NEBRASKA DEPARTMENT OF HEALTH AND HUMAN SERVICES
NOTICE OF PUBLIC HEARING

August 28, 2018
10:00 a.m. Central Time
Nebraska State Office Building — Lower Level A
301 Centennial Mall South, Lincoln, Nebraska

The purpose of this hearing is to receive additional comments on proposed changes to
Title 172 Chapter 128 — Practice of Pharmacy and to Title 175 Chapter 8 — Pharmacies
of the Nebraska Administrative Code (NAC). Revisions of these existing regulations include
updates based on the passage of LB 37 (2015) which made changes to the Pharmacy Practice
Act, and previous updates to the Uniform Credentialing Act. The revisions also reflect
simplification in format for licensure regulations including eliminating duplicate language that is
found in existing stature(s) or licensure application forms.

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.

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) 471-8223.
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) 471-8223. 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: 172 and 175 Prepared by: K. Lueke based on Fiscal
Impact statement associated with LBO680
(2016)

Chapter: 128 (172) and 8 (175) Date prepared: 1-7-16, revised

Subject: Pharmacy Practice Act/LB37 Telephone: 402-471-4915

(2015), LB680 (2016), LB947 (2016)

Type of Fiscal Impact:
Please check all that apply

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

Provide an Estimated Cost & Description of Impact:
State Agency: $23,177.00 (FY 2016-2017)

Political Subdivision: Community colleges/university in Nebraska offering the
certification and periodic renewal certification will receive payments for tuitions/fees by
the regulated public.

Regulated Public: Cost of certification for the registered Pharmacy Technicians to
become and remain certified. Pharmacy facilities opting to assist Pharmacy Technicians
with the cost of tuition/fees for completing required certification will be impacted by
increased costs for payment of fees/tuition to external provider organizations issuing the
certification.

If indeterminable, explain why:
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TITLE 175 HEALTH CARE FACILITIES AND SERVICES LICENSURE
CHAPTER 8 PHARMACIES

001. AUTHORITY. These requlations govern licensure of Pharmacies. The regulations are
authorized by and implement the Health Care Facility Licensure Act, Neb. Rev. Stat. §88 71-401
to 71-470; the Pharmacy Practice Act, Neb. Rev. Stat. §§38-2801 to 38-28,116; the Uniform
Credentialing Act, Neb. Rev. Stat. 8838-101 to 38-1,142; and the Prescription Drug Safety Act,
Neb. Rev. Stat. §8871-2457 to 72-2483.

002. DEFINITIONS. For purposes of these regulations, the definitions in the Health Care Facility
Licensure Act, Neb. Rev. Stat. 88§ 71-401 to 71-470; the Pharmacy Practice Act, Neb. Rev. Stat.
8838-2801 to 38-28,116; the Prescription Drug Safety Act, Neb. Rev. Stat. 8871-2457 to 72-2483;
the Uniform Credentialing Act, Neb. Rev. Stat. §838-101 to 38-1,140, the Uniform Controlled
Substances Act, Neb. Rev. Stat. §828-401 to 28-456.01 and 8828-458 to 28-471, and the
following definitions apply:

002.01 APPLICANT. A person who has submitted an application for a pharmacy license.

002.02 CENTRAL FILL. The preparation of a drug, device, or biological pursuant to a medical
order in a pharmacy other than the pharmacy where dispensing to the patient or caregiver
occurs.

002.03 COMPLETED APPLICATION means the application that contains all the information
specified in 175 NAC 8-003 and includes all required attachments and documentation and the
licensure fee

002.04 D.E.A. means the Drug Enforcement Administration of the United States Department
of Justice responsible for enforcing the controlled substances laws and regulations of the
United States.

002.05 DISTRIBUTE. To deliver a drug or device, other than by administering or dispensing.

002.06 LICENSEE. The person responsible for the operation of the facility and to whom the
department has issued a license.

002.07 NAC. Nebraska Administrative Code (NAC) means the official name for the compiled
rules and regulations of the state.

002.08 PREMISES. The facility, the facility’'s grounds, and each building or grounds on
contiguous property.
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003. LICENSING REQUIREMENTS AND PROCEDURES. Any individual or entity that intends
to establish, operate, or maintain a pharmacy must first obtain a license from the department. To
receive alicense, an applicant for an initial or renewal license must submit a complete application,
and documentation that the person meets the licensure requirements and that the location for the
pharmacy meets the operational and physical plant standards contained in 175 NAC 8-007 and
8-008.

003.01 INITIAL LICENSURE.

003.01(A) APPLICANT RESPONSIBILITIES. An applicant for an initial pharmacy license
must:

003.01(A)()) Submit information and attestation regarding the applicant’s ability to
comply with the applicable standards specified in 175 NAC 8-007 and 8-008

003.01(A)(ii) Complete and submit an application form in such manner and content
as required by the Department.

003.01(A)(ii)(1) Any applicant who is an individual must meet the requirements for
citizenship or immigration status as required by Neb. Rev. Stat. 838-129 and 88
4-108 through 4-111; and

003.01(A)(ii)(2) Provide the following information:

003.01(A)i)(2)(a) The legal name of the applicant and any other names by
which the applicant is known;

003.01(A)(i)(2)(b) The individual’s mailing address (street, rural route, or post
office address; and city, state, and zip code or country information); and

003.01(A)(i)(2)(c) The applicant’'s social security number (SSN) or alien
registration number (A#). Certain applicants may have both a social security
number (SSN) and an alien reqistration number (A#), and if so, must report
both.

003.01(A)(iii) Submit the required fee as specified in 175 NAC 8-005.09.

003.01(B) INITIAL LICENSURE.

003.01(B)(1)) PROVISIONAL PHARMACY LICENSE.

003.01(B)(i)(1) The department may issue a provisional pharmacy license if the
department _based upon review of the application that the applicant has
substantially complied with the requirements for licensure under the Health Care
Facility Licensure Act and that the operation of the pharmacy does not pose an
imminent danger of death or physical harm to the persons served by the pharmacy.
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003.01(B)())(2) The department may deny an application if the Department
determines the applicant does not meet the requirements for licensure in Neb. Rev.
Stat. §71-437 and these regulations.

003.01(B)(i) PHARMACY LICENSE. After issuing a provisional license, the
department will conduct an announced initial on-site inspection.

003.02 RENEWAL LICENSES.

003.02(A) LICENSEE RESPONSIBILITIES. A licensee applying for a renewal pharmacy
license must submit the following on or before the expiration date:

003.02(A)(1) Information and attestation regarding the applicant’s ability to comply with
the applicable standards specified in 175 NAC 8-007 and 8-008;

003.02(A)(i)) A completed application form in such manner and content as required
by the Department.

003.02(A)(i))(1) Any applicant who is an individual must meet the requirements for
citizenship or immigration status as required by Neb. Rev. Stat. 838-129 and 88
4-108 through 4-111; and

003.02(A)(i)(2) Provide the following information:

003.02(A)(i)(2)(a) The legal name of the applicant and any other names by
which the applicant is known;

003.02(A)(i)(2)(b) The individual’s mailing address (street, rural route, or post
office address; and city, state, and zip code or country information); and

003.02(A)(i)(2)(c) The applicant’s social security number (SSN) or alien
reqgistration number (A#). Certain applicants may have both a social security
number (SSN) and an alien registration number (A#), and if SO, must report
both.

003.02(A)(iii) The required fee as specified in 175 NAC 8-005.09.

003.02(B) FAILURE TO RENEW. If a licensee fails to submit an completed renewal
application and fee to renew on or before the pharmacy license expiration date:

003.02(B)(i) The pharmacy license will be placed in lapsed status by the department;

003.02(B)(ii) No provision of services in the pharmacy may occur when the license is
in lapsed status; and

003.02(B)(iii) The license for the pharmacy will remain in lapsed status until it is
reinstated.




DRAFT NEBRASKA DEPARTMENT OF PHARM
05-17-2017 HEALTH AND HUMAN SERVICES 175 NAC 8

003.03 REINSTATEMENT FROM LAPSED STATUS. A licensee of a pharmacy requesting
reinstatement of its lapsed license must submit to the department an application for
reinstatement _and pay the required license fee specified in 175 NAC 8-005.09. The
application must conform to the requirements specified in 175 NAC 8-003.01A.

003.03(A) APPLICATION. The application for reinstatement will be reviewed by the
department for completeness and whether an on-site inspection is needed to determine
compliance with the operational and physical plant standards of 175 NAC 8-007 and 8-
008, and the following factors:

003.03(A)(1) The length of time that has transpired from the date the license was
placed on lapsed status to the date of the reinstatement application; and

003.03(A)(ii)) Whether pharmacy services were provided from the site or under a
license that is different from the lapsed license

003.04 PERMANENTLY CLOSING A PHARMACY.

003.04(A) NOTIFICATION ON DISCONTINUED SERVICES. When a licensee
discontinues providing pharmacy services, the pharmacist in charge or practitioner of that
pharmacy must notify the department within 5 days prior to the services being
discontinued in the pharmacy.

003.04(B) STIPULATIONS OF NOTICE. The notice must include the following
information:

003.04(B)(iY The sale or other disposition of legend drug, device, or biological
inventory;

003.04(B)(i)) The sale or other disposition of controlled substances and controlled
substances invoices and inventory records; and

003.04(B)(iii) The location of all patient records including prescription files.

003.04(C) RETURN OF DOCUMENTS AND FORMS. Upon closure of the pharmacy, the
pharmacist in charge or practitioner must return the following to the department:

003.04(C)(i) The pharmacy license;

003.04(C)(ii) The pharmacy’s Drug Enforcement Administration (DEA) Reqistration, if
any;

003.04(C)(iii) All unused Drug Enforcement Administration (DEA) Forms 222 for the
pharmacy, if any; and

003.04(C)(iv) All unused Drug Enforcement Administration (DEA) Forms 222a or 222d
for the pharmacy, if any.
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003.04(D) PATIENT NOTIFICATION. When the closing of a pharmacy is anticipated, the
pharmacist in charge or practitioner is responsible for notifying patients of that pharmacy
at least 15 days prior to closing that they will need to seek service elsewhere. The
notification can be accomplished through:

003.04(D)(i) Advertisement in a newspaper appropriate to the location of the
pharmacy;

003.04(D)(ii) Written notice to patients of the pharmacy; or

003.04(D)(iii) Other such notice as is appropriate.

004. DENIAL, REFUSAL TO RENEW, OR DISCIPLINARY ACTION.

004.01 GROUNDS FOR DENIAL, REFUSAL TO RENEW, OR DISCIPLINARY ACTION.

004.01(A) FAILURE TO MEET REQUIREMENTS. The department may deny or refuse
to renew a pharmacy license for failure to meet the requirements for licensure, including:

004.01(A() Failing an inspection specified in 175 NAC 8-006;

004.01(A)(ii) Failing to meet a compliance assessment standard adopted under Neb.
Rev. Stat. § 71-442 as specified in 175 NAC 8-006;

004.01(A)(iii) Having had a license revoked within the two-year period preceding an
application; or

004.01(A)(iv) Any of the grounds specified in 175 NAC 8-004.01B.

004.01(B) GROUNDS FOR DISCIPLINE. The department may take disciplinary action
against a provisional pharmacy license or a pharmacy license for the grounds set out in
Neb. Rev. Stat. § 71-448 or any of the following grounds:

004.01(B)(i) Violation of the Prescription Drug Safety Act;

004.01(B)(ii)) Failure to account for significant, substantial shortages or overages of
controlled substances; and

004.01(B)(iii) Loss of prescription inventory or prescription records due to theft or any
other cause resulting from failure to secure the inventory or records.

004.02 REINSTATEMENT FROM DISCIPLINARY PROBATION, SUSPENSION, OR
FOLLOWING REVOCATION.

004.03(A) REINSTATEMENT AT THE END OF SUSPENSION. A license may be
reinstated at the end of suspension following:
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004.03(A)()) Submission of an application to the department for renewal that conforms
to the requirements of 175 NAC 8-003.02;

004.03(A)(ii)) Payment of the renewal fee as specified in 175 NAC 8-005.09; and

004.03(A)(iii) Successful completion of an inspection, if the department determines
an inspection is warranted.

The department may reinstate the license when it finds, based on an inspection as
provided for in 175 NAC 8-006, that the pharmacy is in compliance with the operational
and physical plant standards of 175 NAC 8-007 and 8-008.

004.03(B) REINSTATEMENT PRIOR TO COMPLETION OF PROBATION OR
SUSPENSION.

004.03(B)(i) REINSTATEMENT PRIOR TO THE COMPLETION OF PROBATION. A
licensee may request reinstatement prior to the completion of probation and must meet
the following conditions:

004.03(B)(i)(1) Submit a petition to the department stating:

004.03(B)()(1)(a) The reasons why the license should be reinstated prior to
the probation completion date; and

004.03(B)()(1)(b) The corrective action taken to prevent recurrence of the
violation(s) that served as the basis of the probation; and

004.03(B)(1)(2) Successfully complete any inspection that the Bdepartment
determines necessary.

004.03(B)(ii)) REINSTATEMENT PRIOR TO COMPLETION OF SUSPENSION. A
licensee may request reinstatement prior to the completion of suspension and must
meet the following conditions:

004.03(B)(ii)(1) Submit petition to the department stating:

004.03(B)(ii)(1)(a) The reasons why the license should be reinstated prior to
the suspension completion date; and

004.03(B)(ii)(2)(b) The corrective action taken to prevent recurrence of the
violation(s) that served as the basis of the suspension;

004.03(B)(i)(2) Submit a written renewal application to the department as
specified in 175 NAC 8-003.02;
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004.03(B)(ii)(3) Pay the renewal fee as specified in 175 NAC 8-005.03; and

004.03(B)(ii)(4) Successfully complete an inspection.

004.03(B)(iii) REINSTATEMENT FOLLOWING REVOCATION. A license may be
reinstated following revocation upon:

004.03(B)(iii)(1) Submission of an application to the department for renewal that
conforms to the requirements of 175 NAC 8-003.02;

004.03(B)(iii)(2) Payment of the renewal fee as specified in 175 NAC 8-005.09;
and

004.03(B)(iii)(3) Successful completion of an inspection, if the department
determines an inspection is warranted.

005. GENERAL REQUIREMENTS.

005.01 EFFECTIVE DATE AND TERM OF LICENSE. A pharmacy license expires on July 1
of each year.

005.02 LICENSE NOT TRANSFERABLE. A license is issued only for the premises and
persons named in the application and is not transferable or assignable. Change of ownership
or change of premises terminates the license. The owner(s) must apply for a new pharmacy
license. If a change of ownership occurs and the pharmacy remains on the same premises,
the inspection in 175 NAC 8-006.02 is not required. If there is a change of premises, the new
owner(s) of the pharmacy must pass the inspection specified in 175 NAC 8-006.02.

005.03 NOTIFICATION. An applicant or licensee must notify the department of any change
as set forth in 175 NAC 8-005.04 through 8-005.08. The following information is required for
all notifications:

005.04 CHANGE OF PHARMACIST IN CHARGE. The licensee must notify the department
within one business day when there is a change in the pharmacist in charge.

005.05 CHANGE OF OWNERSHIP OR PREMISES. The licensee must notify the department
in writing 30 days before a pharmacy is sold, leased, discontinued, or moved to new premises.

005.06 CHANGE OF NAME OF THE PHARMACY. The licensee must notify the department
in writing within 5 working days when there is a change in the name of the pharmacy.

005.07 CONTINUATION OF A PHARMACY BY THE HEIRS OR ESTATE OF A DECEASED
LICENSEE. The heirs or executor of the estate must notify the department within 30 days of
the death of the licensee.




DRAFT NEBRASKA DEPARTMENT OF PHARM
05-17-2017 HEALTH AND HUMAN SERVICES 175 NAC 8

005.08 AN _ ACCIDENT, NATURAL DISASTER, OR INTERRUPTION IN UTILITY
SERVICES. The licensee must notify the department in writing by electronic mail, facsimile,
or postal service within 24 hours after 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.

005.09 FEES. The applicant or licensee must pay fees for licensure as follows:

005.09(A) The required fees are:

005.09(A)(1) Initial pharmacy license fee is $625.

005.09(A)(ii)) Annual pharmacy license renewal fee is $625

005.09(A)(iii) Duplicate license fee is $10.

005.09(B) Refunds for denied applications.

005.09(B)(i) If the department did not perform an initial on-site inspection, the license
fee is refunded except for an administrative fee of $25; or

005.09(B)(ii) If the department performed an initial on-site inspection, the fee is not
refunded.

006. INSPECTIONS. Each licensee has the responsibility to be in compliance, and to remain in
compliance, with the requlations set out in this chapter. For the purpose of assuring compliance,
each licensee must prepare a Pharmacy Quality Assurance Report (POAR) and the department
will conduct inspections as set out below. The department may conduct an unannounced on-site
inspection at any time it deems necessary to determine compliance with applicable statutes and

regulations.

006.01 INITIAL ON-SITE INSPECTION. The pharmacy inspector:

006.01(A) Verifies the operational and physical plant standards as described on the
application for a pharmacy license are in place;

006.01(B) Verifies that an initial controlled substances inventory was taken, if the
controlled substances will be dispensed from the pharmacy, and that the inventory is on
file_in the pharmacy on the date the pharmacy first engages in the distribution or
dispensing of prescription drugs; and

006.01(C) Reviews the Pharmacy Quality Assurance Report (POAR) as described in 175
NAC 8-006.02 with the pharmacist-in-charge or practitioner and clarifies and discusses
any areas that warrant attention. This is all about what the Department is doing it should
be about what is required.
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006.02 PHARMACY QUALITY ASSURANCE REPORT (POAR). The Pharmacy Quality

Assurance Report (POAR) is due one 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 (PQAR) on a form made

available by the department, electronically or upon request, at least 30 days before the due

date of the report. The department shall provide notice to licensees of significant changes

made to the Pharmacy Quality Assurance Report (POQAR) prior to such changes being

implemented.

006.02(A) REPORTED INFORMATION. At a minimum the Pharmacy Quality Assurance

Report (POAR) must provide information on the following:

006.02(A)(i) Standards for the Operations of a Pharmacy

006.02(A)(i)(1) Staffing requirements;

006.02(A)(1))(2) Storage requirements;

006.02(A)(1)(3) Record keeping requirements;

006.02(A)()(4) Dispensing requirements;

006.02(A)(1)(5) Controlled substance dispensing requirement for emergency
situations; and

006.02(A)(1)(6) Disaster preparedness management

006.02(A)(ii) Physical Plant Standards

006.02(A)(i)(1) Equipment, facilitites, and utilities;

006.02(A)(ii)(2) Shelving, counters, floor, inventory, fixtures, equipment, and
utensils; and

006.02(A)(ii)(3) Reference material

006.02(A)(iii) Sterile Compunding Requirements (if applicable for the facility)

006.02(A)(iv) Non-sterile compounding requirements (if applicable for the facility)

006.02(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.
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006.03 ANNUAL INSPECTION. All licensees are required to complete and submit the
required department form for an annual self-inspection, and may be subject to an on-site to
verify the pharmacy fully complies with the requirements of 175 NAC 8-007 and 8-008.

006.03(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 of the pharmacy is in full compliance with the Health Care
Facility Licensure Act, the Controlled Substances Act, the Prescription Drug Safety Act,
and these requlations. However, the report will not fulfill the annual inspection requirement
when:

006.03(A)(I) The department has determined, based on the review of the Pharmacy
Quality Assurance Report (POAR), that the pharmacy is not in compliance with the
Health Care Facility Licensure Act, the Prescription Drug Safety Act, or these

regulations;

006.03(A)(ii)) The pharmacy failed to be in full compliance with the Health Care Facility
Licensure Act, the Prescription Drug Safety Act, and these requlations at the time of
its last inspection;

006.03(A)(ii) The licensee failed to submit a Pharmacy Quality Assurance Report
(POAR);

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

006.03(A)(v) Five years have elapsed since the pharmacy was subjected to an on-
site inspection; or

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

006.03(B) ON-SITE INSPECTION. When the department determines, based upon the
criteria_specified in 175 NAC 8-006.04A, that the Pharmacy Quality Assurance Report
(POAR) does not fulfill the annual inspection requirement, a pharmacy inspector will
conduct an on-site_inspection to determine compliance with the Health Care Facility
Licensure Act, the Controlled Substances Act, the Prescription Drug Safety Act, and these

regulations.

006.03(C) RESULTS OF ANNUAL INSPECTIONS. The department’s review of the annual
self-inspection or on-site inspection will be evaluated by the department to determine
whether the licensee:

006.03(C)(i) Fully complies with the requirements of 175 NAC 8-007 and 8-008;

10
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006.03(C)(ii) Does not fully comply with the requirements of 175 NAC 8-007 and 8-
008, but the nature of the violation(s) does not create an imminent danger of death or
physical harm to the clients of the pharmacy and no direct or immediate adverse effect
to the safety or security of the drugs, devices, and biologicals; or

006.03(C)(iii)) Fails to meet the requirements of 175 NAC 8-007 and 8-008, and the
nature of the violation(s) would create an imminent danger of death or physical harm.

006.04 RE-INSPECTION.

006.04(A) The department may conduct re-inspections to determine if full compliance of
the pharmacy operations have been met and the requirements of 175 NAC 8-007 and 8-
008 have been demonstrated by the licensee.

007. STANDARDS FOR THE OPERATION OF A PHARMACY. The licensee must comply with
the Prescription Drug Safety Act, the Pharmacy Practice Act, the Controlled Substances Act, and
the following requirements:

007.01 STAFFING. Each licensee must have a pharmacist in charge or practitioner with the
qualifications, training, and skills necessary to meet the requirements according to these

regulations.

007.01(A) LICENSED PHARMACIST. Each licensee must employ a sufficient number of
pharmacists to meet the needs of individuals seeking services at the pharmacy.

007.01(B) PHARMACY TECHNICIAN. When a licensee employs pharmacy technicians,
the licensee must assure each pharmacy technician employed by the licensee is actively
registered by the department and has been certified by an approved state or national
certification body by January 1, 2017, for those registered as a Pharmacy Technician as
of January 1, 2016; or within one year of initial reqgistration for those with initial registration
dates after January 1, 2016.

007.02 STORAGE REQUIREMENTS.

007.02(A) TEMPERATURE AND LABEL REQUIREMENTS. The licensee of the
pharmacy must provide equipment for the storage of drugs, devices, and biologicals at the
proper temperature.

007.02(A)(i) Drugs, devices, or biologicals requiring refrigeration must be stored
between 36 and 46 degrees Fahrenheit.

007.02(A)(ii) Drugs, devices, or biologicals requiring a freezer must be stored between
-4 and 14 degrees Fahrenheit.

007.02(A)(iil) 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.

11
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007.02(A)(iv) Drugs, devices, or biologicals requiring storage at controlled room
temperature must be stored between 68 and 77 degrees Fahrenheit.

007.02(A)(v) Other labeled storage instruction for drugs, devices, or biologicals must
be followed.

007.02(B) SEPARATE STORAGE. Drugs, devices, and biologicals stored in a refrigerator
must be kept in a separate refrigerator from food.

007.02(C) 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. Loss of prescription inventory or prescription records due to
theft or any other cause resulting from failure to secure the inventory or records are
grounds for disciplinary action.

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

007.02(E) DISPOSAL OR RECALL. Dispensed drugs that are returned to a pharmacy for
disposal or in response to a recall, or if a device is defective or malfunctioning, must be
stored separately from saleable inventory.

007.03 RECORD KEEPING REQUIREMENTS.

007.03(A) PRESCRIPTION RECORDS. Alllicensees must assure the establishment and
maintenance of record keeping systems in compliance with to account for the receipt and
disposition of prescription drugs in a readable format that is readily retrievable, which
complies with Neb. Rev. Stat. 8§28-414.02 to 28-414.03, 71-2479 and these regulations.

007.04 DISPENSING REQUIREMENTS.

007.04(A) RETURN OF CONTROLLED SUBSTANCE. The return to the pharmacy of
controlled substances, halved tablets, other broken dosage forms, and extemporaneously
compounded tablets and capsules is prohibited, except for the purpose of disposal.

007.04(B) QUANTITY FOR LONG TERM CARE. The quantity of a druqg indicated in a
medical order for residents of a long-term care facility shall be 60 days, unless otherwise
limited by the prescriber.

007.04(C) PRO RE NATA PRESCRIPTION. When the refill designation on the
prescription is prn or Pro re nata, such designation, unless otherwise limited, means:

007.04(C)(i) If a prescription for a controlled substance in Schedules IlI-V, refill five
times in the six months from the date of issuance, or

007.04(C)(ii) If a prescription for a non-controlled druq, refill for 12 months from the
date of issuance.

12
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007.04(C)(iii)) Controlled substances in Schedule Il cannot be refilled and a refill
designation on a prescription for a controlled substance in Schedule Il is void.

007.04(D) PRESCRIPTION LABEL FOR CENTRAL FILL. If central fill is used for
controlled substances, the prescription label must contain the DEA reqgistration number of
the central fill pharmacy.

007.04(E) PRESCRIPTION LABELS FOR MULTI-DRUG CONTAINERS. The licensee
may allow for the dispensing of more than one drug, device or biological in the same
container only when:

007.04(E)(i) Such container is prepackaged by the manufacturer, packager, or
distributor and shipped directly to the pharmacy in this manner; or

007.04(E)(ii)) The container does not accommodate greater than a 31-day supply of
compatible dosage units and is labeled so as to identify each drug or biological in the
container in addition to all information required by statues and requlations

007.04(F) CONTROLLED SUBSTANCE DISPENSING REQUIREMENT FOR
EMERGENCY SITUATIONS. For the purpose of authorizing an emergency oral
prescription of a controlled substance listed in Schedule |l of Neb. Rev. Stat. 828-405, the
term emergency situation means those situations in which the prescriber determines:

007.04(F)(i) That immediate administration of the controlled substance is necessary,
for proper treatment of the intended ultimate user; and

007.04(F)(ii) That no appropriate alternative treatment is available, including
administration of a drug which is not a controlled substance listed in Schedule Il; and

007.04(F)(iii) That it is not reasonably possible for the prescriber to provide a signed,
written prescription to be presented to the person dispensing the substance, prior to
dispensing in compliance with Neb. Rev. Stat. §28-414 (3).

007.05 DISASTER PREPAREDNESS AND MANAGEMENT. The licensee must establish
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
(tornado, flood, etc.) or other disasters, disease outbreaks, interruption of utility services, or
other similar situations. Such plans and procedures must address and delineate:

007.05(A) How the licensee of the pharmacy will provide for the storage of drugs, devices,
and biologicals at the proper temperature;

007.05(B) How the licensee of the pharmacy will provide for the disposal of drugs,
devices, and biologicals if the licensee determines their potency, efficacy, or safety has
been adversely affected:;

13
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007.05(C) How the licensee of the pharmacy will secure the drugs, devices, and
biologicals from the public; and

007.05(D) How the licensee of the pharmacy will maintain patient records and inventory
records.

008. PHYSICAL PLANT STANDARDS.

008.01 ACCESS BY PHARMACIST. The licensee must provide the pharmacist(s) access to
all equipment, facilities, and utilities appropriate for the accurate, efficient, and safe provision
of the clinical services available in that pharmacy.

008.02 CONDITIONS. The licensee must assure 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.

008.03 REFERENCE MATERIAL. The licensee must provide the pharmacist(s) access to all
reference material necessary for the accurate, efficient, and safe practice of pharmacy or any
specialty practice of pharmacy in the facility. These references must be up to date, in either
printed or electronic form, and available at all times while the pharmacist is practicing for that

pharmacy

14
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§1303.35

() If any person entitled to a hearing

\ b participate in a hearing pursuant
towaragraph (b of this ssction, fails to
file N requeat for a hearing or notlce of
appasy ra, oF If he =0 files and fails to
appear \at the hearing, he shall he
deemed ™y have walved his opportunity
for the heXing or to participate in the
hearing, unhegs he showa good cansa for
anch failure.

(o) If all pereNgs entitled to a hearing
or to participate a hearing walve or
are deemed to waNe thelr opportunity
for the hearing or iNparticipate in the
hearing, the AdminisWator may cancel
the hearing, if schedulN], and issue hia
final order pursnant to §G03.37 without
a hearine.

[36 FE 7786, Apr, 24, 1871, as arNgnded at 36
FR 18781, S=pt 21, 1871; 27 FR 1000, Aus, B,
1978 Radesignated at 33 FR 26600 \gept. 24,
1973]

5130335 Burden of proof.

ia) At ahy hearing regardinge the
termination or adjustment of an aggre
gate production guota, each interestad
person participating in the hearing
ghall have the burden of proving ay
propositions of fact or law asserted by
him in the hearing.

k) At any hearing regardle the
leanance, adjustment, suspyfeion, or
dendal of a procurement opfindividual
manufacturing guota, the/Adminlatra-
tlon shall have the burg#n of proving
that the requirementa/if thia part for
gnch issnance, adjuspfhent, suspension,
or denial are satisfjfl.

[3 FER 7786, Apr. € 1971, as amended at 37
FE 10430, Aug. 8 5. Redesignated at 38 FR
e, Hept. MM1078, as amended at 62 FR
13008, Mar, 24 A907]

T

5 130336/ Time and place of hearing.

{a) Yany applicant: or reglstrant re-
gquess a hearing on the issuance, ad-
Jugment. suspension, or denial of his

ocurement andior individual manu-
acturing guota purenant to §1303.24,
the Administrator shall hold such
hearing. Notlce of the hearing shall be
riven to the applicant or regsistrant of
the time and place at least 30 days
prior to the hearing, unless the appli-
cant or reglstrant walves such notice
and requesta the hearing be held at an
earlier time, in which case the Admin-
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latrator shall fix a date for such hear-
ing as early as reasonably posaible.

(b)) The hearlhe will commence at thea
place and time deslgnated in the notice
eiven pursunant to paragraph ia) of
section or in the notice of hearing p
lished in the FEDERAL REGIRTER ppfail-
ant to §1308.11(c) or §1303.13 (gf but
thereafter 1t may be moved $fF a dif-
ferent place and may be Jontinued
from day to day or recesagdf to a later
day withont notice othfr than an-
nouncement thereof byfthe presiding
officer at the hearing.

[3 FR 7788, Apr, M. Y, as amended at 37
FE 10830, Aung, 8. 197/ Redesignatad at 38 FR
26600, Bept, 34, 1678

§1303.37 Fin

Ap moon g practicable after the pre-
alding offfcer has certified the recopd
to the Administrator, the Adminia-
tratoyfahall issne his order on the de-
te nation or adjustment of the ag-
erglate production gquota or on the

Fuance, adinstment, suspension, or
denial of the procurement gquota or in-

ividual manunfacturing quota, as case

v be. The order shall include the
firNings of fact and conclusions of law

-

order.

upoIN which the order is based. The
order Waall epecify the date on which 1t
shall tANge effect. The Adminilstrator

shall serNe one copy of his order upon
each partyN\u the hearing.

[¥ FER 7786, AN, 24, 1971, as amesnded at 37
FE 10830, Ang. G\1#72. Rsadesignatsd at 38 FR
Q660 Bept, 34, 167N

PART 1304—MNeCORDS AND
REPORTS OF RRGISTRANTS

GENERAL INFORBNTION

Bec

13401 Bcops of part 1304

130402 Definitions

1304 03 Paersons required to keep rh\gords and
fils raporta

130404 Maintenancs of records an
tories

130407 FRecords of anthorized central\{ill
pharmaciss and retail pharmaciss

INVENTORY REQUIREMENTS
Inwven tory requirsments

N¥aI-

1304 11
CONTINUING RECORDS

1342 General requirements for continning
racords



Drug Enforcement Administration, Justice

INH.22 Becords for manafactursrs, distribu-
tors, dispensers, ressarchers, importsrs,
Nl sxporters

134 I\ Escords for chemical analysts

130424 \gecords for maintenance treatment
progiggms and detoxification treatment
PrograNs

130438 RecWds for
which co

treatmsnt  programs

Gound narcotics for treatment
programs aNgd other locations

134 26 Additicny recordlssping require-
ments applicaNe to drug products con-
taining gamma-Ngdroxybutyric acid

REPINTE

1304 31 Esports from maloafacturers import-
ing narcotic raw matsrig
1304 32 Eeports of manufac

are importing
coca leaves
1304 33 Eeports to ARCOS
AUTHORITY: 21 TT.8.0, 831, 887, N b, an8(e),

50, unlesa otherwise noted
GENERAL INFORMATION

3130401 Scope of part 1304,

Inventory and other records and re
porta required under section 307 or sec-
tlon 1003(d) of the Act (21 T.S.C. 827 and
058(d)) shall be in accordance with, and
contain the information required by
those pections and by the sections/f
this part.

[35 FE 7780, Apr, 34, 1671, Redseignapf
FR 26608, Bapt. 24, 1971]

& 130402

Any term contalned inghis part shall
have the definition set rth in section
102 of the Act (21 TA.C. 802} or part
1300 of this chapter.

[62 FE 13008, Mar. 34/1007]

& 130403
records

at 33

Definitions.

Perghns  required
d file reports.

(a) BEaclf registrant shall maintaln
the recgfls and inventories and shall
file Y reports required by this part,
[ohclat) ag exempted by this section.
Ang reglatrant who 1s authorized to
cgfaduct other activitiea without balng
agletered to conduct those activities,
elther pursuant to §1301.23(L) of thia
chapter or pursuant to §§1307.11-1307.15
of thie chapter., shall maintaln the
records and Inventories and shall file
the reports reguired by this part for
persons registered to conduct such ac-
tivitiea. This latter requirement ahould
not ba constrned as requiring atocls of

to  keep

£1304.03

controllad subetances belng used in
varlons activitles under one reglstra-
tion to be stored separately. nor that
separate records are required for each
activity. The intent of the Administra
tion 18 to permit the registrant to kefp
chie aet of records which are adaptafl by
the regletrant to account for contyfolled
siibstances naed in any activity Also,
the Administration does nofyfwish to
aciquire separate stocks offthe same
siibstance to be purchased and atored
for separate activitigfh Otherwiss,
there 12 no advantaggfealned by per-
mitting several ac tles under one
reglstration. Thus/when a researcher
matufactures aoontrolled itam, he
must keep a phcord of the guantity
matufacturadl when he distribntes a
guantity offhe item, he must use and
keep invoMes or order forms to doou-
ment thf transfer: when he importe a
siibatgfioa, he keeps as part of his
recopfla the documentation reguired of
anAmporter; and when esnbstances are
gfed in chemical analysis, he need not

cep a recond of this becanss such a
riNord would not be reguired of him
nnNr a reglatration to do chemical
anal¥Nlz. All of these records may be
mailntNned in one consolidated record
syetem \gImilarly, the ressarcher may
atore all N his controlled itemsa in one
place, and \yery two years take inven-
tory of all 1t\gns on hand, regardless of
whether the eNbetances were manufac-
tured by him, i\ported by him, or puar-
chased domesticaNy by him, of whether
the anbstances wil\be administered to
subjecta, distributedN\o other ressarch-
ara, or destroyed duridg chemical anal-
vala,

by A regletered indiNdual practi-
tloner is required to keepNrecords, as
described in §1304.04, of coniyollaed sub-
atances in Schedules IT, II1, N. and V
which are dispensad, other than\by pre-
seribing or administering in the Wawinl
coursa of professional practice,

{c) A registered individual praNi-
tloner is not required to keep reco
of controlled sulstances in Schedules
II. III, IV, and V which are prescribed
in the lawful course of professional
practice, unless suach substances are
prescribed in the course of mainte-
nance or detodflcation treatment of an
individual.
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(d} A registered individual practi-
tloner = not required to keep records
of controlled subatances lsated in
Nehednles IT, IIT, IV and V which are
aNninisterad in the lawful counrse of
professional practice unless the practi-
tlonay regularly engages in the die-
penainX or administaring of controllad
enbstanNes and charges patients, elther
saparatelNor together with charges for
other profégaional services, for sub-
stances so Ngpenead or administered.
Records are Ngguired to be kept for
controlled subs\ances adminlstered in
the courae of mN\ntenance or detox-
fleation treatment\d an individual.

{e) BEach registereN mid-level practi-
tloner shall maintaliNin a readily re-
trievable manter thosdocuments re-
guired by the state in\which heshe
practices which describe tB conditions
and extent of hisher anthdzdzation to
dispenes controlled substalges and
shall make such documents aNailable
for inspection and copving by MNthor-
ized employees of the AdminiatrdNdon.
Examples of such documentation \n-
clude protocols, practice guldelines N
practice agresments.

(f) Beglsterad persons using any con
trolled snbstances while condocti
preclinical ressarch, in teaching a
reglstered establishment which pAain-
tains records with respect to a snb-
gtances or condncting researcyfin con-
formity with an exemptigf grantad
under section 605(1) or 512 of the Fed-
eral Food, Drug, ahnd Cogfhetic Act (21
3.0 365010 or 360L01AL a reglstered
egtablishment which paintains records
in accordance with Mther of those sec-
tlone, are not regflred to keep records
if hesshe notifiegthe Administration of

the name. aglAress, and reglstration
number of thf eatablishment maintain-
ing such fecords. Thiz notification
ghall be #Aven at the time the person

applies for regietration or reregiatra-
tlon ghid shall be made in the form of
an Attachment to the application,
whch shall be filed with the applica-
fon.

(21 A distributing registrant who uti-
lizes a frelght forwarding facility shall
maintain records to reflect transfer of
controlled substances throngh the fa-
cility. Thess records muet contain the
date, time of transfer, number of car-
tons, crates, drumsa or other packages
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in which commercial containers of con-
trollad substances are shipped and au-
thorized signatures for sach transfer. A
distributing reglatrant may, as part of
the initial reguest to operate a frelght
forwarding facility, request permisslo
to atore records at a central locatiopf
Approval of the reguest to malntdin
central records would be implic/h in
the approval of the request to gferate
the facility. Otherwise, a regfliest to
maintain records at a centrgf location
must be submitted in acegflance with
§1304.04 of this part. Phess records
must be maintained for period of two
Vears.

[ FER 778, Apr. 24, JA71, as amsended at 35
FE 1873, SBept. 21, Jf1; &7 FR 1500, Aus, &,
1673, Bedssignate}fat 28 FR I6600, Sapt, 34,
1673, and amsn at o) FE 40023, Oct, 4, 1980
ol FR o320, Febf13, 1084, 51 FE 26104, July 21,

16, 08 FE 070, Juns 1, 1903, €3 FE 13008,
Mar, 34, 19597 60 FE. 44879, July 19, 3000]

130404 Maintenance of records and
ighentories.

) Except as provided in paragraphs
(fily and (a)i2) of thia sectlon, every
nventory and other records required to
be kept under this part must be kept
o the registrant and be avallable, for
az\least 2 vears from the date of such
inWNntory or records, for inspection
and \opyine by anthorized emplovees
of theN\vdministraticn.

(1} Fxgancial and shipping records
{euch as Nvoloes and packing slips at
not execuNed order forme subject to
§51305.17 anN 1305.27 of thie chapter)
may bea kepN\at a central location,
rather than at\he registered location,
if the registrantNhas notified the Ad-
miniatration of hN intention to keep
central records. W¥Ntten notification
must be submitted bhi\egletared or cer-
tiffed mall, return receWt regquested, in
triplicate, to the SpeNal Agent in
Charge of the Administrztion in the
area 1n which the regiatranNis located.
Unlesg the regilstrant is infNgmed by
the Speclal Agent in Charge Nat per-
mission to keep central recordN\is de-
miad, the reglatrant may maintaiN\cen-
tral records commencing 14 days aXter
recalpt of his notification by the =N-
clal Agent in Charge. All notification?
must include the followine:

(1) The nature of the records to be
kept centrally.
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{11y The ezact locatlon where the

acords will be kept.

{111y The name, address, DEA reg-
leNation numbsar and type of DEA reg-
letiytion of the registrant whose
recolNe are beihe maintalned centrally.

(iv) Yhether central records will be
malntaiNad in a manual, or computer
readable, Yorm.

(2) A reg\cered retall pharmacy that
Posaoases (tlonal registrations for
antomatad diffyensine syetems at long
tortn  care facNitles mav lkeep all
recorde required W this part for those
additional reglsterNd =ites at the retail
pharmacy or other aNproved central lo-
cation.

iy All registrants tBgt are author-
lzad to maintain a cdgtral record-
keeping syatermn shall be sWject to the
following conditicns:

(1) The records to be maliNagined at
the central record location aNgll not
include executad order forms, prNgorip-
tlons andior inventories which shilNl be
malntained at each registerad locat N,

(2) If the records are kept on micr)€
film, computer media or in any fy
requiring special esquipment to rghider
the records easily readabls, thé reg-
letrant shall provide access Ao such
equipment with the recordé. If any
code syetem Is used (other fhan pricing
information), a key to thyfcode shall be
provided to make the fecords under-
standable.

(2) The reglstrany/ agrecs to deliver
all or any part offeuch records to the
registared locatigh within two business
days upon recgfpt of a written request
from the ZAministration for such
racords, il if the Administration
chooses tyfdo ao in llen of reqguiring de-
livery gf such records to the registeraed
locatigh, to allow authorized employ-
eei A the Administration to inspect
sugh records at the central locatlion

fon request by auch employecs with-
ot a warrant of any kind.

(4) In the event that a registrant falla
to comply with these conditions, the
Hpecial Agent in Charge may cancel
ench central recordkeopine aunthoriza-
tlon, and all other central record-
keeping anthorizations held by the reg-
ietrant without a hearing or other pro-
cednres. In the event of a cancellation
of central recordlkeeping anthoriza-
tlons under this paragraph the reg-
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latrant shall, within the time specified
by the Special Agent in Charge, comply
with the reguirements of this sectic
that all records be kept at the pfe-
iaterad location.

() Reglstranta nead not notiy the
Bpecial Agent in Charge or objhln cen-
tral recordkesping approval J order to
maintain records on an hones com-
puter aystan.

(dy ARCOS participgdts who deslire
anthorization to repbrt from other
than thelr reglstegfl locations must
obtaln a separaff central reporting
identifier. Requght for central report-
ing identifierg/ will be submittad to:
ARCOS Unipf P.O. Box 28263, Central
Btation, WpAhineton, DC 20005,

(e) All gfontral recordiesping permits
previogfy issued by the Administra-
tlon efpired Septembar 30, 1950,

(fBEach regiaterad manunfacturer, dia-

utor, importer, exporter, narcotlc
floatment procram and componnder
for narcotle treatment program shall
maintain inventories and records of
controlled subetances as follows:

(1} Inventories and records of con-

olled substances listed in Schedules T
Mgl IT shall be malntained separatels
frd all of the records of the reg-
latrdNgt: and

(2 \aventories and records of con-
trolledN\gubstances lated in Schedules
0T, IV, &ad ¥V oshall be maintained ei-
ther separNtely from all other recopds
of the regleWant or in such form that
the informatNan required is readily re-
trievable from\the ordinary business
records of the reNstrant.

(g) Bach reglateNed individnal practi-
tioner required to Nep records and in-
stitutional practltiolNr shall maintain
inventories and recorNg of controlled
substances in the m prescribad in
paragraph if) of this sectidg.

{hy Each registerad ph acy shall
maintain the iInventories and\Yeconds of
controlled subetances as follo

(1i Inventories and records of Nl con-
trolled substances llsted in SchedWles I
and IT shall be maintained separaZely
from all other records of the pharm
and prescriptions for such substancel
shall be malntained in a separate pre-
seription file; and

{2y Imventories and records of con-
trolled substances lated in Schedules
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III, TV, and V shall be maintained ei-
ther separately from all other records
the pharmacy or in such form that

N information required ie readily re-

tridNable from  ordinary businesa
reco of the pharmacy, and prescrip-
tlons \or such substances shall be

malntaiNed elther in a separate pre-
acription Yle for controlled substancesa
listed in BNgedulss IIT. IV, and V only
o in euch N that they are readily
retrievable frov\g the other prescripticn
records of the P\ acy. Prescriptions
will be deamed reNdily retrievable if, at
the time they areNinitially filed, the
face of the prescripNen is stampad in
red ink in the lower Nght corher with
the letter " no less tNan 1 inch high
and filed elther it the pr\gcription file
tfor controlled substanceN liated 1n
Hehedules I and IT or in the\gsual con-
secutively mumbered prescriXion file
tfar hnon-controlled snbstances\ How-
aver, 1f a pharmacy employs atNADE
syatem  or other electronle reNgrd-
keeping aystem for prescriptions whigh
permits identification by prescriptiof
number and retrieval of original docu,
ments by prescriber’s name, patieni)
name, drog dispensed, and date f1P6d,
then the requirement to mark thgfhard
copy prescription with a red JC7 is
walved.

(Anthority: 31 T 2.C 821 and §
0,100

[3 FE 770, Apr, 24, 1971, A= amended at 36
FE 13338, July 21, 1971 sgignatsd at 38 FR
Ee0a, Hept, 3. 1973, apfll amendsd at 3 FR
groen, Oct, 2o, 1974, 43/FR 44386 July 1, 1980;
47 FR 41730, S=pt 1682 o1 FER 5320, Fsh, 18,
1886; 62 FE 1300 Mlar. 34, 1507, 70 FE 248,
May 13, 2003]

iby: 28 CFR

& 120405
tral f)
maghes.

(alfBvery retail pharmacy that uti-
lizgf the services of a central fill phar-
phor must Keep a record of all central
111 pharmacies, including name, ad-
dress and DEA number, that are an-
thorized to fill prescriptions on its be-
half. The retaill pharmacy must aleo
verify the reglstration for each central
fill pharmacy aunthorized to fill pre-
seriptions on ita behalf, These records
must be made avallable upon regueat
for inspaction by DEA.

fecords  of authorized cen-
pharmacies and retail phar-
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(b)) Every central fill pharmacy muat
keep a record of all retall pharmacies,
including name, address and DEA num-
ber, for which it is antherized to fill
prescriptions. The central fill phar,
macy muet also verify the regiastra

for all retail pharmacles for which J 1=
anthorized to fill prescriptions. aEe
records must be made avallab)f upon

request for inspection by DEA
[63 FE 27410, Juns 34, 3003]

INvENTORY REQUIGEMENTSE

F1304.11

(a) General requiyfments. Each inven-
tory shall contalyfa complete and acou-
rate record of controlled substances
ol hand on tMe date the inventory 1=
talen, and g#all be maintainad in writ-
ten, typeyfitten, or printed form at
the regiferad location. An inventory
taken Sy use of an oral recording de-
vice et be promptly transcribed.
Copfrollad substances shall be deemed
ty/be “‘on hand™ if they are in the poa-
feasion of or under the control of the
reglstrant, includine sulstancea re-
turned by a customer, ordered by a cus-

mer but not yet ihvoleed, stored in a
wh\tehounse on behalf of the reglatrant,
anN\gubstances in the possesalon of em-
plovNes of the resiatrant and intended
for didzgibntion as complimentary sam-
ples. AN\aoparate inventory shall hbe
made for\gach reglstered location and
each indeNndent activity reglstered.
except as pNgvided in paragraph (eid)
of this sectiot\ In the event controlled
substances in e poessession or nnder
the control of th\regiatrant are atored
at a location for \ghich he'she is not
reglstored, the sube eg shall be in-
cluded in the invenZ\ory of the res-
iaterad location to whiNa they are sub-
ject to control or to whigh the person
posaessing the substance iNreaponsible.
The inventory may be taledg elther as
of opendng of nelness or as oNthe close
of business on the inventory WNte ahd
it shall be Indicated on the invAgtory.

(b Mnisial inventory dafe. Every pN=on
required to Eeep records shall talt\an
inventory of all stocks of controllzd
substances on hand on the date he/shd
first engages in the manufacture, dia-
tribution, or dispensing of controlled
sibstances, In accordance with para-
graph (&) of this sectlon as applicable.

Inventory gfguirements.
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the event a person commences busai-
nNg with no controlled substances on
haiN, he/she shall record this fact as
the INtial inventory.

() INennial mventory dade. After the
initial Wogventory 1s taken. the reg-
istrant sNIl take a new inventory of
all stocks N controlled substances on
hand at leas\every two vears. The bi-
ennial ihventAy may be taken on any
date which 1s "™Wthin two vears of the
previous blennlal\nventory date.,

(1) Inventory dotNfor newly controlled
substances. On the Xfective date of a
rule by the AdministNtor pursnant to
B8 1308.45, 130846, or 180EN7 of this chap-
tor adding a subatance t\any achadule
of controlled substances \which snb-
stance was, Immediately pryr to that
date, not listed on any such Nehedule,
every leglstrant reguired 1IN keep
records who possesses that subNance
shall take an inventory of all etocXe of
the substance on hand. ThereaiNr,
such snbatance shall be included N
each inventory mads by the reglatrand
pursuant to paragraph () of this seg
tlon.

(e} Invenfories of monufacturers, fiis-
tributors, dispensers, researchers, Ploore-
ers, erporters and chemical ghlalyses.
Each person reglatered or gfAthorized
by §1201.13% or §51207.11-130/1%8 of this
chapter) to manufacturgf distributa,
dispense, lmport, expor), conduct re-
search or chemical apflyels with con-
trolled substances agd required to keep
records pursuant pb §1304.03 shall in-
clude in the invepfory the information
liated below.

(1) Imventoryfs of manufocturers. BEach
person regisfred or anthorized to man-
nfacture cghtrolled subatances shall in-
clude thyf following information in the
inventghv:

(1) ffor each controlled subetance in
bl form to be used in (or capable of

£ in) the manunfacture of the same or
fther controlled or non-controlled sub-
stances in finished form, the inventory
shall ineclude:

{4) The name of the substance and

(B) The total guantity of the sub-
stance to the nearest metric undt
welght conelstent with unit size.

{11} For sach controlled substance in
the process of manufacture on the in-
vantory date, the inventory shall in-
clude:
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{A4) The name of the substance;

(B} The guantity of the subatance in
each batch andior stage of manufac
ture, identifled by the batch number A
other appropriate ldentifyine mnigler:
anid

() The physical form which phe anlb-
atance la to take upon completion of
the manufacturing process e, sranu-
lations, tablets, capsules, Ar solutiona),
identified by the batgfi number or
other appropriate ideprtifyine number,
and if posaible the ffiished form of the
substance (e.g., 1Anillicram tablet or
10-milligram oopfcentration per fluid
cunce or millifter: and the number or
volume therghf.

(111} For ghch controlled snbstance in
finished Jrm the inventory shall in-
clude:

(A he name of the subatance;

(g Each finlshed form of the sub-
aifince (a.g., 10-milligram tablet or 10-

nillieram concentration per fluid
cunce or milliliter);

{C) The number of urdte or volume of
MAch finished form in each commercial
coNtalher (e.z., 100-tablet bottle or -
milNiter vial y; and

(Dy\Qhe number of commercial con-
talnere\f each such finished form (e.g.
four 100-Wablet bottlea or elx S3-milli-
i ter vials)

iiv) For Nch controlled subetance
not ineluded 1IN paragraphs (ei(1 (1, (11)
or (111} of this\ection (e.g., damaged,
defective o impNee substances awalt-
ing disposal. subai\nces held for gqual-
ity control purposNg, of substances
maintained for o xtam poranacs
componndinegs) the inNgntories shall
include:

(4) The name of the subaMNnee;

(B} The total guantity o\ the snb-
stance to the nearest mei\lc it
welght or the total number of Waita of
finished form; and

iC) The reason for the subat)
beine maintained by the registrant
whether such subatance is capable o
nee in the manufacture of any coh-
trolled snbstance in finished form.

(3) Mmuvenfories of distributors. Ezcept
for reverse distributors covered by
paragraph (ei(3) of this section, sach

L]

N
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gerson regletered or anthorized to dis-

bute controllad subetances shall in-
cliNe 1n the inventory the same infor-
matNn required of manufacturers pur-
gnant\po paragraphe (e)d1)iil) and (iv)
of this Nction.

(3) InuMgtories of dispensers, research-
ers, and reWNrse distribufors. Each person
registerad & aunthorized to diapense,
conduct resedch, or act as a reverse
distributor wit controlled substances
ghall include in e inventory the same
information requiNd of mannfacturera
parsuant to parastypehs (e liiil) and
{iv) of thie sectlon. INdetermining the
number of nnits of eadg filnished form
of a controlled substancAdn a commer-
clal contalner which has Qeen opened,
the dispenser, ressarcher, \or revarse
distributor shall do as follows

(1) If the substance iz lieted 1% Schad-
ule I or II, make an exact cNnt or
measura of the contents, or

{11y If the substance iz listed\in
Bchednle III, IV or V, make an esN-
mated count or measure of the comn
tenta, unlesa the container holds more
than 1,000 tablets or capsules in which
case he'she must malke an exact coun
of the contents.

(4) nventories of importers and erghre-
ere. Bach person reglstered or agfhor-
izad to import or export controlld sulb-
stances shall include in the Aventory
the same Information regquipfl of man-
nfacturers pursunant to /paragraphs
(&1} (111 and (1v) of thigection. Each
guch peraocn who 1s alagfregistared as o
manufacturer or as gfllatributor shall
ineclude in hisher rentory as an lm-
porter or exportepfonly those stocks of
controlled subetfncees that are actually
separated frogf his atocks as a mann-
facturer or As a distributor (e.z.. in
transit or Yl storage for shipment).

(5) Imyfntories of chemical analysts.
BEach pgfaon reglsterad or anthorized to
condgft chemical analysis with con-
trolfd snbstances shall include in hia
igfentory the same information re-
fuired of manufacturera pursnant to
paragraphe (ei(l) (11} and (1v) of this
sactlon as to substances which have
been manufactured. imported, or re-
celved by such person. If lesa than 1
kilogram of any controlled substance
{other than a hallucinorenic controllad
snbetance liated in Schedule I, or lesa
than 20 grame of a hallucinogenic sub-
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atance listed in Schedule I (other than
lyaergle acld dethylamide), or less
than 0.5 gram of lyeerglce acid
dlethvlamide, 1 on hand at the time of
inventory. that substance need not be
included in the inventory. Laborator

of the Administration may possessfup
to 160 grame of any hallnclnogenigfanb-
atance in Schedule T without rgfard to
a nead for an inventory of tfose snb-
atances. No inventory le phouired of
known or suepected copfrollad sub-
atances recelved as evigbntiary mate-
riale for analvais.

[62 FE 13808, Mar, 34,
FE 41233, July 11, 300)

FiT. as amendsd at 63

ConTgfuING RECORDS

1321 Gfneral  requirements  for

contingfing records.

{a) Eyfry registrant required to keep
recorgh parsunant to §1304.03 shall main-
taly/on a current baslas a complate ard
agfurata record of each such substance

flannfactured, imported, recelved,
pld. delivered, exported. or otherwise
dNposed of by him/er, except that no
regNtrant shall be required to main-
tain Nperpetnal inventory.

(b)) =Nparate records shall be maln-
talned DY a reglstrant for each reg-
ietered loNgtion except as provided in
§1304.04 (aN\ In the event controlled
aibstances a€\e in the posseasion or
nnder the coniXel of a reglstrant at a
location for whiNu he ia not reglsterad,
the sulatances shl be included in the
records of the regNtersed location to
which they are subjeN to control or to
which the person posdesing the snb-
atance 1= reaponaibla,

() SBeparate recomds shN1 be maln-
talned by a reglstrant forNgach inde-
pendent activity for which \ge/she 1=
reglastared, except as proviNed in
§1304.2201).

(d) In recording dates of recelpt\im-
portation, distribution, exportationNor
other transfers, the date on which tIN
controlled substances are actually re-
celved, imported, distributed, exported,
or otherwiss transferred shall be nsed
as the date of recelpt or distribution of
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¢ documenta of transfer (e, in-
volNs or packing alips).

[36 FRENJ7T9Z, Apr. 24, 1971, as amended at 36
FE 133e\July 21, 1971, R=desiznatsl at 33 FR
ZRE0D, He 4, 1972, as amended at 62 FR
13980, Mar, N 1967]

51304.22 Redgrds for manufacturers
distributo dispensers, research-
ers, ImporteXs and exporters.

Each paraocn reNatered or authorized

(by §1301.130e) or \g§1307.11-1307.13 of
this chapter) to Nanufacturs, dia-
tribute, dispense, Rort, exXport or

condnct research with \ontrolled sub-
stances shall maintain reNgrda with the
information lated balow.

(a) Records for manufoctiNers. Each
person reglatered or anthorlzeN bo man-
ufacture controlled substancel shall
malntaln records with the followNe in-
formation:

(1) For each controlled substance
bulk form to be usad in, or capable
uge in, or belhg used in, the manufac-
ture of the same or other controlled or
noncontrolled subetances in finished
form,

(1) The name of the subatance;

(11} The guantity manufactured
alk form by the registrant, incladi
the date, gquantity and batch or oyfier
identifying number of each batchfnan-
ufactured;

{111y The guantity
other persons, including
gquantity of each receipt
address, and recistratio
ather person from whopt
was recelved;

{ivi The guantity’ imported drectly
by the registrantfunder a registration
az an importerifor nse in manufacturs
by hinvher, igfluding the date, guan-
tity. and igfort permit or declaration
number foyfeach importation:

(Vi TheMuantity used to manufacture
the sapfle sulbstance in findshed form,
inclyfing:

{ff The date and batch or other 1den-

Jine namber of each manufacture:

(B) The guantity used in the manna-
facture;

() The finished form (e.g.. 10-milli-
graim  tablets or 10-millisram con-
centration per fluld ounce or milli-
liter);

D) The number of unite of finished
form manufactured;

receighl from

f date and
umber of the
the aubstance
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(E) The gquantity used in quality con-
trol:

(F) The guantity lost during manna-
facturing and the caunses therefore, 1if
known;

{(x) The total guantity of the sub.
stance contained in the finished form,

(H) The theoretical and actual yighlea:
and

(I} Buch other information as s nec-

opaary to acconnt for all opftrolled
substances used in the m facturing

procasa;

{vl) The guantity use
tare other controlle
trolled substances, igfluding the name
of each substance anufactured and
the information gfunired in paragraph
{a)1)(v) of this gfttion;

(wil) The gqugdrity dietribnted in bulk

o mannfac-
and noncon-

form to othfr persons, including the
date and cggfantity of each distribution
and the pfAme, address, and regietration

numbepfof each person to whom a dis-
tribujpfon was made;

(1) The quantity exported directly

fthe reglstrant (nnder a reglstration

an exporter), ilncluding the date,
quaRtity, and export permit or declara-
tion Namber of each exportation;

(iz) Nhe gquantity distributed or dis-
posad oNIn any other manner by the
registran®Ne.g., by distribution of com-
plimentary\amplea or by destruction),
including th\ date and manner of dis-
trivution or Nsposal, the name, ad-
dresa, and regiNgation namber of the
person to whoni\listributed, and the
quantity distributeN or dsposed; and

(Z) The originals N all written cer-
tiflcations of avallaNe procurerment
gquotas subndtted by oler persons (as
required by §1303.12f) oNthis chapter)
relating to each order rguiring the
distribution of a basle cla of con-
trolled substance listed in SNaedule I
ot IL.

{2y For each controlled sulbatal
finished form,

(1) The name of the substance;
(11} Bach finlshed form (e.z., 10-mil
gram tablet or 10-milligram concentra-
tion per fluld ounce or milliliter) and
the number of nnlts or volume of fin-
ished form in each commercial con-
talner {e.g., 100-tablat bottle or 3-milli-

liter vialj;

{111}y The number of containers of
each such commmercial findshed form

e In
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Nanufactured from bulk form by the
reNstrant, including the information
reqiNIed  pursunant  fo paragraph
(21N of this section:

(iv) Ne number of units of finlehed
forms azd'or commercial containeras
acquired m other persons, including
the date of YWnd number of units and'or
commercial Apntalners in each acqunisd-
tlon to inveniNey and the name, ad-
dress, and reglaWatlon namber of the
person from who the units were ac-
cuired;

(v) The number oNunita of finlshed
forms andor commeNlal containara
imported directly by th\person (under
a registration or anthoridaticn to im-
port), including the date &, the num-
ber of units andior commazclal con-
tainers in, and the import p it or
declaration number for, each 1INporta-
tlon;

(v1) The number of unita and/or Ngm-
mercial containers manufactured gy
the reglstrant from unite in finishe
form received from others or lmported,
including:

(&) The date and bateh or other 1dy
tifying number of each manufactn

(B) The operation performed is
packaging or relabeling);

() The number of nnits finished
form unsed 1n the manunffiture, the
number manunfactured agf the mamber
lost during mannfactyhe, with the
canses for such losses M known: and

(D Buch other inffmation as is nee-
eppary to accounyf for all controlled
snbstances used the manufacturing
process;

(vil) The n
tainers diat

P, I'e-

fnber of commerclal con-
ated to other persons, in-
cluding thf date of and number of coni-
tainers aach reduction from inven-
tory, ghad the name, address, and reg-
letrgflon number of the person to
w the contalners were dlstributed;
(#lil) The number of commercial con-
alners exported directly by the reg-
letrant (under a registration as an ex-
portar), includine the date, number of
containera and export permit or dec-
laration number for each exportation;
anid

(1x) The number of nnits of finlshead
forms andior commercial contalnera
distributed or disposed of in any other
manner by the reclatrant (e.g., by dia-
tribution of complimentary samplea or

p
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by destruction), including the date and
manner of distribution or disposal, the
name, address, and registration nn
ber of the person to whom dstributgfl,
and the guantity in finished form Ais-
tributed or disposad.

by Records for distributors. Egfept as
rrovided in paragraph (e) ofAhls sec-
tion, each person registeredfr anthor-
ized to distribute controllgll substances
shall malntain records gith the same
information reguired manufacturers
pursuant to paragrghhs (ad2ii), (i1,
(1w, (v, (vil), (viilhnd (1x) of this sec-
tlon.

(o) Records forfMlispensers and research-
orz. Each pergfn reglstered or aunthor-
ized to dapfnse or condoct ressarch
with contyflled snbatances shall main-
tain recghls with the same information
ragquirgd of manunfacturers pursnant to
paragfaph (a)(2)(1), (11), (1v), (vil), and
(1zYAf this section. In addition, records
alfill be maintained of the number of

nits or volume of such findshed form
diepenaad, including the name and ad-
dress of the person to whom 1t was dis-
iNbsed, the date of dlspensing, the
nidgber of unita or volume dispensed,
and\ghe written or typewrlttan name or

imtl of the Individual who dispensad
of admNuistered the substance on be-
half of tNe dispenser. In addition to the

requiremeNts of this paragsraph, practi-
tloners diN\pensing gamma-hydroxy-
atrric acld Woader a prescription must
also comply wiNh § 1304.26.

(dy Records for\noorters and exporters
Each person regisNred or anthorized to
import or export cdxgtrolled substances
shall malntain recor with the same
information reguired &N manufacturers
pursnant to paragraphaN(ai2 (15, (1w,
{v) and (vil) of this sectioN In addition,
the gquantity disposed of I\ any other
manner by the regietrant (ez\ept quan-
titles used in manufacturine N an im-
porter under a regietration as MNmanu-
facturer), which guantities are to\e re-
corded pursuant to paragraphs Ni(1)
(1v) and (v) of this sectlon: and Wue
quantity {or number of nnits or volumn
in fimlshed form) exported, including
the date, quantity (or number of nnits
or volume), and the export permit or
declaration number for each exzpor-
tation, but excluding all guantities
{and number of unnite and wvolumes)
manufactured by an exporter under a
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crletration as a manufacturer, which
guNntities {and numbers of unite and
voliNoes) are to be recorded pursuant
to paasraphs (a) izl or (a2l
of thiaWection.

() RXords for reverse distributors
Each perdpn reglatered to distribuate
controlled Nbetances as a reverse dis-
tributor sha¥N maintain records with
the following Normation for each con-
trolled enbstancy

(1) For each coNtrolled subatance in
bulk form the folloNdne:

(1) The name of tNe controlled sub-
atance.

{11y The total gqunanti\g of the con-
trolled substance to the Narest metric
unit weleht conslatent with\unit size.

(111} The guantity receled from
ather persons, including the Nate and
guantity of each recelipt and th\name,

address, and recletration numberN\t the
other person from whom the contrNled
snbatance was received.

(ivy The gquantlity returned to tIN
orlginal manufacturer of the controlla
snbstance or the mannfacturer's agent,
including the date of and gquantity
each distribution and the name, Ai-
dress and registration number off the
manufactarer or manufacturer gfagent
to whom the controlled sulstgfice waa
distributed.

(v) The guantity disposgd of includ-
ing the date and m of disposal
and the signatures of Jvo responsible
employess of the regfitrant who wit-
nesgad the dispozal.

(2} For each cogfrolled subatance in
finlshed form thgftollowing:

(1) The name A1 the subatance.

(11} Each fifished form (2.g., 10-milli-
gram tablayfor 10-millisram concentra-
tlon per Jnid ounce or milliliter) and
the ber of units or volume of fin-
ished Aorm in each commercial con-
talighl ie.g., 100-tablet bottle or 3-milli-
1 viali.

1111} The namber of commercial con-
talners of each euch finished form re-
celved from other persons, ncluding
the date of and number of contalners in
each recelpt and the name, address,
and reglstration number of the person
from whom the containers were re-
calvad.

(1v) The number of commercial con-
talners of each such finished form dia-
tribnted back to the original manunfaec-
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turer of the substance or the manufac-
turer's agent, including the date of and
number of containers in each datribu-
tion and the name, address, and reg
istration number of the manufact
o manufacturer’s agent to wholg/the
contalners were distributed.

(v) The number of unita or vylume of
finished forms and'or commegfelal con-
talners disposed of inclu the date

- -_iuaut.it}' of
AMed form dis-

and manner of dsposal,
the subatance in fin
posad, and the signgfures of two re-
aponsible employvesyf of the reglstrant
who witnessed theflisposal.

[62 FE 12060, 24, 1067, as armendsd at 63
FE 41229, July Y/ 2002; 70 FER 203, Jan, 4, 3005]

5 130423 ecords for chemical ana-
lvsts
{a) Bfch peraon reglstered or author-

ized fby §1301.3% 1) of this chapter) to
copfluct chemical analvele with oon-

lled  subatances shall malntain
soords with the following information
(to the extent known and reasonably
Ncertalnable by him) for each oon-
trNled enbstance:

{INThe name of the snlstance;
(3) Qhe form or forme in which the
substalNge 18 recelved, imported, or

mannfac\ared by the reglstrant (e.s..
powder, etyamlation, tablet, capsule, or
aolution) the concentration of the
substance in\such form ie.g., C.P.,
1.5.P., NLF., 1Nnilligram tablet or 10-
milligram conc\atration per milli-
litery;

(3) The total numNer of the forme re-
celved, imported or nNnufactured (e.e..
100 tableta, thirty 1-mNliliter vials, or
10 prama of powder), ineNding the date
and gquantity of each receZ\pt, importa-
tlon, or manufactore and thy name, ad-
dress, and reglstration nambdN, if any.
of the peracn from whom the sWetanoe
was recelved;

(4} The guantity distributad\ ex-
ported, or destroyed In any manneiNoy
the reglatrant (except gquantitics naNl
in chemical analyels or other labora
tory work), including the date and
manner of distribution, exportation, or
destruction, and the name, address,
and reglstration number, Iif any, of
aach person to whom the subatancs was
distribnted or exported.
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() Records of controlled snbstances
nead in chemical analysis or other lab-
Natory work are not required.

N Records relating to known or sna-
pecNd controlled enbstances recelved
ag evNentiary material for analvela are

not reNaired under paragraph (a) of
this sactN1.
[3 FE 7703 \pr. M, 1971, as amendesd at 36

FER 1336, July\2l, 1971; 36 FE 18733, Sapt 21,
1871, Radesignald at 233 FRE 28604, Sept. 24,
1873, and further Ndesignated at 62 FR 13061,
Mar, 24, 1957]

71304.24 Records
treatment progra
tion treatment pro

or maintenance
s and detoxifica-
EITLS.

{a) Each person registdgd or author-
imad (by §1301.22 of thia\chapter) to
malintain andior detoxify \controlled
snbstance users ln a narcoNc treat-
ment program shall malntain\gecords
with the followihe information fO each
narcotic controlled substance:

1y Name of snbatance;

(2) Btrength of subatance;

(3) Dosage form;

(4) Date dispensed;

(51 Adequate ldentification of gy
{consumear):

() Amonnt conenmeid;

(7) Amonnt and deosage
home by patient: and

(8) Dispenser's initialsg

(b)) The records requjfed by paracraph
{a) of this section wi¥l be maintained in
a dispen=ing log f the narcotic treat-
ment prograin e and will be main-
talned in ocopfipliance with §1304.22
without refepfhnice to §1304.03,

() All apfes which compound a bull
narcotic golution from bulk narcotic
powder Ao liguld for on-site use must
keep A separate batch record of the
corgfonnding.

fl) Fecords of ldentity, diagnosis,
frognosls, or treatment of any patienta
which are malntained in connection
with the performance of a narcotic
treatment program shall be conflden-
tlal, except that such records may be
discloged for purposes and under the
clrenmstances authorized by part 310
and 42 CFR part 2.

[30 FE 3mdén, Oct. 25, 1974, Redesignatsd and
amended at 63 FR 13061, Mar, 34, 1507])

ent

rm talken
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5130425 Records for treatment pro-
grams which compound narcotics
for treatment programs and other
locations.

Each person registered or anthorighd
by §1301.22 of thia chapter to compyfund

narcotle drogs for off-site use in nar-
cotle treatment program shajl main-
tain records which includgf the fol-
lowing information for e narcotic

drug:

{a) For each narcoticgontrolled sub-
stance in bulle form Y6 be used in, or
capable of nae in, ogMelng used in, the
compounding of thf same or othar non-
controlled snbatghices in finished form:

(1) The name At the snbetance;

(2) The gquaftity componnded in bulk
form by thyf registrant. lncluding the
date, quaphity and batch or other iden-
tifring finmber of each batch com-
poun

(3] e quantity received from other
peyfons, including the date and gunan-

¥ of sach receipt and the name, ad-

wee and reglstration number of the
other person from whom the subatance
was racelved;

(4) The quantity lmported directly by
Nue reglatrant (under a reglatration as
aiNlmporter) for use in compounding by
i including the date, guantity and
impoNe permit or declaration nunmber
of eacNlmportation;

(57 Thy gquantity nesed to compound
the sameNgubstance in finished form,
inclnding:

(1) The dath\and batch or other iden-
tifving nambeNof each compounding;

{11y The gu t¥ nsed in the com-
pound;

{111y The finishedWorm (e.g.. 10-milli-
eram tablete or Y-milligram oon-
centration per fluld oXgce or milliliter;

(1v) The number of uNdts of finlshed
form componnded;

(v) The guantity used in\gnality con-

trol:

(vly The quantity los during
componnding and the canses tIiNrefore,
if kmown:

{vil) The total guantity of theN\gub-
stance contalned in the finished fo
{will) The thecretical and actund
wlelds; and

(1z) Buch other information as 1s nec-
epgary to account for all controlled
siibstances used in the componnding
procass;

\:
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(&) The gquantity need to manunfacture

ther controlled and non-controlled
eNpstances: inclnding the name of each
sniNtance manufactured and the infor-
matiNn reguired in paragraph {aj5) of
this sdgtion;

7y TIN quantity distribtmted in bullk
form to el programs, lncluding the
date and ggantity of each distribution
and the nanl, address and registration
number of eacy program to whom a dis-
tribution was nNde:

(8) The guanti t\ exported directly by
the reglstrant (nnMr a reglstration as
an exporter), lncludNg the date, guan-
tity. and export pernNt or declaration
number of each exploraNon; and

(9 The quantity dispiNed of by de-
struction, inecluding the Wason, date
and manner of destructlon\All other
deatruction of narcotic contrNled sub-
stances will comply with § 1307

(b For each narcotic contralld
stance in finished form:

(1) The name of the sulatance;

(2) Bach finlshed form (e.z.. 10-mill}
gram tablet or 10 milllgram concent
tlon per fluld ounce or milliliter) d
the mumber of unita or volume g€ fin-
lghed form in each commercydl con-
tainer (e.g., 100-tablet bottle g 3-milli-
liter vial);

{3} The number of contgfhera of each
sunch commercial finishfd form com-
ponnded from bulk fgfm by the reg-
ietrant. including t information re-
gquired pursnant tgfparagraph {ajs) of
this saction;

{4y The numpbr of units of finished
formas and'or gOommerclal contalnera re-
celved froryf other persons, including
the date gf and number of units and'or
commerglal containers in each receipt
and thf name, address and registration
nunyer of the person from whom the
unyles were recelved;

151 The number of units of finished
orms andior commercial containera
imported directly by the person (under
a reglstration or anthorization to im-
porti, includine the date of, the num-
ber of units andior commerclial con-
talners in, and the import permnit or
declaration number for, each importa-
tlon;

() The number of units and'or com-
mercial containera compoundad by the
reglstrant from units in finlshed form

anb-

g,

6
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recelved from others or lmpeorted, in-
cluding:

(1) The date and batch or other idey
tifring number of each compounding

{11) The operation performed (e.gf re-
packagine or relabeling:

(111} The number of units ofAlnished
form usad in the compound Ahe num-
ber compounded and the phimber loast
during compoundine, wipgh the causes
for such losses, If knowpf and

(1¥) Buch other infopyfnation as 1s nec-
egaary to acconnt Aor all controlled
aibstances used A the compounding
proceasa;

(7) The numpfr of containers diatrib-

uted to othgf programs, including the
data, the yfmber of containera in each
distributyfn, and the name, addresa and

reglstrgflon number of the program to
who he containers were distributed:
(8 The number of commercial con-

ers exported directly by the reg-
trant (under a reglstration as an ex-
porter), including the date, number of
contalners and ezport permit or dec-
laration number for each exportation:
arl

(4} The number of unite of finished
foNns and'or commercial contalners
desNoyed in any manner by the reg-

i

ietraNb. including the reason, the date
and wNaner of destruction. All other
destructiN\on of narcotic controlled anb-

atances wNI comply with § 1307 .23,

[2 FER 7080, INgt, 25, 19074, Redseignated at 63
FE 13961, Mar 1897]

§1304.26 Addita
quirements af
ucts  containi
butyric acid.

In addition to the Mégordkeeping re-
gquirements for dispenseN and ressarch-
era provided in §1304.22 \practitioners
dispensinge gamma-hydrozyzatsric acid
that iz manufactured or disWibuted in
accordance with an applicatiza under
section 506 of the Federal Food\ Drug,
and Cosmetic Act must malntaly and

malke avallable for inspection il

copring by the Attorner General, alNof

the following information for each prd
seription:

(a) Name of the prescribing practi-
tioner.

(b Prescribing practiticner’s Federal
and State reglstration numbers, with

1al recordkeeping re-
licable to drug prod-
gamma-hyvdroxy-
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the explration dates of these reglstra-
Nons.

N | Verlfication that the prescribing
praNitioner possesses the appropriate
regisWation to prescribe this con-
trollecdNgnbstance.

() PaNent's name and address.

(e) PatZnt's insurance provider, 1if
available.

[70 FE 268, Jan \ 3005]

INEFPORTE

3130431 Reports m manufacturers
importing narcotg raw material.

(a) Every manufacNrer which im-
porta or manufacturesN\from harcotic
raw material (oplum, popWy atraw, and
cohcentrate of poppy strawy shall sulb-
mit information which accozts for the
importation and for all manuNacturing
operations performed between INporta-
tlon and the production in bulk W fin-
iehed marketable products, stan®ard-
izad in accordance with the T8, PIN
macopela, Natlional Formulary or othdg
recognizad medical standards. Raporta
ghall be slgned by the anthorized offi-
clal and submitted guarterly on com-
pany letterhead to the Drug Enforee
ment Administration, Drag and Che
ical Evaluation Bection, Washingion,

D.C. 30537, on or before the 15th ghy of
the month immediately followfhe the
period for which 1t is snbmittell.

b The following informgfion shall

be anbmi tted for each typf of narcotic
raw material (quantitiegfare axpressad
as grame of anhydrons orphine alka-
lodd):

(1) Beginning invglitory:

(2) Gains on revwMlehing:

(3) Importe;

i4) Other regflpta;

(5) Quantigf put into procesa;

i6) Losagfon rewelghine;

(7) Othyf dispositions and

i8) Epfling inventory.

e Ahe following information shall
e gAbmitted for each narcotic raw ma-

gflal derivative inecluding morphine,

odeine, thebaline, orFoodons,
hrdrocodons, medicinal oplum, manu-
facturing oplum. crude alkalolds and
other derivatives (guantities are ex-
pressed as grams of anhydrons base or
anhydrous morphine alkalold for man-
ufacturing oplum  and medicinal
aplum):
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(1) Beginning inventory:

(3} Gaine on rewalshing:

(3) Quantity extracted from narcotic
raw matarial;

(4) Quantity produced manufactored’
aynthesized;

(6) Quantity acld;

(6) Quantity returned to convepflon
procesaes for reworlking;

(71 Quantity nsad for converas

(8) Quantity placed in procgfs;

(0 Other diepoaitions;

(103 Liogses on rewelghip#

{11y Ending inventory,

(d) The following pMformation shall
be enbmitted for igfAportation of each
narcotic raw matgflal:

(1) Import peryhit namber;

{2y Date spfpment arrived at the
United Statyh port of entry:

(3 Actugh quantity shipped;

(4) Asghv (percent) of morphine, co-
deine ghd thebaine and

(G nantity shipped, expressed aa an-
hpfrons morphine alkaloid.

te) Upon importation of crude oplum.
Nemples will be selected and aseays

Nle by the importing manufacturer
in a manner and according to the
methWd specified in the U.S. Pharma-
copoelN Where filnal assay data s not
determilNgd at the time of rendering re-
port, the Yeport shall be made on the
basls of theN\gest data available, subject
to adjuatmeng. and the necossary ad-
juating entrieNshall be made on the
next report.

(f) Where factoNy procedure is such
that partial withdr\wals of oplum are
made from individunaNgentainers, there
shall be attached to Xeh contalher a
atocl record card on ich ehall be
kept a complete record \gf all with-
drawals therefrom.

(g) All in-process inventorNs shonld
be expressed in terme of end-Noducts
and not precursors. Onee precurs\y Ma-
terial has been changed or placed\nto
process for the manufacture of a apNel-
fled end-praduct, it must no longar
accounted for as precursor  atoc
avallable for conversion or uss, but
rather as end-product in-process inven-
tories,

[62 PR 13661, Mar, 34, 1067]

and

\

o
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1304.92 Reports of manufacturers im-

porting coca leaves.

(o Every manufacturer importing or
manNacturing from raw coca leavea
eshall ANgbmit information accounting
for the Yoportation and for all manu-
facturing \operatione performed be-
tween the Woportation and the manu-
facture of INlk or finished produocta
standardized N accordance with TS,
Pharmacopoela N\ MNational Formmlary,
or other recognlizd standards. The re-
porta shall be subNitted guarterly on
company letterhead\to the Drue En-
forcement AdministrNelon, Drng and
Chemical Ewvaluatlon Wection, Waah-
ington, D 20537, on or INdore the 15th
day of the month ImmSNiately fol-
lowing the period for whicINit 18 sulb-
mittad.

() The following informatidNg shall
be submitted for raw coca leafNeogo-
nine, scronine for converalon or\fur-
ther manunfacture, benzoylecgondge,
manufacturing coca extracts (liat £
tinctures and extracta; and others sep-
arataly), other crude alkalolda
other derlvatives (guantities shounld/fe
reported as grams of actual guagfity
involved and the cocaine alkaloyl con-
tent or equivalency):

(1) Beginning inventory:

(2) Importa;

(3) Galne on rewelghing,

(4) guantity purchased

(5) guantity producad;

(6} Other recelpta;

(7) Quantity retiyhed to processes for

reworlking:

(8) Material peed in purification for
aale;

(%) Mate nead for manufacture or
productiog

(10} Ligfses on rewelghing;

(11} Waterial usead for converalon:

(1Z/0ther diepositions and

() Ending inventory.

(c) The following information shall
Go snbmitted for importation of coca
leaves:

(1) Import permit number;

(2) Date the shipment arrived at the
United Statea port of entry;

(3} Actual quantity shipped;

(4) Apsay (percent) of cocalne alka-
loid and

(5) Total cocalne alkalold content.

(1) Upon importation of coca leaves,
samples will be selected and assays
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made by the importine manufacturer
in accordance with recognized chem-
ical procedures. These assaye shal
form the basls of accounting for sugh
coca leaves, which shall be acconpfed
for in terms of thelr cocalne allpfhloid
content or eguivalency or thelf total
anhydrous  coca alkaleld Aontent.
Where final assay data Iz Aot deter-
mined at the time of sulpfilsaion, the
report ahall be made on tMe basls of the
best data avallable, sgfiect to adjuat-
ment, and the neceesdry adjnsting en-
tries shall be madedn the next report.

(&) Where factogfr procedure ia such
that partial withidrawale of medicinal
coca leaves apf made from individual
containera, ffere shall be attached to
the contalyfer a stock record card on
which shgll be kept a complete record
of withlawals therefrom.

(fi #l in-process inventories shonld
be gfpressed in tertne of end-products
ap/ not precursore. Once precursor Ia-

frial has been changed or placed into
process for the mannfacture of a apecl-
fled end-product, it must no longer ba
acconnted for as  precursor atoclos
ANallable for converslon or use, buat
raNwer as end-product in-process inven-
LOTING.

[62 FE W62, Mar, 24, 1697]

130433\ Reports to ARCOS.

(a) RepoNg generally. All reports re-
gquired by tNls section shall be filed
with the ARINS Unit, PO 28203, Cen-
tral Station, Wyehinston, DC 20005 on
DEA Form 333, oot media which con-
tains the data reqNired by DEA Form
233 and which ila Weceptable to the
ARCOR TUndt.

(b)) Freguency of repoNgs. Acoulsition’
Distribntion transactioiNreports shall
be filed every guarter nd§ later than

the 15th day of the monthN\gnccesding
the guarter for which it ia Nbmitted:
except that a reglstrant may \e given
permission to file more frequeniNy (bat
not more frequently than monthlWN de-
pending on the number of transactNns
being reported each time by that
ietrant. Inventories shall provide dat)
oh the atocls of each reported con-
trolled substance on hand as of the
cloge of business on December 31 of
each vear, indicating whether the sub-
atance 12 1n atorage or Iin procesg of
mannfacturing. These reports shall be
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led not later than Janumary 15 of the
tNlowing year. Manufacturing trans-
acWNon reports shall be filed annnally
for Ngch calendar year not later than
Janudw 15 of the following year, ex-
capt tING a reglatrant may be given
permissiNa to file more frequently (but
not more Nequently than quartarly ).

() PersonN reporéing. For controllad
snbatances 1nNSchedules I, II, narcotic
controlled snbXances in SBchednls ITL
and gamma-hydNzrbutyric acld drg
product controlNd  substances  in
Hehedunle ITT, each Werson wheo ls reg-
laetered to mannfactude in bulk or dos-
age form, or to packNge, repackage,
label or relabal, and eac\person who ia
registered to distribnte, iNglnding each
person who 1s reglsterad toReverse dis-
tribute, shall report acquNltion'dis-
tribution transactions. In adXtlon to
reporting acquisition/distrNonticn
transactions, each person who iNreg-
latered to manufacture controlled Nab-
stances in bulk or dosage form shall
port manufacturing transactions o
controlled substances In Schedules
and II, each narcotic controlled su
stance listed in Schedules III, IV, ghd
V., gamma-hydroxybutyrie acld Arng
product controlled subatancg in
Schedule IIT, and on each psyglotroplo
controlled substance listed Bched-
ulea III and IV as 1dentifpfd in para-
graph (d) of this section.

(1) Substances covergg (1) Manufac-
taring and acquigftion/distribnticn
transaction reports/hall include data
ofn each controlled snbetance listed in
Schedules I II, on each narcotic
controlled sulgfancs listed in Schedule

IIT (mt nofyfon any material, com-
ponnd, mifinre or preparation con-
talning afjnantity of a substance hav-
ing a gfmulant effect on the central
nervoyfe svetem, which material, com-
poupfl, mixture or preparation is lstad

infchedule IIT or on any narcotle con-
folled substance llsted In Schedule V),
and on gamma-hydrozybotyric acid
druog products lsted in Schedule ITLL
Additionally, reports on mannfacturing
transactions shall include the fol-
lowing psychotrople controlled sub-
stances liated in Bchednles I and IV:

1) Bcheduls ITI

(&) Benzphetamine;

(B Crelobarbital;

(T Methyprylon: and
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(D) Phendimetrazine.

(11) Schadule IV

{A) Barbital:

(B} Ddethylproplon { Amfeprarmore i;

(C) Ethehlorvynol;

(D) Ethinamate;

(E) Lefetamine ( SPA);

(F) Mazindol;

() Meprobatna te:

(H) Methvlphenobarbita

(I} Phenobarbital;

{J) Phentermine: an

(K) Plpradraol.

(2) Data shall bgfpresantad in such a
manner as to ighntify the particular
form, streng 1 trade name, 1f any,
of the prodfct contalning the con-
trolled snlbgfance for which the report
ia being gMade. For this purposs, per-
sons fihe reporte shall utilize the Na-

tion Drue Code Number assigned to
the froduct nnder the National Drug
Cgfle Syatem of the Food and Drug Ad-

inietration.

(o) Transactons reported, Acquisition
Jistribution transaction reports shall
Xovide data on each acqguisition to in-
veNbory (ldentifying whether 1t is, e.2..
by INIchase or transfer, return from a
custoNer, or supply by the Federal
Governyent) and each reduction from
inventory\ ildentifvinge whether 1t ia,
a.g., by saN or transfer, theft, destrnc-
tlon or selNre by Government agon-
cleg). ManufaNpuring reports shall pro-
vide data on Naterlal manufactured,
manufacture froly other material, use
in manufacturine \gther material and
nze in producing dosNge forms.

(fi Erceptions. A r€glstered institu-
tlonal practiticher wh\repackages or
relabels exclusively for tribution or
who distributes exclusivelN\to (for dis-
pensing byl agents, employ\es, or af-
fillilated institutional practitNners of
the registrant may be exzemptN] from
filing reporta nnder this sectlon Wy ap-
plring to the ARCOS Unit of the\ad-
ministration.

{Approved by the Office of Management and
Budget undsr control numbsr 1117-0003)

[62 FE 12062, Mar 24, 1987, as amendsd at 68
FE 41223, July 11, 2002; 70 FR 204, Jan, 4, 2003]
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{1} The reguired data flelds have not
b completad.

(2 The order is not signed using a
digltN certificate lsaned by DEA.

3 T™Nge digital certificate ueed had
explred N\ had besn revoked prior to
elgnature)

{4y The MNrchaser's public key will
not valldate Ne digital sighature.

(5) The validN\don of the crder showa
that the order 1s\ovalid for any reason.

) If an order caynot be filled for any
reaszon under this eNgtlion, the supplier
must notify the purcNaser and provide
a atatement as to the \eason (e.g.. 1m-
properly prepared or algred). A sup-
plier may, for any reason, \efuss to ac-
capt any order, and if a supN\ler refuses
to accept the order, a stateNent that
the order i not accepted la eNficlent
for purposes of this paragraph.

(z) When a purchaser receivel
nnaccepted electronic order from
snpplier, the purchaser must electrord
cally link the statement of nonaccept-
anca to the original order. The orlgin
order and the statement must he p-
talned in accordance with §1306.27.

(1) Nelther a purchaser nor a egfplier
may correct a defective order; e pur-
chaser must 1ssue a new ondgl for the
order to be filled.

ar
=]

5 1305.26 Lost electronigforders.

{a) If a purchaser dgfermines that an
unfilled electronic gAder has been lost
bafore or after elpt, the purchaser
must provide, tgfthe supplier, a slgned
statement cyMitaining the uanigue
tracking nuyiber and date of the lost
order and fating that the goods cov-
ered by #he first order were not re-
celved ghrough loss of that order.

(i A the purchaser executes an order
to phplace the logt order, the purchaser

gzt electronically link an electronic
acord of the second order and a copy
of the statement with the record of the
first order and retaln them.

{2) If the supplier to whom the order
waa directed sulbsequently recelves the
first order, the snpplier must indicate
that it ia “Not Accepted’ and return it
to the purchasser. The purchaser must
link the returned order to the record of
that order and the statement.

T8
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ders,

{a) A purchaser must, for sach order
filled, retain the original slened ordg
and all linked records for that ordegfor
two veara, The purchaser must algh re-
tain all coples of each nnaccepfad or
defective order and each linlggfl state-
ment.

(b A supplier must retalpfeach origl-
nal order filled and the ked records
for two yealrs.

ic) If elactronic oyfler records are
maintained on a gfntral sarver, the
records must be pfhdily retrievable at
the registersd loghtion.

51305.28 Cagfeling and voiding elec-
tronic opflers.

Preservation of electronic or-

(a) A syfplier may vold all or part of
an elecyfonle order by notifyihe the
purchglar of the volding. If the entire
or 1e volded. the supplier must make
anglectronic copy of the order. indi-

te on the copy “Vold,” and return it

o the purchaser. The supplier 1= not
required to retain a record of orders

hat are not filled.

by The purchaser must retain an
aleNtronic copy of the volded order.

{eNTo partlally vold an order, the

suppliye must indicate in the linked
record What nothing was shipped for
aach item\volded.

£1305.29 HEhporting to DEA.

A gupplier Nust, for each elactronic
order filled, foXward either a copy of
the electronice oNder or an slactronic
report of the ordh in a format that
DEA apaecifies to DN within two buai-
nesa days.

PART 1306—PRESCRIFTIONS

GENERAL INFORMATI

Bac,

13601 Bcope of part 1508,

130602 Definitions,

130608 Persons sntitled to issus progerip-
tlons,

13604 Purpose of issne of prescription.

130608 Manner of issnancs of prescription®

120606 Persons entitled to fill prescriptions,

18607 Administering or dispensing of nar-
cotic dmegs,

CONTROLLED SUBSTANCES LISTED IN SCHEDULE
1I

120611 FReguirement of prescription,



Drug Enforcernent Administration, Justice

130612 Refilling prescriptions

130613 Partial filling of prescriptions

\J06.14 Labsling of subatances and filling of

prescriptions

1% Provision of prescription informa-
NI between retail pharmaciss and cen-

trN fill pharmaciss for prescriptions of

Soehzdule I controllad substancsas

131]

Clor LLED SUBSTANCES LISTED IN

BNIEDULES III, IV, AND W

RaquiNgment of prescription

Rafillinq\od prescriptions

130623  Partial fiNing of prescriptions

130624 Labsling oNgubatances and filling of
preacriptions

130620 Transfer hbstNgen pharmacies of
preaviption informeatn for Schadules ITI
IV, and V controlled eNbetances for refill
Ppurposes,

130626  Dispsnsing without PNagscription

130627 Provieion of prescripNon informa-
tion between retail pharma®Nes and cen-
tral fill pharmacies for initia\and rsfill
preacriptions of Schsadnle IIIL\W, or V
controllsd subetancss

AUTHORITY: 21 17 8.0 821, 829, &71(h),
otherwise nobsd

HBOURCE: 38 FE 778, Apr. 34, 1991; 38 FY
13384, July 21, 1971, unless otherwiss noted
Redseignated at 38 FR 26600, Hspt. 24, 1973

130631
130632

pl=as

GENERAL INFORMATION

130601 Scope of part 13046,

Rules governing the lssnaple, filling
and filling of preacriptionsfuranant to
sactlon 308 of the Act (2L J.5.C. 820) are
ot forth generally in hat section and
gpecifically by the segflons of thie part.

4 130602

Any term con
hawve the defl
102 of the
1300 of thi

[63 FE 15

1304k Persons entitled to issue pre-
fcriptions.

a) A prescription for a controlled
enbetance may be lzsned only by an in-
dividual practitioner who ia:

(1) Authorized to prescribe controllad
enbstances by the jurladiction in which
he ia Heanead to practice his profession
ard

{2y Either reglatered or exemptad
from reglstration pursuant ]
§§1301.22(c) and 1301.22 of this chaptar.

Definitig
ned in this part shall
ion set forth in section
(21 TR0, 802) or part
chapter.

. Mar. 34, 1867]

8.
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(b} A prescription issued by an indi-
vidnal practitioner may be commu-
nicated to a pharmacist by an em-
ployes or agent of the individual prac-
titlonar.

[3 FR 7780, Apr. M. 1#1, as amended g 28
FE 18732, Sspt 21, 1971 Radssipnatsdfat 38
FE 266089, Sspt. 24, 1073, as amendead gh 62 FR
13065, Mar, 24, 1967]

& 1306.04
tion.

(a) A prescription a controlled
aubgtance to be effective muat be
irsned for a legltigdte medical parposs
by an individual gractitioner acting in
the usual coupfe of his professional
practice. Thyf responsibility for the
proper pregfribing and dispensine of
controlledfsnbetances is npon the pre-
acribing/ practitioner, bat a cor-
respopgfing responsibility reste with
the harmaciat who fills the prescrip-
tigh. An order purporting to be a pre-

ription isened not in the usual conrse
of professional treatment or in legiti-
mate and anthorized ressarch ie not a
prescription within the meaning and

gbent of section 300 of the Act (21
UNC. 820) and the person knowingsly
fAllNg such a purportad prescription. as
well N the person issuninge it, shall be
subjeci\te the penalties provided for
violatioiN of the provisions of law re-
lating to Agtrolled subetances.

(b) A presziption may not be lsaued
in order for Ag individual practiticner
to obtaln contrNlad subatances for snp-
plring the indivgdual practitioner for
the purposs of genNal dispensing to pa-
tlents.

(el A prescription 1INav not be lssued
for “detozification Weatment” or
“malntenance treatment\’ unlesa the
prescription is for a SchedNe III, IV, or
V narcotie drug approved b\ the Food
and Drug Administration sph\cifically
for use in maintenance or deNzifica-
tion treatment and the practitidger is
in compliance with reguirementN in
§1301.22 of this chapter.

[% FR 7780, Apr. 24, 1671 Redssignated at 23
FE 26504, Sept. 34, 1973, and amendesd at 24
FE 37986, Ooct, 25, 1974; 70 FE 36343, Juns 23,
a00n]

Purpose of issuebf prescrip-
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51306.05 Manner of issuance of pre-
sCriptilons.

{a) All prescriptions for controlled
aiNetances shall be dated as of, and
glgMNed on, the day when issued and
shalNpear the full name and address of
the paNgent, the drug name, strength,
dosage Yorm, quantity prescribed, di-
rectlons N use and the name, addresa
and registiytion number of the practi-
tloner. In adN\itlon, a prescription for a
Schedule ITI, . or V narcotlc dimg ap-
provad by FDA specifieally for -‘de-
toxiflecation treNgnent” or “‘mainte-
nance treatment \ must include the
identification mumNr issued by the
Administrator nnder W1301.25(d) of thia
chapter or a written\notice stating
that the practitioner 1\acting under
the good falth exception N §1301.28(a).
Where a prescription is for Xamma-hy-
drozybutyric acld, the pr\ctitioner
ehall note on the face of the Nescrip-
tlon the medical nead of the pati\at for
the prescription. A practitloner\may
glen a prescription in the same manger
as he would elen a check or legal dod
ment ieg., JH. Bmith or John J
Smith). Where an oral order is notfier-
mitted, prescriptions shall be tien
with ink or indelible pencil of tvpe-
writer and shall be manually Mened by

the practitioner. The ppfscriptions
may be prepared by the fecretary or
agent for the slgnatuyf of a practi-

tloner, but the prescripng practitioner
ie responsible in cagf the prescripticn
does not conform all essentlal re-
gpects to the lay and regulations. A
corresponding bility resta upon the

rharmacist, Mcludine a pharmaciet
employed by a central i1l pharmacy,
who fills g/fpreacription not preparad in

the foryfl prescribed by DEA regula-
tlons.

b fAn individual practltioner ez-
empled from  regletration  under
§JA01.20 2 of this chapter shall 1nclude
fr all prescriptions lssned by him or
her the registration number of the hos-
pital or other institution and the spe-
clal internal code namber assigned to
him or her by the hoepital or other in-
gtitution as provided in §1301.230c) of
this chapter, in lien of the registration
number of the practitioner reguired by
this section. Each written prescription
ghall have the name of the phyeician
stamped, typed, or handprinted on it,

a0
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az well as the slgnature of the physi-
clan.

() An officlal exempted from reg.
iatration nnder §1301.22(c) shall inclugk
on all prescriptions issued by him/fis
branch of service or agency (e.g., =5
Army"” or “Public Health SBervigf”) and
his service identification nyfiber, in
liem of the reglstration nurgher of the
practitlonsr required by g @actlon.
The sarvice ldenfificatiopymumber for a
Public Health Bervice ployves 18 his
Boclal Becurlty denifilcation number.
Each prescription s)all have the name
of the officer amped, typed, or
handprinted on . as well ag the slgha-
ture of the offjfer.

[ FE 7760, r. 4. 1971, as amended at 35
FE 18723, Sht 21, 1971 Radssignatsd at 33
FE 2680, Lept. 24, 1873, and amendesd at &0
FE 3884)f July 18, 1945 62 FE 13866, Mar 24,

1807 TO/ER. 36343, June, 23, 2005]
106 Persons entitled to fill pre-
sceriptions.

A prescription for a controlled snb-
atance may only be filled by a phar-
maciet, acting in the usnal course of
hia professional practice and elther

egistered individually or employed in
AN registered pharmacy, a reglstered
ceNgral fill pharmacy, or reglstered in-
atitN\tlonal practitioner.

[63 FEXT410, Juns 24, 2003, as amended at 70

FE 36343\Juns= 38, 300a]

5 130607 Ndministering or dispensing
of narcoNJc druags.

() A prac oner may administer or
digpense directW i(but not preacribe) a
narcotic drug 118Wegd in anvy achadule to
a narcotic depenNMant person for the
parpose of mainterNoce or detoxifica-
tlon  treatment if \fhe practitioner
meets both of the folloWing conditiones:

(1) The practitioner is \gparately reg-
latered with DEA as a ndcotlc treat-
ment program.

(3) The practiticner ie in Agnpliance
with DEA regsulations resardiNe treat-
ment gualifications, security. Ncordes.,
and unsuparvised use of the drug\por-
suant to the Act.

(b Nothing in this section shall pNg-
hibit a physiclan who is not specif
cally registered to conduct a narcotic
treatment program from administering
{but not prescribing narcotic drugs to
a perscn for the purpose of relieving
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cbe withdrawal symptoms when nec-
esNaly while arrangements are being
1A for referral for treatment. Not
moreN\than one day's medication may
be adiNnistered to the person or for
the perdgn's use at one time. Buch
emergenc treatment may be carried
out for notNmore than three days and
may not ba r&gewed or extended.

{2) Thia secti\an 12 not intended to im-
pose any limitaNons on a physician or
anthorized hospitNl staff to administer
or dispense narcotiNdrogs in a hospital
to maintain or detoNy a person as an
incidental adjunct toNnedical or sor-
gleal treatment of cozditions other
than addiction, or to ad Ister or dis-
pehse narcobtic drugs to Nesons with
intractable pain in which N relief or
cure 1a posalble or none has b found
after reasonable effortea.

(1) A practitioner may adminiskgr or
dispense (including prescribe) \any
Hchedunle I, IV, or V narcotic drog Np-
proved by the Food and Drug Adminis
tration specifically for use in malnte-
nance or detoziflcation treatment to a
narcotle dependent person if the practi-
tloner complies with the reguiremenjh
of §1301.28 of this chapter.

[30 FR. 37886, Oct, 20, 1674, as amends
FE 6344, June 33, 2003]

at 70

CoNTROLLED BURBBTANCES
BCHEDULE I1

A5TED IN

21306.11 Regquirement M prescription.

(a) A pharmacist #fhay dispense di-
rectly a controlledfubstance listed in
Schedule II, w 2 a prescription
drug as deter ol under the Federal
Food, Drug, d Coemetic Act, only
pursuant tpf a written prescription
elgned by MAhe practiticner, except as
provided/in paragraph id) of this asec-
tlon. prescription for a Schednle IT
contpflled subsatance may be frans-
mipfed by the practitioner or the prac-

loner's agant to a pharmacy via fac-
fimile equipment, provided that the
original written, signed prescription is
presented to the pharmacist for review
prior to the actunal dispensing of the
controlled substance, except as hotad
in paragraph ie), fi, or (g of this sec-
tlon. The original prescription shall be
maintained in accordance with
§1204.04ih) of this chapter.

a1

§1306.11

(b) An individoal practitioner may
administer or dispense directly a con-
trolled substance lsted in Bcheduls 1T
in the counrse of his professional prac-
tice without a prescription. snbject g
§1306.07.

(¢) An Instituticnal practitioner pay
administer or diepense ddrectly/i(but
not prescribe) a controlled syMetance
listed in Schedule II only puragdant to a
written prescription sighed Jr the pre-
aeribing individual practfloner or to
an order for medication yade by an in-
dividual practitioner /which is dis-
pensed for immediapgl administration
to the nltimate nsay

(d) In the case gfan emergency sitna-
tion, aa definey/ by the Secretary in
§200.10 of thisAitle, a pharmaciat may
dispense a ghntrolled substance listed
in Bchedulf II npon recelving oral an-
thorizatigh of a prescribing individual
practitfner, provided that:

iy a quantity prescribed and dis-
pergfed 1= Hmited to the amount ade-
qphite to treat the patient during the

argency period (dlapenesing bevornd

& emergency perlod must be pursunant
tiNa written prescription sighed by the
preNeribing individnal practitioner);

(3\Jhe prescription shall be imme-
diatelNreduced to writing by the phar-
maciat 1 shall contain all informa-
tlon reguNed in §1306.05, except for the
alenature X the prescribing individoal
pract tloner

(3) If the prageribing individual prac-
titloner ia noi\ known to the phar-
maciat, he must Yake a reasonable ef-
fort to determine Ngat the oral author-
ilgation came from registered indi-
vidual practitioner, widch may inelude
a callback to the presciNing individoal
practitioner nsing his phzae number as
listed in the telephone Ardgtory and'or
other good faith efforts to\lnsure his
identity: and

(4) Within 7 da¥s after antho
emergency oral preacription,
aeribing individual practitioner
canse a written prescription for
emergency quantity prescribed to
deliverad to the dispensing pharmacist)
In addition to conforming to the re-
gquirements of §1305.05, the prescription
#hall have written on its face “*Author-
ization for Emergency Dispensing.'
and the date of the oral order. The
written prescription may be delivered

Al

ring an
N\ pre-
all

=
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to the pharmacist o person or by mail,
bt 1f delivered by mail it muat be
Neetmarked within the 7 day period.
UNnt receipt, the dispensing phar-
maNgt shall attach this prescription to
the emergency prescription which
had eXNlier been reduced to writing.

The p aclet shall notify the near-
est offilceNgf the Administration if the
prescribineN individual  practitioner

fails to deliNgr a written prescription
to him: fallurAof the pharmacist to do
80 shall woid ¢ authority conferred
by this paragrapN to dispense withount
a written prescripNon of a prescribing
individunal practitio

{63 Central fill phaMgacies shall not
be anthorized under th¥y paragraph to
prepare prescriptions foNa controllad
enbstance listed in ScheduN II upon re-
celving an oral anthorizatiNn from a
retall pharmaciat or an Ndividunal
rractitioner.

{e) A prescription prepared in a\cord-
ance with §1306.05 written for a SNed-
ule IT narcotle substance to be cd
pounded for the direct administratiog
to a patlent by parenteral, intra]
venous, Iintramunscular, subeoutaneo
o intraspinal infusion may be tr
mittad by the practitioner or the phac-
titloner’s agent to the pharmgly by
facsimile. The facsimile served as the
original written prescriptioyf for pur-
poses of thie paragraph (e) And 1t shall
e malntained in accgfdance with
§1304.04 k) of this chaptgf.

(f) A prescription ppfpared in accord-
ance with §1306.05 wyltten for Schedule
IT subatance for gfreeldent of a Long
Term Care Pagflity may be trans-
mittad by the gractitioner or the prac-
titioner's agegft to the dispensing phar-
macy by Jacsimile. The facsimile
sarves as e orlginal written prescrip-
tlon fornrposes of thia parasraph (f)
and 1 all be maintained in accord-
anceArith §1504.04(h ).

f) A prescription preparad ih accord-
gfice with §1306.06 written for a Sched-
1la IT narcotic subatance for a patient
enrolled in a hosplce care programl cer-
tified and'or pald for by Medicare under
Title XVIII or a hosplcee program which
ie Heensed by the atate may be frans-
mitted by the practitioner or the prac-
titioner’s agent to the dispensing phar-
macy by facsimile. The practitioner or
the practitioner’s agent will note on

a2
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the prescription that the patient la a
hosples patient. The faceimile serves as
the orlginal written prescription for
purposes: of this paragraph (g and 1t
shall be malntained in accordance wit
§1304.04h).

[% FER 7780, Apr. 24, 101, as amsnded/at 248
FE 18723, Sept. 2, 1871 EBedesignatyl at 38
FE 36509, Sept. 3. 1973 and amsnds)fat 15 FE
4064, Fab, 10, 19083, 50 FE 26111, MAy 19, 1904,
nf FRE 30882, June 15, 1804; 62 T 13064, Mar
34, 1907 65 FR 40713, July 30, 2060, 3 FR 37410,
June 24, 2003]

§ 130,12 Refilling pyfscriptions.
The refilling of Z prescription for a

controlled enbstgfos lietad in Schadnle
II 1= prohibited

& L0613

tions.

Pgftial filling of prescrip-
(aL)
tion fc
Hche
m

partial filling of a prescrip-
a controlled substance lsted in
1le IT ia permissible, if the phar-
at 1a unable to supply the full
antity called for in a writben or
frergency oral prescription and he
makes a notation of the guantity anp-
plisd on the face of the written pre-
Neription (or written record of the
aNergency oral prescription). The re-
maXdhng portion of the prescription
may \pe filled within 72 hours of the
firet al filling; however, if the re-
malninNportion s not or cannot he
filled wiNgdn the 72-hour period. the
rharmaciai\ shall so notify the pre-
aeribing inNvidunal practitioner. No
further quantNy may be supplied be-
vond 72 hours Wthout a new prescrip-
tion.
by A prescriptidy for a Scheduls II
controlled substancA\ written for a pa-
tlent in a Long TenNg Care Facility
(LTCTF) or for a patleniNwith a medical
diagnoela dooumenting N terminal 111-
nesa may be filled in partiNd gquantities
to include individual dosaN unlts. If
there ia any question whetheiN\g patient
may be clagaified as having a WNgminal
illne=s, the pharmacist must Natact
the practitioner prior to partiallNg£ill-
ing the prescription. Both the pMr-
macisat and the prescriblhg practition
have a corresponding responaibilits £
assura that the controlled snbstance is
for a terminally 111 patient. The phar-
macist mnat record on the prescription
whether the patient is “terminally il1*"
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or an “LTCE patient.”” A prescripticn
that 1g partially filled and does not
contain the notation “‘terminally 1117
r “LTCF patient’” shall be deemed to
Nve been filled 1n vielation of the Act.
FoX each partial filling, the dispensing
rhaNouaciat shall record on the baclk of
the pNecription (or on another appro-
priate Wecord, uniformly maintained,
and readNy retrievable) the date of the
partial fINng, gquantity dispensed, re-
maining quagtity anthorized to be dis-
pensad, and e ldentification of the
dispensine phaNopaciast. The total guan-
tity of ScheduN II controllaed sub-
stances dispensed all partial fillings
must not excead the\potal quantity pre-
geribed. Schedule IT\prescriptions for
patienta in a LTCF orNpatients with a
medical dlaghosie docarNenting a ter-
minal 1llnese ahall be vali\for a perdod
not to excead 80 dave froiN the issue
date unless sooner terminatNd by the
discontinuance of medication.

{e) Information pertaining to Nrrent
Schedule II prescriptions for pat\ent;
in a LTCF or for patlents with a fl-
ical diagnosie documenting a te
illness may be maintained in a cgfapnt
erlzed system if this eystem hagfthe ca-
pability to permit:

(1) Outpot (display or prigfont) of the
original prescription nngfber, date of
ipane, 1dentification of gfescribing indi-
vidual practitioner, Mentification of
patient, address of the L'TCE or addrosa
of the hospital orfesidence of the pa-
tlent, ldentificapfon of medication an-
thorized (to Inde  dosage, form,
gtrencth and/guantity), listing of the
partial filjfhes that have been dia-
pensad upfer each prescription and the

informglion required in §1308.13(h).
(2) Aimediate (real time) updatinge of
the Arescription record each time a

gftial filling of the prescription is

nducted.

(3} Raetrieval of partially filled Schead-
ule II prescription information is the
pame ag required by §1306.2270) (4) and
(6) for Schedule IIT and IV prescription
refill information.

{Aunthority: 21 T8O 81, ef 2a8g.)

[38 FE 778, Apr. 24, 1871, Rsdssizgnated at 33
FE 26608, Bept. 3, 1973, and amends=l at 40
FER 54330, July 15, 1980; 54 FE 20027, Juns 2,
1891; 42 FER 13965, Mar, 24, 1007]

a3
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#1%08.14 Labeling of substances and
filling of prescriptions.

{a) The pharmacist filling a wrlttgh
o emergency oral prescription fof a
controlled substance listed in Se nle
Il shall affix to the package pf label
showing date of filling, the AITACT
name and address, the serial inmber of
the prescription, the namglof the pa-
tient, the name of the preforibing prac-
titioner, and directiopf for nss and
cantlonary stateme if any, con-
talned in such pre ption or reguired
by law.

() If the pregfription is filled at a
central fill phgfmacy, the central fill
pharmacy shyfl affix to the package a
label ehowhe the retall pharmacy
name andAddrese and a unigue identi-
fler, (i.gf the central fill pharmacy’s
DEA Jgistration number) indicating
thatfhe prescription waa filled at the
cepfral fill pharmacy, in addition to

o Information reguired under para-
£raph (a) of this section.

() The requirements of paragraph (a)
of this section do not apply when a
controlled substance lsted in Schedule
II ia prescribed for administration to
an ultimate nser who s institntional-
zed: Provided, That:

(1) Mot more than 7-day supply of the
controlled substance lsted in Schedule
II iNlispenead at one time;

(23 Qhe controlled snbatance listed in
BochediNe IT 1= not in the possession of
the nltizate usar prior to the adminia-
tration;

(3) The iMégtitution maintains appro-
priate safegu€rds and records regarding
the proper adiNnistration, control, dis-
pensing, and stNpage of the controlled
substance lated INSchedule II; and

{4} The svetem eiNploved by the phar-
maciat in filling a NRescription is ade-
quata to identify ¢ aupplier, the
product, and the patidt. and to set
tforth the directlons forN\gse and can-
tlonary statements, if anX contained
in the prescription or requiNd by law.

(dy All written prescripthons and
written records of emergency Nal pre-
seriptions shall be kept in accoNlance
with regquirements of §1304.04ih) oNphis
chaptar.

[3 FE 13368, July 21, 1971, as amendsd at X
FE 10831, Ang. 8. 1972 Rsadesignatsd at 38 FR
Jea, Hept 24, 1973, as amsnded at 2 FR
13065, Mar, 34, 1987, 43 FR 57410, Juns 24, 3003]
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¢ [F06.15  Provision of prescription in-
formation between retaill phar-
macies and central fill pharmacies
or prescriptions of Scheduale I con-
tNelled substances.

PresXiption information may be pro-
vided toZWn anthorized central £ill phar-
macy by N\ retall pharmacy for dis-
pensinge  puzpoess. The following re-
gquirements aNall aleo apply:

(a) PrescripiMgns for controlled sub-
stances listed 1N Schedule II may bae
transmitted electhonically from a re-
tall pharmacy to cantral fill phar-
macy Including wvia Nacsimile. The re-
tall pharmacy transiNtting the pre-
soription information mwst:

(1) Write the word “CENNERAL FILL™
on the face of the original Wrescription
and record the name, addres\ and DEA
registration number of the cegtral fill
pharmacy to which the preaNdpticn
has been transmittad and, the ndge of
the retall pharmacy pharmaciet ti\ns-
mitting the prescription, and the dNe
of transmittal;

(2) Ensure that all information re
guired to be on a prescription pursuajy
to Bection 1306.056 of this part la trpfie-
mitted to the central £ill pharmac (ei-
ther on the face of the prescrigfon or

in the electronic transmissiondd infor-
mation};
(#) Maintain the originalfrescription

for a perlod of two vearsdlrom the date
the prescription was fi1)6d;

(4) Keep a record At receipt of the
filled prescription, Anecluding the date
of racelpt, the mefhod of delivery ipri-
vate, common of contract carrler) and
the name of e retall pharmacy em-
ploves accepgfng dallvery.

() The gfntral fill pharmacy receiv-
ing the tphinsmitted prescription must:

(1) Egfp a copy of the prescription (if
sent Mla facalmile) or an electronie
recogfd of all the information trans-

taed by the retall pharmacy, includ-

fig the name, addresa, and DEA reg-

letration number of the retall phar-
macy transmitting the prescription;

(2) Keep a record of the date of re-
celpt of the transmitted prescription,
the name of the pharmacist filling the
prescription, and the date of filling of
the prescription:

(3 Keep a record of the date the fillad
prescription was delivered to the retadl
pharmacy ahd the method of delivery

21 CFR Ch. Il (4-1-06 Edition}

{f.e. private, common or contract car-
rier).

[68 FE 27410, June 34, 2003]

CoONTROLLED SUBBTANCES LISTED
SrHEEDULER III, IV, A¥D V

§1206.21 Requirement of presgfiption.

{a) A pharmacist may QYfpense di-
rectly a controlled subatagfoe listed in
Acheduls IT1, IV, or V wglich ia a pre-
seription drug as detergfined under the
Faderal Food, Drug, phid Cosmetic Act,
only pursuant to epfher a written pre-
acription slghed a practitloner or a
faceimile of a wfltten, signed prescrip-
tion transmitiAd by the practitioner or
the practitigher's agent to the phar-
macy or pfrauant to an oral prescrip-
tlon mady by an individual practitioner
and profptly reduced to writing by the
phargfaciat contalning all information
reqyfired 1n § 1306.05, except for the sig-

ghure of the practitioner.

(b An individual practiticner may
adminlster or dlspense directly a con-
trolled substance listed in Schedule IIT,
5, or Voin the course of hiaher profes-
exnal practice without a prescription,
suNect to § 130607,

(CNAD Inetitutichal practitioner may
admiNgter or dispense directly (but
not progeribe) a controlled subetance
listed inN\Bchedule III, IV, or V only
pursnant No o written prescription
alrned by alNindividunal practitioner, or
pursnant to N\ facsimile of a written
prescription oN order for medication
transmitbed by Nge practitioner or the
rractitioners agdt to the institu-
tlonal practitioner-Wearmacist, or par-
suant to an oral preNription madse by
an individual practitioNer and prompt-
l¥ reduced to writihg \ov the phar-
maciat (contalning all InNrmation re-
gquired in Bection 1306056 exhept for the
glgnature of the individuN practi-
tloner), or pursuant to an oN\ler for
medication mades by an 1ind\gldoal
practifioner which is dispensed £ im-
mediate administration to the 1:1-
mate nser, enbject to § 130607,

[62 FE 13060, Mar, 24, 1997]

§1206.22  Refilling of prescriptions.

{a) No prescription for a controlled
substance lsted in Schedule IIT or IV
shall be filled or refilled more than eix
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Nonths after the date on which such
Naoription was lssued and no such
pre;deription anthorized to be refilled
may e refilled more than five times.
Each N\{illing of a prescription shall be
entered\n the back of the prescripticn
or on ancWaer appropriate document. If
entered onNgnother document, such as
a medicatioly record, the document
muast be uniNermly malntained and
readily retrlevdNle., The following in-
formation must We retrievable by the
prescription numlbWN conslsting of the
name and dosage for\g of the controlled
subatance, the date Nlled or refilled,
the guantity dispensed\initials of the
dizpeneine pharmacist i\ each refill,
and the total number of r&NJlls for that
prescription. If the pharmaNsat merely
initials and dates the back o\the pre-
seription 1t shall be deemed Nat the
full face amonnt of the prescriptNn has
been dispensed. The prescribing pNgotl-
tloner may anthorize additional reNls
of Bchedule IIT or IV controlled suo

stances on the original prescriptio

through an oral refill anthorization
transmitted to the pharmaclat pro
vided the following conditions are mgh:

(1) The total quantity anthorized/in-
cluding the amount of the origingd pre-
peription, does not exzcood fiveg/refilla
nor extend beyond elx mon om the
date of lssue of the origingd prescrip-
tlon.

(2) The pharmacist obiAnine the oral
antherization records gfi the reverse of
the original prescgftion the datae,
gquantity of refill, gfmber of additional
refills anthorized/and initials the pre-
seription showip€ who recelved the an-
thorization frpfn the prescribing prac-
titioner whyf lssued the oreinal pre-
soription.

i3 Thyf quantity of each additional
refill apfthorized 18 equal to or less than
the fantity anthorized for the initial
filljfle of the original prescription.

i) The prescribing practitioner must
frocute a new and separate prescrip-
tlon for any additional guantities be-
vond the five refill, sizx-month limita-
tlon.

by As an alternaftive to the proce-
dures provided by subsectlon ia), an
antomated data processing system may
be used for the storage and retrieval of
refill information for prescription or-
ders for controlled subetances 1n

85
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Achedule IIT and IV, subject to the fol-
lowing conditiona:

(1) Any such proposed computerized
ayetem must provide on-line retriava
{(via CRT dilsplay or hard-copy prig#-
ot of original prescription order/ln-
formation for those prescription gfders

which are currently authorzelfor re-
filling. This shall include, Lph 1= not
limited to, data such as the oricinal

prescription number, datgfof lsauance
of the original prescripfion order by
the practitioner, full gfnme and address
of the patient, name Address, and DEA
reglstration numb#r of the practi-
tioner, and the o, strength, dosage
form. guantity Af the controlled eub-
atance presopgfed (and guantity dis-
pensed if dfterent from the guantity
prescribed/ and the total namber of re-
fills autPplrized by the prescribing prac-
titlongs.

(31 A0y such proposed computerized
aygdom muet aleo provide on-line re-

Aeval ivia CRT display or hard-copy
frintout) of the current refill histors
o1 Schedule IIT or IV controlled snb-
asNance prepoription orders (thoss au-
thiyized for refill during the past elx
Mo a.) This refill history shall in-
cludeNput 12 not Hmited to, the name
of the Nntrolled snbetance, the date of
refill, th\ quantity dispensed, the iden-
tification \ede, or name or initlals of
the dispenaNg pharmacist for each re-
fill and the tN\al nomber of refills dis-
pensed to datd for that prescription
order.

(3) Documentat of the fact that
the refill informatiNg entered into the
computer each time N\ pharmacist re-
fills an original prescriytion order for a
Achedule IIT or IV contrNled snbetance
ie correct must be provideN by the indi-
vidnal pharmacist who mMNges use of
alch a aystem. If such a ayNem pro-
vides a hard-copy printount N each
day’'s controlled substance preseNption
order refill data, that printout ashNI be
verified, dated, and signed by the INdi-
vidnal pharmacist whe refilled such\ga
prescription  order. The individoal
pharmaciat muaet verify that the data
indicated is correct and then sign this
document in the same manner as he
would alen a check or legal document
{e.g., J. H. 3mith, or John H. Smith).
This document ehall be maintained in a
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separate file at that pharmacy for a pe-
riod of two years from the dispensing
\ate. This printout of the day's con-

Zled snbetance prescription order re-
fillNata must be provided to each phar-
macN\naing such a computerized aye-
tem w\thin 72 hours of the date on

which tBe refill was dispensad. It muat
be verlfieN and signed by each phar-
macist whi\ds involved with ench dis-

pensing. In INu of such a printout, the
pharmacy shaN maintain a bound log
book, or separaiz file, in which sach in-
dividual pharmaNat ihvolved in such
dispensing shall sn a statement (in
the manner previouNy described) each
day, attesting to the I\t that the refill
information entered inN the computer
that day has been reviewNd by him and
1a correct as shown. Such Noook or file
must be maintained at the\pharmacy
employinge such a svetem fo period
of two vears after the data\of dia-
pensing the appropriately antiNrized
refill.

4) Any such computerized srsi\mn
sghall have the capability of producingN
printout of any refill data which the
near pharmacy e responeible for maly
taining under the Act and ita imple-
menting regulations. For example 8
would inclode a refill-by-refill/andit
trall for any specified strengsth Ahd doa-
age form of any controlled fabstance
(by elther brand or genegf name or
both). Buch a printout pghnst include
name of the prescribip practitioner,
name and address of ge patient, quan-
tity diepensed on gfich refill, date of
dispansine  for & refill, name o
identification cgfe of the dispensing
pharmaciat, apfl the number of the
original pregfription order. In any
compnterizgll svetom employed by a
ueger ph acy the central record-
keeping/location must be capable of
sendinf the printont to the pharmacy
wit 48 houre, and if a DEA Special
Aggnt or Diversion Investigator re-

Aleats a copy of such printout from the
1zar pharmacy, 1t must, if regquested to
do so by the Agent or Investigator,
verify the printont transmittal capa-
bility of ite svstem by documentation
{e.z., poatrnark).

(&) In the event that a pharmacy
which emplove such a computerized
eyetern experlences system down-time,
the pharmacy must have an anziliary

a5
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procedure which will be used for docu-
mentation of refilla oz Schedule IIT and
IV controlled sulbstance prescription
orders. This anzillary procedonrs must
insuare that refills are anthorized by
the orginal prescription order, thdt
the mazimum number of refills hag/ot
been exceaded, and that all of the ap-
propriate data is retained for/on-line
data entry aa acon as the oo ter ays-
tem 1= avallable for nee ag

() When filing refill ingfrmation for
original prescription orgfre for Sched-
nle IIT or IV controllfl substances, a
pharmacy may use gy one of the two
ayetoma described paragraphs i(a) or
(k) of this sectio

[3 FE 7798, Apr M, 1971; 36 FE. 15386, July 21,
1871, Radesizngfed at 38 FE. 26808, Sapt, 24,
1673, and amyMded at 42 FR 20578, Juns &,
1477; 48 FR 6, July 1, 1880; 02 FE 3605, Fab
o, 1987; 63 JFF. 18068, Mar, 24, 1967]

§ 130643

LS.

he partial filling of a prescription

or A controlled subatance llsted in

Acheduls ITI, IV, or V ia permissible,

provided that:

() BEach partial filling ie recorded in
N same manner as a refilline,

(N The total gquantity dispensed in

all pNrtlal fillings doea not excead the

Partial filling of prescrip-

total QNantity prescribed, and
(c) y diepensing ocours after 6
montha er the date on which the

prescriptioN was lasnead.

[3 FE 18723, ENet. 21, 1971 BEadesignatsd at
38 FE 265080, Bs 24, 1873, and amended at 51
FE £330, Fsh, 13, \e86; 62 FR 13065, Mar 24,
1847]

$1306.24 Labeling substances and
filing of prescriptNns.

{a) The pharmaciet fiNihe a prescrip-
tlon for a controlled subs\ance llated in
Achedule ITT, IV, or V shal\affix to the
package a labeal showing th\pharmacy
name and addresa, the serla\ number
and date of initial filling, the Name of
the patient, the name of the Wacti-
tloner lssnine the prescription. aiN di-
rectiona for nse and cautionary stiNe-
ments, If any, contalned in such prN
aeription as required by law.

ib) If the prescription is filled at a
central fill pharmacy,. the central fill
rharmacy shall affix to the package a
label showine the retall pharmacy
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name and address and a unigue identi-
fler, (i.e. the central fill pharmacy's
DEA registration number) indicating
Nouat the prescription wae filled at the
cagtral fill pharmacy. in addition to
the\lnformation required under para-
crapM\(a) of this ssction.

{23 TRe requirements of paragraph (a)
of this Wection do not apply when a
controlle\egubstance listed in Scheadule
III, IV, or \ 1& prescribed for adminis-
tration to aNunltimate nser who is in-
stitutichallzed Provided, That:

(1) Not more Nuan a 34-day supply or
100 dosage unltsNwhichever le less, of
the controlled sNstance lsted in
Schedule III, IV, ol\V 12 diepensed at
one time;

(2) The controlled suNtance llated in
Schedule I, IV, or V is Not in the poa-
sepalon of the nltimate WNer prior to
administration;

(2) The institntion maintaNs appro-
priate safesuards and records tNe prop-
er administration, control, dispNgsing,
and storage of the controlled subaNnce
liated in Schedule IIT, IV, or V: and

(4) The aystem employed by the phi-
maciat in fillihg o prescription is ade
guate to identify the supplier. the
product and the patient. and to Mot
forth the directions for use and/fau-
tlonary statements, if any, copfained
in the prescription or requiredfbr law.

(dy All prescripticns for Jontrolled
snbstances listed in SchedMfles IIT, IV,
and V shall ba kept in agfrdance with
§1304.04'h) of this chaptgf.

[62 FE 13060, Mar 34, 1987, as amsndsed at 68
FE 7411, Juns 34, 2003

120625 Transifr between pharmacies
of prescrftion information for
Scheduleg/lll, IV, and V controlled

substangfs for refill purposes.

{a) Thefransfer of original prescrip-
tlon ingfrmation for a controlled sub-
stancyg/liated in SBchedunles I, IV or V
for jhe purposs of refill dispensing is
peyfnissible between pharmaclies on a

g tlme basie only. However, phar-

acles electronlcally sharing a real-
time, on-line database may transfer up
to the maximum refille permitted by
law and the prescriber’s anthorization.
Transfora are subject to the followlng
requirements:

(1) The transfer is communicated di-
rectly between two licensed phar-

§1306.25

maciate and the transferrine phar-
maciat records the following informa-
tion:

(1) Write the word -VOID” on the
face of the inwvalidated prescription.

(1) Record on the reverse of the -
vallidated prescription the name, -
dress and DEA registration numpfr of
the pharmacy to which it wagftrans-
ferred and the name of the phArmacist
recalving the prescription ig#ormation.

{111y Record the date ofAhe tranafer
and the name of the phgfmacist trans-
forring the informatiops

{(by The pharmacyft receiving the
transferred prescgfption information
shall reduce to wyfting the following:

{1y Write the Mord ‘‘transfer’ on the
face of the trgfsferred prescription.

{2y Provigh all information reguired

to be on y prescription pursuant to 21
CFER 123005 and include:

(1) te of lssuance of original pre-
seripgfion;

Ml Original number of refills anthor-

ol on original prescription;

111y Data of orlginal dispensing;

(1v) Number of valid refills remainine
arnid dateis) and locations of previous

G1110e):

N Pharmacy's name, address, DEA
e atlon number and prescription
nnmbW from which the prescription in-
formatNn was transferred;

(vl Nazge of pharmacist who trans-
ferred the Wescription.

(vil) PharNacy's name, address, DEA
registration Ngmber and prescription
number from Yhich the prescription
was originally filked:

(33 The original Yud transferred pre-
seriptionia) muat b\Jnalntained for a
perlod of two vears Nom the date of
last refill.

() Pharmaclea slectroNecally accosa-
ing the same prescription \ecord must

satlafy all information requNements of
a manual mode for pr&Neription
tranaferral.

(d) The procedure allowing the \ansa-
fer of prescription information foNre-
fill purposss ia permissible only 1£\l1-
lowable under existing state or othdg
applicable law,

[46 FE 48019, Oct. 5, 1081 Redseisnated and
amsndsd at 62 FRE 13666, Mar, 34, 1807]
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Dispensing without preserip-
tion.

A controlled sunbstance listed in
chednles IT, ITT, IV, or V which is not
a \prescription drug  as  determined
undy the Faderal Food, Drug, and Coa-
metiN&ct, may be dispensed by a phar-
maclatNgithout a prescription to a pur-
chaser aNretail, provided that:

(a) Such\i=penaeine 1 made only by a
pharmaciet: N\ae defined in part 1300 of
thia chapteri\and not by a nonphar-
maciet employNe even if under the su-
perviglon of a Wharmaclst (although
after the pharmaNeast has fulfilled his
profepalonal and lesal responeibilities
et forth in this seNlon, the actual
cash, oredit transactiNg. or delivery,
may be completed BN a nonphar-
maciatj;

() Mot more than 240 cc. (Nounces) of
ahy such controlled substdges cobi-
talning opinm, nor more than N0 co. (4
ounces) of any other such conWollad
eulatance hor more than 48 dNgage
unitas of any such controllad substaNcee
containing oplum, nor more than
dosare undts of any other such
trolled substance may be dispensgfl at

)

retall to the same purchaser M any
given 48-hour period;
{2} The purchaser s at leagh 18 years

of age;

(1) The pharmacist pfinires every
purchasar of a contyfMled substance
under this section noyknown to him to
furmish suitable idghtification (includ-
ing proof of age wfere appropriate);

(g} A bound fecord book for die-
pensing of copgArolled subatances under
thia section s maintained by the phar-
maciat, wch book shall contain the
name address of the purchaser, the
name gl guantity of controlled sulb-
stangf purchased, the date of each pur-
chygfe, and the name or initiale of the

farmaciat who dispensed the sub-
ftance to the purchaser (the book shall
e malntained in accordance with the
recordlzesping requirement of §1304.04
of this chapter); and

(fi A prescription ie not required for
diztributicn or dispensing of the sulb-
stance pursnant to any other Federal,
State or local law.

(g} Central fill pharmacies may not
dizpensa controlled subetances to o

a8
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purchaser at retaill pursuant to this
saction.

[ FE 7780, Apr. M. 1971, as amended at 3§
FE 18723, Sspt. 21, 1971 Radsesipnatsd atb
FE 260, Sept. 234, 1873, and far
redesizated and amended at 82 FR 12065
34, 1887, 68 FR 47411, June 34, 2003]

£1306.27 Provision of prescrjfition in-
formation hetween reghil  phar-
macies and central fill/pharmacies
for initial and refill

p

far
(1.

ppfscriptions of
Schedule IIL IV, V controlled
substances.

Prescription inforpfiation may be pro-
vided to an anthopfed central fill phar-
macy by a refyll pharmacy for dis-
pensing purpgfes. The following re-
quirements sfall alao apply:

{a) Presgfiptions for controlled sub-
stances Pfted in Schednle III, IV or V
may transmd tted electronically
from g retall pharmacy to a central i1l
phapfnacy including via facsimile. The
refall pharmacy transmittine the pre-

ription information muet:

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

Ns been transmitted and the name of
th\retall pharmacy pharmaciet trans-

mitNae the prescription, and the date
of tra) ittal;
(2) ENgure that all information re-

gquired toNpe on a prescription pursuant
to §1306.00Nof this part is transmitted
to the centiy] fill pharmacy {elther on
the face of tNg prescription or in the
elactronic traNgmission of informa-
tlong;

(%) Indicate in tM information trans-
mitted the numbeN\of refills already
dispensed and the nulgber of refills re-
maining;

4) Maintain the originy] prescription
for a perlod of two vears INom the date
the preacription was last reflad;

(6) Keap a record of recelyt of the
filled prescription, including Woe date
of recelpt, the method of deliveNg (pri-
vate, coltimon of coltract carrie’ ard
the name of the retall pharmacy X
ploves accepting dellvary.

{(b) The central fill pharmacy recelv
ing the transmitted prescription must:

(1) Keep a copy of the prescription (if
sent via facsimile) or an elsctronic
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record of all the information trans-
mittad by the retall pharmacy, includ-
g the name, addresa, and DEA reg-
iNration number of the retall phar-
ANF transmitting the prescription;
(ZNFEeep a record of the date of re-
celpt § the transmdtted prescription,
the nalNe of the Heensed pharmacist
filllng t prescription, and dates of
filling or ’Nfilline of the prescription;
(3) Keep a Zgoord of the date the fillaed
prescription We delivered to the retail
pPharmacy and Whe method of delivery
{i.e. private, co on or contract car-
rlari.

[68 FE 37411, June 24, 36N
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& 10T .01

Any term contained in this part shall
have the definition set forth in section
102 of the Act (21 TLA.C. 802) or part
1300 of this chapter.

[62 FE 13966, Mar. 24, 1847]

Definitions.

it

§1307.11

% 1307.02
other
Mothing in this chapter ahall be oon-
strned as anthorizing or permittipé
any person to do any act which gfch

Application of State law and
Federal law.

person 1s not anthorized or pe ted
to do nnder other FPederal lawsa obli-
gatlons under international satiaes,

conventlons or protocols, opfinder the
law of the Btate in which bfiehe deslres
to do sach act nor shgdl compliance
with such parts be congfrued as compli-
ance with other Fedgfal or State laws
nnless expressly profided in such other
laws.

[62 FE. 13866, Mar/Z4, 1807]

$1207.08 Epfceptions to regulations

Any peglfion may apply for an excep-
tion tohe application of any provislon
of thiyf chapter by flling a written re-
queg stating the reasons for such ex-
cogftion. Requests shall be flled with
e Administrator, Drug Enforcement
Adminietration, Department of Jus-
tice, Washington, DC 20537, The Admin-
letrator may grant an exception in his
digcretion, but in no case shall ha'she
N required to grant an exceptlon to
ar person which s otherwise reqguired
by Rw or the regulations cited in this
EETia b

[62 FR 13N6. Mar. 34, 1007]

BEPECIAL ENJEPTIONE FOR MANUFACTURE
AND IMEINBUTION oOF CONTROLLED
SUBSTANCES

2130711 DistribNtion by dispenser to
another practiNoner or reverse dis-
tributor.

(a) A practitioner Who 18 reglstered
to dapenss a controlla\gubetance may
distribute (without beinNreglatered to
distributa) a quantity guch enb-
atance to—

{1 Another practitioner foNthe pur-
poea of general dispensing by tNe prac-
titioner to patients, provided tha

(1) The practitioner to whom the\gon-
trolled subatance is to be distributeNis
regletored under the Act to diapendg
that controlled subatancs;

(11} The distribution is recorded by
the distributing practitioner in accord-
ance with §1304.22ic) of this chapter
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and by the recelving practitioner in ac-
Nordance with §1304.23(c) of this chap-

If the sulstance is listed in
ScheNule I or II, an order form is nsed
ag ragqNred 1 part 1306 of this chapter;
and

{1v) ThA\total number of dosags unita
of all contNlled subatances distributed
by the praXitioner pursuant to thia
sectlon and § N01.25 of this chapter dur-
ing each calerNar wvear in which the
practitioner is Nglstered to dispense
does not exceed 5\ercent of the total
number of dosage \gnita of all con-
trolled substances dNributed and dis-
pensad by the practiti\ner during the
same calendar year.

(2} A reverse distributoN who 1a reg-
letered to receive such conWolled sub-
stances.

(b If, durlhg any calendar\gear In
which the practifioner is registhpad to
dispense, the practitioner has reaNn to
belleve that the total number of dodNge
unita of all controlled snobstan®Ns
which will be distributed by him purs
ant to paragraph (a)j1) of this section
and §1301.25 of thia chapter will excesd
5 percent of thia total number of do
age unita of all controlled snbetangfsa
distributed and dispensed by him Aur-
ing that calendar year, the practjfloner

shall obtain a reglatration to dpftrilate
controlled substances.

(2} The diatributions tJAt a reg-
letered retall pharmacy feE to anto-

matad dispensing svsteigh at long term
care facilities for wMich the retail
pharmacy also holdf registrations do
not connt toward ge 5 percent limit in
paracraphs (a1 and (b of thia sec-
tlon.

[68 FE 41220, JAl¥ 11, 2003, as amsndsd at 70
FE Ind56, Mayl13, 20a]

130714
m
(ayfany persch lawiully in popsession
of A controlled subatance llsted in any
edule may distribute {without belng
arlsterad to distribute) that substance
to the person from whom he/she ob-
tained it or to the manufacturer of the
snbstanca, or, 1f deslgnated, to the
manufacturers regiatered agent for ac-
cepting returns, provided that a writ-
ten record is maintalned which indi-
cates the date of the transaction, the

[Mstribution to supplier or
ufacturer.

80
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name, form and guantity of the sub-
stance, the name, address, and reg-
istration number, if any. of the paraon
making the distribation, and the name,
address, and registration number, if
known, of the eupplier or manufag
turer. In the case of returning a -
trolled substance in Schedule I or J, an
crder form shall be used in the pfanner
prescribed in part 1306 of thig/chapter
and be maintained as t wrltten
record of the transaction/any person
not reguired to registeyf pursuant to
sectlons 302(c) or 1007M(1) of the Act
(21 T30 833 or 050(1)) shall be ax-
empt from maintapfing the records re-
gquired by this secylon.

by Ddatributighs referred to in para-
graph (a) myfy = made throush a
freleht forwfiding facility operatad by
the persopgMo whom the controlled sub-
stance fheing returned provided that
prior ghrangement hag been made for
the pfturn and the person making the
digfribution delivers the controlled
sfbstance directly to an agent or em-
filovea of the peracn to whom the con-
Nolled enbstance e belng returned.

[0 QE: 44878, July 18, 360; &0 FER 40820, July
an, 2. as amsnded at 68 FE 41229, July 11,
a00%]

# 1307.13
cont

Any reglsiNred manufacturer who, in-
cldentally b hecessarily., manufac-
tures a controlNd substance as a result
of the manufactiNe of a controlled sub-
stance or basic cliNg of controlled sub-
stance for which iz registered and
has been issued an inNvidual manntfac-
turing guota pursnant\o part 1303 of
thiz chapter (1f euch subXance or claas
1z listed in Schedule I or II\ghall be ax-
empt from the requirement N registra-
tion pursuant to part 1301 of Wds chap-
ter and, if such incldentally ufac-
tured substance is listed in BcheNule I
or IT, shall be exempt from the regNre-
ment of an individoal manufacturigs
quota pursuant to part 1308 of
chapter, if ench snbatances are diaposed
of 1h accordatics with §1307.21.

[% FE 7801, Apr. 24, 1571 Redseicnated at 23
FE 26504, S=pt. 24, 1975, and farther redsaiz-
nated at 82 FER 1387, Mar, 24, 1997]

of

Incidental manufacture
Ned substances,

N
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Ineposal oF CONTROLLED SUBBTANCES

31307.21 Procedure for disposing of

controlled substances.

al Any person in possession of any
comygolled subatance and desiring or re-
GquiraN to dispose of such substance
may I'\gueat agslstance from the Spe-
clal Agdgt in Charges of the Adminis-
tration 1iNthe area in which the person
iz located Nor authority and instroe-
tlons to dispNge of euch substance., The
request shouldNos made as foll ows:

(1) If the perdgn ie a registrant, he'
she shall list the\gontrolled substance
or enbstances whiNy he/she desires to
dispose of on DEA FNm 41, and subnad t
three coples of that foNn to the Special
Agent in Charege in hisINT area; or

(2) If the person iz noNa registrant,
he/she shall submit to \he Speclal
Agant in Charee a latter atal :

(1) The name and address o\the per-
200;

(11} The name and guantity o\ each
controlled subatance to be dispoaN of

(111} How the applicant obtained Yhe
subatance, if known: and

(1v) The name, address, and roflatra
tlon number, if known, of thyf perscn
who possessed the contrgfed snb-

stances prior to the aphlicant, if
kmown.
i) The Special Arentgh Charce shall

anthorize and instruncjfthe applicant to
dispose of the contpyblled substance in
ohe of the followlnf mannera:

(1) By tranefeyf to person reglstered
under the Act d aunthorized to pos-
saps the subajlince;

2y By delfrery to an agent of the Ad-
minlstragdln or to the nearest office of
the Admgfnistration;

(3) B deatruction in the presence of
an Joent of the Administration or
otyer authorized pereon; or

14) By such other means as the Spe-
clal Agent in Charge may determine to
assure that the substance does not be-
come avallable to unanthorized per-
BOLS,

() In the event that a reglatrant is
required recularly to dispose of con-
trolled substances, the Zpeclal Agent
in Charge may authorize the reglatrant
to dispose of ench eubstances, in ac-
cordance with paragraph (b) of this sec-
tlon, without prior approval of the Ad-
minlstration in each instance, on the

g1

£1307.31

condition that the registrant keep
records of ench disposals and file per,

odice reporta with the 3pecial AgentAn
Charge summarizing the dispgfals
made by the reglstrant. In grghitine
sich authority, the Special Afent in
Charee may place anch condl tyhina as he

deeme proper on the dispgfl of con-
trolled subatances, includpfe the meth-
ol of daposal and the Arequency and

detail of reporta.

{d) This section phall not be con-
atruned as affecting/or altering in anw
way the dieposgl of controlled snb-
atances throughfprocedures provided in
laws and regyflations adopted by any
Btate.

[ FER TElY Apr. 4. 1071, as amended at 37
FE 16838 /Ang. 8. 1972, Redesignatsd at 38 FR
Je500, Sfpt. M, 1973, and amendesd at 47 FR
41730 Lept, 23, 1085, 62 FR 130867, Mar, 24, 1867]

07.22 Dhisposal of controlled sub-

stances by the Administration.
Any controlled subetance delivered
to the Administration under § 1207.21 or
forfeited pursuant to section 511 of the
Act (31 TR2.0. 821) may be deliverad to
any department, burean, or other agen-
oy of the United States or of any 3tate
ZNpon proper application addressed to

N Administrator, Drug Enforcement
AdNinistration, Department of Juns-

g

L)

tloe, Vashington, D 20537 The applica-
tion sMall show the name, address, and
official Wtle of the person or agency to

whom th\ controlled drugs are to be
deliverad., \ncluding the name and
gquantity of Nue substances desired arnd
the purpose fowhich intendad. The de-
livery of such oNatrolled druge shall be
ordered by the ANminletrator, if, in his
oplnion, there exiNe a medical or scil-
aentific nesd therafo

[# FR 7801, Apr. 34, 1071 \gedssiznated at 33
FE %6600, Sapt. 34, 1973, as Nuended at 63 FE
18967, Mar, 24, 1957]

BPECIAL EXEMPT PERNDNE

# 130731 *h.

The listing of peyote as a corNollad
sibstance in Schedule I does not Nply
to the nondrug uss of pevote in bW
fide religlous ceremonies of the NatiNg
American Church, and members of tha
Mative American Church so nslne pe-
vote are exempt from recsistration. Anv
person who manufactures peyote for or

MNative American Ch



