe full name and address of
the patler®y the drug name, strensth,
dosage for quantity prescribed, di-
rections for Rge and the name. addresa
and regiztratiq§g nnmber of the practi-
tloner. In addit@gn, a prescription for a
Hehedule III, IV V narcotie drng ap-
proved by FDA Mecifically for “de-
toxification treatmfgnt™ or “‘mainte-
nance treatment’” Wgunet include the
identification numbe¥y izsned by the
Adminietrator under §W01.28(d) of thia
chapter or a written Wefice stating
that the practitioner is Qeting nnder
the good faith excepiion o¥yg1301.25(e).
Where a prescription is for Sgmma-hy-
droxybutyrie acld, the prifgtitioner
shall note on the face of the Ngescrip-
tlon the medical need of the patfut for
the prescription. A practitionerNgmay
glgn a prescription in the same maRgper
as he wounld slgn a check or legal doWg-
ment (eg.. JH. 3mith or John
Smith). Where an oral order is not pe,
mitted, prescriptions shall be writy#
with ink or indelible pencil or Pe-
writer and shall be mannally sigpdfl by
the practitioner. The prescigftions
may be prepared by the secrglary or
agent for the slgnature of practi-
tioner, but the prescribing pgletitionsr
ia responaible in case the @rescription
does not conform in all fesential re-
gpects to the law and ghegulations. A
corresponding labilityglesta upon the
pharmacist, includi a pharmacist
employed by a cengfal fill pharmacy,
who fille a prescripggflon not prepared in

(a)

the form prescrif®d by DEA regula-
tlons.
by An indigflual practitionsr ex-

empted  froyg reglatration  under
§1301.22(c) offfhis chapter shall include
on all pregfriptions iesened by him or
her the stration number of the hos-
pital orgther institution and the spe-
clal ingfrnal code number assigned to
him gfher by the hospital or other in-
stitpflen as provided in §1301.22%(c) of
thigfchapter, i leu of the reglstration
ngfber of the practitioner required by
= section. Bach written prescription
Fhall have the name of the physician
stamped. typed, or handprinted on if,

80
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as well as the slgnature of the
clan.

(e An officlal exempted fffm rog-
istration nnder §1301.22(c) ahgl include
on all preseriptions issned gy him his
branch of service or agencglie.g., “U.5.
Army” or “Public Healthffervice ) and
his service identificat number, in
lien of the registratiggf number of the
practi tioner requiredfby this section.
The gervice identifightion number for a
Public Health Serglice employee 1s his
Boclal Secnrity entification nnmber.
Each prescriptigh shall have the name
of the offlcgff stamped, typed, or
handprinted gl 1t, as weall az the sigha-
ture of the gficer.

[3 FE 7T7040Apr. 24, 1971, as amended at 28
FE 18723 #fept. 21. 1871 Radesignatsd at 38
FE Les0g=ept, 24, 1973, and amendsd at 60
FE 36540 July 18, 1905, 62 FE 13966 Mar. 34,
1ear; F 36343, June, 33, 5005]

w1

)

hyal-

qﬁ Il’rrsons entitled to fill pre-
scriptions.
A prescription for a conftrollad sub-
tance may only be filled by a phar-
maciat, acting in the usnal course of
his professional practice and elther
registered individually or employed in
reglstered pharmacy, a reglstered
qutral fill pharmacy. or reglstered in-
sifgntional practiticner.

[e3 Ig 27410, Juns 24, 2002, as amended at 70
FE 3583, Juns 22, 2009]

$1206.08, Administering or dispensing
of ndyeotic drugs.

(a) A prjgtitionser may administer or
dispense diRgetly (bot not prescribe) a
narcotic isted in any achedule to
a narcotle d¥qgendant person for the
purpose of malytenance or detoxifica-
tlon treatmentNif the practitioner
meets both of theNpllowing conditions:

(1) The practitic s separately reg-
iatered with DEA a¥ya narcotic treat-
ment program.

(2) The practitioner §in compliance
with DEA regulations rgarding treat-
ment qualifications, sect§ity. records,
and unsopervised nse of drugs por-
anant to the Act.

() Mothing in this section Waall pro-
hibit a phyaician who iz notNgpecifi-
cally reglstered to condnct a otic
treatment program from adminisNgring
(but not prescribing) narcotic dr to
a perscn for the purpose of relievigs



grug Enforcement Adminisiration, Jusfice

acRbe withdrawal symptoms when nec-
esedgy while alrrangements are being
maddyfor referral for treatment. Mot
more WYgan one day's medication may
be admWgistersd to the person or for
the persBp's unse at one time. Such
emergenciytreatment may be carried
out for notNgpore than three daye and
may not be rfgewed or extended.

() This sec ie not intended to im-
pose any limitaNjone on a physiclan or
anthorized hospifyl ataff to adminiater
or digpense narcot¥yg drogs in a hoapital
to malntain or detMgfy a person as an
incidental adjnnct tWy medical or sar-
gleal treatment of Sgnditions other
than addiction, or to pinister or dis-
pense narcotie drugs toQpersons with
intractable pain in whichNgpo rellef or
cure s possible or none hasNgeen found
after reagonable efforta.

{d) A practitioner may adm:
dispense {including prescrib®y any
Sechedule ITL, IV, or V narcotic = A
proved by the Food and Drug AdnRpis-
tration specifically for use in maiNge-
nance or detoxification treatment tRg
narcotic dependent person if the prac
tloner compliea with the requiremenfg
of §1301.28 of this chapter.

[32 FR 37966, Oct, 20, 1574, as amended
FE 25344, Jun= 32, 2007]

atar or
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§1306.11 Requirement of pgseription.

(a) A pharmaciat magfdispense di-
rectly a controlled subgfance liated in
Schedunle II, which igfa prescription
drog as determined der the Federal
Food, Drug, and netic Act, only
pursuant to a 1tten prescription
glgned by the pyfctiticner, except as
provided in pagfraph (d) of this sec-
tlon. A prescrjftion for a Schedule IT
controlled sgfstance may be trans-
mitted by tif practitioner or the prac-
titioner's gfent to a pharmacy via fac-

eimile egMipment, provided that the
origina itten, signed prescription is
presen®d to the pharmaciat for review

priorgfo the actnal dispensing of the
conjgblled substance, except as noted
in Maragraph (&), (f), or (g of this sec-
. The original prescription shall be
aintained in  accordance  with
51304.04(h) of this chapter.

a1

§1306

(b} An individual practitioner
administer or dispense directly g con-
trolled snbstance lsted in Bchfinle IT
in the course of his professigfal prac-
tice withont a prescription gubject to
§1306.07.

{2} An institutional pra
administer or dizpense
not prescribe) a conty
listed in Schedule II g
written prescriptio ghed by the pre-
seribing individualffpractitioner or to
an order for medightion made by an in-
dividnal practigoner which is dis-
pensed for i ediate administration
to the ultimaty nser.

(d) In the gffae of an emergency situa-
tion, as dgfned by the Secretary in
§200.10 of #his title, a pharmaciat may
dispensedh controlled substance listed
in Schgfnle IT npon recelving oral aa-
thoriggfion of a prescribing individual
pracgftioner, provided that:

(¥ The quantity prescribed and dis-
pagfl=ed iz limited to the amount ade-
Mate to treat the patient during the
Prmergency period (dispensing beyond
the emergency period must be pursnant
to a written prescription signed by the
prescribing individual practitioner);

(2) The prescription shall be imme-

g tely reduced to writing by the phar-
miglat and shall contain all informa-
tliolequired in §1306.05, except for the
slendyare of the prescribing individnal
practiWoner:

(3) If Wee prescribing individual prac-

ay

itloner may
lirectly (buat
led substance
¥ pursnant to a

titloner g not known to the phar-
maciat, hognust make a reasonable ef-
fort to detefgnine that the oral anthor-
lzation camMyfrom a registered indi-

vidunal practit§yner, which may include
a callback to tIly prescribing individnal
practitioner nsimfg his phone number as
lizted in the telepWgne directory andor
other good faith eRorts to insure his
identity;: and

(4) Within 7 days anthorizsing an
emergency oral prescr¥gtion, the pre-
seribing individual praSgitioner shall
cause a wWritten prescrifjlon for the
emergency gquantity prescfbed to hbe

deliverad to the dispensine macist.
In addition to conforming t&y the re-
quirements of §1306.06, the prefgiption

shall have written on ita face “ ARChor-
ization for Emergency Dispen®ne."
and the date of the oral order. \ghe

written prescription may be deliveRgd
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h
T

o
Upon

he pharmaciat in person or by mail,
f dellvered by mail it munat be

ked within the 7 day period.
ecelpt, the dispensing phar-
macist: Yall attach this prescription to
the oral ergency prescription which
had earlifg been reduced to writing.

The pharm&®elst shall notify the near-
ast office of Ghe Administration if the
prescribing pdividual  practitioner

fails to delivel\a written prescription
to him: failure othe pharmacist to do
g0 shall wold theQauthority conferred
Ly this paragraph W dispense without
a written prescripti®g of a prescribing
individnal practitione

(5) Central fill phartRgeies shall not
e anthorized nnder thi§paragraph to
prepare prescriptions forNg controlled
snbetance liated in SchedulQIT npon re-

celving an oral anthorizat: from a
retall pharmacist or an dividunal
practitioner.

(e} A prescription prepared in Qgcord-
ance with §1306.056 written for a Sghed-
ule II narcotlc substance to be Sgm-
pounded for the direct administratfy
to a patlent by parenteral, intrs
venons, Intrammscunlar, subeutaneo
or intraspinal infuslon may be tray
mitted by the practitioner or the pghc-
titlioner’s agent to the pharmacy by
facslmile, The facslmile serves the
arlginal written prescription #r pur-
poses of this paragraph (e) angfit shall
be maintained in accordgfce with
§1304.04(h) of thia chapter.

(f) A prescription prepaghl in accord-
ance with §1306.05 writtef for Schedule
II subatance for a res t of a Long
Term Care Facility ay be trans-
mitted by the practigfoner or the prac-
titioner’s agent to e dispensing phar-
macy by faceligfle. The facsimile
sarves as the original written prescrip-
tlon for purposds of this paragraph (f)
and it shall maintained in accord-
ance with §138.04h).

(g) A presgliiption prepared in accord-
ance withdl1306.05 written for a Sched-
ule II ngglotic subatance for a patient
enrolleg¥in a hospice care program cer-
tifled ghdior paid for by Medicare under
TitlegVIII or a hosplee program which
ie fensed by the state may be trans-

ad by the practitioner or the prac-
loners agent to the dispensing phar-
Hiacy by facsimile. The practitioner or
the practitioner’s agent will note on

82
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the prescription that the patiengfis a
hospice patient. The facsimile sgffves as
the original written prescrigflon for
purposes of this paragraph g and it
ahall be maintained in accoyfance with
§1304.04(h).

[2% FR 7700, Apr. 24, 1971, gffamended at 2
FE 18783, Sapt. 21, 1071, Bfflesignatsd at 38
FE 26509, Sapt. 34, 1075 an at 13 FR
4064, Fsb, 10, 1863, 50 111, May 10, 1004;
50 FR 50832, June 1o, Y4; 62 FE 13064, Mar.
24, 1007, 65 FR 40713, Iy 20, 2000; €3 FR 7410,

June 34, 3008]
§1306.12 Refillffig prescriptions.

The refill of a prescription for a
controlled sgfstance lsted in Schedule
II ia prohilgled.

3 1306, 13 Partial  filling of prescrip-
tiopl

(a) Mhe partial filling of a prescrip-

tlondfor a controlled substance liated in
Boledule IT ie permissible, if the phar-
iat 1z unable to supply the full
antity called for in a written or
bmergency oral prescription and he
makes a hotatlon of the guantity anp-
plied on the face of the written pre-
ageription {or written record of the
ergency oral prescription). The re-
ning portien of the prescription
m¥g be filled within 72 hours of the
fire\partial filling; however, 1f the re-
malrfge portion is not or cannot be
filled \githin the 72-honr period, the
pharma§iat shall =0 notify the -
seribing §individual practitioner. No

"

further oWgntity may be supplied be-
wond 72 hoWgs without a new prescrip-
tlon.

(b) A prescNption for a 3chedunle IT
controlled subfance written for a pa-
tlent in a Lon$y Term Care Facility
(LTCF) or for a pRglent with a medical
diagnosis documenWng a terminal 111-
nesa may be filled artial quantities
to inclonde individnaN@dosage units. If
there 12 any gqueation ther a patient
may be classifled as haWgpe a terminal
illness, the pharmacist Wgust contact
the practitioner prior to rtially fi11-
ing the prescription. BothN\ghe phar-
maciat and the prescribing prqgtitioner

have a corresponding responsifglity to
asgnre that the controlled suba o 18
for a terminally 11l patient. Theghar-

maciat munat record on the prescrip
whether the patient ia “terminally

OTL
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[s)
s

an “LTCF patlent.” A prescription
1 partially filled and does not

contin the notation “‘terminally i117
or “INCF patient™ shall be deemed to
have bign filled in violation of the Act.

For eaclypartial filling, the dispensing
rharmaci¥g ehall record on the back of
the prescrifgion (or on another appro-
priate reco uniformly maintained,
and readily r&glevable) the date of the
partial filling, \guantity dispensed, re-
maining quantitfy authorized to be dia-
penaed, and the Yentification of the
dispensing pharma¥et. The total quan-
tity of Schedule controlled sub-
stances digpensed in M partial fillings
must not excead the tofgl quantity pre-
soribed. Schedule I prgoriptions for
patients in a LTCF or pdf§lents with a
medical diagnosis documeRging a ter-
minal illness shall be valld g a period
not to exceed 8 daye from Ghe lssue
date unless sooner terminatedfby the
discontinuance of medication.

{c) Information pertaining to cigent
Sehedule IT prescriptions for patifgta
in a LTCF or for patlents with a m%-
ical dagnosis documenting a termin;
illness may be maintained in a comp
erized system if this system has the
pabllity to permit:

(1) Outpot (display or printont @bt the
original prescription number, Mate of
irane, 1dentification of prescri indi-
vidual practitioner, identifffation of
patient. address of the LTC or address
of the hospital or reside: of the pa-
tlent, identification of gedication au-
thorized (to  include #llosage, form,
strength and quantitglf, listing of the
partial fillines thod have been da-
penzed under each @Wescription and the
information requigfd in § 1308.13(L).

(2) Immediate fleal time) npdating of
the prescriptighl record each time a
partial filling of the prescription is
conducted.

(3) Retrig

-

1 of partially filled Sched-
ule II prgfeription information is the
same asgfequired by §1306.24k) (4) and
(5) for Fhedule IIT and IV prescription
refill ghformation.

(Augority: 21 T8 O, 801, ef zeg.)

E 7799, Apr. 34, 1971, Radesignated at 35

26609, Sept, M, 1073, and amendsd at 40
R 54330, July 19, 1980; 56 FE 20037, Juns &
1991; 63 FE 12065, Mar, 24, 1807]

a3
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§1206.14 Labeling of substaneg
filling of prescriptions.

{a) The pharmaciet filling gfwritten

or emergency oral prescrip@on for a

and

controlled substance listed 0 Schedule
II shall affiz to the paciheges a label
showing date of filling, #he pharmacy

name and address, the
the prescription, the
tient, the name of thfprescribing prac-
titloner, and diregflons for use and
cantionary stategfente, if any, con-
tained in such pyfacription or reguired
by law.

(b) If the pgscription is filled at a
central fill gfarmacy. the central fill
pharmacy =i#all affix to the package a

1al number of
ame of the pa-

label shogflne the retail pharmacy
name angfaddress and a nnigne identi-
fler, (i g0 the cenfral fill pharmacy's
DEA feistration number) indicating
that ghe prescription was filled at the

cengal fill pharmacy, i additien to
hg information required under para-
prh (a) of this section.

(c) The requirements of paragraph (a)
of this sectlon do not apply when a
controlled substance lsted in Schedule
II ie prescribed for administration to
an ultimate nser who is institntional-
ized: Provided, That:

(1) Not more than 7-day enpply of the
cqutrolled snbstance listed in Scheduls
II N dispensad at one time;

(2NIhe controlled subatance lsted in
Bchedgle IT is not in the possession of
the nlffgnate user prior to the adminis-
tration;

(3) The
priate safel
the proper &
pensing, and

stitution maintains appro-
arde and records regarding
ninietration, control, dis-
orage of the controlled
substance 1iate§§ in Schedule II: and
(4) The systenWemployed by the phar-
maciat in flling\y prescription is ade-
quate to identifWy the supplier, the
product, and the PRtlent. and to set
forth the direction=Ngor use and cau-
tlonary statements, iRany, contalned
in the prescription or Mguired by law.
(d) All written presfgiptions and
written records of emerzeRey oral pre-
scriptions shall be kept inNgecordance

with requirementa of §1304.08) of this
chaptar.
[% FE 13368, July 31, 1871, a2 amsncyl at 47

FE 10831, Ang, 8. 1973, Redesicnated alNgs FB
26809, Sept, 34, 1973, a2 amsended at 0§ FE
13965, Mar, 24, 1907; 65 FE 5740, June 24, 3g0%]
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5 1N6.15 Provision of prescription in-
prmation between retail phar-
cies and central fill pharmacies
folyprescriptions of Schedule II con-

troRgd substances.

Preserytlon information may be pro-
vided to nthorized central fill phar-
macy by dMretail pharmacy for dis-
pensing purfgees. The following re-

quirementa shfl also apply:

{a) Prescript for controlled sub-
gtances listed 1MySchednle II may be
transmitted elect@gnically from a re-
tail pharmacy to Y central fill phar-
macy ineludine via Gacsimile. The re-
tall pharmacy tr tting the pre-
eeription information n¥yst:

(1) Write the word “CE§TRAL FILL"
on the face of the originalyprescription
and record the name, addreQg, and DEA
reglstration number of the SYgntral fill
rharmacy to which the pr&eription
has been transmitted and, the Yame of
the retail pharmacy pharmacis Ana-
mitting the prescription, and thé§late
of transmittal;

(2) Ensure that all information Q-
gquired to be on a prescription parsu
to Bectlon 1306.06 of this part ia trans
mitted to the central £i1l pharmacy (g
ther on the face of the prescriptiopfior
in the electronic transmission of ffor-
mation);

(2} Maintain the original presgfiption
for a perled of two Feara fromghe date
the prescription was fillad;

(4) Keep a record of reclpt of the
filled prescription. includ@ls the date
of receipt, the method cffflelivery (pri-
vate, common or contrglft carrier) and
the name of the retaj pharmacy em-
ployee accepting deligfry.

(b) The central fijff pharmacy receiv-
ing the transmittgfl prescription must:

(1) Keep a copygff the prescription (1f
sent via facsipMle) or an electronic
record of all #he information trans-

mitted by thgfretail pharmacy, includ-
ing the nage. addresa, and DEA reg-
ietration pfmber of the retail phar-

macy trajgfpmitting the prescription:

i2) Egfp a record of the date of re-
celpt g the transmitted prescription,
the ime of the pharmacist filling the
pregfiiption, and the date of filling of
hgbhrescription;

)3) Keep a record of the date the filled
Pescription was delivered to the retadl
pharmacy and the method of delivery

21 CFR Ch. Il (4-1-06 Editig

(i.e. private, commen or contracgfoar-
rier).
[63 FE. 27410, Juns 24, 2002]

CONTROLLED SUBETANCES
ScHEDULES IIT, IV,

RTED IN
oV

F1306.21 prescription.

(a) A pharmacist gy dispense di-
rectly a controlled sgfatance listed in
Achedule III, IV, oV which la a pre-
acription drug as dffermined under the
Federal Food, DrgE, and Cosmetic Act,
only pursnant alther a written pre-
seription slgned by a practitioner or a
faceimile of g itten, slgned prescrip-
tion transmgted by the practitioner or
the practifoner's agent to the phar-
macy or hranant to an oral prescrip-
tion magl by an individual practitioner
and prgfnptly reduced to writing by the
phargfliciat containing all information
reqpfled in §1306.05, except for the slg-

aflre of the practitioner.

) An individual practitioner may
f(Aminister or dispense directly a con-
olled substance listed in Schedule IIT,

IV, or V in the conrse of histher profes-
slonal practice withont a prescription,
gubject to §1306.07.

() An inatitutional practitioner may
aqpinister or dispense directly (but
noWyprescribea) a controlled substance
liste} in Schedule III, IV, or V only
pursuft to a written prescription
elened Ny an individnal practitioner, or
pursnanWto a facsimile of a written
prescript or order for medication
transmitteWy by the practitioner or the
practitione: agent to the instito-
tional practifgner-pharmacist, or par-
suant to an o prescription mads by
an individual pietitioner and prompt-
1y reduced to ting by the phar-
maciat (containindall information re-
quired in Bection 10§.05 except for the
elgnature of the dividual practi-
tioner), or pursnant Wg an order for
medication made by individual
practitioner which is dlsfgnaed for im-
medlate administration the ulti-
mate user, snbject to § 1306.0

[62 FE 13860, Mar. 34, 1647]

Requirement

§1306.22 Refilling of prescripticfys.

{a) No prescription for a con lad
substance listed in Schedule IIT oIV
ahall be filled or refilled more than W
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m&gthe after the date on which such
presqription was issued and no such
presc@ption anthorized to be refilled
may refilled more than five times.
Each re§lling of a prescription shall be
entered oy the back of the prescription
or on anoifer appropriate document. If
entered on Wuother document, such as
a medicatiofy record, the decument
must he un nly maintained and
readily retrievMgle. The following in-
formation mnat e retrievable by the
prescription numi§y consisting of the
name and dosage folgn of the controlled
snbetance, the dateN\gdlled or refilled,
the gquantity dispenseWy initials of the
dispensing pharmacist \or each refill,
and the total number of Yefills for that
prescription. If the pharnWelst merely
initiala and dates the backNgf the pra-
goription 1t shall be deeme¥ythat the
full face amounnt of the prescrifion haa
been dispensed. The prescribinggpracti-
tloner may aunthorize additionalNgefills
of Bchedule III or IV controlledNgub-
gtances on the original prescripWon
throngh an oral refill anthorizat
transmitted to the pharmaciat prd
vided the following conditions are me;

(1) The total quantity anthorized,
cluding the amount of the original
scription, does not exceed five pfills
nor extend beyond slx monthe frgfn the
date of isene of the original pgfescrip-
tion.

(2) The pharmacist obtainigl the oral
anthorization records on th¥f reverse of
the original prescripticy’ the date,
quantity of refill, numbeggfof additional
refills anthorized, and itlals the pre-
eseription showing whogffeceived the an-
thorization from rescribing prac-
titloner who issuedl the original pre-
ecription.

(3) The quantyr of each additicnal
refill authorizegfls equal to or less than
the quantity gfithorized for the initial
filling of thedfriginal prescription.

-

(4) The pyheribing practitioner muat
axacnta hew and separate prescrip-
tlon for @y additional guantities be-

vond tF five refill, slz-month lmita-

tion.
(b)ffs an alternative to the proce-
durgl provided by sunbsection (a), an

agffomated data processing system may
¥ used for the atorage and retrieval of
afill information for prescription or-
ders  for controlled subatances in

as

2
¥ fol-

51306

Bchedunle IIT and IV, subject to
lowing conditions:

(1) Any euch proposed compiterized
gystem must provide on-li: etrieval
(via CRT display or hardghpy print-
out) of original prescript, order in-
formation for those presgfiption orders
which are currently agffiorized for re-
filling. This shall ingide, but iz not
limited to, data sugll as the original
prescription numbegf date of lssuance
of the original 13
the practitioner
of the patient,

pime. address, and DEA

registration Gmber of the practi-
tioner, and w8 name, strength, dosage
form, qu 'ty of the controlled snb-
stance pryflcoribed (and gnantity dis-

pensed igFdifferent from the quantity
prescrilgfil), and the total number of re-
fills agfhorized by the prescribing prac-
tltioger.

(4 Any such proposed computerized
ayem must also provide on-line re-
#leval (via CRT display or hard-copy
Printont) of the current refill history
for Schedule III or IV controlled sub-
stance prescription orders (those au-
thorized for refill during the past slx
jrontha.) This refill history shall in-

de, but ia not Hmited to, the name
o controlled subetance, the date of
the quantity dispensed, the iden-
on code, or name or initiale of
penzing pharmaciat for each re-
he total number of refills dis-

date for that prescription

o
raf!
tilfle
the d
i1l an
pensed
order.
(3) Docnrk
the refill in
computer eack

cntation of the fact that
mation entered into the

time a pharmacist re-
fills an origina Rgrescription order for a
Bchedule T or controlled subetance
ia correct must beNgrovided by the indi-
vidnal pharmacist \gho males nse of
guch a eystem. If sfgh a system pro-
vides a hard-copy Nntount of each
day's controlled snbetalNge prescription
order refill data, that prijgtont shall be
verified, dated, and slghedyby the indi-
vidnal pharmacist who refWled such a
prescription  order. The dividnal
rharmaciat mmat verify that\ghe data
indicated 1s correct and then =%gn this
document in the same mannerNgs he
wonld slgn a check or legal docufgent
(e.g., J. H. 8mith, or John H. Smi.
This document shall be maintained 1K
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sefgrate file at that pharmacy for a pe-
riodof tweo years from the dispensing
date\This printont of the day's con-
trollegubstance preacription order re-
111 datMgnust be provided to each phar-
macy nafge snch a computerized ays-
tem with®y 72 hours of the date on
which the Wil was dispensed. It must
be verified Mgd slgned by each phar-
maciet who 18involved with ench dis-
pensing. In lieuNgt such a printount, the
rharmacy ehall Waintain a bound log
boolk, or separate §e, in which each in-
dividual pharmacify involved in soch
dispenaing shall sleqya statement (in
the manner previenslMydescribed) each
day, attesting to the fa&§ that the refill
information entered intghe computer
that day has been reviewe by him and
s correct as shown. Such aNgook or file
must be maintained at the\gharmacy
employing such a system forNg period
of two Fears after the dateNpf dia-
pensing the appropriately antBgrized
refill.

{4} Any such computerized syfem
ghall have the capability of producing
printent of any refill data which tIN
user pharmacy le responsible for mad:
taining under the Act and ita imp)
menting regulations. For example, s
would inclnde a refill-by-refill gldit

trail for any specifled strength angl dos-
aze form of any controlled sujftance
(by either brand or generic ne or
both). Buch a printont mugll inclunde

name of the prescribing pfctitioner,
name and address of the pgfient, guan-
tity digpensed on each 2fill, date of
dispensing for each igfill, name or
identification code offfthe dispensing
rharmacist, and thgf number of the
original prescriptighl order. In any
computerized sysi@in employed by a
usar pharmacy ghe contral record-
keoping locatiggl must be capable of
sending the pyitount to the pharmacy
within 48 hogfe, and if a DEA Special
Agent or Wiversion Investigator re-
quests a cgfy of such printont from the
user pharglacy. it must, if requeated to
do so L the Agent or Investigator,
verify ghe printont transmittal capa-
bilitghof ite system by docnmentation
(e.z gpostmarlk).
@ In the event that a pharmacy
ch employe such a computerized
satem experlences system down-time,
he pharmacy muet have an anziliary

21 CFR Ch. Il (4-1-06 Edlitig

procedure which will be ueed for ghcoa-
mentation of refills os Schedole 2T and
IV controlled snbstance presgiiption
orders. Thia anzillary proced@ie muat
inaure that refills are antlfrized by

the original prescription ar, that
the mazimom number of @iills has not
been exceedad, and thaihll of the ap-

propriate data is retapfed for on-line
data entry as soon as e computer sys-
tem 1s avallable for pffe again.

() When filing rgflll information for
original prescriptfn orders for Sched-
ule IIT or IV cogfirolled substances, a
pharmacy mayM=e only one of the two
aystems desci@fed in paragrapha (a) or
(k) of this segllon.

34, 1671; 85 FR 18366, July 21,
ated at 83 FE 26504, Sept. 24,

1077, 40
5, 1067 4 FR. 13065, Mar, 24, 1007]

v 44366 July 1. 1880; o3 FE 3600, Fab,

§12#6.23 Partial filling of prescrip-
OIS

he partial filling of a prescription
or o confrolled substance listed in
Achedule IIL, IV, or V is permissible,
provided that:

(a) Each partial filling is recorded in

bie salne manner as a refilling,

L) The total gquantity dispensed in
alNpartial fillings does not exceed the
totMyquantity prescribed, and

()Mo  dispensing occurs after &
montily after the date on which the
prescrifflon was lsanad.

[% FE 1878 Sept, 21, 1671, Radesignatsd at
58 FE 26504, \ept. 24, 1972, and amended at o1
FE 1330, Feb\L2, 1086, 63 FR 18965, Mar, 24,
10a7]

§1306.24 LabeRgg of substances and
filing of presfgiptions.

{a) The pharmadgt filling a prescrip-
tion for a controlle@ubstance lated in
Bchedule III, IV, or Wshall affix to the
package a label showlQe the pharmacy
name and address, the§serial number
and date of initial £i11i: the name of
the patient, the name ofythe practi-
tioner issuing the prescripMgn. and di-
rections for nse and cantloray state-
ments, if any, contained in §gch pre-
seription as required by law.

{b) If the prescription is filleW at a
central fill pharmacy, the centrMy fill
pharmacy shall affix to the packa¥e a
label showing the retall pharmagy

86
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nalye and address and a unique identi-
florNy(i.e. the central fill pharmacy’s
DEANegistration number) indicating
that tRg prescription wae filled at the
central i1l pharmacy, in addition to
the infolgation required nnder para-
graph (a) Mgthis section.

(c) The reqpirements of paragraph {a)
of this sect: do not apply when a
controlled snlqgance listed in Schedule
IIL, IV, or WV isYescribed for adminis-
fration to an ulfynate user who is in-
atitntionalized: Pi\gided, That:

(1) Not more thall§a 34-day supply or
100 dosage units, wifghever s less, of
the controlled subeWgncee listed in
Schedule IIL, IV, or Vg dispensed at
one time:

(2) The controlled subatfges liated in
Schedunle III, IV, or Vis nofn the pos-
gepalon of the unltimate usS§y prior to
administration;

(3) The institntion maintain$appro-
priate safegnards and records th¥fyprop-
er administration, control, dispefging,
and storage of the controlled subst®gee
liated in Schedule III, IV, or V: and

(4) The system employed by the ph
maciet in filling a prescription is adg
gquate to identify the supplier,
product and the patient, and to et
forth the directions for use andgfan-
tlonary statements, if any. co ned
in the prescription or required lasw.

(d) All prescriptions for cgfitrolled
smbetances listed in Scheduldl III. IV,
and V shall be kept in accogflance with
§1304.04(h) of this chapter.

[2 FR 13065, Mar. 34, 1007, g amendad at 68
FR 27411, June 24, 3002]

9130625 Transfer |
of prescriptior
Schedules 111,
substances fog

(a) The transj

reen pharmacies

information for
Y, and ¥V controlled
fill purposes.
+ of original prescrip-
tlon informart; for a controlled sub-
atance late Schedules III, IV or V
for the puigbee of refill dispensing is
permissiblg between pharmacies en a
one timegfbasis only. However, phar-
macles Mectrondeally sharing a real-
time, gli-line database may transfer np

to thff maximum refills permitted by
law, the prescriber's anthorization.
Trghsfera are subject to the following

uirements:
(1) The transfer is communicated di-
actly between two llcensed phar-

ar

§ 13046085
maciats and the transferring gfhar-
maciat records the following igforma-
tion:

(1) Write the word “VOID# on the
face of the invalidated preacgiption.

(1) Record on the revey® of the in-
validated prescription name, ad-
dress and DEA registrgflon number of
the pharmacy to whigh it was trans-
ferred and the name the pharmaciat
recelving the prescyption information.

(1il) Record thedlate of the transfer
and the name offhe pharmacist trans-
ferring the infohation.

(b} The p naciat receiving the
tranaferred rescription information
shall reducgfto writing the following:

(1) Writg/the word “‘transfer’” on the
face of il transferred prescription.

(2) Egfvide all information required
to bedin a prescription pursnant to 21
CFEM06.06 and include:

(#f Date of lssuance of original pre-
agdfiption;

(11} Original number of refills anthor-
zed on original prescription;

(111) Date of orlginal dspenaing;

{1v) Number of valid refills remaining
prnid date(s) and locations of previous

111(8):

) Pharmacy’s name, address, DEA
regWifration nomber and prescription
num¥Yer from which the prescription in-

formaWon was transferred:

{vi) e of pharmacist who tranas-
ferred thyprescription.

(vil) Phgmacy's name, address, DEA

reglstratioi§ynnmber and prescription
number frorfy which the prescription
was originallyN\illed;

(3) The origitfyl and transferred pre-
seriptionis) muefybe maintained for a
period of two yedlg from the date of
last refill.

{c) Pharmacies eleMgonically access-
ing the same prescrip§on record must
satiafy all information Rggquirements of
a manual @ mode  for€\prescription
tranaferral.

(d) The procedure allowin®ythe trans-
fer of prescription informat: for re-
fill purpeses i permissible oy if al-
lowable under existing state ofyother
applicable law.

[48 FE 48019, Oct, o, 1081 Redseignated
amendad at 62 FR 13068, Mar, 34, 1007]
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SWg6.26  Dispensing without preserip-
100

A \ontrolled  subetance Hsted in
SchedWfes IL IIT, IV, or ¥V which ia not
a presfgiption drmg as determined
under thiyFederal Food, Drug, and Cos-
metic ActNgnay be diepensed by a phar-
macist witiigut a prescription to a pur-
chaser at retRl, provided that:

{a) Such disfyneing s made only by a
rharmacist (as\efined in part 1300 of
this chapter), not by a nonphar-
maciet employees §gen if under the su-
pervielon of a ph¥gmacist (althongh
after the pharmaciaWhas fulfilled his

professional and legaWyresponsibilities
sot. forth in this sectNp. the actual
cash, credit transaction¥y or delivery,

may he completed by g nonphar-
macist);

(b)) Not more than 240 cc. (& cea) of
any such controlled snlstalge con-

taining opium, nor more than 18§ cc. (4
ounces) of any other such confQollad
enbstance nor more than 48 e
unita of any such controlled substa¥ce
containing oplum, nor more than
dosage units of any other such cg

trolled entstance may be dispensedfat
retail to the same purchaser 1 yid
given 48-hour period;

{c) The purchaser 1z at least 2 vears
of age;

(1) The pharmaciat requifes every
parchager of a controlledd substance

under this section not kngffn to him to
fornish snitable identifightion (ineclud-
ing proof of age where gffpropriate);

(o) A bound recogfl book for dis-
penaing of controllegfsubatances nnder
this section is maigfained by the phar-
maciet, which bolz shall contain the
name and addregl of the purchaser, the
name and quap@fity of confrolled sub-
stance purchg@ed, the date of each pur-
chase, and e name or initiale of the
pharmacisfff who dispensed the sub-
stance todhe purchaser (the book shall

be mainghined in accordance with the
recordjgfeping requirement of §1304.04
of thigfchapter): and

(i preacription i not reqnired for
disggfibution or dispensing of the sub-
affince pursnant to any other Pederal,
Ftate or local law.

(g) Central fill pharmacles may not
dispense controlled substances to a

88
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purchaser at retail pursnant this
section,

[% FE 779, Apr. 24 1971, as amgffided at 26
FE 18723, Sept. 2. 1871 Rad, at=l at 38
FE 26809, Sspt, 24, 1073, Mind  forther
redesigated and amsnded at 62FE. 13068, Mar.
24, 1647; €8 FR 27411, June 24 @003]

§1306.27 Provision offfprescription in-
formation betwgfn  retail  phar-
macies and cengfal fill pharmacies
for initial and @FFill prescriptions of

Schedule LAV, or V controlled

substances.
Presoriptic formation may be pro-
vided to an agfhorized central fill phar-

macy by affretail pharmacy for dis-
pen=ing tposes. The following re-
guiremend® ahall alao apply:

(a) Pyfscriptions for controlled snhb-
astancedflisted in Schedule IIL IV or V
may #/be  transmitted electronically
frogffa retail pharmacy to a central £i11
phgftmacy including via faceimile. The
#all pharmacy transmitting the pre-

cription information must:

(1) Write the word “CENTRAL FILL"
o the face of the orlginal prescription
and record the name, address, and DEA
registration number of the central fill
rharmacy to which the prescription

as been transmitted and the name of
retail pharmacy pharmaciet trans-
miWging the prescription, and the date
of amnittal;

(2) gn=nre that all information re-
guired e be on a prescription pursnant
to §1300§5 of this part is transmitted
to the ceRgral fill pharmacy (either on
the face ofythe prescription or in the

electronic ansmission of informa-
tlon);

(3) Indicate the information trans-
mitted the nurlper of refills already
digpensed and thqnumber of refills re-
maining;

{4) Maintain the o
for a period of two ¥&
the prescription was lal

(5) Eeep a record of \eceipt of the
filled prescription, inclufjng the date
of receipt, the method of Sglivery (pri-
vate, common or contract ler) and
the name of the retall pharfyacy em-
ployes accepting delivery.

(b} The central fill pharmacy
ing the transmitted prescription

(1) Keep a copy of the prescriptifg
sent: via facsimile) or an electnd

cinal prescription
s from the date
refilled;

acealv-
pust:
(if

c
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refgrd of all the information trans 4130702 Application of State lg
mitQgd by the retail pharmacy, includ- other Federal law.
name, address, and DEA reg- R
ietrat: number of the retail phar- mﬂf;gimﬁ 1];;331,.%?921,
nitting the prescription: . o .
N2 record of the date of re- -0V Pereel to do any act
N transmitted prescription,
the leensed pharmaciat
cription, and dates of
= of the prescription;
of the date the filled
cliverad to the retail

law of the State in ghich he/she desires
to do such act nglt shall compliance
onstrued as compli-

GENERAL INFORMATIO
Hac, I chapter by filing a written re-
130701 Definitions, d

130702 Application of Stats law a
Fedaral law.

130708 Bxceptions to regulations,

cafition. Reguesta shall be filed with
e Administrator, Drug Enforcement
Administration, Department of Jus-
tice, Washington, D 20537, The Admin-
iatrator may grant an exception in his
disceretion, but in no case shall he/she
¢ required to grant an ezception to
7 person which ia otherwise required
aw or the regulations cited in this

SPECIAL EXCEPTIONS POR MANTUPACTURE ARN
DISTRIBUTION OF CONTROLLED SUBSTANCES

130711 Distribution by dispenser to anoggs
practitionsr or reverss distrituator,

130712 Distribution to supplier or mg
turer,

130713 Incidsntel manufacturs of
subetances,

§1307.11

BPECIAL EXE FERSONS anlothcl- P
tributor,

cibution by dispenser to
titioner or reverse dis-

lesa otherwrize nog distribute (without
7801, Apr. 34, 1871, unless distribute) a guant
. Redesignated at 28 FR 286800,  atance to—

Bept, 34, 167 (1) Another practitiotly for the pur-
e ERAL TNFORMATION pose of general dispensing s'tht}i;etimu

Definitions.

term contained in this part shall

E the definition set forth in section reglstered under the Act to

that controlled subatance;

(1) The distribution iz record®l by
the distributing practitioner in ac
[62 FE 1308E, Mar, 24, 1047] ance with §1304.22(c) of this chapRg




g 1307.12

by the receiving practitioner in ac-

corf@nee with §1304.23(c) of this chap-

tar:
(111)§If the sobstance iz lated in

Schedu¥g I or IL an order form ie used
as requiNyd in part 1305 of this chapter;
and

(1v) The fytal number of dosage unita
of all contrdfjed subsatances distributed
by the pract§glener pursunant to this
section and § 15§25 of this chapter dur-
ing each cale veal in which the
practitioner is rigistered to dispense
does not exceed 5Wercent of the total
number of dosage \uita of all con-
trolled subetances difgribated and dis-
perwed by the practltRger during the
same calendar year.

(2) A reverse distribut®g who s reg-
istered to receive such cofgrolled sub-
atances,

(k) If, durlng any calen wear in

which the practiticner le regifgered to
dispense, the practitioner has réfgon to
believe that the total number of §gsage
unita of all controlled enbsetégess
which will be distributad by him pu!
ant to paragraph (aj(1l) of this sectiNg
and §1301.25 of this chapter will exceal
6 percent of this total number of dg
age unita of all controlled snbs
distributed and dispensed by him
ing that calendar year, the practi
ghall obtaln a regiatration to di
controlled substances.

{2} The diatributions th a reg-
iatered retall pharmacy malgh to anto-
matad dispensing svstems @ long term
care facilitles for whigll the retadl
pharmacy also holds rgffistrations do
not count toward the Sgfercent lmit in
paragraphe (a)1)(1v) gl (b) of this sec-
tlon.

[68 FE 41320, July i1
FE ;dse. May 13, 20j
§1307.12 Distyg

manufact
(a) Any pg

L3
-
Oner
ribute

002, as amendsd at 0

ution to supplier or
T

lawfully in possession
of a contrgfled substance listed in any
echedule May distribute (without being
registergll to distribute) that substance

to thedperson from whom hefshe ob-
talnedl/it or to the manufacturer of the
el ca, or, if deslgnated, to the

sffufacturer's reglatered agent for ac-
cgfting returns, provided that a writ-
fn record is maintained which indi-
ates the date of the transaction, the

90

21 CFR Ch. Il (4-1-06 Editig

name, form and quantity of thedbub-
atance, the name, address, a reg-
iatration number, if any. of thgfperaon
making the diatribation, and gle name,
address, and registration imber. if
known, of the eupplier g mannfac-
turer. In the case of retygfning a con-
trolled substance in Schgllule I or II. an
order form shall be usgfl in the manner
prescribed th part 1300 of this chapter
and be maintainedy as the written
record of the trapffction. Any person
not required to feglster pursunant to
sections J02(c) g 1007(bi(1) of the Act
(21 T.5.C. s22(ggfor 857()(1)) shall be ex-
empt from ntaining the records re-
gquired by th#R section.

(b) Datygiutions referred to in para-
graph (gff may be made through a
freight rwarding facility operated by
the pegfon to whom the controlled sub-
atangl is being returned provided that
prigl arrangement has been made for
b return and the person making the

stribution delivers the confrolled
ubstance directly to an agent or em-
ployes of the person to whom the con-
trolled snbstance is being returned.

En FE. 44879, July 18, 2000; 65 FR 40820, July
2000, as amended at 68 FE 41239, July 11,
0%

y

§130% 13 Incidental manufacture of

cqgtrolled substances.
Any
cldental
fures a co
of the mank
atance o1 b
atance for w

sisterad manunfacturer who, in-
but necessarily, mannfac-
olled substance as a result
ture of a controlled enb-

¢ class of controlled sub-
L he iz registersd and
has been issunedfgn individual mannfac-
turing guota pulguant to part 1303 of
this chapter (1f s snbatance or class
ia listed in Schedal§y or II) shall be ex-
empt from the requiNgnent: of registra-
tion pursuant to part Yol of this chap-
ter and, if snch incldeMgally manunfac-

tared substance is listed Bchedule T
or II, shall be exempt fronfghe require-
ment of an individual mafpfacturing

of this
eposed

gquota pursnant: to part 138§
chapter, if ench snbatances are
of in accordance with §1507.21.
[ FR 7801, Apr. 4, 1071, Redsaignatedjat 23

FE 26509, S=pt. 34, 1973, and further redgig
nated at 62 FR 13087, Mar, 34, 1997]
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[N PosAL OF CONTROLLED SUBBTANCES

5130821

Procedure for disposing of
rolled substances.

(a) ANg person in possession of any
controll 8§ subetance and desiring or re-
quired toN\dispose of such substance
may requedy asalstance from the Spe-
clal Agent 1% Charge of the Adminis-
tration in theNgrea in which the person
is located for therity and instrue-
tlons to dispose W such substance. The
request shonld be Yade as follows:

(1) If the perzon€Ne a registrant, he/
ehe shall liat the coftrolled substance
or enbstances which Qe/she desires to
disposs of on DEA Fori§4l, and enbimi t

three coples of that for: o the Special
Agent in Charge in hishelNgrea: or

(2) If the person is not dyregistrant,
he/she shall sulinit to thy Special

Apgent in Charge a latter atatiNg:

(1) The name and address of
201;

(11} The name and quantity otfNgach
controlled subatance to be disposeSyof;

(111} How the applicant obtained Wge
enbstance, if known: and

(1v) The name, address, and regiatr
tlon number, if known, of the pers
who poesessed the controlled
stances prior to the applica:
Imown.

(k) The Special Agent in Charge shall
authorize and instruct the applcant to
dispose of the controlled sulftance in
one of the following manneyy!

(1) By transfer to persg
under the Act and aut
aapa the snbatance;

(2) By delivery to a
ministration or to &
the Administrationg

(3 By destructig
an agent of
other authorize,

(4) By =uch
clal Agent 1
assnre tha
comme av
20N,

{e) I o avent. that a regiatrant ia
requirgll regularly to dispose of con-
trollgl substances, the Special Agent
in Cffarge may aunthorize the regiatrant
tofispoze of ench substances, in ac-
ftdance with paragraph (b) of this sec-

lon, without prior approval of the Ad-
ministration in each instance, on the

& per-

if

reglsterad
fzed to poa-

zent of the Ad-
nearest office of

in the presence of

Administration or

person; or

her means as the Spe-
harge may determine to

fhe snbatance does not be-

ble to unanthorized per-

91

§130741

condition that the registrant feep
records of ench disposals and f}f peri-

odic reporta with the Special @ent in
Charge summarizing the Mlsposals
made by the registrant. D@ eranting
such authority, the Spec Agent in

Charge may place such copflitions as he

deema proper on the djfposal of con-
trolled subetances, inc ng the meth-
od of disposal and thf frequency and

detail of reporta.
{d) This sectio
atrned as affecti

shall not be con-
or altering in any
way the dispos of controlled sunb-
stances througlffprocedures provided in
laws and regglations adepted by any
Btate,

[2 FER 7801
FE 18003, 4

Fpr, 4, 1971, as amended at 37
8. 1473 Radesignated at 38 FE
L 24,1073, and amendsd at 47 FB
#Ft. 23 198%; 83 FR 13087, Mar 24, 1807]

$1304022 Disposal of controlled sub-
ances by the Administeation.
v controlled substance dellvered
¥ the Administration ander §1307.21 or
forfelted pursnant to section 511 of the
Act (21 TLE.C. 881) may be delivered to
any department, burean, or other agen-
o of the United States or of any State
pon proper application addressed to
iR Administrator, Drug Enforcement
ANpinistration, Department of Jua-
tleWashington, DC 20537 The applica-
tion WYhall show the name, address, and
officlafytitle of the person or agency to
whom Wge controlled drugs are to be
delivers including the name and
quantity & the subatances desired and
the purposeNor which intended. The de-
livery of snclecontrollad drugs shall he
ordered by dministrator, if, in his
opinion, there Rgists a medical or sci-
entific need therfgor.
[# PR 7801, Apr. 24, Wyl Redssignated at 38

FE 26608, Sept. 24, 1978as amendesd at 62 FR
124067, Mar. 24, 1987]

BPECIAL EXEMP

§1307.31 Native AmericaljChurch.
The listing of peyote as R controlled
substance in Schednle I doefgpot apply
to the nondrug nse of peyotdyin bona
flde religlons ceremonies of thigMNative
American Church, and membereNgt the
Native American Church so unsirfy pe-
vote are exempt from registration. ¥
person who manufactures peyote for€\gr

LERSONE



