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Foreign Establishment Registration and Listing 

A.
Justification

1.
Circumstances Necessitating Information Collection
The Food and Drug Administration (FDA) is proposing to amend its regulations pertaining to the registration of establishments engaged in the manufacture, preparation, propagation, compounding, or processing of human drugs, animal drugs, biologics (including blood and blood products), and devices pursuant to section 510(i) of the Federal Food, Drug, and Cosmetic Act (the act).  In general, section 510(i) of the act requires foreign establishments importing or offering for import drugs and devices into the United States to register their establishments and to identify a United States agent. The final rule (Tab A) would amend the existing establishment registration regulations so that they apply to foreign establishments, would require foreign establishments to identify a United States agent, and would describe some duties for the United States agent.  

Although section 510(i) of the act, as amended, also requires foreign establishments to list their products, the proposed rule does not contain a listing requirement for foreign establishments.  This is because, under an earlier interpretation of section 510 of the act, FDA required foreign establishments to list their products.  FDA has received approval from the Office of Management and Budget (OMB) for the product listing requirements in parts 207 and 607; for part 207, the OMB approval number is 0910-0045 and expires on April 30, 2001. and for part 607, the OMB approval number is 0910-0052 and expires on February 28, 2003.

While part 807 currently contains listing requirements for foreign establishments, and FDA, in a separate action, is seeking OMB approval for the information collection burden for part 807 (see 66 FR 52629, October 16, 2001), the agency excluded foreign establishment listing from the October 16, 2001 action.  Instead, FDA is seeking OMB approval for device listing by foreign establishments through the information collection burden associated with this final rule.  

In addition, the final rule updates the list of applications whose submission would require a manufacturer to register at FDA.  In general, the rule would add abbreviated new drug applications (ANDA) and/or abbreviated new drug applications (ANADA) to the list; both types of applications are the result of statutory changes in the 1980's.  Updating the list results in a collection of information for ANDA and ANADA manufacturers.

FDA is requesting OMB approval of an information collection requirement in "Foreign Establishment Registration and Listing,( 21 CFR parts 207, 607, and 807.  The estimated information collection for the rule (if finalized) would be 52,333 hours.

21 CFR 207.21(a) - Reporting

This provision requires establishment owners or operators to register within 5 days after submitting an ANDA or an ANADA.  It would apply to domestic and foreign manufacturers.

21 CFR 207.22(a) - Reporting 

This provision requires establishments to register using Form FDA 2656.  It would apply to foreign establishments under proposed ( 207.40.

21 CFR 207.25(b) - Reporting

This provision specifies the information required in the establishment registration and drug listing.  It would apply to domestic and foreign manufacturers submitting ANADA(s.  

21 CFR 607.22 -  Reporting

This provision requires blood product establishments to register using Form FDA-2830.  It would apply to foreign establishments under proposed ( 607.40.

21 CFR 607.26 - Reporting

This provision requires amendments to establishment registration.  It would apply to foreign establishments under proposed ( 607.40.

21 CFR 607.31 - Reporting

This provision requires additional product listing information.  It would apply to foreign establishments under proposed ( 607.40.

21 CFR 807.22 - Reporting

This provision requires device establishments to register using Form FDA 2891 for initial registrations and Form FDA 2891a for subsequent annual registrations.  It would apply to foreign establishments under proposed ( 807.40.

This provision also requires device establishments to list product using Form FDA 2892 (approved under 0910-0387 Medical Device Registration and Listing which expires on 1/31/02.)  This would apply to foreign establishments under proposed ( 807.40. 

21 CFR 807.31 - Recordkeeping 

This provision requires device establishments to maintain historical files containing labeling and advertisements.  It would apply to foreign establishments under proposed ( 807.40.

21 CFR 807.31(e) - Reporting

This provision requires each device owner or operator to submit to FDA, only upon specific request, information such as labeling, a sampling of advertisements (or, for good cause, all advertisements for a particular device), labels and package inserts, certain statements concerning the legal basis for determining the device(s status, or the names of all distributors for whom the device was manufactured.

2.
How, by Whom, and for What Purpose Information Used
FDA will use the information to identify foreign establishments that import or offer to import drugs and devices into the United States.  This information will help FDA schedule inspections of the foreign establishment.  The identification of the United States agent by a foreign establishment will enable the agency to contact the United States agent when necessary.  In both cases, the information will enable FDA to respond more quickly should any public health concerns associated with an imported drug or device arise and facilitate the tracking of violative or non-compliant products entering the United States.

The provisions requiring information from domestic and foreign ANDA and ANADA manufacturers will enable the agency to identify those establishments and to schedule inspections of those establishments.

3.
Consideration of Information Technology
The collection of information neither requires nor prohibits the use of automated, electronic, mechanical, or other technological collection techniques.

4.
Efforts to Identify Duplication and Similar Information Already Available
  
FDA is the only agency responsible for the registration of establishments engaged in the manufacture, preparation, propagation, compounding, or processing of drugs or devices imported or offered for import into the United States.  Therefore, no duplication of data exists.

5.
Small Business
 
FDA has drafted the rule so that the information that would be requested by the rule is the minimum amount of information necessary.  Additionally, where appropriate, the rule extends the exemptions currently afforded to domestic companies to similarly situated foreign establishments.  Thus, no methods were required to minimize any impact.

6.
Consequences of Less Frequent Information Collection and Technical or Legal Obstacles
Failure to register is prohibited under section 301(p) of the act.  Additionally, failure to register or to identify a United States agent would increase the likelihood of violative or counterfeit products entering the domestic market and hinder prompt communications with manufacturers regarding imported products in the event of a product recall, public health emergency, or other situation involving product safety or efficacy. 

7.
Consistency with the Guidelines in 5 CFR 1320.5(d)(2)
The recordkeeping and reporting requirements in the rule are consistent with the guidelines in 5 CFR 1320.5(d)(2). 

8.
Consultation Outside the Agency
In general, the agency did not consult any foreign establishments regarding the information collection requirements.  Because FDA regulations have required foreign and domestic establishments to list their products and required domestic establishments to register, the agency had sufficient information to estimate the possible information collection burden.  

The agency did contact several animal drug establishments, including one foreign establishment, to verify the estimates the agency already possessed for animal drug establishments.

No comments on paperwork were received to the proposed rule.

9.
Payment or Gift to Respondents
FDA did not provide any payment or gifts to respondents.

10.
Confidentiality of Information
Establishment registration information is publicly available.  Therefore, assurances of confidentiality (beyond those already existing in federal law and FDA regulations) are unnecessary.

11.
Sensitive Questions
No questions of a sensitive nature are asked.

12.
Estimates of Burden Hours and Explanation
The agency estimated the number of burden hours associated with the reporting requirements by consulting its product listing records to determine the total number of foreign establishments and by applying the same burden hour estimates that FDA uses for registering domestic establishments.   

FDA estimates the burden of this collection of information as follows:


           Estimated Annual Reporting Burden





CFR Section
No. of

Respondents 
No. of Responses per Respondent
Total Annual Responses
Hours per Response
Total Hours

207.21(a)
2,463
1
2,463
0.5
1,231.5

207.22(a), 207.40
5,630
1
5,630
0.5
2,815

207.25(b)
53
4.8
228
0.5
114

607.22(a), 607.40
98
1
98
1
98

607.26
1
1
1
0.5
0.5

607.31
1
1
1
10
10

807.22(a), 807.40
7,200
1
7,200
0.25
1,800

807.22(b)
27,720
1
27,720
0.5
13,860

807.31(e)
7
1
7
0.5
4

TOTAL




19,933

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


           Estimated Annual Recordkeeping Burden





CFR Section
No. of

Recordkeepers 
No. of Records per Recordkeeper
Total Annual Records
Hours per Record
Total Hours

807.31
6,480
10
64,800
0.5
32,400

TOTAL




32,400

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

In general, FDA based the above estimates on the number of foreign establishments that currently list drugs or devices (as required by existing FDA regulations) and on comparable burden hour estimates for registration by domestic establishments.  Accordingly, FDA(s estimate of 30 minutes for each initial drug report (( 207.22), 1 hour for each initial biologic report (( 607.22), and 45 minutes for device report submitted (( 807.22) and 30 minutes for each additional report (( 807.31) is consistent with current practices.

For proposed (( 207.21(a) and 207.25(b), the agency estimated the number of respondents submitting ANDA(s or ANADA(s from the number of establishments submitting listing information.  For proposed ( 207.21(a), FDA(s drug listing records indicate that there are 2,410 firms submitting ANDA(s and 53 firms submitting ANADA(s, for a total of 2,463 respondents.  The final rule would amend ( 207.25(b) to include ANADA(s, and FDA records indicate that 228 ANADA(s were submitted; consequently, the total number of respondents is 53, with a total of 228 annual responses.  The estimated total annual responses and hours per response are consistent with existing figures for other establishments subject to (( 207.21 and 207.25.

For proposed (( 607.26 and 607.31, FDA(s experience reveals that only one establishment has reported information under these provisions in recent years.  Therefore, the agency assigned an estimate of one respondent for each provision.  The agency estimated the burden hours for these provisions by examining their complexity.  Because proposed ( 607.26 would require reporting changes in individual ownership, corporate or partnership structure, location, or blood-product handling activity, the agency assigned 30 minutes as the reporting burden.  In contrast, ( 607.31 authorizes the agency to request additional information by letter.  FDA has made no requests in recent years, but has assigned 10 hours as a reporting burden for this provision. 

The estimated recordkeeping burden for proposed ( 807.31 is based on FDA(s experience with foreign device establishments.  FDA(s experience indicates that there are approximately nine owners or operators for every 10 foreign device establishments.  Consequently, the estimated number of recordkeepers is 6,480 (7,200 * 0.9 = 6,480), and the average frequency and average burden per record, based on comparable figures for domestic establishments, are 10 and 30 minutes respectively.  This results in a total recordkeeping burden of 32,400 hours (6,480 recordkeepers * 10 records per recordkeeper * 0.5 hours per record = 32,400 hours).

13.
Annual Cost to Respondents
There are no total capital or start-up costs or service costs projected for this rule due to the minimal nature of the reporting requirements.  FDA estimates that the recordkeeping costs for industry under the proposed rule would total $675,060.  This estimate is based on annual projections of 4,160.5 hours for drug industry reports, 108.5 hours for blood and blood product reports, and 15,664 hours for device reports, multiplied by hourly industry costs of $100, $20, and $25 per report respectively (((4,160.5 hours * $100 per hour) + (108.5 hours * $20 per hour) + (15,664 hours * $25 per hour)) = $416,050 + $2,170 + $391,600 = $809,820)).  The estimated recordkeeping cost to industry is $810,000, based on an estimated 32,400 records at $25 per hour (32,400 * $25 = $810,000).   Thus, the total estimated cost to industry is $1,619,820 ($809,820 + $810,000).

14.
Annual Cost to the Government
The annualized cost to the federal government is estimated to be $812,000.  The agency estimates that 8.22 full time equivalent (FTE(s) employees would be needed to handle foreign establishment registrations and registration of ANDA and ANADA establishments and that the average total FTE cost is $100,000 per FTE.  Thus, 8.22 * $100,000 = $822,000.

15.
Changes in Burden
There are no changes in burden to report.

16.
Statistical Reporting
Information collected under this requirement will not be published.  

17.
Exemption for Display of Expiration Date
The agency does not seek an exemption from displaying the expiration date.

18.
Exemption to Certification Statement
The agency is not requesting any exemption from the certification statement identified in Item 19 of form OMB Form 83-I. 
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