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A. Justification

1. Circunst ances of Informati on Coll ecti on

Under section 510 of the Federal Food, Drug, and
Cosnetic Act (the act), (21 U.S.C. 360), FDA is authorized
to establish a systemfor registration of producers of
drugs and for listing of drugs in comrercial distribution.
To i nplenment Section 510 of the act, FDA issued part 207
(21 CFR part 207). Under 21 CFR 207.20, manufacturers,
repackers, and rel abelers that engage in the nmanufacture,
preparation, propagation, conpoundi ng, or processing of
human or veterinary drugs and biol ogical products,

i ncludi ng bul k drug substances and bul k drug substances for
prescription conmpoundi ng, and drug preni xes as well as
fini shed dosage fornms, whether prescription or over-the-
counter, are required to register their establishnment. In
addi ti on, manufacturers, repackers, and rel abelers are
required to submt a listing of every drug or biological
product in conmercial distribution. Omers or operators of
establ i shnents that distribute, under their own | abel or
trade nanme, a drug product manufactured by a registered

establishment are not required either to register or |ist.



However, distributors nay elect to submit drug listing
information in lieu of the registered establishment that
manuf actures the drug product. Foreign drug establishnents
must al so conply with the establishnment registration and
product listing requirenents if they inport or offer for
import their products into the United States.

Under 88 207.21 and 207.22, establishnents, both
donestic and foreign, nust register with FDA by submtting
Form FDA- 2656 (Regi stration of Drug Establishnment) within 5
days after begi nning the manufacture of drugs or
bi ol ogicals, or wwthin 5 days after the subm ssion of a
drug application or biological |icense application. In
addi ti on, establishments nust register annually by
returning, within 30 days of receipt from FDA, Form FDA-
2656e (Annual Update of Drug Establishnment) (Note: This
formis no longer mailed to registrants by FDA; updati ng
registration information is estimated in the table bel ow by
the informati on subnmtted annually on Form FDA- 2656) .
Changes in individual ownership, corporate or partnership
structure | ocation, or drug-handling activity nust be
subm tted as anmendnents to registration under 8§ 207.26
within 5 days of such changes. Distributors that elect to
submt drug listing information nmust submt a Form FDA- 2656

to FDA and a copy of the conpleted formto the registered



establi shment that manufactured the product to obtain a
| abel er code. Establishnments nust, within 5 days of
begi nni ng the manufacture of drugs or biologicals, submt
to FDA a listing for every drug or biological product in
commercial distribution at that time by using Form FDA-2657
(Drug Product Listing). Private |abel distributors may
elect to submt to FDA a listing of every drug product they
pl ace in comercial distribution. Registered
establishments nust submt to FDA drug product listing for
those private | abel distributors who do not elect to submt
listing informati on by using Form FDA- 2658 (Regi stered
Est abl i shments' Report of Private Label Distributors).

Under § 207.25, product listing information submtted
to FDA by donmestic and foreign manufacturers mnust,
dependi ng on the type of product being listed, include any
new drug application nunber or biol ogical establishnent
| i cense nunber, copies of current |abeling and a sanpling
of advertisenents, a quantitative listing of the active
i ngredi ent for each drug or biological product not subject
to an approved application or |icense, the National Drug
Code nunber, and any drug inprinting information.

In addition to the product listing informtion
requi red on Form FDA-2657, FDA may al so require, under 8§

207.31, a copy of all advertisenents and a quantitative



listing of all ingredients for each |listed drug or
bi ol ogi cal product not subject to an approved application
or license; the basis for a determ nation, by the
establishment, that a listed drug or biol ogical product is
not subject to marketing or |icensing approval
requirenents; and a list of certain drugs or biological
products containing a particular ingredient. FDA may also
request, but not require, the subm ssion of a qualitative
listing of the inactive ingredients for all listed drugs or
bi ol ogi cal products, and a quantitative |listing of the
active ingredients for all listed drugs or biological
products subject to an approved application or license.
Under 8 207.30, establishnments nust update their
product listing information by using Form FDA-2657 and/ or
For m FDA- 2658 every June and Decenber or, at the discretion
of the establishment, when any change occurs. These
updates nmust include the followng information: (1) A
listing of all drug or biological products introduced for
comrercial distribution that have not been included in any
previously submtted list; (2) all drug or biological
products fornmerly listed for which conrercial distribution
has been discontinued; (3) all drug or biological products
for which a notice of discontinuance was subm tted and for

whi ch commerci al distribution has been resuned; and (4) any



mat eri al change in any information previously subnitted.
No update is required if no changes have occurred since the

previously submtted |ist.

2. Purpose and Use of Information

The information obtained fromthe establishnment
registration form FDA 2656 is used by FDA and ot her
governnment agencies to keep an accurate and current |ist of
all human and ani mal drug manufacturers, repackers,
rel abel ers and other drug processors located in this
country. This list is used by FDA for inspectional
pur poses as required by the Act. |In addition, the data is
used by the public and private sector as a listing of the
names and | ocations of drug firms.

The information obtained fromthe listing forns FDA-
2657 and FDA-2658 is used, through assignnent of the
Nati onal Drug Code nunbers, for third party reinbursenent
payment in Medicare and Medicaid as well as other health
care insurance firms. Use of the assigned NDC nunmbers on
i nsurance rei nbursenent forns is essential for paynent.
The NDC nunbers al so help industry, retail ers, whol esal ers
and so on, as well as |arge governnent purchasing agencies
such as the Defense Departnent, to nmaintain an accurate

l'ist of drug products for inventory purposes. The data



obtained fromthe listing forns is also used by FDA to
determ ne which products containing certain drug

i ngredi ents may be found to be unsafe or not effective. 1In
addition, the data is used to produce a National Drug Code
Directory to neet demands of the drug and health care

i ndustry for a conplete list of prescription drugs marketed
in the United States. The listing information is al so used
for the assessnment of certain user fees.

If the collection of this information were not
conducted, there would be no third-party reinbursenent for
drugs. Also, many systenms which rely on drug inventories
woul d be hindered as well as FDA's efforts to regulate the
drug industry. Concerning the drug inprint information,
poi son control centers use inprinted drug codes to help
identify drug products in overdose energencies. Consuners
and health professionals use inprinted drug codes to
recogni ze whether a different manufacturer's product has
been di spensed or whether a prescription has been
incorrectly filled. Inprinting can also aid in the
prevention of energencies caused by tanpering. It can also
assi st | aw enforcenent, regulatory, and other public

officials to trace counterfeit and defective drug products.

3. Use of Inproved Informati on Technol ogy




FDA is currently devel oping and plans to propose
rul emaki ng that would require the electronic subm ssion via

the Internet of all registration and listing informtion.

4. Efforts to ldentify Duplication

Al t hough several systens do exist in FDA that have
rel ated data, they exist for different uses. This
information is not already submtted to the agency, and

thus, there is no duplicate reporting.

5. | nvol vement of Small Entities

Data collection for purposes of this regulation nay
i nclude smal |l busi nesses. FDA has established a Division
of Small Manufacturers Assistance to provide workshops,
onsite eval uations, and other technical assistance to small
manuf acturers. Each FDA Field O fice has small business
representatives which help small businesses fill out fornms,
di scuss regul atory requirenents, and provide clarification

to firmregistration and drug listing matters.

6. Consequences If Information Collected Less Frequently

| nformation on the registration of drug firns and the
listing of drug products cannot be collected | ess

frequently. FDA believes that in order to fulfill its



statutorily mandated responsibility under Section 510 of
the Act, the agency needs to keep its listing current with

changes in the industry.

7. Consistency with the Guidelines in 5 CFR 1320.5(d) (2)

None of the collection requirenments are inconsistent

with 5 CFR 1320.5(d)(2).

8. Consultation Qutside the Agency

In the Federal Register of April 8, 2004 (68 FR
18588), FDA published a notice requesting conment on this
information collection; no comments were received.

FDA wor ks continuously to inprove its drug listing and
registration system by consulting with persons both inside
and outside the agency to obtain their views on the
availability of data, frequency of collection, the clarity
of instructions, disclosure, or reporting format and on the
data el enents to be disclosed or reported. FDA is
currently developing and will propose rulemking to
reorgani ze, consolidate, and revise 21 CFR part 207, and to
require the electronic subm ssion of all registration and
listing information. The public will have the opportunity

to coment on the proposed rule.



9. Renuneration of Respondents

FDA has not provided and has no intention to provide

any paynent or gift to respondents under this provision.

10. Assurance of Confidentiality

Confidentiality of drug listing information is

saf eguarded by 21 CFR 207. 37.

11. Questions of a Sensitive Nature

This information collection does not contain questions
pertaining to sex, behavior, attitude, religious beliefs,
or any other matters that are commonly consi dered private

or sensitive in nature.

12. Esti mat es of Annuali zed Hour Burden

The information collection requirenments of the Drug
Listing and Establishnment Registration regul ations have
been grouped according to the information collection areas
of the regulations. The estimtes are based upon FDA's
| nformati on Managenent Teaml s data collection and
experience in regulatory drug listing and establi shnent
regi stration of manufacturers, repackers, rel abelers, and

ot her drug processors.
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(1) Form FDA-
2656

Regi stration of
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21 CFR 207.21
21 CFR 207. 22
21 CFR 207. 25
21 CFR 207. 26
21 CFR 207. 40
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21 CFR 207.40

8,382

.82

6, 859

2.50 hr.

17,147.50

(3) Form FDA-
2657 Drug
Product

Li sting

21 CFR 207.21
21 CFR 207.22
21 CFR 207. 25
21 CFR 207. 30
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0
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0




13. Estimates of Annualized Cost Burden to Respondents

Based on an industry hourly wage average cost of $50 per
hour, the annual cost is as follows:
Tot al burden hours of 189,217.50 @ $50 per hour equals

$9, 460, 875.

14. Esti mat es of Annuali zed Cost Burden to the Gover nment

FDA currently devotes approximtely 30 FTEsS to
mai ntai ning the registration and |isting database for human and
veterinary drugs and biologics. |If each FTE equal s
approxi mately $100, 000, the total cost to the governnment is

approxi mately $3, 000, 000.

15. Changes in Burden

The increase in burden hours results fromrevised, nore
accurate, registration and listing data information, and an
increase (from .50 to 2.50 hours) for the time it takes
i ndustry to gather the necessary information and conplete the

required forms.

16. Tinme Schedul e, Publication, and Anal ysis Pl ans




No conprehensive tabulation of the data is planned or

anti ci pat ed.

17. Displaying of OMB Expiration Date

The FDA Forns involved in this collection will display the

OMB expiration date.

18. Exception to the Certification Statenent - Item 19

There are no exceptions to the certification statenent
identified in Item 19, A Certification for Paperwork
Reducti on Act



