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A 
JUSTIFICATION
A.1      Explain the circumstances that make the collection of information necessary. Identify any legal or administrative requirements that necessitate the collection. 

On August 14, 2000, the Food and Drug Administration (FDA) issued its guidance on enforcement priorities for single-use medical devices (SUDs) reprocessed by third parties and hospitals. According to this guidance, all third party firms and hospitals engaged in reprocessing SUDs will be subject to the regulatory requirements currently applicable to original equipment manufacturers, including premarket submission requirements. All hospitals that reprocess SUDs are required to register with FDA by August 14, 2001. Under the new guidance, the Agency will conduct Quality System Regulation (QSR) inspections of hospitals that reprocess SUDs and will review any premarket applications received from these entities.

FDA wishes to assess the extent of SUD reprocessing among hospitals and the impact of its policies on hospital practices. At present, FDA lacks information on the extent and nature of current hospital practices in SUD reuse and reprocessing. Similarly, there is little information on the number of hospitals that reprocess SUDs and on the types of SUDs reused and reprocessed. 

The questionnaire (Attachment A)will solicit information about the SUDs reprocessed in hospitals. Further, the questionnaire will assess how hospitals have changed practices in response to FDA’s enforcement guidance. This information will help the Agency determine the scope of hospital reprocessing activities that will be continuing. The survey results will also help the Agency assess its impact on this area of hospital operations and will inform it about the possible impact of any further policy development in this area. 

Because this is the first time hospitals are being subject to FDA regulations, FDA is concerned that the dissemination of this information among hospitals may be incomplete. Thus, FDA will use this information collection effort as an outreach opportunity to educate hospitals on its requirements for the reprocessing of SUDs. 

A.2      Indicate how, by whom, and for what purpose the information is to be used. 

FDA will use the results from the study to estimate the extent of SUD reprocessing among hospitals. This information is quite valuable as FDA considers future SUD reprocessing policies and the necessary scope of inspection efforts. 

FDA will also learn the distribution of device types reprocessed in U.S. hospitals and thus be able to assess the implications for public health of ongoing hospital reprocessing operations. FDA will also determine the impact of its SUD reprocessing enforcement guidelines on hospital activities and on hospital decisionmaking. FDA has an ongoing interest in hospital reprocessing and on how best to influence hospital operations. 

Further, FDA will use the survey to assess the extent to which relevant hospital staff are aware of and understand the Agency’s enforcement guidance. FDA will provide more information to hospitals that are uncertain about their responsibilities. 

This is a new, one-time data collection. There is no ongoing collection of data on hospital SUD reuse and reprocessing activities.

A.3      Describe whether, and to what extent, the collection involves the use of automated, electronic, mechanical, or other technological collection techniques or other forms of information technology, e.g., permitting electronic submission of responses, and the basis for the decision for adopting this means of collection. Also describe any consideration of using information technology to reduce burden.
Computer-assisted telephone interviewing (CATI) will be used to administer the telephone survey. With a CATI system, responses are entered directly into a computer database, eliminating the need for additional coding and data entry operations. Also, the CATI program ensures that conditional questions are asked in proper order, freeing the interviewer from the need to keep track of the question order. This system produces a smooth-flowing interview and eliminates any pauses or delays by the interviewer to enter responses by hand or to find the next question. The CATI telephone survey technique was selected because such surveys have consistently better response rates than mail surveys and the cost and time for completing the responses are reduced.

A.4      Describe efforts to identify duplication. Show specifically why any similar information already available cannot be used or modified for the purposes described in Item 2 above.
No previous surveys have identified the SUD reprocessing activities of specific hospitals. This is a substantively unique survey effort. 

FDA undertook a thorough review of published as well as unpublished studies to identify information on hospital SUD reuse and reprocessing activities. FDA identified seven small-scale surveys by professional organizations and other groups on various aspects of hospital reuse and reprocessing activities. There are, however, major limitations to the usefulness of the data collected from these surveys. First, assessing the validity of findings is not possible, as none of the studies attempted to define precise survey statistics. Second, most of the surveys reported very low response rates. Finally, with the issuance of FDA’s enforcement guidelines on August 14, 2000, hospitals are likely to have significantly altered the nature and extent of their reuse and reprocessing activities, thereby further invalidating majority of the studies’ findings. Thus, FDA needs updated, broader, and more detailed information to evaluate the impacts of its current and future policies in this area.

A.5      If the collection of information impacts small businesses or other small entities (Item 5 of OMB Form 83-1), describe any methods to minimize burden.
The proposed survey will cover hospitals of all sizes, including small entities (as they are defined in the Small Business Size Standards published by the Small Business Administration [SBA]). FDA has developed a highly focused survey questionnaire so that no respondent will need to spend more than a few minutes answering questions. As a result, the reporting burden on small hospitals imposed by this survey will be very small. No further reductions in the respondent burden for small hospitals are possible without rendering the survey ineffective.

A.6      Describe the consequence to Federal program or policy activities if the collection is not conducted or is conducted less frequently, as well as any technical or legal obstacles to reducing burden.
Without the survey, FDA will lack information about SUD reuse and reprocessing activities of nonregistered hospitals (i.e., those have not registered with FDA as SUD reprocessors) and about the effects of FDA’s current and future policies on these activities. Without this information, the Agency will have only anecdotal information on the impacts of its policies on SUD reuse and reprocessing. Further, the absence of this information will compromise FDA’s ability to design cost-effective hospital inspection protocols and enforcement strategies.

This is a one-time data collection effort.

A.7      Explain any special circumstances that would cause an information collection to be conducted in a manner:

Requiring respondents to report information to the agency more often than quarterly;
This information collection will be a one-time effort.

         Requiring respondents to prepare a written response to a collection of information in fewer than 30 days after receipt of it;
The information collection will not seek any written responses.

         Requiring respondents to submit more than an original and two copies of any document:
No copies of any documents will be requested.

         Requiring respondents to retain records, other than health, medical, government contract, grant‑in‑aid, or tax records for more than three years;
Respondents will not be asked to retain any records in association with this information collection.

         In connection with a statistical survey that is not designed to produce valid and reliable results that can be generalized to the universe of study;
The telephone survey is a census of all nonregistered U.S. hospitals.

         Requiring the use of a statistical data classification that has not been reviewed and approved by OMB;
FDA will not use any statistical data classifications that have not been reviewed and approved by OMB.

         That includes a pledge of confidentiality that is not supported by authority established in statute or regulation, that is not supported by disclosure and data security policies that are consistent with the pledge, or which unnecessarily impedes sharing of data with other agencies for compatible confidential use;

The telephone survey does not include any pledges of confidentiality. All data will be collected and compiled by Eastern Research Group, Inc. (ERG), an independent consulting firm contracted by FDA. ERG will provide FDA personnel with all data compiled in the course of the study.
         Requiring respondents to submit proprietary trade secrets, or other confidential information unless the agency can demonstrate that it has instituted procedures to protect the information's confidentiality to the extent permitted by law.

The survey does not solicit trade secrets or other confidential information.

A.8      If applicable, provide a copy and identify the date and page number of publication in the Federal Register of the agency's notice, required by 5 CFR 1320.8(d), soliciting comments on the information collection prior to submission to OMB. Summarize public comments received in response to that notice and describe actions taken by the agency in response to these comments. Specifically address comments received on cost and hour burden.

A notice for public comment (Attachment B) was published on April 30, 2001 (66 FR 21399).  No paperwork comments were received. 
         Describe efforts to consult with persons outside the agency to obtain their views on the availability of data, frequency of collection, the clarity of instructions and recordkeeping, disclosure, or reporting format (if any), and on the data elements to be recorded, disclosed, or reported.

FDA has consulted with Eastern Research Group, Inc. (ERG), an independent consulting firm specializing in analysis of medical device and drug safety topics. ERG has conducted numerous studies for the FDA, including a preliminary analysis of hospital SUD reuse and reprocessing activities, and is thus well-informed about the availability of data from external surveys on SUD reuse and reprocessing practices of hospitals. ERG has been performing work for several offices in FDA for the past eight years and is well qualified to consult on this data gathering effort.

ERG has contracted with several individuals to provide technical and operational expertise regarding single-use device reprocessing. These individuals are:

Jan Schultz, Registered Nurse, who has substantial expertise in various aspects of hospital SUD reuse and reprocessing. Ms. Schultz has worked in various health care settings and has participated in many recent industry conferences and discussions on SUD reuse and reprocessing. 

Mr. Barry Sall, of Parexel International, Inc. is a regulatory affairs professional, and a nationally recognized expert in medical device regulation. He specializes in QSR compliance, FDA premarket notification requirements, and other aspects of medical device industry operations.

Mr. Loren Kennett, former president and founder of ANEW Medical Enterprises, operated a medical device reprocessing company for five years before terminating operations in 2000. Mr. Kennett has worked with or in hospitals on reprocessing issues for more than twenty years. 

A.9      Explain any decision to provide any payment or gift to respondents, other than remuneration of contractors or grantees.

No payment, gifts, or other remuneration will be offered to respondents.

A.10    Describe any assurance of confidentiality provided to respondents and the basis for the assurance in statute, regulation, or agency policy.
The telephone survey does not include any pledges of confidentiality. All data will be collected and compiled by Eastern Research Group, Inc. (ERG), an independent consulting firm contracted by FDA. ERG will provide FDA personnel with all data compiled in the study. This conforms with established Agency policy.

A.11    Provide additional justification for any questions of a sensitive nature, such as sexual behavior and attitudes, religious beliefs, and other matters that are commonly considered private. 

No questions of a sensitive nature will be asked.

A.12    Provide estimates of the hour burden of the collection of information. 

The hour burden of the information collection effort for the study is provided in Table A-1. In the table, the hour burden estimates for the telephone survey are based on a pretest of the preliminary survey instrument administered on a sample of nine hospitals. Because the time required to complete the telephone survey will vary based on whether the facility does or does not reuse and/or reprocess SUDs, an average is provided for the estimated hour burden for completed surveys.  This burden estimate differs from the 60-day Federal Register notice because the number of hospitals to be surveyed has changed based on current estimates of the number of hospitals in the U.S.

Table A-1

Estimated Annual Reporting Burden for Telephone Survey1
Number of Respondents
Annual Frequency per Response
Total Annual Responses
Hours per Response
Total Hours

5,272
1
5,272
0.125
659

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

         Provide estimates of annualized cost to respondents for the hour burdens for collections of information, identifying and using appropriate wage rate categories.
The estimated annualized cost to respondents is $25,180.  This is based on an estimated 659 total burden hours and an administrative wage of $38.21, including fringe benefits. The wage is derived from average hourly wage for managerial and administrative occupations in SIC 806, Hospitals, reported in Bureau of Labor Statistics, Occupational Employment Statistics, National Industry Staffing Pattern Data, 1998. A 40 percent markup was added to the reported wage of $27.29 to account for fringe benefits.

A.13    Provide an estimate of the total annual cost burden to respondents or recordkeepers resulting from the collection of information. (Do not include the cost of any hour burden shown in Items 12 and 14).

A.14    Provide estimates of annualized cost to the federal government. Also, provide a description of the method used to estimate cost, which should include quantification of hours, operational expenses (such as equipment, overhead, printing, and support staff), and any other expense that would not have been incurred without this collection of information. Agencies also may aggregate cost estimates from Items 12, 13, and 14 in a single table.

The annualized cost of the information collection to the Federal Government is presented in Table A-2.

A.15    Explain the reasons for any program changes or adjustments reporting in Items 13 or 14 of the OMB Form 83‑I.

This is a new collection.

A.16    For collections of information whose results will be published, outline plans for tabulation, and publication. Address any complex analytical techniques that will be used. Provide the time schedule for the entire project, including beginning and ending dates of the collection information, completion of report, publication dates, and other actions.

A project schedule is presented in Table A-3.

A.17    If seeking approval to not display the expiration date for OMB approval of the information collection, explain the reasons that display would be appropriate.
The expiration date will be displayed.
A.18    Explain each exception to the certification statement identified in Item 19, "Certification for Paperwork Reduction Act Submission," of OMB 83‑I.

In the case of this survey, no such exceptions exist.

Table A-2

Cost of Information Collection Effort to the Federal Government


      Labor Hours
  Operational Expenses

Telephone Survey





Instrument design/testing
 70
 $5,250


Send introductory letter
 100
 $8,500


Conduct survey
2,870
$120,200


Survey analysis & written report
300
 $22,500


Additional administrative costs
 120
 $9,000

Total

3,460
$165,450

Instrument design/testing - Consists of contractor costs, which are estimated for this task at $75 per hour, including labor and overhead charges. 

Send introductory letter - Consists of contractor costs, which are estimated for this task at $50 per hour, and $3,500 in mailing and related costs.

Conduct survey - Consists of contractor costs, which are estimated for this task at $40 for interviewers (2,750 hours) and $85 per hour (120 hours) for survey administration. 

Survey analysis and written report - Consists of contractor costs, which are estimated for this task at $75 per hour.

Additional administrative costs - Consists of contractor costs, which are estimated for this task at $75 per hour.

Table A-3

Project Schedule
Event
Due Date

Develop survey instrument and submit survey justification to OMB
July 30, 2001

OMB approval of survey effort
September 30, 2001

Begin mailing notification letters to survey targets
October 15, 2001

Begin telephone interviewing
October 30, 2001

Complete telephone interviewing
December 30, 2001

Perform data tabulations
January 18, 2002

Prepare and submit report for the telephone survey
January 31, 2002

B
COLLECTIONS OF INFORMATION EMPLOYING STATISTICAL METHODS
B.1
Respondent Universe and Respondent Selection Methods

Universe: The universe for the survey is all U.S. acute care inpatient hospitals that are not registered with FDA as SUD reprocessors. The primary goal of the telephone survey is to estimate the extent of SUD reprocessing among hospitals. The secondary objectives of the survey include the estimation of the number of hospitals that (1) have reused and reprocessed SUDs within the past year, and/or (3) are in the process of ceasing or modifying their SUD reuse and reprocessing activities. These estimates will provide FDA with information on the industry dynamics of SUD reuse and reprocessing. The survey will also inform FDA on the range of SUDs reprocessed by hospitals and the extent of hospital familiarity with the new FDA guidelines. The additional information will allow FDA to design cost-effective hospital inspection protocols and enforcement strategies.

Table B-1 provides data on the universe of U.S. hospitals covered by the collection.
 The firm and establishment counts presented in the table are based on 1997 Economic Census data. Because hospital reuse and reprocessing decisions are mainly driven by economic considerations, separate establishment counts are provided for nonprofit, for-profit, and government hospitals in the table.

Sample Frame: The sample frame of the study will be based on the American Hospital Association’s (AHA’s) Annual Survey database of U.S. hospitals. The database provides a  complete listing of all hospitals in the U.S. and is current as of October 31, 2000. Further, the database contains information on various facility-specific variables such as bed size, ownership, and primary service type. FDA has not, at this time, acquired the complete AHA sampling frame data. The universe statistics, however, are believed to be similar to those derived from the Economic Census data and are presented in Table B-1.

Federal Veterans Affairs (VA) and Department of Defense (DoD) hospitals are excluded from the telephone survey because SUD reuse and reprocessing policies are not expected to vary among them. FDA will separately obtain information on VA and DoD hospital reuse and reprocessing practices from the relevant agencies. 

The expected response rate for the data collection as a whole is 80%.

Table B-1
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Receipts Size

Firms
Estabs.

Firms
Estabs.

Firms
Estabs.

Firms
Estabs.



































Less than $100,000

- 
- 

- 
- 

- 
- 

- 
- 



$100,000 to $249,000

1
1

- 
- 

1
1

2
2



$250,000 to $499,999

- 
- 

1
1

1
1

2
2



$500,000 to $999,999

1
1

1
1

3
3

5
5



$1,000,000 to $2,499,999

38
38

12
13

89
89

139
140



$2,500,000 to $4,999,999

116
116

52
52

231
232

399
400



$5,000,000 to $9,999,999

215
219

100
105

338
338

653
662



$10,000,000 to $24,999,999 

420
430

71
82

432
434

923
946



$25,000,000 to $49,999,999

377
403

45
79

269
274

691
756



$50,000,000 to $99,999,999

385
451

24
43

188
192

597
686



$100,000,000 or more

645
1,799

24
929

218
264

887
2,992



































Total

2,198
3,458

330
1,305

1,770
1,828

4,298
6,591


































Source: Census Bureau, 2000




























B.2
Information Collection

Data Collection: The FDA contractor will initiate the data collection phase of the survey with an introductory letter to target respondents informing them of the study. The telephone survey itself will be administered using computer-aided telephone interviewing (CATI), the optimal method for this type of survey.

Sample Selection Methodology: The proposed survey is a census, so all hospitals will be sampled.

Poststratification: FDA will use poststratification to adjust for nonresponse, as discussed below. At the completion of the survey, FDA will assign each survey response to one of the following six preliminary poststrata
:

· Small for-profit hospitals with less than $25.0 million in revenues,

· Large for-profit hospitals with $25.0 million or more in revenues,

· Small non-profit hospitals with less than $25.0 million in revenues,

· Large non-profit hospitals with $25.0 million or more in revenues,

· Small government hospitals (excluding Federal VA and DoD hospitals) with less than $25.0 million in revenues, and

· Large government hospitals (excluding Federal VA and DoD hospitals) with $25.0 million or more in revenues.

FDA will consider additional poststrata at the completion of the survey based on an analysis of responses. FDA will structure the poststrata to yield stable variable estimates. Thus, poststrata with too few observations will be collapsed with others that have similar means in key variables until they have a reasonable number of observations within each poststratum. 

Adjustment Factor for Nonresponse: The adjustment factor for nonresponse is calculated by dividing the population size in each poststratum by the actual number of responses from the corresponding poststratum. This is written as:

Nh = (Uh ) / (ARh)
where

h
=
Poststratum,

N
= 
Nonresponse factor,

U
= 
Population size, and

AR
 = 
Actual (responded) sample size.

Estimation Procedure: The estimator for the population total, _, will take the form:

_  =    Nh  Yhi
                I     h 

Where

I
=
Responding hospital, and

Y
=
Hospital response.

Thus, the poststratified estimator of the population mean, _, will be calculated as

_  = (  Nh  Yhi) / ( Nh  ARh)
               I      h                                  h 

or
_  =   Nh  Yhi) / U
               i     h 

since

U  =  Nh  ARh
                    h
Note: The poststratification and hence the adjustment method for nonresponse implicitly assumes that nonrespondents are like the respondents within each poststratum. FDA recognizes that significant violations of this assumption will bias survey estimates. There is, however, no direct method of adjusting for the type of nonresponse where the probability of nonresponse depends on the value of the response variable (i.e., when hospitals that reprocess SUDs are significantly more likely to refuse participation in the survey). Despite the potential for such nonresponse bias, the survey will still allow estimation of reprocessing levels and provide substantial information for FDA policymaking.

B.3
Methods to Maximize Response Rates

All reasonable steps will be taken to maximize response rates of this voluntary survey. Every hospital will receive a letter from the FDA contractor at the outset informing them of the study and requesting their participation. This step generally increases response rates in surveys. Further, CATI tends to maximize response rates because of more accurate administration and faster survey completion. This method instantaneously presents the survey questions in the correct order to the interviewer. CATI technology will permit the use of a hierarchy of screening questions to minimize the number of questions that will be asked of any given respondent. Through these questions, respondents will be asked questions about current SUD reuse and reprocessing practices, based on whether they currently do or do not reuse and/or reprocess SUDs.

Every effort will be made to complete interviews for all hospitals in the sample. Interviewers will attempt up to six call-backs to obtain a completed questionnaire. CATI will facilitate the scheduling and maintaining of detailed records of the initial solicitation and call-backs for each interview and will provide for an efficient use of contact time to encourage respondent participation.
B.4
Tests of Procedures

Initially, FDA plans to administer the telephone survey instrument to a small sample of hospitals. These hospitals will be selected based on a random sample. The results of the pilot survey will be evaluated to ensure that survey questions are clearly understandable, terms are well defined, and the survey format is logical. The hospitals responding to the pilot survey will be removed from the sampling frame so that they are not recontacted for the final telephone survey.  These hospitals are included in the burden estimate for this information collection.

B.5 
Expert Review
The statistical aspects of the survey design have been reviewed by:

John Eyraud

Eastern Research Group, Inc.

110 Hartwell Avenue

Lexington, MA 02421

781-674-7325

Chester Fenton

Eastern Research Group, Inc.

110 Hartwell Avenue

Lexington, MA 02421

781-674-7326

Aylin Sertkaya, Ph.D.

Eastern Research Group, Inc.

110 Hartwell Avenue

Lexington, MA 02421

781-674-7227

The data will be collected and processed by:

Peter Hooper, Ph.D.

Atlantic Marketing Research Company

109 State Street

Boston, MA 02109

617-720-0174

The data will be analyzed by:

Sandra Chadwick

Office of Policy, Planning, and Legislation

Food and Drug Administration

Department of Health and Human Services

Room 15-44

5600 Fishers Lane

Rockville, MD 20857

Nancy Pressly

Issues Management Staff

Office of Surveillance and Biometrics

Center for Devices and Radiological Health

Food and Drug Administration

Department of Health and Human Services

1350 Piccard Drive

Rockville, MD 20850

Lily Ng

Issues Management Staff

Office of Surveillance and Biometrics

Center for Devices and Radiological Health

Food and Drug Administration

Department of Health and Human Services

1350 Piccard Drive

Rockville, MD 20850

John Eyraud

Eastern Research Group, Inc.

110 Hartwell Avenue

Lexington, MA 02421

781-674-7325

Chester Fenton

Eastern Research Group, Inc.

110 Hartwell Avenue

Lexington, MA 02421

781-674-7326

Aylin Sertkaya, Ph.D.

Eastern Research Group, Inc.

110 Hartwell Avenue

Lexington, MA 02421

781-674-7227

�The hospital establishment counts do not yet exclude FDA-registered hospitals, DoD hospitals, or Veterans Affairs hospitals. 


� The population size for each poststratum is available from the AHA database.





