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SECTION A ‑ Justification

1.
Necessity for the Information Collection

Under the Federal Food, Drug, and Cosmetic Act (the act) (Attachment A), cosmetic products that are adulterated under section 601 of the act (21 U.S.C. 361) or misbranded under section 602 of the act (21 U.S.C. 362) may not be distributed in interstate commerce.  To assist FDA in carrying out its responsibility to regulate cosmetics, FDA requests that establishments that manufacture or package cosmetic products register with the agency on Form 2511 entitled “Registration of Cosmetic Product Establishment” (Attachment B).

In the Federal Register of August 26, 1971 (36 FR 16934), the Cosmetic, Toiletry, and Fragrance Association filed a petition proposing that FDA establish a procedure for the voluntary registration of cosmetic product establishments.  In reponse, FDA published a final rule for establishing such a procedure in the Federal Register of April 11, 1972 (37 FR 7151).

Regulations providing procedures for the voluntary registration of cosmetic product establishments are found in 21 CFR part 710 (Attachment A) and are described as follows.  FDA also provides instructions for Form FDA 2511 (Attachment C).

21 CFR 710.4
Information requested.

This regulation describes the information requested by Form FDA 2511 for registration of a cosmetic product establishment.

21 CFR 710.5
Amendments to registration.

This regulation describes how to amend the information submitted on Form FDA 2511.

2.
Uses of the Information

The information submitted on Form FDA 2511 is reviewed by the Office of Cosmetics and Colors, Division of Programs and Enforcement Policy, HFS-105 (OCAC/DPEP).  A copy of Form FDA 2511 filed by the registrant is forwarded to the appropriate FDA district office responsible for on‑site establishment inspections.  Copies are also made available to the public and other interested parties for examination at FDA offices in Washington, DC, and Rockville, MD.  A registrant’s FDA-validated copy may be examined by FDA inspectors at the cosmetic product establishment location for which the form was submitted.

Since mandatory registration of cosmetic establishments is not authorized by statute, voluntary registration provides FDA with the best information available about the location, business trade names used, and the type of activity (manufacturing or packaging) of cosmetic product establishments that participate in this program.  In addition, the registration information is an essential part of planning on-site inspections to determine non‑compliance with sections 601 and 602 of the act and is used to estimate the size of the cosmetic industry regulated.  Registration is permanent, although FDA requests that registrants submit an amended registration on Form FDA 2511 if any of the information originally submitted changes.   

FDA uses registration information as input for a computer data base of establishments.  This data base is used for mailing lists to distribute regulatory information or to invite firms to participate in workshops on topics in which they may be interested.

Information from the cosmetic product establishment data base is releasable to the public under FDA compliance with the Freedom of Information Act.

3.
Use of Improved Information Technology

The FDA is continuously seeking ways to reduce the reporting burden through advances in information technology.  However, completion of FDA Form 2511 requires no compilation or arrangement of data and can be completed with a typewriter or pen.

4.
Efforts to Avoid Duplication and Unavailability of Similar Information

To the best of our knowledge, no other federal government agency is engaged in the collection of this information.

5.
Methods to Minimize Burden on Small Businesses

This information collection may include small businesses.  However, Form FDA 2511 collects increasing amounts of information as the corporate structure of a cosmetic product manufacturer increases.  Small businesses usually can complete Form FDA 2511 just by providing the company name and address.  FDA aids small businesses in complying with registration requirements through the Office of Small Manufacturers Assistance and through its scientific and administrative staffs.

6.
Consequences if Data Were Not Collected or Collected Less Frequently

Registrations of cosmetic product establishments are submitted only once and therefore cannot be collected less frequently.  Amended registrations are received only if a cosmetic product establishment site moves or the corporate structure changes.

7.
Special Circumstances Involving Information Collection

There are no special circumstances involving this information collection.  Submission of information is voluntary.

8.
Consistency with 5 CFR 1320.8(d)

In accordance with the Paperwork Reduction Act of 1995, FDA published a 60-day notice in the Federal Register of April 13, 2001 (66 FR 19175) (Attachment D), in which the agency requested comments on the Registration of Cosmetic Product Establishment information collection.  No comments were received.

CTFA ​agreed to participate in this voluntary program in 1973.  According to CTFA, its membership includes more than 235 companies that produce or distribute approximately 80 percent of the total production of cosmetic products in the United States.  Many firms manufacture their products at more than one location.  When the program was initiated, CTFA stated that the information requested on Form FDA 2511 would be readily available from its member manufacturers.  FDA had no major problems implementing voluntary registrations of cosmetic product establishments.

FDA frequently solicits feedback from cosmetic product establishments regarding their registrations with FDA.  No adverse comments have been received.

9.
Payment or Gift to Respondents

There are no payments or gifts provided to respondents.

10.
Assurance of Confidentiality

None of the information supplied on Form FDA 2511 is confidential in nature.  A copy of a submitted form is forwarded to the FDA district office responsible for on‑site cosmetic product establishment inspections.  Copies are also available to the public and other interested parties for examination at FDA offices in Washington, DC, and Rockville, MD.

11.
Sensitive Questions

Form FDA 2511 does not contain questions pertaining to sexual behavior, attitude, religious beliefs, or any other matters that are commonly considered to be private or of a sensitive nature.

12.
Respondent Hour Burden and Annualized Hour Burden Cost

The burden estimates are based on past experience and on discussions with registrants during routine communications.  FDA receives an average of 50 registration submissions annually.  Of these, 30 to 35 are new submissions and the remainder are amended submissions.

(a)
Hour burden

The annual burden for this information collection is 20 hours.  A new or amended Form FDA 2511 takes 25 minutes or less to complete.  FDA estimates the burden of this collection of information as follows:
           Estimated Annual Reporting Burden







21 CFR Part
Form
No. of Respondents
No. of Responses per Respondent
Total Annual Responses
Hours per Response
Total Hours

710
FDA 2511
50
1
50
0.4
20

There are no capital costs or operating and maintenance costs associated with this collection of information.
(b)
Annualized Hour Burden Cost

OCAC/DPEP estimates that submission of FDA Form 2511 requires 0.4 person hour (25 minutes) and that a person hour costs $20.  The estimated cost is $8.00 for each respondent.  This corresponds to a total annual cost of $400 for all respondents.

13.
Respondent Cost Burden

There are no capital costs or operating and maintenance costs associated with this collection of information.

14.
Estimated Costs to Federal Government

Based on the staff currently assigned to review cosmetic product establishment registrations and to enter the data into a computer, OCAC/DPEP estimates that 0.05 professional staff person year (or approximately 100 hours) is needed annually for this program.  At $20 per staff person hour, the annual cost is approximately $2,000.  In addition, it is estimated that 500 copies of preprinted Form FDA 2511 are distributed annually.  The unit cost of the 5‑part preprinted form is approximately $.10, for an annual cost of $50.00.  OCAC/DPEP estimates annual computer costs to be $250.  The total annual cost to the government is estimated to be $2,300.

15.
Changes in Burden

There has been no change over the past 16 years in the number of submissions of Form FDA 2511 or the time it takes to complete this form.

16.
Statistical Analysis, Publication Plans, and Schedule

No comprehensive tabulation of the data is planned or anticipated.

17.
Displaying of OMB Expiration Date

The agency is not seeking to not display the expiration date for OMB approval of the information collection.

18.
Exceptions to the Certification Statement - Item 19

There are no exceptions to the certification statement identified in Item 19 of OMB Form 83-I, “Certification for Paperwork Reduction Act Submissions”.

SECTION B

Collections of Information Employing Statistical Methods

This collection of information does not employ statistical methods.
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