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one facility within that State, or for a 
parent entity with divisions, subsidi-
aries, and/or affiliate companies within 
that State when operations are con-
ducted at more than one location and 
there exists joint ownership and con-
trol among all the entities. 

(c) Changes in any information in 
paragraph (a) of this section shall be 
submitted to the State licensing au-
thority as required by such authority. 

(Approved by the Office of Management and 
Budget under control number 0910–0251)

§ 205.6 Minimum qualifications. 
(a) The State licensing authority 

shall consider, at a minimum, the fol-
lowing factors in reviewing the quali-
fications of persons who engage in 
wholesale distribution of prescription 
drugs within the State: 

(1) Any convictions of the applicant 
under any Federal, State, or local laws 
relating to drug samples, wholesale or 
retail drug distribution, or distribution 
of controlled substances; 

(2) Any felony convictions of the ap-
plicant under Federal, State, or local 
laws; 

(3) The applicant’s past experience in 
the manufacture or distribution of pre-
scription drugs, including controlled 
substances; 

(4) The furnishing by the applicant of 
false or fraudulent material in any ap-
plication made in connection with drug 
manufacturing or distribution; 

(5) Suspension or revocation by Fed-
eral, State, or local government of any 
license currently or previously held by 
the applicant for the manufacture or 
distribution of any drugs, including 
controlled substances; 

(6) Compliance with licensing re-
quirements under previously granted 
licenses, if any; 

(7) Compliance with requirements to 
maintain and/or make available to the 
State licensing authority or to Fed-
eral, State, or local law enforcement 
officials those records required under 
this section; and 

(8) Any other factors or qualifica-
tions the State licensing authority 
considers relevant to and consistent 
with the public health and safety. 

(b) The State licensing authority 
shall have the right to deny a license 
to an applicant if it determines that 

the granting of such a license would 
not be in the public interest.

§ 205.7 Personnel. 

The State licensing authority shall 
require that personnel employed in 
wholesale distribution have appro-
priate education and/or experience to 
assume responsibility for positions re-
lated to compliance with State licens-
ing requirements.

§ 205.8 Violations and penalties. 

(a) State licensing laws shall provide 
for the suspension or revocation of li-
censes upon conviction of violations of 
Federal, State, or local drug laws or 
regulations, and may provide for fines, 
imprisonment, or civil penalties. 

(b) State licensing laws shall provide 
for suspension or revocation of li-
censes, where appropriate, for viola-
tions of its provisions.

§ 205.50 Minimum requirements for 
the storage and handling of pre-
scription drugs and for the estab-
lishment and maintenance of pre-
scription drug distribution records. 

The State licensing law shall include 
the following minimum requirements 
for the storage and handling of pre-
scription drugs, and for the establish-
ment and maintenance of prescription 
drug distribution records by wholesale 
drug distributors and their officers, 
agents, representatives, and employees: 

(a) Facilities. All facilities at which 
prescription drugs are stored, 
warehoused, handled, held, offered, 
marketed, or displayed shall: 

(1) Be of suitable size and construc-
tion to facilitate cleaning, mainte-
nance, and proper operations; 

(2) Have storage areas designed to 
provide adequate lighting, ventilation, 
temperature, sanitation, humidity, 
space, equipment, and security condi-
tions; 

(3) Have a quarantine area for stor-
age of prescription drugs that are out-
dated, damaged, deteriorated, mis-
branded, or adulterated, or that are in 
immediate or sealed, secondary con-
tainers that have been opened; 

(4) Be maintained in a clean and or-
derly condition; and 
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(5) Be free from infestation by in-
sects, rodents, birds, or vermin of any 
kind. 

(b) Security. (1) All facilities used for 
wholesale drug distribution shall be se-
cure from unauthorized entry. 

(i) Access from outside the premises 
shall be kept to a minimum and be 
well-controlled. 

(ii) The outside perimeter of the 
premises shall be well-lighted. 

(iii) Entry into areas where prescrip-
tion drugs are held shall be limited to 
authorized personnel. 

(2) All facilities shall be equipped 
with an alarm system to detect entry 
after hours. 

(3) All facilities shall be equipped 
with a security system that will pro-
vide suitable protection against theft 
and diversion. When appropriate, the 
security system shall provide protec-
tion against theft or diversion that is 
facilitated or hidden by tampering with 
computers or electronic records. 

(c) Storage. All prescription drugs 
shall be stored at appropriate tempera-
tures and under appropriate conditions 
in accordance with requirements, if 
any, in the labeling of such drugs, or 
with requirements in the current edi-
tion of an official compendium, such as 
the United States Pharmacopeia/Na-
tional Formulary (USP/NF). 

(1) If no storage requirements are es-
tablished for a prescription drug, the 
drug may be held at ‘‘controlled’’ room 
temperature, as defined in an official 
compendium, to help ensure that its 
identity, strength, quality, and purity 
are not adversely affected. 

(2) Appropriate manual, 
electromechanical, or electronic tem-
perature and humidity recording equip-
ment, devices, and/or logs shall be uti-
lized to document proper storage of 
prescription drugs. 

(3) The recordkeeping requirements 
in paragraph (f) of this section shall be 
followed for all stored drugs. 

(d) Examination of materials. (1) Upon 
receipt, each outside shipping con-
tainer shall be visually examined for 
identity and to prevent the acceptance 
of contaminated prescription drugs or 
prescription drugs that are otherwise 
unfit for distribution. This examina-
tion shall be adequate to reveal con-
tainer damage that would suggest pos-

sible contamination or other damage 
to the contents. 

(2) Each outgoing shipment shall be 
carefully inspected for identity of the 
prescription drug products and to en-
sure that there is no delivery of pre-
scription drugs that have been dam-
aged in storage or held under improper 
conditions. 

(3) The recordkeeping requirements 
in paragraph (f) of this section shall be 
followed for all incoming and outgoing 
prescription drugs. 

(e) Returned, damaged, and outdated 
prescription drugs. (1) Prescription 
drugs that are outdated, damaged, de-
teriorated, misbranded, or adulterated 
shall be quarantined and physically 
separated from other prescription 
drugs until they are destroyed or re-
turned to their supplier. 

(2) Any prescription drugs whose im-
mediate or sealed outer or sealed sec-
ondary containers have been opened or 
used shall be identified as such, and 
shall be quarantined and physically 
separated from other prescription 
drugs until they are either destroyed 
or returned to the supplier. 

(3) If the conditions under which a 
prescription drug has been returned 
cast doubt on the drug’s safety, iden-
tity, strength, quality, or purity, then 
the drug shall be destroyed, or re-
turned to the supplier, unless examina-
tion, testing, or other investigation 
proves that the drug meets appropriate 
standards of safety, identity, strength, 
quality, and purity. In determining 
whether the conditions under which a 
drug has been returned cast doubt on 
the drug’s safety, identity, strength, 
quality, or purity, the wholesale drug 
distributor shall consider, among other 
things, the conditions under which the 
drug has been held, stored, or shipped 
before or during its return and the con-
dition of the drug and its container, 
carton, or labeling, as a result of stor-
age or shipping. 

(4) The recordkeeping requirements 
in paragraph (f) of this section shall be 
followed for all outdated, damaged, de-
teriorated, misbranded, or adulterated 
prescription drugs. 

(f) Recordkeeping. (1) Wholesale drug 
distributors shall establish and main-
tain inventories and records of all 
transactions regarding the receipt and 
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distribution or other disposition of pre-
scription drugs. These records shall in-
clude the following information: 

(i) The source of the drugs, including 
the name and principal address of the 
seller or transferor, and the address of 
the location from which the drugs were 
shipped; 

(ii) The identity and quantity of the 
drugs received and distributed or dis-
posed of; and 

(iii) The dates of receipt and distribu-
tion or other disposition of the drugs. 

(2) Inventories and records shall be 
made available for inspection and 
photocopying by authorized Federal, 
State, or local law enforcement agency 
officials for a period of 3 years after the 
date of their creation. 

(3) Records described in this section 
that are kept at the inspection site or 
that can be immediately retrieved by 
computer or other electronic means 
shall be readily available for author-
ized inspection during the retention pe-
riod. Records kept at a central location 
apart from the inspection site and not 
electronically retrievable shall be 
made available for inspection within 2 
working days of a request by an au-
thorized official of a Federal, State, or 
local law enforcement agency. 

(g) Written policies and procedures. 
Wholesale drug distributors shall es-
tablish, maintain, and adhere to writ-
ten policies and procedures, which 
shall be followed for the receipt, secu-
rity, storage, inventory, and distribu-
tion of prescription drugs, including 
policies and procedures for identifying, 
recording, and reporting losses or 
thefts, and for correcting all errors and 
inaccuracies in inventories. Wholesale 
drug distributors shall include in their 
written policies and procedures the fol-
lowing: 

(1) A procedure whereby the oldest 
approved stock of a prescription drug 
product is distributed first. The proce-
dure may permit deviation from this 
requirement, if such deviation is tem-
porary and appropriate. 

(2) A procedure to be followed for 
handling recalls and withdrawals of 
prescription drugs. Such procedure 
shall be adequate to deal with recalls 
and withdrawals due to: 

(i) Any action initiated at the re-
quest of the Food and Drug Adminis-

tration or other Federal, State, or 
local law enforcement or other govern-
ment agency, including the State li-
censing agency; 

(ii) Any voluntary action by the 
manufacturer to remove defective or 
potentially defective drugs from the 
market; or 

(iii) Any action undertaken to pro-
mote public health and safety by re-
placing of existing merchandise with 
an improved product or new package 
design. 

(3) A procedure to ensure that whole-
sale drug distributors prepare for, pro-
tect against, and handle any crisis that 
affects security or operation of any fa-
cility in the event of strike, fire, flood, 
or other natural disaster, or other situ-
ations of local, State, or national 
emergency. 

(4) A procedure to ensure that any 
outdated prescription drugs shall be 
segregated from other drugs and either 
returned to the manufacturer or de-
stroyed. This procedure shall provide 
for written documentation of the dis-
position of outdated prescription drugs. 
This documentation shall be main-
tained for 2 years after disposition of 
the outdated drugs. 

(h) Responsible persons. Wholesale 
drug distributors shall establish and 
maintain lists of officers, directors, 
managers, and other persons in charge 
of wholesale drug distribution, storage, 
and handling, including a description 
of their duties and a summary of their 
qualifications. 

(i) Compliance with Federal, State, and 
local law. Wholesale drug distributors 
shall operate in compliance with appli-
cable Federal, State, and local laws 
and regulations. 

(1) Wholesale drug distributors shall 
permit the State licensing authority 
and authorized Federal, State, and 
local law enforcement officials to enter 
and inspect their premises and delivery 
vehicles, and to audit their records and 
written operating procedures, at rea-
sonable times and in a reasonable man-
ner, to the extent authorized by law. 

(2) Wholesale drug distributors that 
deal in controlled substances shall reg-
ister with the appropriate State con-
trolled substance authority and with 
the Drug Enforcement Administration 
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(DEA), and shall comply with all appli-
cable State, local, and DEA regula-
tions. 

(j) Salvaging and reprocessing. Whole-
sale drug distributors shall be subject 
to the provisions of any applicable Fed-
eral, State, or local laws or regulations 
that relate to prescription drug prod-
uct salvaging or reprocessing, includ-
ing parts 207, 210, and 211 of this chap-
ter. 

(Approved by the Office of Management and 
Budget under control number 0910–0251) 

[55 FR 38023, Sept. 14, 1990, as amended at 64 
FR 67763, Dec. 3, 1999]

PART 206—IMPRINTING OF SOLID 
ORAL DOSAGE FORM DRUG 
PRODUCTS FOR HUMAN USE

Sec.
206.1 Scope. 
206.3 Definitions. 
206.7 Exemptions. 
206.10 Code imprint required.

AUTHORITY: 21 U.S.C. 321, 331, 351, 352, 355, 
371; 42 U.S.C. 262.

SOURCE: 58 FR 47958, Sept. 13, 1993, unless 
otherwise noted.

§ 206.1 Scope. 
This part applies to all solid oral dos-

age form human drug products, includ-
ing prescription drug products, over-
the-counter drug products, biological 
drug products, and homeopathic drug 
products, unless otherwise exempted 
under § 206.7.

§ 206.3 Definitions. 
The following definitions apply to 

this part: 
The act means the Federal Food, 

Drug, and Cosmetic Act (21 U.S.C. 301 
et seq.). 

Debossed means imprinted with a 
mark below the dosage form surface. 

Drug product means a finished dosage 
form, e.g., a tablet or capsule that con-
tains a drug substance, generally, but 
not necessarily, in association with one 
or more other ingredients. 

Embossed means imprinted with a 
mark raised above the dosage form sur-
face. 

Engraved means imprinted with a 
code that is cut into the dosage form 
surface after it has been completed. 

Imprinted means marked with an 
identification code by means of em-
bossing, debossing, engraving, or print-
ing with ink. 

Manufacturer means the manufac-
turer as described in §§ 201.1 and 600.3(t) 
of this chapter. 

Solid oral dosage form means capsules, 
tablets, or similar drug products in-
tended for oral use.

§ 206.7 Exemptions. 

(a) The following classes of drug 
products are exempt from requirements 
of this part: 

(1) Drug products intended for use in 
a clinical investigation under section 
505(i) of the act, but not including 
drugs distributed under a treatment 
IND under part 312 of this chapter or 
distributed as part of a nonconcur-
rently controlled study. Placebos in-
tended for use in a clinical investiga-
tion are exempt from the requirements 
of this part if they are designed to copy 
the active drug products used in that 
investigation. 

(2) Drugs, other than reference listed 
drugs, intended for use in bioequiva-
lence studies. 

(3) Drugs that are extemporaneously 
compounded by a licensed pharmacist, 
upon receipt of a valid prescription for 
an individual patient from a practi-
tioner licensed by law to prescribe or 
administer drugs, to be used solely by 
the patient for whom they are pre-
scribed. 

(4) Radiopharmaceutical drug prod-
ucts. 

(b) Exemption of drugs because of 
size or unique physical characteristics: 

(1) For a drug subject to premarket 
approval, FDA may provide an exemp-
tion from the requirements of § 206.10 
upon a showing that the product’s size, 
shape, texture, or other physical char-
acteristics make imprinting techno-
logically infeasible or impossible. 

(i) Exemption requests for products 
with approved applications shall be 
made in writing to the appropriate re-
view division in the Center for Drug 
Evaluation and Research (CDER) or 
the Center for Biologics Evaluation 
and Research (CBER), Food and Drug 
Administration, 5600 Fishers Lane, 
Rockville, MD 20857. If FDA denies the 
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