Consumer and Producer Surveys on Economic Issues

0910-0478


SUPPORTING STATEMENT

A. Justification 

1. Circumstances Necessitating Information Collection

The Food and Drug Administration (FDA) is requesting approval from the Office of Management and Budget of a generic clearance for surveys that help the Center for Food Safety and Applied Nutrition comply with Executive Order 12866, the Regulatory Flexibility Act (RFA), the Small Business Regulatory Enforcement Fairness Act of 1996 (SBREFA) and other requirements.

Under Executive Order 12866, the RFA and SBREFA Federal agencies are directed to conduct regulatory impact analysis and to consider flexible regulatory approaches.   In order to perform the mandatory analysis, it is often necessary to survey regulated manufacturers to determine existing practices and the changes in those practices likely under various policy options.  It is also necessary to explore attitudes towards policy proposals from consumers and industry and health experts. 

The agency often lacks basic information about industry practices or consumer behavior that could readily be obtained with a telephone or mail survey.  With generic approval, FDA could more quickly gather essential information for its cost-benefit analyses. The types of surveys that will prove useful include:

· Systematic mail or telephone surveys of representative firms in an industry

· Small, non-random telephone surveys of firms in an industry

· Sytematic mail or telephone surveys of individual consumers

· Cable or internet surveys of consumers and representative firms in an industry

Consequently, there are likely to be the following objectives for these surveys.

· What are current practices, costs or behaviors?

· What impact will the proposed policies have on practices, costs or behaviors under different policies?

· What comments or recommendations would you make to our policy making?

According to OMB guidelines for generic clearances for voluntary surveys, FDA will establish an independent review process to assure development and implementation of high quality surveys within FDA.  FDA will provide OMB a copy of the survey instrument for inclusion in the public docket.  OMB will review each request within 15 working days from submission and either approve the request or provide comments and questions. OMB will limit the generic clearance to the following:

-- Surveys used to assess current and projected practices, costs, or behaviors.

-- Surveys based on methods that assure representativeness including adequate response rates.

2. How, By Whom, Purpose of Collection

FDA or its contractor will collect and use information gathered from these telephone or mail surveys to improve the cost-benefit analyses of regulations. Information will be used to help identify policies with the largest net social benefits and to obtain public reactions to existing and proposed policies and to plan and direct resources.

3. Consideration Given to Information Technology

As appropriate, automated information technology will be used to collect and process information for these surveys to reduce the burden on the public. Written and oral responses to brief questionnaires will, however, be the typical method. 

4. Identification of Information

FDA has collected information from surveys in the past, as needed for particular purposes. Although they would be similar to past surveys, the surveys for which we are requesting generic clearance represent collection of new information for new purposes.

5. Small Businesses

Small businesses or other small entities will be surveyed. FDA will keep the burden on them to a minimum by stratified sampling and by using short questionnaires.  Many of the surveys will affect a substantial number of small entities.  It is important to survey small businesses because they are generally the entities for which we have the least information and they are most likely to be adversely affected by a rule.

6. Frequency of Information Collection

FDA anticipates conducting 2 to 6 surveys per year, and only at times considered appropriate to measure the impact of proposed or existing regulations.  Without surveys, it becomes much more difficult to determine the impact of existing or proposed public policy to society.  

7. Information Collection Circumstances

There are no special circumstances for the collection of the information.

8. Consultations with Persons Outside FDA

FDA will use agency experts and outside contractors to develop surveys. Survey developers may also use outside experts or resources.  As appropriate, FDA will establish panels of in-house and outside experts to help design and implement the surveys.  In the Federal Register of June 15, 2001 (66 FR32625), FDA solicited comments from the public on this information collection.  No comments were received.

9. Payment or Gift

No payment or gift will be provided to survey respondents.

10. Confidentiality Provisions

Confidentiality of respondent information will be ensured to the maximum extent allowed by law. Participation will be voluntary, and wherever possible responses will be anonymous. If it is necessary to identify respondents in order to follow up, the information collection will comply with the Privacy Act. The data collection contractor will generally maintain any identifying information, and will not give it to the agency.  Respondents will be assured that neither their participation, non-participation nor their responses to items will affect FDA’s attitude toward them.
Privacy

No personal or private questions will be asked.  

11. Proprietary Information

Proprietary trade secrets or other proprietary information will not be required to be disclosed.  If proprietary information is disclosed, it will be kept confidential to the maximum extent allowed by law. 

12.  Burden of Information Collection

The total estimated burden is 6,500 hours. These estimates are based on the expected number of respondents necessary to obtain a statistically significant stratification of the average to large size industries -including small business entities covered by FDA regulations- and consumers of regulated products.  

Table 1—Estimated Annual Reporting Burden1
Type of survey
Number of Respondents
Annual Frequency per Response
Total Annual Responses
Hours per Response
Total Hours

Mail questionnaire
1000
1
1,000
3
3000

Telephone Survey
1000
1
1,000
.5
500

Internet or Cable Survey
3000
1
3,000
1
3000

Total




6500

1There are no capital costs or operating and maintenance costs associated with this collection of information.

13. Costs to Respondents

There are no capital or operating and maintenance costs associated with this collection.  The only cost to respondents will be value of the time spent responding. 

14. Costs to Federal Government

The costs will vary with the number, type and complexity of the surveys.  The total agency costs are usually contingent on the costs necessary to develop, pre-test, mail or telephone the questionnaire, to follow up with respondents to insure higher total response rates, to evaluate and to report the results of the various surveys.  Previous industry-wide surveys have cost approximately $200,000.

15. Reasons for Change

This is a new collection.

16. Statistical Reporting

The agency will submit copies of all final reports of information collected.

17. Display of OMB Approval Date

We are requesting no exemption from this requirement. 

18. Exceptions to “Certification for Paperwork Reduction Act Submissions”

These activities will comply with Paperwork Reduction Act requirements. 

B. Statistical Methods

1. Potential Respondent Universe and Sample Selection Method

The potential respondents are businesses, individuals as consumers, and individuals as experts.  In all instances, FDA will strive to collect a representative sample of the groups that the proposed regulation under study will impact.  FDA’s general selection method will use stratification, with random sampling within the strata, to achieve representativeness for both overall populations and sensitive subpopulations, such as small businesses and at-risk individuals.  In the rare cases where geography is a limiting factor, FDA will use population-based cluster sampling to limit government expense while preserving the statistical properties of the sample.  In the past, we have had response rates of from 30 to 60 %.

2. Information Collection Procedures

FDA will collect information by telephone and mail.  FDA is also exploring the possibilities of conducting surveys, with essentially the same design and content, through the internet.  Some face-to-face interviewing may be used for primary data collection, pre-testing, or follow-up.  

FDA will collect the minimum information necessary to evaluate the proposed regulation under study.  All responses will remain strictly confidential, and FDA will guarantee to all survey participants that their responses will remain private.

3. Methods to Maximize Response rates

Consistent with sound survey methodology, FDA will use all available tools to maximize the response rates.  The design of each quantitative survey will include

approaches to maximize response, while retaining the voluntary nature of the effort. For example, FDA mail surveys will most likely include a postcard follow-up, a second mailing of the questionnaire, and a telephone follow-up if phone numbers are readily available.

4. Tests of Procedures

We will carry out formal pre-testing at a level and in a manner consistent with the specific survey. We expect that all mail and telephone surveys will include pre-testing with a few respondents, with telephone debriefing of pre-test respondents as needed to clarify responses and modify questionnaires.

5. Statistical Consultation and Independent Review

FDA has survey resource expertise available in CFSAN’s Economics Team and in the Division of Mathematics and Statistics, both in the Office of Scientific Analysis and Support.  As appropriate, FDA will establish panels of in-house and outside experts to help design and implement the surveys, and will establish an independent review process to assure high quality.  

