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DRAFT DATE NEBRASKA DEPARTMENT OF
(8-19-2016) HEALTH AND HUMAN SERVICES 172 NAC 128

TITLE 172 PROFESSIONAL AND OCCUPATIONAL LICENSURE

CHAPTER 128 PRACTICE OF PHARMACY BY CREDENTIALED PHARMACY PERSONNEL

128-001 SCOPE AND AUTHORITY: These regulations govern the credentialing of pharmacists,
pharmacist interns, pharmacy technicians, and the practice of pharmacy under the Uniform
Controlled Substances Act, Neb. Rev. Stat. 8§ 28-401 et seq.; the Pharmacy Practice Act, Neb.
Rev. Stat. 8§ 38-2801 et seq.; the Prescription Drug Safety Act, Neb. Rev. Stat. 8§ 71-2477 et seq.;
and the Uniform Credentialing Act (UCA), Neb. Rev. Stat. 88 38-101 et seq.

128-002 DEFINITIONS: For purposes of these requlations, definitions in the Uniform Credentialing
Act, the Uniform Controlled Substances Act, the Pharmacy Practice Act, the Prescription Drug
Safety Act, and the following definitions are hereby adopted.

Attest/Attestation means that the individual declares that all statements on the application are true
and complete.

Complete application means an application that contains all of the information requested on the
application with attestation to its truth and completeness, and that is submitted with the required fees
fees and all required documentation.

Confidential information means information protected as privileged under applicable law. Social
security numbers obtained under these regulations are not public information but may be shared by
the Department for administrative purposes if necessary and only under appropriate circumstances
to ensure against any unauthorized access to this information.

Conviction means a plea or verdict of guilty or a conviction following a plea of nolo contendere or
non vult contendere made to a formal criminal charge, or a judicial finding of quilt irrespective of the
pronouncement of judgment or the suspension thereof, and includes instances in which the
imposition or the execution of sentence is suspended following a judicial finding of guilt and the
defendant is placed on probation.

Credential means a license, certificate, or registration

Department means the Nebraska Department of Health and Human Services, Division of Public
Health Licensure.

Licensure in another jurisdiction means holding a credential that authorizes the individual to engage
in the profession of Pharmacist, Pharmacist Intern, or Pharmacy Technician which would otherwise
be unlawful, from the District of Columbia or any state, territory, or possession of the United States
of America, or any province of Canada.

Military service means full-time duty in the active military service of the United States, a National
Guard call to active service for more than 30 consecutive days or active service as a Commissioned
Officer of the Public Health Service or the National Oceanic and Atmospheric Administration.
Military service may also include any period during which a service member is absent from duty on
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account of sickness, wounds, leave, or other lawful cause. (From the Servicemembers Civil Relief
Act, 50 U.S.C. App. 501 et seq., as it existed in 2016)

NABP means the National Association of Boards of Pharmacy.

NAC means the Nebraska Administrative Code.

Practice agreement means a document signed by a pharmacist and a practitioner with independent
prescribing authority, wherein the pharmacist agrees to design, implement and monitor a therapeutic
plan based on a written protocol.

Written protocol means a written template, agreed to by a pharmacist and a practitioner with
independent prescribing authority, working in concert, which directs how the pharmacist will
implement and monitor a specified therapeutic plan.

128-003 INITIAL CREDENTIAL: An applicant for a credential must submit an application and
documentation to the Department that she/he meets the licensure or registration requirements. To
receive a license to practice as a Pharmacist or Pharmacist Intern or register as a Pharmacy
Technician, an individual must submit a complete application, pay the appropriate fee, and meet the

following:

128-003.01 Requirements:

128-003.01A Age and Good Character: Be at least 19 vears old and of good
character.

128-003.01B Citizenship/Lawful Presence: Meet the requirements set out in Neb.
Rev. Stat. 838-129 and 88 4-108 through 4-111.

128-003.01C Education and/or Examination requirements: Applicants for licensure
as a Pharmacist, Pharmacist Intern, or Pharmacy Technician must meet additional
requirements as specified:

128-003.01C1 Pharmacist Licensure:

A. Education:

1. Have graduated from an accredited pharmacy program; or

2. Have graduated from a pharmacy program located outside the
United States which is not accredited and have obtained the Foreign
Pharmacy Graduate Examination Committee (FPGEC) Certification
given by the National Association of Boards of Pharmacy(NABP);

3. Have satisfactorily completed not less than 1500 hours of pharmacy
internship experience;

B. Examination:
1. Pass the North American Pharmacist Licensure Examination
(NAPLEX) or its predecessor exam given by the National Association
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of Boards of Pharmacy (NABP) with a score of 75 or above; and
Pass the Multistate Pharmacy Jurisprudence Examination (MPJE)

that relates to federal law and the Nebraska statutes and requlations
that govern the practice of pharmacy given by the National
Association of Boards of Pharmacy(NABP) with a score of 75 or
above; and

Have scores and results from the North American Pharmacist

Licensure Examination (NAPLEX) and the Multistate Pharmacy
Jurisprudence Examination (MPJE) examination(s) sent directly to
the Department from the National Association of Boards of
Pharmacy (NABP).

C. Current Competency: Present proof of having met one of the following

requirements to demonstrate his/her current competency:

1.

Has passed the North American Pharmacist Licensure Examination

(NAPLEX) given by the National Association of Boards of Pharmacy
(NABP within the last three years:
Has been in the active practice of the profession of pharmacy in

another state, territory, or the District of Columbia for at least one
year within the three years immediately preceding the application for
licensure;

Has become board certified in a specialty recognized by the Board

of Pharmacy Specialties or its successor within the seven years
immediately preceding the application for licensure;
Is licensed as a pharmacist in some other state, territory, or the

District of Columbia in which, under like conditions, licensure as a
pharmacist is granted in this state; or
Has completed continuing competency in pharmacy that is approved

by the Board of Pharmacy.

128-003.01C2 Pharmacist Intern License:

A. Education:

1. Be a student currently enrolled in an accredited pharmacy
program; or

2. Be a graduate of an accredited pharmacy program serving
his/her internship; or

3. Be a graduate of a pharmacy program located outside the
United States which is not accredited and have obtained the Foreign
Pharmacy Graduate Examination Committee (FPGEC) Certification
given by National Association of Boards of Pharmacy (NABP).

128-003.01C3 Pharmacy Technician Registration:

A. Have attained at least the age of 18.

B. Education:

1.

Have graduated from high school; or
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2. Possess an equivalent degree of education as recognized by the
State Department of Education;

128-003.01D Military Service: Effective December 15, 2015, upon presentation of
satisfactory evidence that the education, training, or service completed by an
applicant for a credential while a member of the armed forces of the United States,
active or reserve, the National Guard of any state, the military reserves of any state,
or the naval militia of any state is substantially similar to the education required for
the credential, the department, with the recommendation of the appropriate board,
will accept such education, training, or service toward the minimum standards for the
credential.

128-003.02 Application: The application must contain all of the information and documentation

required

by Neb. Rev. Stat. 838-129, 838-130, §38-131 and 8§84-111 and these regulations,

including;

128-003.02A Information:
1. The legal name of the applicant, maiden name (if applicable), and any other
names by which the applicant is known;
2. Mailing address (street, rural route, or post office address; and city, state,
3. and zip code or country information);
4 The applicant’s:
a. Social Security Number (SSN); or
b. Alien Reqistration Number (A#);
Disclosing a social security number is mandatory. Certain applicants may
have both a social security number (SSN) and an alien registration number
(A#), and if so, must report both.

128-003.02B Education: An official transcript from an accredited school showing
the graduation date must be sent directly to the department by the originating
program or institution;

1. Applicants for the practice of a Pharmacist or Pharmacy Intern must
demonstrate graduation by submitting an official transcript from an
accredited pharmacy program, or be a graduate of a pharmacy
program located outside the United States which is not accredited
and have obtained the Foreign Pharmacy Graduate Examination
Committee (FPGEC) Certification given by National Association of
Boards of Pharmacy (NABP).

2. Applicants for the practice of a Pharmacy Technician must
demonstrate graduation from an accredited high school or

equivalent.

128-003.02C Credentialed in Another Jurisdiction Information: Any credential held
or previously held by the applicant to provide health services, health related services,
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or environmental services in Nebraska or in any other jurisdiction. Such information
must include:

The jurisdiction where each credential was issued;

The credential number;

The type of credential;

The date of issuance and the expiration date of each credential, if any.
The applicant must have a certification of each credential submitted to the
Department by the issuing agency or through an acceptable primary source
verification.

| | N ]

128-003.02D Adverse Actions: History of disciplinary actions, adverse actions,
denials, denial of the right to take a credentialing examination, or other actions
against a credential in any state or jurisdiction, including, but not limited to:

Voluntary surrenders or voluntary limitations;

Prior refusals to issue or to renew a credential;

Any disciplinary actions or denials of a credential; and
An explanation for an adverse action and or denial.

|| N ]

128-003.02E: Convictions: Any misdemeanor or felony conviction(s). If the
applicant has been convicted, the following information and documentation must be
submitted to the Department:

A list of any misdemeanor or felony convictions;

A copy of the court records, if the convictions occurred in a state other than
Nebraska, which includes charges and disposition;

Explanation from the applicant of the events leading to the conviction (what,
when, where, why) and a summary of actions the applicant has taken to
address the behaviors/actions related to the convictions;

A current addiction/mental health evaluation, if the conviction involved a drug
and/or alcohol related offense and if the conviction(s) occurred within the last
10 years;

A letter from the probation officer addressing probationary conditions and
current status, if the applicant is currently on probation; and

6. The applicant may be requested to submit additional documentation such as

police reports.

128-003.02E Documentation that the applicant meets the requirements set out in
Neb. Rev. Stat. 838-129 and 8§88 4-108 through 4-111.

N[
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128-003.02F Practice Statement: A statement that the applicant has not practiced
as a Pharmacist, Pharmacist Intern, or Pharmacy Technician in Nebraska before
submitting the application; or if the applicant has practiced as a Pharmacist,
Pharmacist Intern, or Pharmacy Technician in Nebraska before submitting the
application a statement of the number of days practiced and the name and location

of practice;
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128-003.03 Non-English Documents: Any documents written in a lanquage other than

English must be accompanied by a complete translation into the English lanquage. The

translation must be an original document and contain the notarized or equivalent signature

of the translator. An individual may not translate his/her own documents.

128-004 Denied or Withdrawn Applications:

128-004.01 An applicant for a Pharmacist, Pharmacist Intern, or Pharmacy Technician

credential whose application is denied by the Department will be allowed the return of his/her

fee, except for a $25 administrative fee to be retained by the Department.

128-004.02 A request to withdraw an application will be granted:

A. When the application is incomplete; or
B. When the request for withdrawal is received within five business days
of the receipt of a complete application.

If a request to withdraw an application is granted, the applicant will be allowed the
return of his/her fee, except for a $25 administrative fee to be retained by the

Department.

128-005 RENEWAL: An individual who wants to renew his/her credential must, prior to the

expiration date, file an application for renewal, pay the fee, and, demonstrate compliance with

applicable continuing competency requirements and Neb. Rev. Stat. §38-129 and 8§ 4-108 through

4-111.

128-005.01 Credential Expiration Dates:

= |®

|©

All pharmacist licenses issued by the Department will expire on January 1 of each
even-numbered year.

All pharmacy technician registrations issued by the Department will expire on
January 1 of each odd-numbered year.

All pharmacist intern registrations issued by the Department cannot be renewed after
their respective expiration date.

128-005.02 Renewal Application: The applicant must provide the following information:

a.

b

o

The legal name of the applicant, maiden name (if applicable), and any other names
by which the applicant is known;

Mailing address (street, rural route, or post office address; and city, state, and zip
code, or country information);

The applicant’s:

1. Social Security Number (SSN);

2. Alien Registration Number (A#);

Disclosing a social security number is mandatory. Certain applicants may have both

7



DRAFT DATE
(8-19-2016)

NEBRASKA DEPARTMENT OF
HEALTH AND HUMAN SERVICES 172 NAC 128

a social security number (SSN) and an alien reqistration number (A#) or 1-94

number, and if so, must report both.

128-005.03 Documentation: Must submit the following documentation and information with

the application:

a.

Alien or Non-Immigrant: Documentation that the applicant meets the

b.

requirements set out in Neb. Rev. Stat. §38-129 and 8§ 4-108 through 4-111.
Other Credential Information: If the applicant holds a credential to provide

health services, health-related services, or environmental services in
Nebraska or in another jurisdiction, the applicant must submit the name of
the state, credential number, type of credential, date issued, and expiration
date of each credential where the applicant has been or is currently
credentialed;

Disciplinary Action: A list of any disciplinary actions taken against the

applicant’'s credential and a copy of the disciplinary action(s), including
charges and disposition;
Denial: If the applicant was denied a credential or denied the right to take a

credentialing examination, an explanation of the basis for the denial and a
copy of the denial documentation;
Conviction Information: If the applicant has been convicted of a felony or

misdemeanor since his/her last renewal or during the time period since initial

credentialing if such occurred within the previous two years, the applicant

must submit to the Department:

A list of any misdemeanor or felony convictions;

A copy of the court records, if the convictions occurred in a state

other than Nebraska, which includes charges and disposition;

Explanation from the applicant of the events leading to the conviction

(what, when, where, why) and a summary of actions the applicant

has taken to address the behaviors/actions related to the convictions;

A current addiction/mental health evaluation, if the conviction

involved a drug and/or alcohol related offense and if the conviction(s)

occurred within the last 10 years;

A letter from the probation officer addressing probationary conditions

and current status, if the applicant is currently on probation; and

5. The applicant may be requested to submit additional documentation
such as police reports.

[N]=
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128-006 Acceptable Continuing Competency for Pharmacists:

128-006.01 On or before the license expiration date, the pharmacist must

complete 30 hours of continuing education during the preceding 24 month period, The

following are approved continuing education providers:

a.
b.

The Accreditation Council for Pharmacy Education (ACPE);
The Nebraska Council en for Continuing Pharmacy Education (NCCPE);
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The Accreditation Council for Continuing Medical Education (ACCME)
Category 1 continuing education; or

Other providers demonstrating the same quality continuing education
standards as those established in the Criteria for Quality of Accreditation
Council for Pharmacy Education (ACPE) and approved by the Board.

|©

|

128-006.01A Have achieved or maintained certification through the Board of
Pharmacy Specialties (BPS).

128-006-01B Have achieved or maintained certification through the National
Certification Board of Diabetes Education.

128-006.02 Waivers of Continuing Education:

128-006.02A Military Service

1. Licensees actively engaged in military service are not required to pay the
renewal fee.

2. The Department waives continuing competency requirements if a licensee
has served in the reqular armed forces of the U.S. during part of the
credentialing period immediately preceding the renewal date.

128-006.02B First Licensed: The Department waives continuing education
requirements for individuals who were first credentialed within the 24-month period
immediately preceding the renewal date.

128-006.03 Audit of Continuing Competency Requirements: The Department or the Board
may biennially select, in a random manner, a sample of the renewal applications for audit of
continuing competency requirements. Each credential holder selected for audit must
produce documentation of the continuing competency activities Within 30 days.

128-006.04 Inactive Status: When an individual wants to have his/her license to practice
Pharmacy placed on inactive status, s/he must submit a request in_ writing to the
Department. There is no fee to have a credential placed on inactive status and continuing
competency is not required. The Department will notify the credential holder in writing of the
acceptance or denial of the request. To reinstate a license from inactive status, see section
128-011 of the requlations.

128-007 IDENTIFICATION REQUIREMENTS FOR PHARMACIST, PHARMACIST INTERN AND
PHARMACY TECHNICIAN

128-007.01 Each pharmacist must be identified as a pharmacist while performing the duties
of a pharmacist within a facility licensed under the Health Care Facility Licensure Act.

128-007.02 Nothing in these regulations will be construed to prohibit one pharmacist intern or
one pharmacy technician from being supervised by more than one pharmacist at any time.
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128-007.03 Each pharmacist intern must be identified as a pharmacist intern while performing
the duties of a pharmacist intern.

128-007.04 A pharmacist intern_must be supervised at all times while performing the
functions of a pharmacist intern, which may include all aspects of the practice of pharmacy,
unless otherwise restricted. This supervision _must be provided by a pharmacist who
possesses a Nebraska pharmacist’s license which is free from disciplinary measures at the
time of supervision. This requirement for pharmacist supervision does not apply to pharmacist
interns who are receiving experiential training directed by the accredited program in which
s/he is enrolled.

128-007.05 In the case of a pharmacist intern, the result of failure to comply with any of these
standards may be loss of accumulated pharmacy internship hours and revocation of any
license issued on the basis of such pharmacy internship.

128-007.06 Each pharmacy technician must be identified as a pharmacy technician while
performing the duties of a pharmacy technician.

128-007.07 A pharmacist intern must not supervise another pharmacist intern nor a
pharmacy technician.

128-008 REQUIREMENTS FOR PRACTICE AGREEMENTS

128-008.01 A pharmacist may enter into a practice agreement with a practitioner with
independent prescribing authority to provide pharmaceutical care according to written

protocols.

128-008.02 The pharmacist must notify the Board of any practice agreement. Such notice
must be given to both the Board of Pharmacy and the medical practitioner’'s professional
Board. Such notice must contain the names of the pharmacist(s) and the practitioner(s) with
independent prescribing authority and a description of the therapy being monitored or initiated.

A. A copy of the practice agreement and written protocols must be available for
review by any representative of the Department, and

B. A copy of the practice agreement or written protocols must be sent to the Board
upon request from the Board.

C. Written notice must be given to the Board at initiation and at any time there is a
change in parties or protocols.

128-009 DISCIPLINARY ACTIONS

128-009.01A Grounds for Discipline: A pharmacist license or a pharmacist intern
reqgistration may be denied, refused renewal, or have other disciplinary measures taken
against it for grounds specified in Neb. Rev. Stat. 8§ 38-178, or for unprofessional conduct.

128-009.01B Unprofessional Conduct: Unprofessional conduct means any departure from
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or failure to conform to the standards of acceptable and prevailing practice of pharmacy or

the ethics of the profession, regardless of whether a person, patient, or entity is injured, but

does not include a single act of ordinary negligence. Unprofessional conduct also means

conduct that is likely to deceive or defraud the public or is detrimental to the public interest.

Unprofessional conduct includes but is not limited to the acts set outin Neb. Rev. Stat. § 38-

179 and the following:

N

=
=

=
N

21.
22.

Refusal to cooperate or failure to furnish requested information during a licensing
or discipline investigation by the Department.

Any departure from or failure to conform to the ethics of the pharmacy profession,
which ethics were adopted by the membership of the American Pharmacists
Association on October 27, 1994;

Misrepresenting one’s credentials in an application submitted to a healthcare
facility, insurance company, or prospective employer;

Refusal to provide professional service to a person because of such person’s
race, color, or national origin;

Refusal to undergo an examination defining competency as required by the
Board;

Failure to ensure a verbal offer to counsel is made, unless specifically exempt as
provided in Neb. Rev. Stat. § 38-2869;

Willfully or negligently violating the confidentiality between a pharmacist and a
patient, except as allowed by law;

Except as otherwise permitted by law, dispensing, selling, administering,
distributing, ordering, or giving to a person, known by the pharmacist to be an

addict or any person previously drug dependent, any drug legally classified as a
controlled substance;

Exercising influence on the patient in such a manner as to exploit the patient for
the financial gain of the pharmacist or of a third party, which includes, but is not
limited to, the promotion or sale of services, goods, drugs, devices, or biologicals;
Refusal to allow access to the records appropriate to practice pharmacy in a
facility and required to be kept pursuant to 175 NAC 8.

Return of dispensed drugs or devices to saleable stock, unless specifically
allowed by law;

Dispensing, selling, or administering anabolic steroids to a person for other than
therapeutic purposes;

Practicing pharmacy under a false or assumed name;

Allowing a pharmacy technician, knowingly or unknowingly, to perform functions
requiring professional judgment and licensure as a pharmacist;

Lack of inappropriate direction, collaboration or direct supervision of any person
employed by, supervised by or assigned to the pharmacist;

Claiming credit for any continuing competency activities not actually participated
in and earned;

Any false or misleading statement on a pharmacy self-inspection form;
Advertisement for health care services that does not provide accurate information
on the type of credential(s) held nor include deceptive or misleading information
pursuant to Neb. Rev. Stat. § 38-124.
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128-009.02 Pharmacy Technicians: A pharmacy technician registration may be denied
refused renewal, or suspended or have other disciplinary measures taken against it pursuant
to Neb. Rev. Stat. § 38-2894, or for unprofessional conduct.

128-009.02A Unprofessional conduct means any departure from or failure to
conform to the standards of acceptable and prevailing practice of pharmacy or the
ethics of the profession, regardless of whether a person, patient, or entity is injured,
but does not include a single act of ordinary negligence. Unprofessional conduct
also means conduct that is likely to deceive or defraud the public or is detrimental to
the public interest. Unprofessional conduct includes butis not limited to the acts set
out in Neb. Rev. Stat. § 38-179 and the following:

1. Refusal to cooperate or failure to furnish requested information
during a licensing or discipline investigation by the Department;

128-010 VOLUNTARY SURRENDER OR LIMITATION: A credential holder may offer to voluntarily
surrender or limit a credential issued by the Department. The credential holder must make the offer
in writing on a form provided by the Department or constructed by the credential holder, which must
include the following information:

A. Personal Information:
1. First, middle and last name;
2. Mailing address (street, rural route, or post office address), city, state, and zip
code;
Telephone number; and
. Fax number.
formation Regarding the Credential Being Offered for Surrender or Limitation:
List credential(s) and credential number(s) that would be surrendered or
limited;

B. I

il S Rl (S

2. Indicate the desired time frame for offered surrender or limitation:
(1 Permanently;
(2) Indefinitely; or
(3) Definite period of time (specify);

3. Specify reason for offered surrender or limit of credential; and

4. Specify any terms and conditions that the credential holder wishes to have
the Department consider and apply to the offer.

C. Attestation: The credential holder must:
1. Attest that all the information on the offer is true and complete; and
2. Provide the credential holder’s signature and date.

128-011 REINSTATEMENT: This section applies to individuals previously licensed in Nebraska
who seek the authority to return to practice in Nebraska with a valid Nebraska license.

128-011.01 Individuals may apply for reinstatement as follows:
A. An individual whose license has expired, been placed on inactive status, voluntarily
surrendered for an indefinite period of time, or suspended or limited for disciplinary

12
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reasons, may apply for reinstatement at any time.
B. An individual whose license has been voluntarily surrendered for a definite period of
time may apply for reinstatement after that period of time has elapsed.
C. An individual whose license has been revoked may apply for reinstatement only after

a period of two years has elapsed from the date of revocation.

128-011.02 Individuals not eligible for reinstatement: An individual whose license has been

permanently voluntarily surrendered is not eligible for reinstatement and may not reapply for

a new credential of the same license type.

128-011.03 To reinstate a license, an individual must submit a complete application, have met the

continuing competency requirements, pay the renewal fee and reinstatement fee (if applicable),

meet the requirements set out in Neb. Rev. Stat.838-129 and 88 4-108 through 4-111 and provide

the following on his or her application:

128-011.03A Information:

1.

The legal name of the applicant, maiden name (if applicable), and any other

2.

names by which the applicant is known;
Mailing address (street, rural route, or post office address; and city, state,

and zip code or country information);
The applicant’s:

4.

a. Social Security Number (SSN); or

b. Alien Reqistration Number (A#);

Disclosing a social security number is mandatory. Certain applicants may
have both a social security number (SSN) and an alien registration humber
(A#), and if so, must report both.

If the applicant holds a professional credential in another jurisdiction; and

5.

If making application following voluntary surrender or disciplinary action,

information relating to what actions s/he has taken to address the reasons that

caused the action.

128-011.03C Must attest that s/he:

1. Is of good character;

2. Has met the continuing competency requirements specified in 172 NAC 128-

006 within the 24 months immediately preceding submission of the
application (or other requirements as specified by the practice act);

3. Has not practiced in Nebraska since s/he last held an active credential, or if

the applicant has practiced in Nebraska since s/he last held an active
credential, the actual number of days practiced:;

4. Has not committed any act which would be grounds for action against a

credential as specified in 172 NAC 128-009 since the last renewal or
issuance of the credential (whichever is later), or if an act(s) was committed,
provide an explanation of all such acts; and
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128-011.04 Documentation: Must submit the following documentation with the application:

DRAFT DATE
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a.
b.
C.
d.
e.

Alien _or Non-Immigrant: Documentation that the applicant meets the
requirements set out in Neb. Rev. Stat. §38-129 and 88 4-108 through 4-111.
Other Credential Information: If the applicant holds a credential to provide
health services, health-related services, or environmental services in
Nebraska or in another jurisdiction, the applicant must submit the name of
the state, credential number, type of credential, date issued, and expiration
date of each credential where the applicant has been or is currently
credentialed.

Disciplinary Action: A list of any disciplinary actions taken against the
applicant’'s credential and a copy of the disciplinary action(s), including
charges and disposition;

Denial:_If the applicant was denied a credential or denied the right to take a
credentialing examination, an explanation of the basis for the denial and a
copy of the denial documentation

Conviction Information: If the applicant has been convicted of a felony or
misdemeanor since his/her last renewal or during the time period since initial
credentialing if such occurred within the previous two years, the applicant
must submit to the Department:

A list of any misdemeanor or felony convictions;

A copy of the court records, if the convictions occurred in a state
other than Nebraska, which includes charges and disposition;
Explanation from the applicant of the events leading to the conviction
(what, when, where, why) and a summary of actions the applicant
has taken to address the behaviors/actions related to the convictions;
A current addiction/mental health evaluation, if the conviction
involved a drug and/or alcohol related offense and if the conviction(s)
occurred within the last 10 years;

A letter from the probation officer addressing probationary conditions
and current status, if the applicant is currently on probation; and
The applicant may be requested to submit additional documentation
such as police reports.

[N |

|

|~

|

|

128-012 Denied or Withdrawn Applications for Reinstatement

128-012.01 Denied Applications: An applicant for reinstatement whose application is

denied by the Department will be allowed the return of his/her fee, except for a $25

administrative fee to be retained by the Department.

128-012.02 Withdrawn Applications: An applicant for reinstatement may request to

withdraw the application. A request to withdraw an application will be granted:

A. When the application is incomplete; or
B. When the request for withdrawal is received within five business
days of the receipt of a completed application.

14
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If a request to withdraw an application is granted, the applicant will be allowed the
return of his/her fee, except for a $25 administrative fee to be retained by the

Department.

128-013 ADMINISTRATIVE PENALTY: The Department may assess an administrative penalty
when evidence exists of practice without a credential to practice a profession or operate a business.
Practice without a credential for the purpose of this requlation means practice:

a. Prior to the issuance of a credential;
b. Following the expiration of a credential; or
C. Prior to the reinstatement of a credential.

128-014 FEES: Fees referred to in these requlations are set out in 172 NAC 2, unless otherwise
specified.
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TITLE 175 HEALTH CARE FACILITIES AND SERVICES LICENSURE

CHAPTER 8 PHARMACIES

8-001 SCOPE AND AUTHORITY: These regulations govern licensure of Pharmacies. The
regulations are authorized by and implement the Health Care Facility Licensure Act, Neb. Rev.

Stat. 8§ 71-401 to 71-459470; the Pharmacy Practice Act, Neb. Rev. Stat. §§38-2801 to 38-
28,116; and the Prescription Drug Safety Act, Neb. Rev. Stat. 8§71-2457 to 72-2483.

8-002 DEFINITIONS: For purposes of these regulations, the definitions in the Health Ceare
Facility Licensure Act, Neb. Rev. Stat. 8§ 71-401 to 71-470; the Pharmacy Practice Act, Neb.
Rev. Stat. §838-2801 to 38-28,116; the Prescription Drug Safety Act, Neb. Rev. Stat. §871-2457
to 72-2483; the Uniform Credentialing Act, Neb. Rev. Stat. 8§38-101 to 38-1,140, and the

following definitions apply:

lelcan means %he an_ |nd|V|duaI government entltv, or busmess entltv —corporation;
ies that has

Central fill means the preparation;—etherthan-by-compounding; of a drug, device or biological
pursuant to a medical order where—thepreparation—oceurs in a pharmacy other than the

pharmacy where dispensing to the patient or caregiver_occurs.
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er—ether—tepm—ef—buaness—ergamzaﬂe&ﬂegalw or entlty respon5|ble for the operatlon of the faC|I|ty

and to whom the Department has issued a license.
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Practitioner means—an—advanced—practice—registered—nurse—certified—registered—nurse
pedratﬁst—epvetennanan the same as 1Neb. Re\;. Stat. 8 38-2§338.

Premises means a facility, the facility’s grounds and each building or grounds on contiguous

property-used-for administering and operatinga facility.
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8-003 LICENSING REQUIREMENTS AND PROCEDURES: Any-persen_applicant individual or

entity that intends —inreluding—a—practitioner—intending to establish, operate, or maintain a
pharmacy must flrst obtaln a Ilcense from the Department Arpharmaey—must—net—helemselﬁeut

Faerhty—l:reensure—Aet—. To receive a Ilcense, aAn applrcant for an |n|t|al or renewal Ircense must

demonstrate that the pharmacy meets the operational and physical plant standards contained in
175 NAC 8-007 and 8-008.

8-003.01 Application-Processfor Initial Licensure
8-003.01A Appllcant Responsrbllltles Ne—persen—ma%eperate—a—pharmaey—uﬂm—the

fer—thaLpharmaey—An appllcant for an |n|t|al pharmacy Ilcense must

1 I o ol . in il lication:

2——Comply Demonstrate the ability to comply with the applicable standards
specified in 175 NAC 8-0067 and 8-00%8;

2 3—Submit a signed application verifying that all information in the

application is correct;; and Fhe-application-must-contain-the-following:
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3. 4. Submit the required fee as specified in 175 NAC 8-604005.2209.

8 003. OlB Depar:tmem—FlFeeess—ﬁer Inltlal Licensure: IFhe—mmaI—lmense—pFeeess

13: The Department will {ssueissue a provisional pharmacy license if
the Department determines based upon review of the application
that the applicant pharmaecy has substantially complied but-fails-to
fully—eomply with the requirements for licensure under the Health
Care Facility Licensure Act andor that the failure operation of the
pharmacy does not pose an imminent danger of death or physical

harm to the persons served by the pharmacy. The-provisional
license:
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a¥a N LA Q a ho
Health-CareFacility-Licensure-Act:  After issuing a provisional license, tFhe
Department will conduct an announced initial on-site inspection with the
pharmacist in_charge or the practitioner present, after which the department
will take one of the following actions:

66—
1.

Issue a pharmacy license, if it determines that the pharmacy has
fully 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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2. Reguest the pharmacy provide a statement of compliance that
indicates the pharmacy’s effort(s) to correct violation(s) identified
during the initial on-site inspection, if it determines that the
pharmacy does not fully comply with the requirements of the
Health Care Facility Licensure Act but the nature of the violations
do not create an imminent danger of death or physical harm to the
persons served by the pharmacy; and issue a pharmacy license
after conducting a subsequent review to determine whether the
provisional licensee has corrected the violations addressed in the
statement of compliance; or

|0

Revoke the provisional pharmacy license, if it determines that the
pharmacy does not fully comply with the reguirements for
licensure under the Health Care Facility Licensure Act and that the
nature of the violation(s) pose(s) an imminent danger of death or
physical harm to the persons served by the pharmacy.

8-003.02 Renewal Licenses

8-003.02A Department Responsibilities: The Department will:

1. Send a notice of expiration and an application for renewal to the
applicant’s preferred mailing address ne-laterthan at least 30 days prior

to the expiration date- and Fhe-license-renewalnoetice-specifies:

2.  lssueatenewal Renew the license when it determines that the applicant

has submitted a completed application; or
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4.  Place the pharmacy license on lapsed status for-nenpayment-offees if
the licensee fails to renew the license. Buring-this-time-No provision of
services by the pharmacy may occur when the license is in lapsed
statusnet—operate. The license remains in lapsed status until it is
reinstated.

8-003.02B Licensee Responsibilities: The licensee must submit: the information
and the fee required by the Department.

8-003.03 Reinstatement from Lapsed Status: 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 8-604005.2209. The application must
conform to the requirements specified in 175 NAC 8-003.6201A.

8-003.03A The Department will review the application for completeness and will
decide if an on-site inspection is needed to determine compliance with the
operational and physical plant standards of 175 NAC 8-006007 and 8-667008. The
decision is based on the following factors:

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

2. Whether the pharmacy has continued to provided pharmacy services
from the site or under a license that is different from the lapsed license.

10
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8-003.04 Permanently Closing a Pharmacy

8-003.04A When a pharmacy eceases—legal—existence; discontinues
businessproviding pharmacy services er-has-a-change-ef-ownership; the pharmacist

in charge or practitioner of that pharmacy must notify the Department within at least
15 days efclesingprior to the pharmacy discontinuing services.

8-003.04B The notice must include the following information:

1. The sale or other disposition of legend drug, device, or biological
inventory,

2. The sale or other disposition of controlled substances and controlled
substances invoices and inventory records, and

3. The location of all patient records including prescription files.

8-003.04C The pharmacist in charge or practitioner must return the following to the

Department:
1.  The pharmacy license,
2. The pharmacy’s D.E.A. Registration, if any,
3. All unused D.E.A. Forms 222 for the pharmacy, if any, and
4.  Allunused D.E.A. Forms 222a or 222d for the pharmacy, if any.

8-003.04D 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:

1. Advertisement in a newspaper appropriate to the location of the
pharmacy,

2. Written notice to patients of the pharmacy, or

3. Other such notice as is appropriate.

11
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8-004 DENIAL, REFUSAL TO RENEW, OR DISCIPLINARY ACTION

8-004.01 Grounds for Denial, Refusal to Renew, or Disciplinary Action

8-004.01A The Department may deny or refuse to renew a pharmacy license for
failure to meet the requirements for licensure, including:

1. Failing an inspection specified in 175 NAC 8-006;

2. Failing to meet a compliance assessment standard adopted under Neb.
Rev. Stat. 8 71-442 as specified in 175 NAC 8-006;

3. Having had a license revoked within the two-year period preceding an

application; or
4, Any of the grounds specified in 175 NAC 8-004.01B.

8-004.01B The Department may take disciplinary action against a provisional
pharmacy license or a pharmacy license for the grounds set out in Neb. Rev. Stat. 8§
71-448 or any of the following grounds:

1.  Violation of the Prescription Drug Safety Act;

2. Failure to account for significant, substantial shortages or overages of
controlled substances; and

3. Loss of prescription inventory or prescription records due to theft or any

other cause resulting from failure to secure the inventory or records.

8-004.02 Procedures for Denial, Refusal to Renew, or Disciplinary Action

8-004.02A If the Department determines to deny, refuse renewal of, or take
disciplinary action against a license, the Department will send a notice to the
applicant or licensee, by certified mail to the last address shown on its records. The
notice will state the determination, including a specific description of the nature of
theviclation-the grounds that support the Department’s determination, and-identify
the statute or regulation violated and, if applicable, describe the type of disciplinary
action pending.

8-004.02B The denial, refusal to renew, or disciplinary action will become final 15
days after the mailing of the notice unless the applicant or licensee, within the 15-
day period, makes a written request to the Director Department for an informal
conference under Neb. Rev. Stat. 8 71-453 or an administrative hearing.

8-004.03 Reinstatement from Disciplinary Probation, Suspension, and or Following
Revocation

8-004.03A Reinstatement at the End of Suspension: A license may be reinstated at
the end of suspension following:

1. Submission of an application to the Department for renewal that
conforms to the requirements of 175 NAC 8-003.02;

12
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2. Payment of the renewal fee as specified in 175 NAC 8-005.09; and
3. Successful completion of an inspection, if the Department determines
an inspection is warranted.

The Department will 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.

8-004.03B Reinstatement Prior to Completion of Probation or Suspension

8-004.03B1 Reinstatement Prior to the Completion of Probation: A licensee
may request reinstatement prior to the completion of probation and must meet
the following conditions:

1. Submit a petition to the Department stating:
a. The reasons why the license should be reinstated prior to
the probation completion date; and
b. The corrective _action taken to prevent recurrence of the
violation(s) that served as the basis of the probation; and
2. Successfully complete _any inspection that the Department
determines necessary.

8-004.03B2 Reinstatement Prior to Completion of Suspension: A licensee
may request reinstatement prior to the completion of suspension and must
meet the following conditions:

1. Submit a petition to the Department stating:
a. The reasons why the license should be reinstated prior to
the suspension completion date; and
b. The corrective action taken to prevent recurrence of the
violation(s) that served as the basis of the suspension;

2. Submit a written renewal application to the Department as
specified in 175 NAC 8-003.02;

3. Paythe renewal fee as specified in 175 NAC 8-005.09; and

4.  Successfully complete an inspection.

8-004.03C Reinstatement Following Revocation: A license may be reinstated
following revocation upon:

1. Submission of an application to the Department for renewal that
conforms to the requirements of 175 NAC 8-003.02;

2. Payment of the renewal fee as specified in 175 NAC 8-005.09; and

3. Successful completion of an inspection, if the Department determines
an inspection is warranted.

13
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8-604005 GENERAL REQUIREMENTS

8-0045.021 Effective Date and Term of License: A pharmacy license expires on July 1 of

each year.

8-0045.032 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 {sale;whether-of stocktitle—or-assetsleasediscontinuance-of-operations) or
change of premises terminates the license. The new owner(s) must apply for a new
pharmacy license. If there-is-a change of ownership occurs and the pharmacy remains on
the same premises, the inspection in 175 NAC 8-0605006.02 is not required. Fhe-new
owners)-mustapply-fera—new pharmaecy-license: If there is a change of premises, the

new owner(s) must-apply-fora—new-pharmacy-license-and the pharmacy must pass the
inspection specified in 175 NAC 8-8085006.02.

8-0045.043 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:

8-0045.054 Change of Pharmacist in Charge: The licensee must notify the Department
immediately at least one business day when before there is a change in the pharmacist in
charge.

8-0045.065 Change of Ownership or Premises: The licensee must notify the Department
in writing at least 30 days before a pharmacy is sold, leased, discontinued, or moved to
new premises.

8-0045.07#6 Change of Name of the Pharmacy: The licensee must notify the Department
in writing within at least 5 working days when there is a change in the name of the
pharmacy.

8-0045.087 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_at least 30 days of
the after death of the licensee.

8-0045.1008 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 at least 24 hours ef after any change in environment which will adversely

affect the potency, efficacy, safety or security of the drugs,—devices—orbioloegicals in the
pharmacy. The notification may be made by telephone if the event has affected the

licensee’s capacity to communicate.

14
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8-0045.1109 Fees: The licensee must pay fees for licensure as follows:
8-0045.1109A The required fees are:
1. Initial pharmacy license fee is $625.
2. Annual pharmacy license renewal fee is $625.
3.  Duplicate license fee is $10.
8-0045.1109B Refunds for denied applications
1. If the Department did not perform an initial on-site inspection, the
license fee is refunded except for an administration fee of $25; or
2. If the Department performed an initial on-site inspection, the fee is not

refunded.

8-0056 INSPECTIONS: Each pharmacy licensee has the responsibility to be in compliance,
and to remain in compliance, with the regulations 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 mspectlons as set out below The Department has-the

an unannounced on-site_inspection at any time it deems necessarv to determlne compliance

with applicable statutes and regulations.:

15
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pharmacy inspector:

1.  Verifies the operational and physical plant standards as described on
the appllcatlon for a pharmacy license are in place;

3-2. Verifies that an initial controlled substances mventory was taken, if the
pharmacy-intends-to-dispense 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

4 3. Ensures-that Reviews the Pharmaecy-Quality-Assurance-Report POAR
as described in 175 NAC 8-0056.03 is—understood—by with the
pharmacist-in-charge or practitioner and clarifies and discusses any
areas that warrant attention.
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8-0056.03 Pharmacy Quality Assurance Report (POAR): The POAR is due one year

from the date of the initial on-site inspection and annually thereafter. All pharmacies
licensees must ensure that the pharmacist in charge or the practitioner annually submits a

completed Pharmacy-Quality-Assurance-Report POAR on a form made available by the

Department, electronically or upon request, within at least 30 days ef before the due date

of the report—as-specified-in175-NAC8-005.03C. The Department must shall provide
notice to all licensees of any significant changes made to the POAR atleast30-days prior

to such changes being implemented.

8-0056.03A Fhisrepert At a minimum the PQAR must provide information on the
following:
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1. Standards for the Operations of a Pharmacy
a. Staffing Requirements;
b Storage Requirements;
C. Record Keeping Requirements;
d. Dispensing Requirements;
e Controlled Substance Dispensing Requirement for Emergency
Situations; and
f. Disaster Preparedness and Management
2. Physical Plant Standards
a. Equipment, facilities, and utilities;
b. Shelving, counters, floor, inventory, fixtures, equipment, and
utensils; and
C. Reference Material
3. Sterile Compounding Requirements (if applicable)
4, Non-Sterile Compounding Requirements (if applicable)

8-0056.03B Fhis+report The POAR must be accompanied by a signed statement
from the pharmacist in charge or the practitioner verifying that all information in the

Phanmaey—Qealﬁy—Asewwee—Repeﬁ QAR is accurate complete and correct—anel

8-0056.03BC  Department Responsibilities: The Department will review the
Pharmaey-Quality AssuranceRepert POAR to determine whether the pharmacy is

being operated in compliance with the Health Care Facility Licensure Act, the

Prescrlptlon Drug Safety Act, and these regulations. W&Mﬂ%@—weﬁémg—days—a#er—the
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8-0056.04 Annual Inspection: After-April1-2002,aAll pharmacies licensees are subject

to an annual inspection to determine whether a pharmacy fully complies with the
requirements of 75-NAC-8-003-.01A—item-—3-m- 175 NAC 8-0067 and 8-0048. The
inspection may occur by a self-inspection or by an on-site inspection.

8-0056.04A Self-Inspection: The PharmaeyQuality-Assurance-Repoert POAR will

fulfill the annual inspection requirement when the Department determines that the
report indicates that the pharmacy is in full compliance with the Health Care
FacilitiesFacility Licensure Act, the Prescription Drug Safety Act, and these
regulations. However, the report will not fulfill the annual inspection requirement
when:

1.  The Department has determined, based on the review of the Pharmaey
Quality-Assurance-ReportPQAR, that the pharmacy is not in compliance
with the Health Care Facilities FaC|I|ty Licensure Act, the Prescription
Drug Safety Act, or these regulations;

2. The pharmacy failed to be in full compliance with the Health Care
Facility Licensure Act, the Prescription Drug Safety Act, and these
regulations at the time of its last inspection;

3. The pharmacy failed to submit a Pharmacy—Quality -Assurance
RepoertPOAR;

4, The pharmacy is randomly selected as part of the 25% of licensed
pharmacies chosen for inspection; or

5. Five years have elapsed since the pharmacy was subjected to an on-
site inspection.

8-0056.04B On-site Inspection: When the Department determines, based upon the
criteria specified in 175 NAC 8-0056.04A, that the Pharmacy—Quality-Assurance
ReportPOAR does not fulfill the annual inspection requirement, a pharmacy
inspector will conduct an en-on-site inspection to determine compliance with the
Health Care Faeilities Facility Licensure Act, the Prescription Drug Safety Act, and
these regulations.

8-0056.04C Results of Annual Inspections

8-0056.04C1 When the Department finds that the pharmaey licensee fully
complies with the requirements of +75-NAC-8-003-01A-item-3-m- 175 NAC 8-
0067 and 8-00+#8, the Department will notify the pharmaey licensee of its
compliance within at least 30 days after the inspection.

8-0056.04C2 When the Department finds that the licensee does not fully
comply with the requirements of 175-NAC-8-003.01A-item-3-m-; 175 NAC 8-
0067 and 8-00%8, but the nature of the violation(s) does not create an
imminent danger of death or serious physical harm to the clients of the
pharmacy and no direct or immediate adverse effect to the safety or security

20
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of the drugs—dewees—&nel—btetegteats the Department may—sehd—te—the

request a statement of compllance that |nd|cates the effort to correct the
violation(s) has addressed the Department concerns. Fheletterwillinclude:

8-0056.04C43 When the Department finds that the pharmaey licensee fails to
meet the requirements of 175 NAC 8-0067 and 8-00%8, and the failure{s)
nature of the violation(s) would create an imminent danger of death or serieus
physical harm, the Department will revoke the pharmacy license.

8-0056.05 Re-inspections

8-0056.05A The Department may conduct re-inspections to determine if a
pharmacy-fully-eompliesfull compliance of the pharmacy operations have been met
with and the requirements of 175 NAC 8-0067 and 8-00%#8 have been demonstrated

by the licensee. Re-irspection-ocecurs:
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Ilcensee must have a specmc pharmamst in charge or practltloner Wlth the quallflcatlons

training, and skills necessary to meet the requirements according to these regulations.

8-007.01A Each licensee must employ a sufficient number of actively-licensed
pharmacists to meet the needs of individuals seeking services at the pharmacy.

8-007.01B Each licensee must employ a sufficient number of actively-reqgistered
pharmacy technicians who have 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 registration for those
with initial reqgistration dates after January 1, 2016.

22
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8-0067.02 Storage Requirements

8-0067.02A The pharmacy must provide equipment for the storage of drugs;
devicesand-bioclogicals at the proper temperature:

1. Drugs, devices, or biologicals requiring refrigeration must be stored
between 36 and 46 degrees Fahrenheit.

2. Drugs—devices,—or—biolegicals requiring a freezer must be stored

between -413 and 14 degrees Fahrenheit.

3. Drugs—devices,—or-biolegicals 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.

4, Drugs—devices,—or—biolegicals requiring storage at controlled room
temperature must be stored between 5968 and 8677 degrees
Fahrenheit.

5. Other labeled storage instruction for drugs—devices—or-biologicals must

be followed.

8-0067.02B Drugs;-devices—and-bielogieals stored in a refrigerator must be kept in
a separate compartment refrigerator from food.

8-0067.02C 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.

8-0067.02D

All druqs WhICh are

mlsbranded or adulterated shall not be stored with saleable mventorv

8-007.02E 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.
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8-0067.03 Record Keeping Requirements

8-006.03A Allpharmacies—must-maintain-the-followingrecords:All licensees must
assure the establishment and maintenance of record keeping systems to account
for the receipt and disposition of prescription drugs.
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8-0067.04 Dispensing Requirements

8-007.04A 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.

8-007.04B 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.

8-007.04C When the refill designation on the prescription is prn or Pro re nata,
such designation, unless otherwise limited, means:

1. If a prescription for a controlled substance in Schedules llI-V, refill five
times in the six months from the date of issuance, or

2. If a prescription for a non-controlled drug, refill for 12 months from the
date of issuance.

3. Controlled Substances in Schedule Il cannot be refiled and a refill
designation on _a prescription for a controlled substance in Schedule Il
has no meaning.

8-007.04D Prescription Label for Central Fill: If central fill is used for controlled
substances, the prescription label must contain the DEA registration number of the
central fill pharmacy.

8-007.04E 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:
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1. Such container is prepackaged by the manufacturer, packager, or
distributor and shipped directly to the pharmacy in this manner; or

2. 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 statutes and/or requlations.
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8-0067.05B4F Controlled Substance Dispensing Requirement for Emergency

Situations: For the purpose of authorizing an emergency oral prescription of a
controlled substance listed in Schedule Il of Neb. Rev. Stat. § 28-405, the term
emergency situation means those situations in which the prescriber determines:

1.

2.

That immediate administration of the controlled substance is necessary,
for proper treatment of the intended ultimate user; and

That no appropriate alternative treatment is available, including
administration of a drug which is not a controlled substance listed in
Schedule Il, and

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.

8-0067.045 Disaster Preparedness and Management: The pharmaey licensee must

establish and implement disaster preparedness plans and procedures to protect the
potency, efficacy, safety, and security of the drugs-devices;-er-bisclegicals 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:
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1. How the pharmacy will provide for the storage of drugs,—devices,—and
biologicals at the proper temperature;

2. How the pharmacy will provide for the disposal of drugs,—devices—and
biolegicals if the pharmacy determines their potency, efficacy, or safety has
been adversely affected;

3. How the pharmacy will secure the drugs—devices,—and-biolegicals from the
public; and

4, How the pharmacy will maintain patient records and inventory records.

8-00#8 PHYSICAL PLANT STANDARDS

8-00#8.01 The pharmacy licensee must provide the pharmacist(s) access to all
equipment, facilities, and utilities appropriate for the accurate, efficient, and safe provision
of the services available in that pharmacy.

8-0048.02 The pharmaey licensee must maintain assure the prescription department,
including shelving, counters, floor, inventory, fixtures, equipment, and utensils are
maintained in a clean, orderly, and sanitary manner.

8-00+48.03 The pharmacy licensee must provide the pharmacist(s) access to all reference
material appropriate 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.
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8-009 HOSPITAL PHARMACY STANDARDS

8-009.01 Each pharmacist in charge must ensure that all pharmacy personnel holds an
active credential issued pursuant to the Uniform Credentialing Act.

8-009.02 The Board of Pharmacy or its designated representative(s) may examine and
inspect the practice of pharmacy within any hospital licensed by the department by either
an_on-site inspection _or by having the pharmacist in charge submit a POAR to the
Department. The POAR is due annually at the time of facility licensure renewal.

8-009.03 Hospital Drug Administration:

1. When drug administration occurs in a hospital on the basis of a chart order,
hospital personnel may provide the unused portion of drugs to the patient upon
discharge from the hospital for continued use in treatment of the patient if:

a. the drug has been opened and used for treatment of the patient while at
the hospital, is necessary for the continued treatment of that patient, and
would be wasted if not used by that patient; and

b. the drug is:

i. in a multidose device; or

ii. _inthe form of a liquid reconstituted from a dry stable state to a liquid
resulting in a limited stability; or

ili. _inthe form of a solution or ointment and is in tubes, bottles or other
containers intended for multidose use.

2. Any drugs provided to a patient under section (1) shall be labeled with the name
of the patient, the drug (including gquantity) provided, the date the drug was
provided, directions for use, and the prescriber's name and (if appropriate) DEA
number.

3. A licensed healthcare professional with prescribing authority may provide to
hospital patients being discharged a sufficient quantity of drugs adequate, in the
judgment of the licensed health care professional with prescribing authority, to
continue treatment begun in the hospital until the patient is reasonably able to
access a pharmacy. Adequate records of the such drugs provided to discharged
hospital patients shall be maintained by the pharmacist in charge and shall
include the name of the patient, the drug (including quantity) provided, the date
the drug was provided, directions for use, and the prescriber's name and (if
appropriate) DEA number.

4. Procedures for providing drugs to patients under (1) or (3):

a. The drugs shall be kept in a locked cabinet with access only by licensed
healthcare professionals;

b. Prior to dispensing the drug, a written order shall be in the patient's
record;
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c. The dispensing process at the hospital shall be under the direct
supervision of the prescriber;
d. If the label is prepared by a nurse, the prescriber shall verify the drug and
the directions;
e. When possible the directions for the patient shall be preprinted on the

label by the pharmacist (e.q., Take tablet(s) times daily; Instill 2 drops in
eye twice daily.);

f. Each container shall have an expiration date;

g. The label shall include the name of the patient, the drug (including
quantity) provided, the date the drug was provided, directions for use, and
the prescriber’'s name and (if appropriate) DEA number;

h. A written information sheet shall be provided to the patient for each drug
dispensed;

i Proper documentation shall be provided to the pharmacy in the form of a
written prescription.

J- An inventory list of the drugs shall be available at the hospital pharmacy.
The list shall include the number of packages of each medication and the
number of doses in each package;

k. A log sheet shall be maintained to document each time a medication is
dispensed from the hospital pharmacy’s inventory. The log shall include
the date of dispensing, patient, medication, and prescriber.

The pharmacist or the pharmacist’'s designee shall conduct a physical
inventory of the drugs at least every 90 days to verify accountability,
expiration dates, and proper storage conditions.
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3, 1085, 51 FE 26184, July 21,
5. Juns 1, 189%; €3 FE 13068,
Fo FE. 44679, July 19, 20007]

laintenance of records and
Ntories.

cept as provided in paragraphs
and (a)i2) of thia sectlon, every
tory and other records required to
rept under this part must be kept
the registrant and be available, for
heast 2 veara from the date of such
ytory  or records, for inspection
pyine by anthorized smplovees
R lministration.

pancial and shipping records
nvoloes and packing slips bat
el order forme subject to
1 130527 of this chapter)
at a central locatlon,
the reglstered location,
has notified the Ad-
s intention to lkeep
ritten notification
v reglstered or cer-
velpt requested, in
vecial Agent in
(fration in the
to1s located.
nformed by
o that per-
rds 1s de-
faln cen-

13

&

[
TN
& 12N
may
rather
if the 1%
miniatrai
cantral 1d
must ba snll
tiffed mail, ry
triplicate, to
Charge of the
area in which thh
Unless the rezisiy
the Speclal Agent
misslon to keep cem
miad, the reglatrant i
tral records commenci s after
recelpt of his notifloatiMe e tho Spo-
clal Agent in Charge. All notifications
must include the followine:

(1} The nature of the records to be
kept centrally.
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(i1} The exact location where the latrant shall, within the time specified
records will be kept. by the Bpecial Agent in Charge, comply

{111y The name, address, DEA reg- with the reguirements of this section
ietration number and type of DEA reg- that all records be kept at the reg-
iatration of the registrant whose {atered location.

records are being maintained centrally. (e} Reglstranta need not notifyr the
i1v) Whether central records will be  gpecial ‘-i,geut- in Charge or obtaln cer-

maln = o o manual, or computer  tpal rocordlesping appt arder to

readal maintaln records on a 28 COIn-
2y A | retall pharmacy that  poter system.

PosBoaEes al reglstrations for (d) ARCOS partls ho  desire

automatec g systems ab long  apthorisation to from  other

term care ps may  leep all  ghap thelr regls
records requ ls part for those  eain a sepéu-
addi tional reg tes at the retall  jgentifier. Rec
rharmacy or ot ved central 10-  jpe idantifler
cation. ARCOS Uni

by All resistray are author- SBtation. Wi
lzed to maintain al  record- fel All o
keeping evatem sha act to the préx;i-;ils y
tallowing cornditions: tion ex

thlﬁ ",.E]]j;.;f '”ll'gdjl ?ﬁlk. (£ terad manufacturer, ds-
include exe '-111:.;1 -;Il-rde-rfu tribm orter, exporter, harcotlc
t.l:]l.‘:'l-‘l]l 1-*\: mf.r'-eut.r_nrms - | b e rogram and compouhder
i and/o 4] o, . ST s
maintained at each registary on. 19 L rt-mat-ment pllg°1T1_ th’ﬁl‘l.
(2) If the records are kept - b inventories and tecords of
film, computer media or in 2 \ :r'gﬁﬂ:?&:u:351‘3“1";':';1“12%& f con
i . e . and O oon-
requiring speclal equipment to bl subetances lsted in Schedules I

the records easily readahbls, . - p———
igtrant shall provide access to IT -:.].1311_ b Jmﬂll.:n.,:u,].nud gelﬂmt.elz:'
i all of the records of the reg-

aquipment with the records. If ant: and
code system Is used (other than p LI A ) .
Inventories and records of con-

(o1 o, @ 7t ] : -
information), a key to the coda 1 enbstances lsted in Schedules

provided fe ake the records
proviced Lo fmake pewete and V ehall be malntained ei-

standable. arately from all other reconds
(@) The registrant agrec rar Alely irom all o P recnids
) il ey ) {etrant or in such form that

all or any part of such re the

atlons musat
Al reporting
central report-
o snbmitted to:
Box 282038, Central
. Dl 20005,
cordkesping permits
by the Administra-
Prermnber 80, 1960,

pined at
p 1l not
o -

registered location withi finoes : L0l on 1'9'-11111'_9'-1 1‘*_1"='*TfL‘11 ly Le-
dars upon receipt of a eqnest M m. the _“—'1 dinary business
from the Administre Jr such TeCC reglatrant.

z atered individnal practi-
niring de- blonerr o keep records and in-
L registered 2titutiony tioner shall maintain
zod employ- Iinventorie cords of controlled
bn to lnspect subetances anner prescribad in
Entral location Paragraph (f] o ctlon.

employess with- (h) Each reY rharmacy shall
rind. maintain the i = and reconds of
t a registrant falls controlled subete (o] 1o

eze conditions, the (1) Inventories g of all con-

records, and 1f the lstration (g H
chooses to do ao in
livery of such recoy
location, to allov
ees of the Adr
anch records :
upon request
out o Warran,

(4) In the
to complg

Spacial . Charge may cancel trolled snbstances Sehedules I
gnch o hordkeeping anthoriza- and IT shall be mall coparately
tlon, other central record- from all other records ATTIACK,
koep rizations held by the reg- and prescriptions for piaalces

iatrd] out a hearing or other pro- #hall be maintained in 3
cednres. In the event of a cancellation scription file: and

of central recordlkeeping anthoriza- (2) Imventories and records of con-
tions under this paragraph the reg- trolled substancea listed in Schedules

R [ile-

59
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III, TV, and V shall be maintained ei-
ther separately from all other records
of the pharmacy or in such form that
the information required ie readily re-
trievable from  ordinary  buslhess
records of the pharmacy, and prescrip-

tlons for such sesubstances shall be
main ther in a separate pre-
acript] r controlled aubstances

liated 1
or in and
retrievalila
racords of
will be deams
the time thed
face of the pre
rad ink in the 1
the letter “C'" no
and filed either in 8

ep IIT, IV, and V only
Chiat they are readily
e other prescription
Kooy, Prescriptions
- retrievable if, at
tially fllad, the
i stampad In
p i corner with
1 inch high
ription file

for controlled sub liested in
Schednles I and IT or sal con-
sacutively numbered N on file

Howr-
ADPE
1i-
Wl

for non-controllad snbY
evar, if a pharmacy em
syatem  or other electro
keeping system for prescripl
permits identification by pry
number and retrieval of orleir®
ments by prescriber’s namme, pd
name, drug dispensed, and date
then the requirement to mark the
copy prescription with a red
walved.

{Anthority: 21 T 2.0
0100

821 and 871}

[36 FE 7780, Apr. 24, 1671, as g It 36
FE 13336, July 51, 1971, Redesig 5 FE
SREDD, Bept. M4 1075, and al 2 FR
gTaen, Oct, 20, 1074; 45 FR F 1, 1660,
47 FR 41730, Sept, 22, 1682 ). F=h. 13,
1996 62 FR 12090, Mar | FE 86,

May 13, 2003]

5130405 Records
tral fill pharg
macies.

horized cen-
1d retail phar-

(a) Every y
lizes the ser
MACY IS
fill phar
dress @
thori

‘macy that uti-
i central fill phar-
'ecord of all central
nelnding name, ad-
nmber, that are au-
prescriptions on ite be-
half. il pharmacy must aleo
werl foiatration for each central
fill "pharmacy anthorized to fill pre-
seriptions on ite behalf, These records
must be made avallable upon reguneat
for inaspaction by DEA.
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(b)) Every central fill pharmacy muat
keep a record of all retall pharmaciea,
including name, address and DEA num-
ber, for which it is antherized to fill
prescriptions. The central fill phar-
macy muat also verify the reglatration
for all retail pharmacies for which it 1=

anthorized to fill preascge j. These
records must be madg Ble upon
request for inspectio
[63 FE 27410, Juns= 34, 34

INVENTORY, EMENTE

S1304.11  Inwver uirements.

(a) General
tory shall oo
rate record

fenis. Bach inven-
complete and acou-
ontrolled substances

on hand ate the inventory is
talzen, ¢ he malntained in writ-

ten, Ly
the rg
talkey
wiog
iy
iy

n. or printed form at
location. An inventory
of an oral recording de-
be promptly transcribed.
enlbstances shall be deamed
hand™ if they are in the posa-
of or under the control of the
ant, includihe substances re-
d by a customer, ordered by a cus-
o but not vet involeed, stored ina
rehouse onn bahalf of the resistrant,
1 sultstances in the possesalon of em-
raop of the resistrant and intended
jetribntion as complimentary sam-
4 asoparate inventory shall he
1 each regletered location and
gpendent activity registerad.
rovided in paragraph i(eid)
ofn. In the event controlled
the popsession or nnder
\ the regiatrant are atoraed
or which he'she 1= not
jletances shall be in-
yventory of the reg-
which they are sub-
which the person
fice 1s responsible.
talzen either as
C s of the close
fory date and
e inventory.
v ely paracn
1 take an

o)
of N
ETRLRT
the ¢
at a 1IN
recistary
cluded 1
laterad loc
ject to cond
possessing TN
The inventors
of opening of bt
of businesa on
it shall be indical
(W) Fritial mvento
required to Eeep rad
inventory of all sto ntrolled
sbstances on hand om o he'she
first engages in the manufactire, dia-
tribution, or dispensing of controlled
sibstances, In accordance with para-
graph (&) of this sectlon as applicable.
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In the event a person commences bnsi-
nesz with no controlled snbstances on
hand, heshe shall record this fact as
the initial inventory.

(e} Biemnial inventory dade. After the

initial inventory is taken. the reg-
ietrant shall take a new inventory of
all stocks of controlled sulstances oh
hand at least every two years. The bi-
ennial

(v may be taken on any
thin two vears of the
inventory date.
for newly conerolled
cffective date of a
rator puranant to
V5,47 of this chap-
o any schadule
which sulb-
orlor to that
1 scheduls,
to  keap
pubetance
toclos of
aafter,
d in
ant
gt -

date wl
previous

{1y Imve
substances
rule by the 3
§81808.45, 1308,
ter adding a eu
of controlled a8
atance was, imm
date, not lated o
avery reglstrant
records who possesss
shall take an inventor]
the substance on ha
anch snbatance shall b
each inventory mads by tN
pursuant to paragraph (c) ¥
tlon.

(e) Imventories of monwfactu
tributors, dispensers, researchors)
erg, exgporfers and chemical a
Each person regclatersd or aunth
(b §1301.15 or §§1307.11-1207.13 of
chapter) to manufacture, distril
dispenss, import, export, condn
soarch or chemical analyels wi
trolled substances and required
records pursuant to §1304.03
clude in the inventory the i
lated balow.

(1) Imwpentories of manuf
person reglatered or an
ufacture controlled suly
clude the followlng 1
Inventory:

(1) For each con
bnalk form to be
uee 1n) the many
ather controlleg
atances in fin
zhall ineludeg

(A) Tha

(B} The

<

mar-
Eliall 1n-
bn in the

betance in
Lr capabla of
of the same or
Ceontrollad sulb-
1, the Inventory

e aubstance and
1antity of the sub-

atance arest mefric undt
walght it with unit size.

(i) i controlled substance in
the i manufacture on the in-

ventory date, the inventory shall in-
clude:
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{A) The name of the substance;

(B} The guantity of the subatance in
each batch andior stage of manufac-
ture, identified by the batch numbear or
other appropriate identifyine number;
anid

() The phyelcal form which the sub-
atance 1s to take upon completion of
the manufacturing process (e.o.. cranu-
lations, tablets, capanle, tlona),

ldentifled by the ke nber or
other appropriate 1dg E number,
anid 1f possible the o of the
substance (e.g., 10 i tablet or
10-milligram oo Kon per fluid

ounce or millil the number or
volurme theraoy
(111} For eag
finished for
clude:
(A) The
(B}
atance
mmiillig
o
Y

a

olled substance in
ventory shall in-

Rk the substance;

zhed form of the sub-
P-maillizram tablet or 10-
ohcantration per fluid
lliter);
humber of vl ts or volume of
ed form in each commercial
r (e.g. 100-tablet bottle or 3-
el vial); and

The number of commercial con-
Here of each ench finiehed form (e.z.
+ 100-tablet bottles or elx d9-milli-
Tiala),

For each controlled subetance
uded in paragraphs (el (13, (11)
f this section (e.., damaged,
or lmpure substances awalt-
. eubatances held for gqual-
purposes, or substances
for eXtomporanacls
the inventories shall

fik
ing
1ty
main®
COTnD
include:

(&) The

(B} The
atance fo
walght or th
finished form; 3

(0 The reaa®
beine maintained
whether such sub

the snbetance;

antity of the sub-
et metrlc andt

et of units of

he substance
elstrant and
capable of

nse in the manufa) \ ANy con-
trolled enbetance in f TTI.
(3) Mmventories of disy Ezcapt

for reverse distributo
paragraph (e of this

gl by
asection, each
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person regletered or anthorized to dis-
tribute controlled subetances shall in-
clude in the inventory the same infor-
mation required of manufacturers pur-
gnant to paragraphe (e)1)iil) and (iv)
of this section.

(3) Inventories of dispensers, research-
ors, and e istribufors. BEach person
reglstel nthorized to dispense,
conduct . or act az a revarse
distributo ontrolled substances
ehall incluad inventory the same
information L of manufacturers
pursuant to g (enliiil) and
{iv) of this sach Jotermininge the
number of nnits finished form
of a controlled a I A COTRIer-
clal contalner wh cell opened,
the dispenser, ress OF lavarse
distributor shall do a '

1) If the enbetance 13
ule I or II, make an
measura of the contents,

(i1} If the sulstance
Bchednle III, IV or V, ma
mated count or measure o
tenta, unless the container ho
than 1,000 tablets or capsules 1
case he'she must male an exact
of the contents.

(4) Fnventories of importers and ar)
ere. Bach person reglstered or aut
izad to Import or export contnolled
stances shall include in the invg
the same Information reguired
nfacturers pursnant to pe
(&)1} (111 and (1v) of thie sec
guch person who is alao reg
manufacturer or as a dist

Behed-
yunt or

l in
-

4
o
all

include in hisher inventyg i im-
porter or exporter only Lola of
controlled subatances ctually
separated from his a A mann-
facturer or as a d FI ez, In
transit or in storagy mient).

(5) Imventories
Each person reg
conduct chem
trolled anbets

ol anelysts
- anthorized to
vela with con-
i1l include in his

inventory information re-
gquired of urers pursnant to

(11} and (1v) of this
Libstances which have
ired, lmported, or re-
calval person. If less than 1
kil ozt any controlled substance
{other than a hallucinorenic controllad
eubstance llated in Schedule I, or lesa
than 20 grame of a hallucinogenic sub-

paragrap
saction
bean
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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. Laboratories
of the Administration may possess up

o 160 grame of any hallnglae > snb-
atance in Schedule I wi rard to
a nead for an inventc osa snlb-

atances. No invento
known or suepect
atances recelved
riale for analvela

[62 FE 13408, Mag
FE 41223, July 1

quired of
ollad enb-
tlary mate-

as amendsd at 63

g RECORDS
5 130L21 requirements  for
conty oo s,

Flatrant required to keep
ant to §1304.03 shall main-
rrent basls a complete and
eeold of each such subatance
nred, imported, received,
Plivered, exported, or otherwlse
Ed of by him/her, except that no
ant shall be reguired to maln-
N o perpetual inventory.

Separata records shall be main-
| by a reglstrant for each reg-
location except as provided in
{a), In the event controlled
= oare in the possession or
control of a reglatrant at a
which he ia not reglatered,
2 shall be included in the
registerad location to
ibfect to control or to
possesaing the snb-
o

aN
I

Lo
the &
record
which
which th
atance 15 1Y

() Separd
tainad by a
pendent activ
reglastared, axd
§1304.220d).

(d) In recording
portation, dstriluty
other transfera, the §
controlled snbstances
celved, imported, distrl oorted,
or otherwise transferred i naed
as the date of recelpt or distribution of

V= shall be maln-
ut for each inde-
thich heshe 1s
provided in

racelpt, 1m-
tation, or
phich the
ally re-
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any doocuments of transfer (eg.. 1n- (E) The gquantity used in gquality con-
voloes o packing elips). trol:

[36 FR 7792, Apr. 24 1971, as amended at 36 (F) The guantity lost during manuo-
FE 13386, July 21, 1971, Redesiznated at 38 PR Pocturing and the causes therefore, 1if
26600, Bept. 34, 1673, ns amended at 62 FR  KDOWIL

13980, Mar, 24 1807] (x) The total guantity of the sub-
stance contained in the finished form;
21304.22 Records for manufacturers (H) The theoretical and ao alda:

dist \

2E, 1

dispensers, research- gng
and exporters. (T} 8uch other infor

18 nec-

Each per tered or anthorized  essary to acconnt {c ntrolled
by §1301.1 BE1307.11-1307.13 of substances used in facturing

this chapter pannfacture, dis- procesa;
tribute, dispel ort, export or (vly The guanti
conduct ressard controllad sul- tare other coh
stances shall ma cords with the  trolled subetancg
information llated of each subs inufactured and
(a) Records for 1 rers. Each the informat (red in paragraph
person regiaterad or d to man-  {ailiiviof t AR
ufacture controlled os  shall (wil) The distributed in bullk
malntain records with O ring in-  form to g Fraons, including the
formation: date and v of each distribution
(1) For each controlled ce i and the ddress, and regsistration
bulk form to be usad in, o ¢ of nunmbg person to whom a dis-
ues in, or belhe usad in, ths - tribe : made;

o manufac-
and  noncon-
ding the name

ture of the same or other cor T (% quantity exported directly
noncontrolled subsatances in L Ly lstrant innder a registration
farm, ag Eporter), inclnding the date,

(1) The name of the subatance;
{11y The guantity manufacturen
bulk form by the reglstrant, inclac
the date, gquantity and batch or o
identifving number of each batch 1 ant (e.z., by distribution of com-
ufaetured: ary samples or by destruction),
{111y The quantity recelved - the date and manner of ds-
other persons, including the 4 X or disposal, the name, ad-
gquantity of each recelpt and dry reglstration namber of the
address, and recietration n & par hom distributed, and the
other person from whom t ce  guan 1buted or dsposed; and
was racelved; (=) nals of all written cer-
{i¥) The guantity imp wotly  tificati® available procurement
by the registrant iunde Prration quotas a2Y by other persons (as
as an importer) for neg nfacture reguired Aty of this chapter)
by hinvher, includi ite, gquan- relating t rder requiring the
tity, and import pe eclaration distribution hele class of con-
number for each 1 DT trolled anbestN e in Schednle I
{vi The quantity P manufacture  or I1L
the same snbsty finiehed formm, (2) For each o

7. and export permit or declara-
mber of each exportation:

The guantity distribated or dis-
(l of in any other manner by the

| sulbetance in

inecluding: finished form,
(&) The da ch or other 1den- (1) The names of e=H
tifyinge mam, “h manufacture:; (11} Each finlshed ., 10-rmilli-
(B} The used in the manu- gram tablet or 10-md noentra-
facture; tion per fluld ounce Lal) and
(i Th d form {e.g., 10-milli- the number of units or of fin-
ETaln or 10-milligram con- ished form in each oo L Con-
centrs =t fluid ounce or milll- tainer {e.g.. 100-tablet botEreareeenilli-
liter); liter vial
(D) The number of unite of finished {111y The number of containers of
form manunfactiared; each such commmercial findshed form
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manufactured from bulk form by the
regilstrant, including the information
required  pursuant to  paragraph
(a1 of this section:

{ivi The number of nnits of finishad
forms andior commercial contalhers
acquired from other persons, including
the 1 number of unita and'or
ol tainers in each acqnial-
tlon & rv and the name, ad-
dress, al ration namber of the
persomn £ 1 the unita were ac-
guired;

iv) The nW
forms and'o
imported direc
a reglstration o0
port), including
ber of unita and
talners in, and
declaration number 3
tlon;

ivi) The number of ulN
mercial containers me
the reglstrant from unit
form recelved from others
including:

(A The date and batch or o
tifying number of each manafs

(B} The operation performmed (8
packaging or relabelineg;

() The number of unlts of fi
form used in the manufactuarn
number mannfactured and the
lost doring manunfacture,
canses for such losses, if kno

(D) Such other informatig
eppaly to account for
enbstances used in the
processa;

ivil) The number of
talners distribated tyg
cluding the date of
talners in each ryg
tory, and the ng
letration num}y
whom the oo
{villy The ny
talners o
letrant (n
portar),
contalng
larati
ard

iig iber of units of finiehed
forflis aldior commerclal contalhers
distributed or disposed of in any other
manner by the reglstrant (e.g., by dia-
tribution of complimentary samplea or

C unite of finished

relal containera
Lo person (under
vization to im-
of, the num-
relal con-
permit or
g importo-

I Col-
d by
ahed
o],

=]

dic-
ollad
Pruring

k!

vlal con-
reona, in-
bal of cob-
from inven-
fross, and reg-
he person to
rere dlatributed;
commercial con-
rectly by the reg-
Peistration as an ex-
F the date, number of
export permit or dec-
br for each exportation;
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by destruction), inclunding the date and
manner of distribution or disposal, the
name, address, and reglstration num-
ber of the person to whom distributed,
and the gnantity in finished form dis-
trivuted or dispoasad.

(W) Records for diséributors. Except as
provided in paragraph g his sec-

tlon, each person reg  anthor-
ized to distribute co nbetances
shall maintain recg b the sarme
information requi anufacturers
pursuant to pay {ad2iy, i,

vy, (v, (v, (Y (1x) of this sec-
tion.

() Records # reers and research-
arz. Bach pyg Eietored or author-
ized to di Pr conduct ressarch
with con 1batances shall main-
taln recy i the same information

require
parag
1% g
eha,
n

i

Ponfacturers pursnant to
V2, (. (v, dvll), and
ction. In addition, records
Lintained of the number of
olume of such findshed form
, Inecluding the name and ad-
the person to whom 1t was dis-
the date of dispensing, the
ber of unita or volume dispensed.
the written or typewritten name or
Ftiale of the individual who dispensad
L adminietered the subestance on be-
Fof the dispenser. In addition to the
rementa of this paragraph. practi-
e dispensing gamma-hydroxy-
y acld under a prescription muat
ply with § 1304, 25,

rids for importars and exporiers
registerad or anthorized to
Eport controlled substances
in records with the same
quired of manufacturers
':Lg‘l':[,ph-'s I:EL:II:E:I i1, (1w,

)
im
shal
infor:
PuarEs

(v} and 2 paction. In addltion.,
the quanty gad of in any other
mannear by trant (except gqnan-

titles naad 1
porter under N
facturer), which
corded pursuand®

yoturing by an im-
ntion as a mann-
les ara to be re-
acraphs (a1l

vy and (v) of 0\ on; and the
quantity (or numbS 2 or volume
in finished form) including

the date, quantity (o - of nnlts
o volume), and the Tt or
declaration number for SEPOT-
tatlon, but excluding all guantities
{and number of unlte and volumes)

manufactured by an ezporter under a

acl
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registration as a manunfacturer, which
guantities {and numbers of unite and
volumes) are to be recorded pursuant
to paragraphs (aj)1l}ziil) or (a)2)izill)
of this saction.

(e) Records jfor reverse distributors
Each person reglatered to distribuate
contr Gtances as a reverse dis-
tributo naintain records with
the follo rmation for each con-
trolled an

(1) For aX

olled snbatance in

bulk form th K1

i1y The nal controllad sub-
atance.

{11} The tota v of the con-

careat metric
g nnit size.
yived from
date and
hie name,
*of the
ollad

trolled subatance
unit weleht conslal

(111} The qguant
other persons, inolud
quantity of each recel
address, and recistratio
other person from whom
snbatance was recelved.

(iv) The guantity retur
orlginal manufacturer of the
snbstance or the manufacture
including the date of and qua
each distribution and the nar
dress and registration number
manufacturer of manufacturers a
to whom the controlled sulbstanc
distributed.

iv) The guantity disposed of
ing the date and mahner of
and the signatures of two I
employess of the reglstra
nessad the dispozal.

(2) For each controlled
finlshed form the follow

(1) The name of the s

{11} Each finished f
gram tablet or 10-m
tlon per fluid oun
the namber of u
iehed form in
talner ie.g., 100
liter viali.

111y The
tainers of
celvad fryg
the date
each I
and 1
tron

the
bl

Fle
1t-

e in

. 10-mmidlli-
Concentra-
Plliliter) and
olume of fin-
imercial con-
pottle or d-milli-

' commercial con-
finished form re-
© persons, necluding
mnber of containers in
1 the name, address,
on number of the peracn
the containers were re-

4

celvad.

{1v) The number of commercial con-
talners of each such finished form dia-
tributed back to the original manunfac-
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turer of the subetance or the manufac-
turer's agent, including the date of and
number of containers in each diatribu-
tion and the name, address, and reg-
istration number of the manufacturer
o manufacturer’s agent to whom the
contalhers were distributed.

(v) The number of un
finished forms andor

arme of
dal con-

talnere disposed of F the date
and manner of dape uantity of
the substance in 1 form dis-
posad, and the a of two re-

sponsible emplc
who witnessad

[62 FR 12060,
FE 41220, Julg

the reglstrant
neal.

7. as amendsl at 68
70 FE 283, Jan. 4. 2005]
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lvsts

for chemical ana-

]
ized
201
£
I'y

on regletared or anthor-
A2y of this chapter) to
cmical analvele with oon-
1batances shall malntain
Fith the following information
extent known and reascnably
inable by him) for each con-
bl enbstance:

) The name of the snbatance;

3} The form or forme in which the
ptance 1s recelved, imported., or
factured by the reglstrant (e.g..
-, eranilation, tablet, capsule, or
) and the concentration of the
in such form i{eg., C.P.,
. 10-millieram tablet or 10-
concentration per milli-

mi
11 tier'y
(31 'N
celved,
100 takbla
10 grama §
and quant
tlon, or ma
dress, and reg
of the peracn {]
waa recelved;
(4) The guan
ported, or destroyd
the reglatrant (exzod
in chemical analyais
tory work), inecludi

number of the formes re-
1 or manufactured (e.z..
v l-milliliter viala, or
1, ilncluding the date
ch recelpt, importa-
and the name, ad-
mamber, if any,
11 the snbetance

1buted, ex-
L manner by
itles nsad
b1 labora-
ate  and

N

manner of dlstribution, R, Or
destruction, and the name, address,
and registration number, if any, of

oach person to whom the subatance was
distribnted or exported.
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(b Records of controlled snbstances
nsad in chemical analysils or other lab-
oratory work are not required.

(o) Records relating to known or sna-
pected controlled snbstances received
ag evidentiary material for analvels are
not reguired under paragraph (a) of
thia =X

[38 FR
FE. 1536,
1971, Radas
1073, and fur\
Mar. 24, 1057]

4. 1871, am amended at 36
{171 36 FR 18733, Sapt. 21,
3 FE 26608, Sepb. M.
icnated at 62 FR 130661,

31304.24 Recc
treatment
tion treatmer

maintenance
and detoxifica-
115,

1 or anthor-
apter) to
controllad

(a) BEach person
imad (by §1301.22 o
maintain andior de

substance users in a ¢ tlreat-
ment program shall 1 g ecords
with the following inform® ' cach

narcotle controlled substa

(1) Name of snbetance;

(2) Btrength of subatance;

(3 Dosage form;

(4) Date dispensed;

(5) Adeguate identification of py
{consumer);

(6) Amonnt consnrmeid;

(7} Amounnt and dosage forrg
home by patient: and

(8) Dispenser's ind tials.

(b)) The records required by
{a) of this section will be 1
a dispensing log at the
ment program site g
talned in compliang
without reference tog

(o) All ailtes whic
narcotic solutio
powder to lgul
keep a separay

aph
Yol in
treat-
malmn-
§1304.22

pund a bulk
1lk narcotic
slfhe v=e muat
record of the

compounnding,

(1) Recor entity, diagnosis,
proghosia, went of any patlenta
which ar ined in connection
with t nance of a narcotic

‘am shall be confiden-
fiat such records may be
di=c purposes and under the
clrd wes aunthorized by part 310
and 42 CFR part 2.

[38 FE 37885, Oct. 25, 1874 Redesignated and
amended at 63 FE 13061, Mar, 34, 1807)

treatl
tlal, g

il
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$1304.25 Records for treatment pro-
grams which compound narcotics
for treatment programs and other
locations.

Each person registered or anthorized
by §1301.22 of thia chapter to compound
narcotie drogs for off-site use in a nar-
cotle treatiment progig 1 main-
tain records which the fol-
lowing information narcotic
drug:

(a) For each na
stance in bullk
capable of nae
compounding g
controlled sy

(1) The nay

{3y The c
form by
date, qun
tifving,
PO
Y
Pt
tij

trolled anb-
be used in, or
ng used in, the
ne or othar non-
Fin finished form:
snbatance;

componnded in bulk
Petrant, including the
Prid batch or other iden-
of each batch com-

antity recelved from other
Feluding the date and guan-
ch recelpt and the name, ad-
il reglstration number of the
Foreon from whom the subatance
Foelved;
he quantity imported directly by
reglatrant (under a reciatration as
importer) for nse in componnding by
1, including the date, guantity and
ort permit or declaration number
h importation;
[ he guantity unesd to compourd
snbstance in filnished form,

ata and batch or other iden-
ber of each compoutding:
nantity used in the com-

TN

(11
JElELHNiT:
(111
eram
cantratioy

{i¥v) The
form compo

(¥) The N
trol:

ihed form (e.g., 10-milli-
or  10-millisram  con-
d cunce or milliliter;
of units of finiahed

el in quality con-

(vly The ¢ loat  during
componnding an y=es therefore,
if kmown;

of the aub-
ol form;
actual

{vil) The total N
stance contained in

{(viil) The thoorat)
wlelds; and

(1z) Buch other Information ag is nec-
epgary to account for all controlled
sibetances used in the componnding
procasa;
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{6} The guantity usad to manufacture recelved from others or imported, in-
other controlled and non-controlled cluding:

snbstances; including the name of each (13 The date and batch or other iden-
enbetance manufactured and the infor-  tifving namber of each compounding;
mation required in parastraph (ajib) of {11) The operation performed (e.g., re-
this section; packaging or relabeling:

(7) The gnantity distribmted in bullk {111y The number of units of finished

form to other programes, including the form used in the compound, the num-
date alges tw of each distribution  ber compounded and th p1 loat

and the ldress and reglstration  during compounnding, CREES

numhbar o ooram to whom a dla-  for such losses, if know

tribution ; (1¥) Buch other inf Y as 1s nec-
() The qn gported directly by essary to acconnt controlled

the reglstran a reglatratlon asz substances used o ponndits

an exporter), L the date, quan-  procesa;

tity. and expory ol declaration (71 The numbs
number of sach & 11; atid nted to othear =, including the

(9 The guantity il of by de- date, the o ontainera in each
struction, ineludin asgon, date distribution F name, addresa and
and manner of des All other reglstratio I of the program to
destruction of narco led sub- whom the hers wers distributed:
stances will comply wit) 3. (81 Thy r of commercial con-

() For each narcotic J 1 sub- tainers Ed directly by the reg-
stance in finiehed form: latra a reglstration as an ex-

Prainers diatrib-

(1) The name of the subatX porty 1ding the date, number of

@) Bach finished form (e.g [t} and exXport permit or dec-
gram tablet or 10 milligram o\ la Pumber for sach exportation:
tlon per fluld ounce or millilin &

Nie number of unlte of findshed
iehed form in each commercial and/or commerclal containers
tainer (e.z.. 00-tablet bottle or 4-n¥ oyed In any manner by the reg-
liter wial): ant, including the reason, the date
|:::| The numbeaer of contalners of manner of destruction. All other
ench commercial finished form potion of narcotic controlled sub-
peunded from bulk form by b will comply with §1307.22.
letrant, including the informs ; . b -
quired pursuant to paragraplh f - 1}5; 1235;71]9'4 Redseignated at &2
this section;

{4y The number of units 4
forms and'or commercial ® - q
celvad from other pelrs luding uech
the date of and numbay Vo anid/or but}
commerclal contalne Pl recelipt Irn addl
and the name, addrg gletration guiremern
number of the peny whot the era provide
unite were recelv dispensing gl

(5) The numbyg tg of finished that la manat r distributad in
forms and'or tial containers accordance wit Clication nnder
imported dire he person (under sectlon 506 of ch Faood, Drug,
a reglstratl orizatich to lm- and Coemetic Ach palntain and

the number of unita or volume

d  §13 ditional recordkeeping re-
s applicable to drug prod-

ning  gamma-hyvdroxy-

Khe recordkesping re-
chnsers and ressarch-
4.22, practitioners
Irozvbutsric acid

porti, incl Eodate of, the num- make avallable f botlon  and
ber of u or commercial con-  copying by the Atto cral, all of
tainers g import permit or the following informa cach pre-
declars Nlber for, each importa- scription:

tion; (a) Name of the pros Cracti-

=] o namber of unite and/or com- tloner.
mercial containers compoundad by the (b)) Prescribing practiticner’s Federal
registrant from units in finished form and State registration nnmbers, with
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the explration dates of thess reglstra-
tlons.

() Verification that the prescribing
practitioner possesses the appropriate
registration to prescribe this con-
trolled enbstance.

(l) Patlent's name and address.

(e) Patlent's insurance provider, if

avallal
[70 FR 20

K05

ORTE

§1304.31 RS
1M rE1 g
(a) Every N
porta or manuf
raw material { opi¥
concentrate of pop
mit information w
importation and for 3
operations performed |
tlon and the productio
iehed marketable produN
izad in accordance with
macopela, Natlonal Pormuals
recognlzad medical standare
ghall be slgned by the anthor
clal and submitted guarterly
pany letterhead to the Drng ER
ment Administration, Drig and
ical Evaluation Sectlon, Washing
Dn.C. 20537, on or before the 15th d:
the month immediately followl
period for which 1t is submitted.
by The following informati
be anbmitted for each tvpe of
raw material (quantities arg
as grame of anhydrous mo
Lodd):
(1) Beginning inventor
(2) Galine on rewalghin
(3) Importes;
(4) Other receipta;
(5) Guantity put 1y
(6) Liogaea oI revy
(7) Other dispo;
(8) Ending inv
(e} The fol
e snbmitted
terial deriyg
codelne,
hydroca:

Tl numuﬂu:tur'm‘.-:
raw material.
el which 1im-
Toln harcotic
v etraw, and
ioshall sulb-
ytita for the
acturing
nporta-
or fin-
dard-
N liar-
ar
2]

A
1

Lo -

V.1

iformation shall
narcotic raw ma-
cluding morphine,

ine, crFoodons,
llcinal oplum, manu-

facturl crude alkalolds and
ather rep (gquantities are ex-
press ms of anhydrons base or

anhydrous morphine alkalold for man-
ufacturing oplum  and medicinal
aplum):

G2
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(1) Beginning inventory:

{3y Gaine on rewalghing:

(3) Quantity extracted from narcotic
raw material;

(4) Quantity produced manufactored’
aynthesized:

(5) Quantity acld:

(6) Quantity returned to conversion
procesaes for reworking

(71 Quantity usad for,

(8) Quantity placed

(0 Other dispoait

{10y Liosses on re

{11y Ending invy

(d) The follo
be submitted
narcotic raw

(1) Impor

(17 Datg

on;

prand

ormation shall
ortation of each

rmbers;

ent arrived at the

United 5§ T of entry;
(37 Acy Prntite shipped;

4y ¢
deing

iy
I

reent) of morphine, co-
badne and

Ptw shipped, expressed as an-
orphine alkalold.
Importation of crnde opinm,
will be eelected and assays
by the importing manufacturer
e manner and according to the
hod specified in the T.2. Pharma-
ela. Where filnal assay data 1s not
unined at the time of rendering re-
e report shall be made on the
\ the best data available, eulbject
Kment, and the necessary ad-
yiries shall be made on the

v

A
Ju
115 2N
it
that 18
made f]
ashall e
stoclk rec
kept a co
drawals ther
(g All in-
be expressed 1
and not precurad
terial has boan ol
procesa for the me
fled end-praduct, it
accounted for as
available for conver:
rather as end-product 10
torlaes,

[62 PR 13661, Mar, 34, 1067]

o.ctory procedure ie such
ithdrawals of oplum are
ldunal contaliners, thers
1 to each contalher a
on which ehall be
ocord of all with-

rentories shonld
f end-products
recursor Ma-
* placed into
of a apecil-
longar ba
shocks
aa, bt

nver-
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1304 Reports of manufacturers im-
porting coca leaves.

(a) Bvery manufacturer importing or
manunfacturing from raw coca leaves
ghall submit information accounnting
for the importation and for all manu-
facturing operations performed be-
tween the importation and the manu-
facture or finished produocta
atandardiy cooldance with T8,
Pharmacoy tional Formulary,
or aother rad standards. The re-
porta shall 1Y fod quarterly on
company let the Drug En-
forcetnent  Ad o, Drug and
Chemical Evalu: yotlon, Wash-
ington, DO 20537, ore the 15th

dary of the mon jately fol-
lowing the period fo it 1g sulb-
mittad.

() The following inX shall
be submitted for raw c eCgo-
nine, ecgonine for conve fur-

ther manufacture, beaeng
manufacturing coca extrach
tlnotures and extracta; and of
arataly), other crude alkalo
other derivatives (guantitiea ah\
reported as grams of actual gud
involved and the cocaine alkalold
tent or equivalency):

(1) Baginning inventory:

(2) Importe;

(3) Galns on rewelghinge;

(4) gmantity purchased;

(5) Guantity produced:

(6} Other recelpta;

(7)) Quantity returned to pr
reworling:

(8) Material used in pur
aale;

(9 Material nsed for g
production:

(107 Liopses on rewealg

(11) Material nsad §

(12) Other dispos

(13) Ending inve

() The follo
be submitted
leaves:

(1) Import

(20 Date 4
United St

() Aot

|-1| A
loid a

(5) Total cocaine allkalold content.

(1) Upon importation of coca leaves,
samples will be selected and assays

ne,
s

Al

i for

ure or

Eralon;

Frimation shall
tation of coca

pmber;

1ent arrived at the
Y of entry;

ty ehippead:

Foent) of cocalne allka-
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made by the Importine manufacturer
in accordance with recoghnized chem-
ical procedures. These assaya shall
form the basls of accounting for such
coca leaves, which shall be accounted
for in terme of thelr cocalne alkaloid
content or equivalency or thelr total
anhydrous coca  alkalold content.
Where final assay data Ler-
mined at the time of g P, the
report shall be made o & of the
best data avallable, g o adjuat-
ment, and the nece: 12ting en-
tries shall be made ext report.

(&) Where facto dure ia such
that partial with of medicinal
coca leaves are om individual
containers, thy be attached to
the contalne r recolrd card on
which shall a complete recomd
of withdray o ot

(fi aAll @ inventories should
be exprg terme of end-products
and no org. Olce Preculsol Ia-
terial changed or placed into

proog Mhe mannfacture of a epeci-
flad Liduct, 1t must no longer be
ac for as precuracr stoclss
Y for conversion or use, bat

e end-product h-process 1nvet-

153883, Mar, 34, 1807]

It Reports to ARCOS.

corés generally. All reports re-
7 this section shall be filed
L BCOE Unit, PO 208208, Cen-
. Waeshineton, DC 20005 on
g3, or on media which con-

{

W

tra
DEA

talna required by DEA Form
233 and iz acceptable to the
ARCOE N

() Freg
Diatributid

be filed eve
the 15th day
the guarter fo
except that a 18
permdssion to £119
hot more frequent
pending on the nany
belne reported each
latrant. Inventories
on the stocls of eacl
trolled substance on ha f the
cloge of business on De i1 of
each year, indicating whether the sub-
atance 1g in storage or in process of
manufacturing. These reports shall be

reporés. Acqulsitions
potlon reports shall
Ler ot later than
nonth sncceeding
t 1a snbid tted;
may be glven
conently (bat
nonthly, de-

ansactlons
that reg-
flde data
d con-
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filed not later than Janunary 16 of the
following year. Manufacturing trans-
action reports shall be filed annnally
for each calendar year not later than
January 15 of the following year, ex-
cept that a reglatrant may be glven
perrniss o more fregquently (but
not more 1y than quarterly).

() Perad ing. For controllad
snbatances nlez I, IT, narcotic
controlled s y 1n Bchednls ITL
and gamima-hy tyric acld drmg
product  contd gubetances  In
Hehedule ITT, es who is reg-
letered to mannta bulk or dos-
age form, or to repaclkagme,
label or relakel, and son who 1a
registerad to distrilun® ling each
person who 1s register rae dis-
tribute, shall report o1 dla-
tribution transactions. 011 b
raporting acquiaition \ales!
transactions, each person o-
leterad to manufacture conty -
stances in bulk or dosage form
port manufacturing transactl
controlled substances In Sched
and II, each narcotic controlled
stance listed in Schedules III, IV,
V., gamma-hydroxybutyric acid
product controlled subestances
Schedule IIT, and on each psycho
controlled substance listed in 5
nleg III and IV as ldentified iy
graph (d) of this section.

(1) Substances covered. (1)
turing and acguisitlon/c
transaction reports shall
ofn each controlled snbet
Schedules I and II, on
controlled substance 1ig
IIT {tmt not on any
ponnd, mizture or
taining a gquantity
ing a stimulant g
nervoue syetemm,
pound, mixture
in Schedule I
trolled aubs
and on g
drog prod
Additio

dr

fis
lata
ad in
reotic
cheduls

al, com-

tlon con-
Patance hav-
the central
waterial, com-
Iration ie listad
v narcotic corn-
d in Schedula V),
droxzbutyric acid
ed in Schedule ITL.
brts on manufacturing
transag fiall include the fol-
lowing Litrople controlled sub-
stances listed in Schedules I and IV:

{1} Bcheduls I11

(A) Benzphetamine;

(B Crelobarbital;

(T Methyprylon: and

4

o

0
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(D) Phendimetrazine.

(111 Schadule IV

(A) Bartital;

(B} Diethylproplon { Amfepramaore

(C) Ethehlorvynol;

(D) Ethinamate;

(E) Lefetamine ( SPA);

(F Mazindol;

() Meprobarna te:

(H) Methvlphenaolh:

(I} Phenobarbital;

{J) Phentermineg

(K) Plpradraol.

{2y Data shal
manner as to
form., etreng
of the prg
trolled an
ia belng
sons fil
tional
the
Ciod
m

Eoritad in such a
v the particular
Prade name, if any.
ntaining the con-
for which the report
E'or this purposa, per-
't shall ntilize the MNa-
ode Mumber asslgned to
nnder the Mational Dimg
of the Food and Drug Ad-

OIL.

weaesHons reported. Acoulsition’
tlon fransaction reporta shall
data on each acqgulsition to in-
v ildentifying whether it is, e.o.,
rchase or transfer, return from a
uer, or enpply by the Federal
ent) and each reduction from
' ildentifving whether 1t ia,
o o> transfer. theft, destruc-
pure by Government agen-
poturing reports shall pro-
material manunfacturad,
m other material, use
other material and
gsage forms,
reglatered institu-
ho repackages or
- ddatribntion or
rely to (for dis-
lovees, or af-
titloners of
npted from
on by ap-
L the Ad-

1X
L
tioR
clagy
vida
manufs
in mant
nze in proy
{fi Excep
tional pract
relabela exclu
who distribute:
pensing by age
fillated institutid
the reglstrant ma;
filing reporta nnder
plring to the ARCOS
ministration.

{Approved by ths Office of & and

Budget undsr control numbsr 1

[62 FE 12062, Mar 24, 1987, as amendsd at 68
FE 41223, July 11, 2003; 70 FR 204, Jan. 4, 3005]
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{1y Tha 1'9\'4_1111'9[1 data flelds have not £1305.27 Preservation of electronic or-

been completad. ders.
{2y The order is not signed using a (a) A purchaser must, for each opder
dirital cortificate isaned by DEA. filled, retain the original siened order

(3 The digital certificate ueed had and all linked records for that order for
expired or had been revoked prior to  two Fears. The purchaser must also re-
slgnature, tain all coples of each unnaccepted or

i4) The purchasers public key will defective order and each linked state-

not valig 5 igital slgnature. ment.
(5) ThY on of the order shows () A enpplier must re orlgl-
that the valid for any reason nal order filled and recorls

for two years.
ic) If elactronic

) If an
reason unde
must notify 1
a ataterment a
properly prepary
plier may, for an
capt any order, and
to accept the order
the order 15 not accd
for purposes of this pat

ynot be filled for any
Elon. the suppller  paintained on a
paser and provide  yoocpda must be
OAS0N (&4, IM-  the reglstered log
fterad). A sup-
refuse to ac-  $1305.28 Can
lier refuses tronic ord
ment that (a) A supp vold all or part of
siufficient an electro Er by notifyine the
purchasat volding, If the entire
(2) When a purchas es an order is e supplier muat malke
unaccepted electronic o the an elag opy of the order. indl-
supplier, the purchaser me onl-  cabe g opy “Vold,” and return it
cally link the statement of t. Loty fiaser. The supplier 1s not
anee to the oreinal order. T rec b retain a record of orders
) - o : t filled.
order ahd the statement mu St o
tained in accordance with § 13053 i .14111:.h:_<..‘,e1 ],nu"t_ 1e.t.:u,1.u an
. ) — . Niic copy of the volded order.
(1) Melther a pll}«.-h,a-aal nor a e o partially void an order, the
may correct a defective order; the

ler must indicate in the linked
chazer must issne a new onder for rd that nothing was shipped for
order to be filled. i

item volded.

cords  are
sarver, the
etrievable at

fid volding elec-

31305.26 Lost electronic orders. 4 Reporting to DEA.

{a) If a purchaser determines ller must, for each elsctronic
unfilled electronic order hasa {n N 1, forward either a copy of
befors or after receipt, the T ) nic order or an elsctronic
must provide, to the suppl Fied e order in a format that
statement containing lque to DEA within two bnai-
tracking number and ¢ @ lopp Teaa d
order and stating tha ds cov-
ered by the first ory I not re- PRESCRIPTIONS
celved through loss der.

() If the purchasy tes an order
to replace the losg o purchaser Sec
must elsctronc an elactronic 12601 Scope of
record of the ‘der and a copy i%g gg ga“’_‘lm

F . arains N
of the staten the record of the tions
firat order a them. 1306 04 Plu‘]_:“:-‘!-ﬁ of isd l'i]_:"t--'

CRMATION

ismus prescrip-

() If thyg I to whom the order i%g gg {;Iau.uar of :19; i
waa direc eguently receives the 2rRcns entlblsn
first or .111:L-11.111ur must indicate 13"3'3?"' _f—'ﬂ-‘mmmnﬂg oL pe of nar-
that 1 Accepted” and return 1t cots dmes
T aor. The purchaser must CONTROLLED SUB2TANCES LIz (EDTULE
link the returned order to the record of I
that order and the statement. 130611 Fequirement of prescripticn

T8
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130615 Refilling prescriptions. (b} A prescription issued by an indi-

1230612 Partinl filling of prescriptions. vidual practitioner may be commu-

130614 Labeling of sutetances and filling of  pi-ated to a pharmacist by an em-

prescriptions traE (1 A P - _—

130618 Provieion of prescription informa- ployee or agent of the individual prac

tion between retail pharmeacies and cen- titloner.

tral fill pharmaciss for prescriptions of [25 FR 7700, &

N P T, Apr. 24, 1071, as amended ab 28

Schsdule I controllad substanceas FE 10722, Sapt 20, 1971 Radesiznated at 38

Cloaarn D SURaTaNCES LISTED I FE 26608, Sapt. 24, 1073, as ampendad at 62 FR

TLES III, IV, AND V 12068, Mar. 24, 1807

130631 I Lt of prescription §1306.04 Purpose o prescrip-

130823 R crascriptions tion.

130638 Par p of prescriptions

130634 Labs atances and filling of (a) A prescrip a controlled
prescriptio subetance to b Ive mmat be

1306 3% Transf=} k1 rharmaciss  of  lssned for a leg

nedical parposs
presription i g for SchaduleaITL by gn individ

tloner acting in

E:Il_fni; cen i prances for refill e papal T his professional
130636  Dispensing » pacriphion practice. 4 ongibility for the
130627 Provieion of jon informa- FUOPEr Do e and dispensing of

tion hetwreen ratail jcs and cen-  Ccontrolly Ances 1s npon the pre-
tral fill pharmacies ¥ and refill scoribing tloner., but a cor-
prescriptions of Schel V. or Vo reapon Laponeibility rests with
controllad substancee the lat who fills the prescrip-
AUTHORITY: 31 T 8.0C 831, 33 leas  flo der purporting to be a pre-
otherwise noted B ganed not in the usual conrse
S0URCE: % FB 7T, Apr. M4, FE. slonal treatment or in legiti-

d aunthorized ressarch ie not a
iption within the meaning and
t of section 300 of the Act (21
F.C. 2820) and the person knowingly
ling such a purported prescription. as
aa the person lesning 1t, shall be
ot to the penalties provided for
ons of the provisions of law re-
o controlled substances.

eecription may not be isaned
i o an individual practitioner
Lo ntrolled snlbatances for sup-
plwiR dividual practitioner for
the p \ reneral digpensing to pa-

13384, July 21, 1971, unlsas other
Redssignated at 38 FR 26608, S=pt &

GENERAL INFORMATION

3130601 Scope of part 134046,

Rules governing the lssuance,
and filing of prescriptions purg
saction 300 of the Act (21 TS5,
sat forth generally in that =
specifically by the sections

2130602 Definitions.

Any term contalned

't shall

have the definition ee gection

102 of the Act (21 o) or part Glents

1300 of this chapter, (e AN on may not be leaned
for e on freatment™  or

[62 FE 13864, Mar. 2 smalntenay tment,”” unlesa the

pcheduls IT1 IV, or
vad by the Food

prescription
V narcotic di

$ 120603 Pers ed to issue pre-

scriptions
L . - and Drug Adr on specifically
'-]a-'t A prg ; t{"lr 21 ""]"nt‘l"'\'llle"\l for use in mal or detoxifica-
enbatance paned only by an in- i U
dividual or who is: tlon treatment e actitloner 1s

to prescribe controlled LB, compliance wil einents in

snbstag & jurisdiction in which 51801.2% of this chap®
he ia to practice his profession  [35 PR 7750, Apr. 24, 1071 obed ab 29
and FE 26509, Sept, 34, 1973, a e at 2
(2) Either reglatered or exempted FE 3786 Oct, 25, 1974 70 FE 36342, June 35,
from  regilstration — pursuant to 300s]

B51301.223(c) and 1301.23 of this chaptar.

i 1 i A
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§ 1306.05

§1306.05 Manner of issuance of pre-
BECrIPLIGns.

(a) All prescriptions for controlled
substances shall be dated as of, and
glgned on, the day when issued and
zhall bear the full name and addresa of
the patient, the drug name, atrencth,
dosage form. quantity prescribed, di-
rectlo i and the name, address
and reg number of the practi-
tloner. 1 . a prescription for a
Zchednle V' narcotic dimg ap-
rrovaed by ccifically for -de-
toxiflcation £ or “‘malnte-
nance treat et includs  the

identification izsned by the
Adminiletrator v 1.25(d) of this
chapter or a w tlce stating
that the practitic cting under
the rood falth excal § 1301, 280a).

Where a prescripticn
drozybutyric acid, 18
ghall note on the face N
tlon the medical nead of N
the prescription. A prach
glen a prescription in the as
as he would slen a check or
ment ieg.. JH. Bmith or
Smith). Where an oral order 1s
mitted, prescriptions shall be
with ink or indelible pencil or
writer and shall be manually signe
the practitioner. The prescriptiy
may be prepared by the secretar
acent for the slgnature of a p
tloner, but the prescribing pract,
ig responsible in case the pre:
does not conform in all easg
gpaects to the law and regt
corresponding lability res
rharmacist, including
employed by a central
who fills a preascriptio

g na-hy-
Litloner
eEcrip-
t for
Ay
r

11

A
the
aciet
Lrnacy,
hared in

k!

the form preacribad regula-
tlons.

by An individo i tloner eX-
empted  from on  under

§1301.2% ) of thi
on all prescripj
her the regist
pital or o
clal interns
him or he
abitntio
this chg

P shall inclode
Puad by him or
mber of the hosa-
fition and the spe-
umber assigned to
ogpital or ather in-
ded in §1301.22(c) of
ien of the registration
numbeg ractitioner reguired by
thia A W ch written prescription
eghall have the name of the physician
stamped. typad, or handprinted on it,

an

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

as wall as the slgnature of the physi-
clan.

() An officlal exempted from reg-
latration nnder §1301.22(c) shall include
ofn all prescriptions issued by him his
branch of service oF agehncy (e.g., “TL.3.
Army"” or “Public Health Bervice™) and
his service identification number, in
liem of the reglestration number of the
practitionsr required b Eixtiom.

The service 1dentifica ot for a
Public Health Bervicg oo 1s his
Boclal Security ide numbear,
Each prescription s e the name
of the officer typed, or

handprinted on 1
ture of the officg

[3 FE 7799, Apg
FE 18723, Sap
FE ZE504, Sap
FE 38841, T
1647 70 FR

ag the slgha-

. a2 amanded at 38
Radsesipnatsd at 38
. and amended at &0
fo, 62 FRE 13066, Mar, 34,
e, 33, 30405]

§ 1306.0

BCH

ns entitled to fill pre-

&

ake
14

i on for a controlled snb-
only be filled by a phar-
‘ting in the usnal course of
ssional practice and elther
ed individoally or employed in
stered pharmacy, a reglstered
al fill pharmacy, or registered in-
1tional practitioner.

EL 37410, Juns 24, 2003, as amended at 70
G, Juns 23, A00]

Administering or dispensing
cotic drags.

ctl tloner may administer or
ctly (but not prescribe) a
listed in any achedule to
pendant person for the
ytenance or detoxzifica-

1y
disp
narc
a4 NAany
purpose

tlon  tre if the practiticner
meets ot ‘ollowing conditions:
{1} The 1y a1 separataly rag-

latered with
ment prograrm
(3) The practy
with DEA regnl)
ment gualificatic
and unsuparvisad t
suant to the Act.
(b Nothinge in this
hibit a physician wh
cally registered to oo reatic
treatiment program from W bering
{but not prescribing) narcotic drugs to
a perscti for the purpose of relleving

a narcoblc treat-

e 1n compliance
cording treat-
iy, records,
drugs pur-

all pro-
gpecifl-



Drug Enforcement Administration, Justice

acnte withdrawal symptoms when nec-
essary while arrangements are being
made for referral for treatment. Not
more than one day's medication may
be administered to the person or for
the person's use at one time. Buch
emergency treatment may be carried
out for not more than three dawve and
may not be renewed or extended.

n iz not intended to im-
one on a physician or
1 ataff to administer
c drugs 0 a hoapital
1 {5 o person as an
medical or sur-
nditiona other
nister or dis-
persons with
no relief or
baen found

]
pose an;
anthorize
o dispersd
to maintain
incidental ac
gleal treatme
than addiction,
pense narcotic d
intractabla pain 1
cure ia posalble or N
after reasonable effol

(1) A practitioner nd
dispense (including
Schedule I, IV, or V na
proved by the Food and T
tration spacifically for usd
nance or detozification treal
narcotle dependent person if
tloner complies with the regul
of §1301.28 of this chapter.

[30 FR. 37886, Oct, 20, 1674, as amendes
FE 35344, Junse 32, 2003]

latar or
p | any
e A-
inis-
tia-

i

CoXTROLLED BUBBTANCES LISTEL
BCHEDULE I1

21306.11 Regquirement of presg

(a) A pharmacist may d
rectly a controlled subata
Schedunle IT, which ia &
drug as determined

1i-
in

tiomn
adaeral

Food, Drug, and Co t, only
pursuant to a wrl Faoription
glgned by the prac axcapt as
provided in paragy of this aac-
tlon. A prescript Achedunle IT
controlled suba ay be trans-

mitted by the
titloner's age
aglmile equip
original wr
presented
prior to
contraol
in par

er or the prac-
armacy via fac-
frovided that the
Frned prescription la
Carmacist for review
1a]l dispensing of the
ance, except as noted
B, if), or (g) of thia sec-
tlon. Fital 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 sukstance lsted in Bcheduls II
in the counrse of his professional prac-
tice without a prescription. snbject to
§1306.07.

(c) An Instituticnal practitioner may
administer or diepense ddrectly (but
not prescribe) a controlled subetance
listed in Schedule IT onl Ltoa
written prescription sig g pre-
aeribing individual 1 ar ol to
an order for medicat, & Ly an in-
dividual practitio ch 1s  dis-
pensed for inume ninistration
to the nltimate t

(d) In the casag
tlon, aa def
§200.10 of thi
dispense a g
in Bchedn
thorizati
practitiy

(1)
patisEe
quaty
el

Knerpancy sitna-
4 Secretary 1in
. pharmacist may
Bl substance listad
P11 recelving oral an-
rescribing individual
prided that:
Ptity prescribed and dis-
ited to the amount ade-
Fat the patient during the
perlod (dlapensing bevond
ency perlod must be pursnant
ten prescription signed by the
bing individnal practitioner);
he prescription shall be imme-
Fly reduced to writine by the phar-
fat and shall contain all informa-
required in § 1306.05, except for the
ture of the prescribing individoal
i oner;
a preacribing individual prac-
ia not known to the phar-
y must malke a reasonable ef-
‘mine that the oral anthor-
from a reglstered indi-
oher, which may inelude
o prescribing individoal
Lo hiis phone number as
ohne drectory andor
forts to insure his

\
m
fory
iza
vidua
a callly
practitl
listed i N
other good
identity: anW
(4) Within ¢
EIeTEency o
aeribing  individ
cause a written
emergency quant
deliverad to the dis)
In addition to cont
gquirements of § 13050
ehall have written on i L athor-
ization for Emergency sing,
and the date of the oral order. The
written prescription may be delivered

ol anthorizine an
\iption, the pre-
titloner shall
tlon for the
ribad o be

harmacist.
o the re-
corlption




§1306.12 21 CFR Ch. Il (4-1-06 Edlition)

to the pharmacist in person or by mall, the prescription that the patient ls a
bt 1f delivered by maill it must be hosples patient. The faceimile serves as
postmarked within the 7 day period. the orlginal written prescription for
Upon receipt, the dispensing phar- puarposes of this paragraph (g and 1t
maciat shall attach this prescription to shall be maintained in accordance with
the oral emergency prescription which  §1304.04ih).
had earlier been redunced to writing. 95 FR 7700 Ave 24 1971 s amended ab 36
The pharmacist shall notify the near- fm jog. Sept, 1, 1971, Radesignated at 38
est office of the Administration if the PR 26800, Sept, 34, 1078 and amsnds=d at 55 FR
prescribing individnal  practitioner yos4 Psb 10, 1083 59 PR 96111 May 10, 1004
falls to a written prescription of PR 30822, June 15, 1904; g 4. Mar
to him; 1Y L the pharmacisat to do 34, 1957, 65 FR 40713, July 3 F. 57410,
go shall anthority conferred June 3. 3003]
by this parl o dispense without
a written pr¥ of a prescribing
individual pra) \
{63 Central f
be anthorized u
Irepare prescript
substance llated in
celving an oral an®

§1306.12  Refilling g 10T,

. The refilling of Aption for a
acles shall not controlled enbsts d in Schednle
y paragraph to 1@ is prohibited.
a controlled ) .
II upon re- & 1306.13  Pag ing of prescrip-
-n from a trons.

retail pharmaciat diwidnal {a) The lling of a prescrip-
practitionear. tion for a, od substance llated in
{e) A prescription prep ceord-  Schedulg rmiassible, if the phar-

ance with § 130505 writte kchaed- maciat ble to supply the full
ule IT narcotic snbstance :0lT-  QUAan ed for in a writben or
pounded for the direct adr ol alne oral prescription and he

to a patlent by parenter a-  mma Ptation of the guantity sup-
venons, Intramunscular, suobe el face of the written pre-
o Intraspinal infusion may 1Y Y {or written record of the

mittad by the practitioner or
titloner’s agent to the pharmad
facsimile. The facsimile serves as
original written prescription for p
poses of this paragraph (e) and it g
b malntained in accordance
§1304.04 k) of this chapter. clet shall =0 notify the pre-

(fi & prescription prepared 1 individnal practitioner. No
ance with §1306.05 written for COE Y pantity may be enpplied be-
IT subatance for a resident Fer Vo 1re without a new prescrip-
Term Care PFacility mag ans-  tlon
mittad by the practitione rac- (b
titioner's agent to the d F phar- contro
macy by facsimile. esimidle  tlent i
serves as the original prescrip- (LTCF) ¢
tlon for purposes of agraph if)  diaghoais
atd 1t shall be ms in accord- noss may by
ance with §1304.040 to include 1N

(g1 A preacrip rad in accord- there 1e any o
ance with § 1304 Por, for a Sched- may be clasaifiy
ule IT narcotiy ioe for a patlent  illness, the phe
enrolled in a cale program cer- the practitioner p
tified and'o ¥ by Medicare under ing the prescripti
Title XVI Faploe progran which  maclst and the preac
ie lloensg atate may be trans- have a corresponding
mitted Pactitioner or the prac- assure that the control fance 1s
titiong to the diepensing phar- for a terminally i1l patX phar-
Tnacyam mile. The practitioner or macist must record on Tl 1)
the practitioner’s agent will note on  whether the patient is “terminally 111"

c¥ oral prescription). The re-
o portlon of the prescription
be filled within 72 houre of the
It partial filling; however, if the re-
yine portion is not or cannot be
within the 72-hour period. the

iption for a Schedule II
etance written for a pa-
e Term Care Facility
atlent with a medical
gtinge a terminal 111-
b partial quantities
dosagze units. If
thether a patient
rine a terminal
muet contact
artially fill-
the phar-
actitioner
bilits to

a2
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ar an “LTCE patlent.” A prescripticn
that 1s partially filled and doee not
contaln the notation “‘terminally 111
or “LTCFEF patient’” shall be deemed to
hawve been filled in viclation of the Act.
For each partial filling, the dispensing
pharmacist shall record on the back of
the prescription i(or on another appro-
priate record. aniformly maintained,
and read pyvable) the date of the
partial fi tity dispensed, re-
maining quy thorized to be dia-
pensed, and ntification of the
dispensinge ph The total guan-
tity of BSchec controlled  sub-
atances dispense Cartial fillings
must not exceed t quantity pre-
acribed. Scheduls iptions for
patienta in a LTCE te with a
medical diagnosia do o oa ter-
minal 1l1lness shall be ¥ a period
not to excesd 80 daya P
date nnless sooner ter: v the
discontinuance of medicat

(e} Information pertaining
Schedule II prescriptions fo
in a LTCF or for patients wi
ical diagnosie documenting a
illness may be maintained in a oc
arized srstem if this aystem has t
pability to permit:

(1) Output (display or printount) of t
orlginal prescription number, date
ipane, ldentification of prescribing
vidual practitioner, identificati
patient, address of the LTCE or g
of the hospital or residence of
tlent, ldentification of medic
thorized (to  include do
atrencth and guantity), 11

i

nt

yl-
1,
the

partial fillings that hag dia-
pensad under each presc nd the
information required 1 i),

{2y Immediate (real polating of
the prescription rg fime a
partial fllinge of roeription 1s

conducted.

{3y Ratrieval o
nle II prescrip
BAINE 48 Do
(6) for Sched
refill infor

v filled Sched-
rmation i the
120620 by (4 and
nd IV prescription

{Anthori ty 81, et zeq.)

[36 FE 7 24, 1971, R=dseizgnated at 33
FE. 2604 24, 1973, and amendsd at 45
FE. 54330, July 15, 1980; 56 FE 208027, Juns 2,
1991; 6% FR 13865, Mar, 24, 1967]

a3

§1306.14

$1206.14 Labeling of substances and
filling of prescriptions.

() The pharmaciet filling a written
oF emergency oral prescription for a
controlled substance listed in Schedule
II ghall affix to the package a label
showing date of filling, the pharmacy
name and address, the aesrial number of
the prescription, the name of the pa-
tient, the name of the pry prac-

titloner., and directic e and
cautionary statement ¥. coh-
talned in such preact ' redguired
by law.

P ofilled at a
central fill
the packags a

(by If the prescr
central fill pharig
rharmacy shall

label showing Ftall pharmacy
name and addy a unigue identi-
fler, (f.e. thy 1 fill pharmacy's
DEA regls mber) indicating
that the p lon was filled at the
central f nacy, I addition to
the infy )i required under para-
graph i N: aection.

(o) irements of paragraph ia)

of
o0
II

&

Plonn do not apply when a
ribetance lsted in Schedule
Poribed for admindstration to
ate user who 1s Institutional-
ovided, That:

Mot more than 7-day supply of the
rolled substance listed in Schedule
bi=penesad at one tlme;

hio controllad subatance listed in
e 1T s not in the possession of
ate nser prior to the adminds-

Iy

(5N
rria
the ey
pensing
sbetand

(4) The
maciat in
quate ©o 19

ctitution maintaing appro-
rde and records regarding
inistration, control, dia-
rage of the controlled
Hchedule I and

iployed by the phar-
rescription s ade-
supplier, the

product, and ent, and to set
torth the direN e use and can-
tlonary statamed pny, contained
in the prescripti iired by law.

Ay All writte tlons  amnd
written records of o v ooral pre-
seriptions shall be Coordance
with reguiremente of 3 i of this
chapter.

[ FB 12368, July 21, 1971, & L at 27

FE 10831, Ang. 8, 1972 Radesigliot=l at a8 FE
Jga0d, Hepb, 24, 1973, as amended at £2 FR
13465, Mar, 24, 1997, 43 FR 37410, Juns 24, 3003]



§1306.15

1306.15 Provision of preseription in-
formation between retaill phar-
macies and central fill pharmacies
for prescriptions of Schedule Il con-
trolled substances.

Prescription information may be pro-
vided to an anthorized central f£ill phar-
macy by a retall pharmacy for dis-
pensing  purposss. The following re-

uirenss aleo apply:
(a) Prel ¢ for controlled sub-
stances 11:N Echaednle II may bae

transmitted

tall pharmacy
macy Including
tall pharmacy
seription informal

(1) Write the wo
on the face of the ¢
and record the name,
registration number ¢
pharmacy to which
has been transmittad an
the retall pharmacy phar
mitting the prescription, 8
of transmittal;

(2) Ensure that all inform
guired to be on a prescription
to Bection 1306.05 of this part 12
mittad to the central fill pharma
ther on the face of the prescriptid
in the electronic transmission of inX
mation};

(3 Maintain the original prescript
for a perlod of two vears from the
the prescription was filled;

(4) Keep a record of receipt
filled prescription, inecluding
of recelpt, the method of deli
vate, common oF contract o
the name of the retail p
ploves accepting daelivery.

() The central fill phs
ing the transmittad prg

(1) Keep a copy of t
sent. via facaimile)
record of all the
mitted by the ret:
ing the name, a
letration numb
macy transmi

(2) Keep a
celpt of
the name
prescript
the pre:

() Pord of the date the filled
prescription was delivered to the retadl
pharmacy ahd the method of delivery

ically from a re-
contral fill phar-
csimile. The re-
ting the pre-

U
N EAL FILL”
rescription
and DEA
tral fill
Ul ption
g 11ie of
AL
ate

fid
G-

calv-
must:
ption iif
elactronie
ion  trans-
acy, lnclud-
ind DEA reg-
o retail phar-
Tprescription;

pif the date of re-
tted prescription,
parmacist fllling the
the date of filllne of

84

21 CFR Ch. Il (4-1-06 Edition)
(t.e. private, common or contract car-
rier).
[63 FE #7410, Juns 34, 2003]

CoNTROLLED SUBSTANCES LISTED IN
BoHEDULES III, IV, A¥D V

5 1306.21

{a) A pharmaclst may ddspense di-
rectly a controlled subatg LI
Acheduls III, IV, or V o pre-
peription drug as deter fider the
Faderal Food, Drug, « atlc Act,
only pursuant to el itten pre-
soription slened by, tloner or a
faceimile of a wri ed prescrip-
tlon transmitted Yractitioner or
the practitione to the phar-
macy or purs in oral prescrip-
tlion made by 1dual practitioner
and prompt Ed to writing by the
pharmacia ng all information
requirad U6, except for the slg-

Requirement of prescription.

nature o hetitioner.
(b 2 idual practiticner may
adrml diepense drectly a con-

ance listed in Schedule IIT,
the couras of hisher profes-
ctlce withont a prescription,
o § 1206507,

L inetitutional practitioner may
lator or diepense directly (but
Crescribe) a controlled subetance
in Bchedule III, IV, or V only
ut o o written prescription
' an individual practitioner, or
to a facsimile of a written
o or order for medication
bw the practitioner or the
agent to the institu-
ner-pharmacist, or puae-
prescription made by
ctitloner and prompt-
ting by the phar-
all information re-
L5 excapt for the
lividual practi-
an order for

trol
IV,
&l
<

F

pre
tran
practy
tional
suant t
an indivl
l¥ reduced
maciat {con
quired in Be
alenature of
tloner), or pur

medication mad N individual
practitionsr which naad for im-
mediate administry the ulti-

mate nser, enbject td
[63 FE 13060, Mar, 34, 1097

§1206.22  Refilling of pre =

{a) No prescription for plled
substance lsted in Schedule IIT or IV
shall be filled or refilled more than eix
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months after the date on which such
prescription was ilssued and no such
prescription authorized to be refilled
may be refilled more than five times.
Each refilling of a prescription shall be
entered on the back of the prescripticn
or on another appropriate document. If
anterad ther document, such as
a rnedin woord, the document
st be ly maintained and
readily rel . The following in-
formation retrievable by the
prescription congleting of the
namme and dosd of the controlled
sunbatance, the ed or refilled,
the guantity di=g initials of the
dispensinge pharmy s each refill,
and the total nuoml 1= for that
prescription. If the at merely
initiale and dates the  the pre-
seription 1t shall be N at the
full face amount of the o1 haa
been dispensad. The praad it -
tloner may anthorize addi yiilla
of Bchednle IIT or IV cont 11
stances on the original pr 1
through an oral refill anth v
transmitted to the pharmact
vided the followine conditions ary

i1} The total quantity anthorizs
cluding the amounnt of the original
seription, does not ezceed five re
nor extend beyond alx months frol
date of lssue of the original pry
tlon.

(2} The pharmacist obtaind
anthorization records on the
the original prescripticn
gquantity of refill, nnmber

of
P ta,
onal

refills anthorized, and 1 Mo pro-
seription showing who the an-
thorization from the T prac-
titioner who isaued Kinal pre-
scription.

(3} The guantity additional

o or less than
for the initial
wacription.

refill anthorized
the guantity ay
filling of the o}

i4) The pra sractitloner must
execiute a 3 separate prescrip-
tlon for ajy ohal guantities lbe-
vond the 11, slz-month limita-

tlon.
(k) ernative to the proce-
dures, d by subsectlon ia), an
antomated data processing syetem may
be used for the storage and retrieval of
refill information for prescription or-
ders for controlled subatances 1n

a5

§1306.22

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

(1) Any such proposed computerized
ayetem must provide on-line retriaval
{via CRT display or hard-copy print-
ot of original prescription order in-
formation for those prescription orders
which are currently aut 01 P

filling. This shall inc iz not
limited to, data suc orlginal
prescription number T lesnance
of the orlginal prg order by

Eoand address
ess, and DEA
of  the practi-
strength, dosage
e controlled enb-
fand guantity dis-
from the guantity
& total number of re-
% the prescribing prac-

the practitioner, f
of the patlent,
reglstration n
tloner, and thy
form. quanti
atance pres
pensed 1if
prescribe
fills aunty
titlons
2
ayat,
iy

proposed compnterized
t alao provide on-line re-
CRT dieplay or hard-copy
of the current refill histors
Fdnle III or IV controlled sanb-
prescription orders i(those au-
ed for refill doring the past eix
a.) This refill history shall in-
e, bat 1s not limited to, the name
¢ controlled subatance, the date of
the quantity dispenesd, the iden-
n code, or name or initlals of
neing pharmaciet for each re-
& total number of refills dis-
date for that prescription

1
pel

Ll igh

tation of the fact that
nation entered into the
ime a pharmacist re-
egeription order for a
controlled snbatance
ovided by the indi-
o malkes use of
a aystem pro-
tout of each
pregeription
out ahall be
e the 1ndi-
d such a
dividnal

i)
the re
COTEALES
fills an o
Bchedule
ia correct ml
vidual phart
alch a aystel
vides a  hard-Oo
day's controlled ¥
order refill data,
verified, dated, anc
vidnal pharmacist
prescription  onder.
pharmaciat muat verif] e data
indicated is correct and 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 shall be maintained in a

b
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separate file at that pharmacy for a pe-
rlod of two years from the dispensing
date. This printout of the day'a con-
trolled substance prescription order re-
fill data must be provided to each phar-
macy naing such a computerized aye-
tem within 72 hours of the date on
which the refill was diapensed. It muat
be verifled and signed by each phar-
maclat nvolved with anch dis-
pensing. i snch a printount, the
rharmacy paintain a bound log
boolk, or aay &, in which each in-
dividual ph involved in such
dispensing =h a statement (in
the manner pra described) each
day, attesting that the refill
information enta & computer
that day has been by him and
1a correct as shown. poo ke or file
must be maintained O harmacy
employing such a avel a. period
of two vears after tlh of dis-
pensing the appropria orizad
refill.

4) Any such computer
ghall have the capability of ¢
printout of any refill data
near pharmacy e responsible £
taining under the Act and ita
menting regulations. For exampl
would incluode a refill-by-refill &
trall for any speclified strength and ¢
age form of any controlled substs
{by elther brand or generic nan
both). Buch a printont must iy
name of the prescribinge pract
name and address of the patiey
tity diepensed on each refl
dispensine  for each refill
ldentification code of th
pharmaciat, and the n

L2111
i

of
ar

plainge
it the

orlginal prescription g any
compnterized syvetam d by a
ueer pharmacy the Pl record-

keeping location n
sending the printg
within 48 honrs,
Agent or Dive
quests a copy ¢
naar pharmac
do so by
verify the
bility of
{a.o., po
& I rent that a pharmacy
whic 2 euch a computerizad
eyetern experlences system down-time,
the pharmacy must have an anziliary

capable of
o pharmacy
DEA Spacial
vestlpator re-
Cintout from the
it, 1f requested to
or Investizator,
tranamittal capa-
n by docnmentaticon

7

a5
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procedure which will be used for docu-
mentation of refills oa Schedule ITT and
IV controlled substance prescription
orders. This anzillary procedonrs must
insure that refills are anthorized by
the orginal prescription order, that
the mazimuom number of refills has not
been exceadad, and that all of the ap-
propriate data is retained for on-line

data entry aa aocon as the Bl AYE-
tem 1s avalilable for nse

() When filing refil tion for
original prescription or Sched-
ule III or IV contrg betances, a
pharmacy may use e of the two

ayetomsa desoribed
(b} of this sectioy

[% FE 7798, Apr
1871, Radesizna
1673, and ams
1477; 40 FE. 4
o, 1987, 63

crapha (a) or

P FE. 15386, July 21,
¥ F'E. 26808, Sapt. 24,
42 FE. 23578, Juns &,
1, 1880, % FE 3800, Fahb
Mo, 24, 1007]

of

& 1304.2
tiw
Thy
for
Ao

prescrip-

filling

filling of a prescription
Folled subatance llated in
1T, IV, or WV ia permissible,
at:

th partial filling ie recorded in
16 manter ag a rafillinge,

total guantity dispensed in
Yartial fillings does not excead the
gquantity prescribed, and

Mo dispensing occours after &
after the date on which the
lon was lssned.

N, Bept. 21, 1971 Radesipnatsd ab

=pb. 24, 1873, and amended at 51
13, 1686, 42 FER 13065, Mar 24,

[
58 1
FE 3
1687

& 1304623
filin N
{a) The
tion for a o
Achedule ITT]
packaze a laly
name and add
and date of 1ndt
the patient, the
tloner lssnine the
rections for nse and
ments, if any, contal
aeription as requirad 10
ib) If the prescriptio 1 at a
central fill pharmacy. ul fill
rharmacy shall affix to the package a
label showine the retall pharmacy

and

jnz of substances
FIETICIE.

et fllling a prescrip-
substance lated in
N =hall affix to the
1o the pharmacy
serlal number
. the name of
' the practi-
on, and di-
pa1y state-
glch pre-
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name and address and a unigue identi-
fler, (i.e. the central fill pharmacy's
DEA registration number) indicating
that the prescripticn was filled at the
caentral fill pharmacy. in addition to
the information required under para-
graph (a) of this section.

{23 The reguirements of paragraph (a)
of this section do not apply when a
contro itance listed in Schedule

II1, IV, rescribed for adminls-
tration t mate nsar who ia in-
stituticnay vided, That:

(1} Not m a 3d-day eupply or
100 dosage 0 chever la less, of
the controll ahca  llsted in
Schedule III, 1 is dlspensed at
ole time;

(2) The controlly
Hchedunle IOI, IV, o
sopalon of the ult
administration:

(3) The institution 1M
priate safesuards and r
er adminiatration, contr
and storage of the control
listed in Schedule IIT, IV, or

(4) The system employed 1
maciat in fAlline o prescripti
guate to identify the suppl
product and the patient. and
forth the directions for use and
tlonary statements, if any, conts
in the prescription or required b

(dy All prescripticns for oo
enbstances listed in Schedules
and V shall be kept in acoord
§1304.04 k) of this chapter.
[63 FE 13860, Mar. 34, 1907, as
FR 37411, Juns 24, 2003]

pnce listed in
in the poa-
b prior to

& Appro-
g pProp-
ping,
LI

at 68

51306.25 Transfer bet
of prescription
Schedules 111, 1V,

substances for

rmacies
ion  for
controlled

BEECE

{a) The transfen
tlon informatio
stance lated 1
for the purpo
permissible
one time
macies al
time, on
to the

Fral prescrip-
ontrolled sub-
e IIT, IV ar V
Eill dispensing is
phartnacies on o
. However, phar-
1I¥ sharing a real-
base may transfer up
1 refills permitted by
law any egcriber’s anthorization.
Tra Y osubject to the following
e’ EILID LIS,

(1) The transfer ls 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 invalidated preseription.

11y Record on the reverse of the in-
validated preacription the name, ad-
dresa and DEA registration number of

the pharmacy to whicl g Lrans-
forred and the name c rmacisat
recelving the prescrl ormation.

111y Record the Phe tranafer

and the name of t 1aclst trats-
forring the inforng
(b} The pha
transferred 5y
shall reduce
(1) Write §
face of the
(2 Pro
to be oy
CFE 13
i1 2
aerd
i al number of refills anthor-
i lginal prescripticon;
fate of original dispensing;
Number of valld refills remaining
ate(e) and locations of previous
lig:
1 Pharmacy’s name, address, DEA
stration number and prescription
ber from which the prescription in-
Clon was transterred;
ame of pharmacist who trans-
o prascription.
armacy'a name, address, DEA
nnmber and prescription
g1 which the prescription
filled;

recelving the
on information
¢ the following:
“fransfer” on the
Ted prescription.
information reguired
Tiption pursuant to 21
include:

igenance of original pre-

rog
nui
was o

(3) Lal and transferred pre-
seription t be malntained for a
perlod of = from the date of
last refill.

() Pharmy ctronically accosa-

tion record must
reqiirements of
pragcription

ing the same
satlafy all info
a mannal
tranaferral.

(di The procedury
far of prescription
fill purposes la perr
lowalble under existiny
applicable law,

[46 FE 48019, Oct. 5, 1881 Redseisnated and
amsndsd at 62 FBE 13066, Mar, 34, 1807]

o the trans-
on for re-
Iy if al-
r other
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§1206.26 Dispensing without prescrip- Purchaser at retall pursuant to this
tion. aection.

A controlled substance leted 1n  [36 FR 9700, Apr. 24 1971, a= amended at 25
SAcheodnles IT, II1, IV, or V which is not FE 18723, Sept 21, 1971 Radssignated at 38
a prescription drug as determined FE 2685800, Sspt. 34, 1975, and  further
under the Federal Food, Drug, and Cos-  I®dssigated and amsnded at 82 FR 13065, Mar
metic Act, may be dispensed by a phar- -+ 197, 63 FE 27411, Juns 34, 3605]
maciet without a prescription to a pur- 5 japgoy

. .
01 101-
chaser

Provision of prescs
phar-

provided that: formation hetween

(a) Bud peing 1s made only by a macies and centra rmacies
pharmact) fined in part 1300 of for initial and refi ptions of
thia chapty not by a nonphar- Schedule I, IV controlled
macist emp n if under the su- substances.
pervigion of maclst (althongh Proscription inf L may be pro-

tral fill phar-
rmacy for dis-
fie following re-
apply:

for controlled sub-
chedule IIT, IV or ¥V
tted electronically
armacy to a central £111

after the phar hiag fulfilled his  vided to an anth
profesalonal arwd posponeibilities  macy by a reg
gat: forth in thid y, the actual pensing purpyg
cash, oredit trans o delivery, duirements
may bhe complete nonphar- (a) Presc
maciat); atances 11g
() Not more than 243 ces)of Mmay  be
any such controlled cop- oM a g
taining oplum, nor more co. (4 Pharm 1ding via facaimile. The
ounces) of any other snd lled Tetal ey tranesmitting the pre-
pubetance nor more than qop 2l AOrmAation muat:
unita of any such controlled 0 { the word “CENTRAL FILL"
contalnine oplum, nor more ol @ of the orlginal prescription
dosage units of any other snY Prd the name, address, and DEA
trolled substance may be dispe tion numiber of the central £i11
retail to the same purchaser i pacy to which the prescription
given 48-hour period; retall phatmaty phAtmacist trane
P AT e e 4 ) g acy pharmacist trans-
gi.";ig‘he purchaser is at least 13 v ng the Ilil'é:#'.'l'lpt-l-':‘-]l. and the date
R Letmittal;
_(d) The pharmacist requiree hnsure that all information re-
parchasar of a controlled s

. I N X ba on a prescription purenant
under this section not known o N of this part is transmitted

furnish suitable identificaty L al 111 pharmacy felther on
ing proof of age where appy the the prescription or in the
@y A bound record b 5 e ansmisslon  of informa-
penaing of controlled sy under  tion);
this section 1s malntal fie phar- (3 T
maciat, which book fitain the  mittod 1
name ahd address of “haser, the  dispensed Y
natme and guantit olled sub-  mainine;

the information trans-
Lor of refills already
nmber of refills re-

stance purchased £ of each pur- i4) Mainta cinal prescription
chaae, and the Initiala of the for a period o rs from the date
pharmacist wj nsed the sub-  the prescriptiod C refilled:

stance to the
be malntal
recordiesp
of this chy
fi A
distrily

r (the book shall (61 Keap o re
oordance with the  flled prescripticR
lrement of §1304.04  of pecalpt, the mety
i vata, common of ool
on g not required for the name of the ot
dispensing of the sub-  ployes accepting delive

woalpt of the
ine the date
livery ipri-
yitier) ard
Acy enl-

ahanc mt to any other Federal, (b) The central fill phY ecelv-
Staté ol local law., ing the transmitted prescriptlon must:
(g3 Central fill pharmacles may not (1) Keep a copy of the prescription (1f

dizpenesa controlled subatances to a  sent via facsimile) or an electronle

a8
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record of all the Information trans- §1307.02 Application of State law and
mittad by the retall pharmacy, includ- other Federal law.
. . & -
igt%t-mﬂtlmuuugﬁ%%]uzgd;?ﬁhfuxi TEJElhp]{lﬁ:I%- Mothing in thie chapter shall be con-
macy transmitting the prescription: strued as anthorizing or permitting
R, o any person to do any act which such
(2) Keop a record of the date of re- . N - . -
i . —_ ; . person s not anthorized or permitted
celpt of the transmdtted prescription, - F ) — : o
. i } to do uhder other Federal laws or olli-
the name of the Heensed pharmacist ) et onal tr
#i1ling ccription, and dates of gatlons under International treaties,
- ! conventlons or protoco der the

filling yo of the prescription: e - -
(3) KeeY 1 of the date the filled &% 07 the State in wh deelres
to do sach act nor smplianece

Prescripti liverad to the retail - ’ e , ! -
pharmacy 3 rethod of delivery Vith such parts be g as compli-
iLe. private, q or contract car. Ance with other E I State laws
— unless expressly g in such other
] laws,
[68 FE 37411, June
[62 FE 13056, Ma

PART 1307—

$1307.02 E
Any pet apply for an excep-
tion to Gy Fation of any provision
of this by filing a written re-
fuest the reasons for such ex-
1307.05 Application of Btats other  capf nesta shall be filad with
Federal law ) the strator, Druog Enforcement
130708 Exceptions to regualaticd A ation, Department of Jus-
SPECTAL EXCEPTIONS FoR MaNUPa t Fhington, DC 20537, The Admin-
DISTRIBUTION OF CONTROLLED SUR may grant an exception in his
on, but in no case shall he'she
Fguired to grant an ezceptlon to
peracn which is otherwise reguired
law or the regulations cited in this
s

G0SE, Mar, 34, 1007]

M= to regulations

(FENERAL INFN

Hec
1307.01 Definitions

130711 Distribation by dispenser to
practicionsr or reverss distributor

1307 1% Distribution to supplier or mean
turer

1307 18 Incidsntal manufacturs of con
subatances

DisposAl oF CoNTROLLED SURSTY
. ] ] ) XCEPTIONS FOR MANUFACTURE
1307.21 Frocadure for disposing g S TRIEUTION oOF (ONTROLLED

subatances 5
1307 3% Disposal of controlls
the Administration : \ . .
5 1300 ribution by dispenser to
SPETalL BXEMPT an wetitioner or reverse dis-

triby

130751 Mative Americe

(a) A err who 1s reglstered
AUTHORITY: 21 T1.3.0 Py, §71k). un- o Aspensd clled snbetance may
leas otherwise noted distribute (3 eing reglatered to
20URCE: 3 FR 24, 1971, unless distribute) o ¥ of such anb-
otherwise notsd. J ted at 28 FR 28808, atpnee to—
E"E‘]_:"t- 24. 16978 I1I :‘L]l"’.lt-]lér 1
o poee of general dX
titloner to patien

§1207.01 ons. o |:11:|1 T{le r]njl-icutdo:l nﬁhi :1“111
ollad subatance is O buted 1s

have mﬁ?i‘l;?ﬂﬁ}ff’ﬂ“ﬁ:i&?& reglstered under the Hepense
102 « Pt (21 U.8.C. 802) or part ha controlled subetan .
1900 of this -.-Ikﬂpfer ! (11) The distribntion corled by
i ‘ the distributing practitionesr ih accord-
[62 FE. 13656, Mar, 34, 1867] ance with §1304.22ic) of this chapter

r for the por-
v by the prac-
i that—

FORMATION

Any

a9
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and by the receiving practitioner in ac- name, form and guantity of the sob-
cordance with §1304.22(c) of this chap- atance, the name, address, and reg-
tar: istration number, if any. of the paraon
i1y If the substance 1= lated I making the distribution, and the name,
‘-:'_!iL'hl:'l.'.I.u].Q I or II an "’JI".‘I.Q].' form 1a 11:1-5'-.‘1 al'l_dl-ggs_ aud l'éﬂ'l'ﬁtll'at-]."_ln nu]nhgl-_ if
as reguired in part 1305 of this chaptels  ypawn of the 5111:-1'_'11&-1- oF manufac
Ml_‘l ) ) turer. In the case of returning a con-
(17) gl number of dosage unita  .o110q agbetance in Sc nr I an
of all N d subatances distributed order form shall be u.'- muﬁlur
Ly : @ - : -
-:-::-,tﬁi D ]--lglufﬁ}j{f,ufﬂpﬁr Rﬁ'}? prascrlll:nud in part 1 AES -;;?ml'_ut.er
ing each . vear in which the an.d ha Inmlutmn Plic written
practitione iatered to dispense Lecord of the trag . ADY person
does not exd cent of the total Dot required to ' pursnant to
number of AN pite of all con- 2ections 30E(c) )i1) of the Act
trolled substan qlnted and dia- (21 T80 B33 Pli(1)) shall be ex-
pensed by the N por dnring the empt from 1 ng the reconds re-
game calendar yeol quired by t 1L
(2) A reverse di= who s reg- (b Diat b referred to in para-
ietered to recelve = olled sub-  graph (g e made through a
atances. freieht ng facility operatad by
by If, during any o year In  the pe vhom the controlled sub-
which the pl'a-;:tult.ll.‘u]lel' red to atale Ty retnrnad ]_’_ll'f_ll':-rll.'cl.l:'l.']. that

dispense, the practitione R0 B0 e cement: has been made for
11';1111:':':9 ;':fl?'«t'ﬂt'{]ﬁ' t-“:::‘;i u_]ﬂl-:-]ﬁ ""«'a;j th ¥ and the perzon maling the

. = e N f flon  dellvers the controlled
which will be distributed by - g ; - = B mUHAEee

ce directly to an agent or em-
¥ of the person to whom the con-
d snbstance ia being returned.

B, 44878, July 19, A0, &0 FR 40820, July
3K, as amsnded ac 68 FE 41320, July 11,

ant to paragraph (a1l of th
and §1301.25 of this chapter wil
& percent of this total number
age unlta of all controlled substy
distributed and dispensed by him
ing that calendar year, the pract
shall obtain a regiatration to di
controlled substances.

(2} The diatributions the o
latered retall pharmacy ma to- isterad manunfacturer who, in-
mated dispensing systams erm g but necessarily, manufac-
care facilities for whic etadl g krolled subetance as a resnlt
pharmacy also holds rg one do or g aotnre of o controlled sub-
not count toward the 5 Hmitin  apaney o class of controlled enb-
paragraphs (a)(1)(1v) ¢ this sec-  iance ch he 1s registered and
tlon. has bear) g1 individual mannfac-
[68 PE 4123, July i1 turing qu jnant to part 1303 of
FE 486, May 13, 30 this chapt anbetance or class
ia listed in & or IT) shall be ex-
empt from thy yent of reglstra-
tlon pursuant N 301 of this chap-
ter and, if such ally manufac-
tured substance in Bchedule I
or IT, shall be axen) the regquire-
to the trom whom helshe ol r_nent a;‘ au individ u_faft_111t’1mn%
taine V' the manufacturer of the "_lu"\'t'a 141.11.511::?::11:.. o ot o
p—— V. 1f desienated. to the -_-]:_L:Lptel-. if ench subatal ligposed
manutacturer's reglstered agent for ae-  ©f IR accordance with §1305
cepting returns, provided that a wrlt- |5 PR 7801, Apr. 34, 1971, Redssignated at 23
ten record s malntained which indl- FR 28609, Sspt. 34, 1973, and further redssiz-
cates the date of the transaction. the nated at 82 FR 13087, Mar, 24, 1097]

13 Ineidental manufacture of
girolled substances.

amendsad at T0

51307.12 Ihst to supplier or
manufact

(a) Any psg
of a contr
achadule
regiatary

tully in possession
fatance listed in any
Pribute (without being
ribute) that substance

o0
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DisposaL OF CONTROLLED SUBSTANCES

51307.21 Procedure for of

controlled substances.

disposing

{a) Any person in possession of any
controlled subetance and desiring or re-
gquired to dispose of such subetance
may request assistance from the Spe-
clal Acg harge of the Adminis-
tration 1 i 1n which the person
ie located ority and instrac-
tlons to dis inch snbetance. The
request ahoi 1o as follows:

1y If the p3Y a regcietrant, he
sha shall list (olled substance
or enbstances she desives to
dizspose of on DEN ,and enbrdt
three coples of thal g the Special
Agent in Charee in 1Y A or

(2) If the perscn is glstrant,
he/she shall sulmit Spacial
Agent in Charee a lette '

(1) The name and addrs
SO

{11y The name ahd guan
controlled substance to be |

{111y How the applicant ol
substance, if nown: and

(1¥) The name, address, and re
tlon number, if known, of the

& per-

il
t;

who possessed the controlled
stances prior to the applicant,
kmown.

(b The Special Agent in Charge &
anthorize and instroct the applics
dispose of the controllaed subeta
one of the following mannera:

(1) By tranefer to person i
under the Act and anthoriz
saps the subatance;

Y-

(2) By delivery to an age Ad-
ministration or to the ng loe of
the Admimstration:

(3 By destruction 1 Faptice of
ah acgent of the ! Fation or
other authorized pa

(4) By =uch othi ag the Spe-

detarmine to
e does not be-

clal Agent in Chs
agegurs that the

come avallab authorized per-
BOLE,

{2) In the iat a reglatrant is
required 1 to dispose of con-
trolled = i, the Special Agent
in Charg 1thorize the reglatrant
o dis nch substances, in ac-

cordarlc I paragraph (b) of this asc-
tlon, withont prier approval of the Ad-

ministration in each Instance, on the

o1

§1307.31

condition that the registrant keep
records of such dispoeals and file pori-
odic reporta with the Special Agent in
Charge summarizing the disposals
made by the registrant. In granting
siich authority, the Special Agent in
Charge may place such condltions as he
deeme proper on the disposal of con-
trollad sulbstarnces, inelud ath-
ol of deposal and the yoancd
detail of reporta.

(dy This section
atruned as affecting
way the disposal
atances through pry
laws and regnlat
Atate.

[4 FE 7801, Ap
FE 1ni33, Ans. §
26509, Sapt
41785, Sapt

[pex

ba con-
o in any
‘olled enb-
F provided in
bpted by any

L as amended at 37
Fdesipnated at 38 FR
hd amended at 47 FR
FE 13867, Mar, 24, 1967]

5 1307.22 il of controlled sub-
sta fie Administration.

Any led subatance delivered

o tlyg lstration under § 130721 or

renant to section 511 of the
2.0, 881 may be delivered to
Ctment, burean, or other agen-
s United States or of any Btate
roper application addresesd to
ilminietrator, Drue Enforcement
nistration, Department of Jus-
Vashington, D0 20637 The applica-
ll show the name, addreses, and
tle of the person or agency to
y controlled drmes are to be
including the name and
he subatances deaired and
1 which intended. The de-
vontrolled droge shall be
R dministrator, if, in his
st o medical or sei-
T

L1 Hedssignated at 38
g2 amended at 62 FR

foriy
Ay

ay

w
e
uay

the pY
livery
orderad
opinion,
entific ned
[43 FE 7301, AY

FE 26608, Sapt
12067, Mar, 24, 198

i
Y

BPECIAL

F1307.31 Native A

The listing of pey\
substance in Scheduld
to the nondrug nse o
fide religlous ceremonie
American Church, arnd mW f the
Hative American Church = BIIlE -
vobte are exempt from regletration. Any
person who mannfactures pevote for or

RBONE

Church.

controllad
Lot apply
bona
ative
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