SURVEY ON PROGRAM FUNDING

Supporting Statement 

A.
JUSTIFICATION

1.
Need and Legal Basis

The Medical Device User Fee and Modernization Act of 2002 (MDUFMA) authorizes the Food and Drug Administration (FDA) to collect fees from the medical device industry to augment appropriations spent on medical device review, as defined in MDUFMA.  These additional resources are to be used to hire and support additional staff or contract expertise for the review of medical device applications so that safe and effective devices can reach the American public more quickly.  Under MDUFMA, an application fee must be submitted along with certain new device applications.  Unless reauthorized, MDUFMA will sunset on October 1, 2007. 

FDA intends to seek input on any new legislation to reauthorize MDUFMA from all stakeholders.  Input from the public is paramount.  In addition, to ensure that new legislation is crafted that meets the goals of the medical device industry and the agency to promote and protect the public health, it is important that FDA understand industry’s perspective on what worked and what did not work in MDUFMA, as well as what changes industry would like to see if MDUFMA is reauthorized.  Misperceptions and insufficient information during the negotiation process for MDUFMA contributed to flaws in the law that have resulted in unexpected limitations in the user fee program.  FDA seeks to use a third party contractor to conduct an interview-format survey of a sample of industry members to obtain their perspectives on this topic.  This study will not yield statistically significant results, rather it will provide an insight into the industries perspective that is not currently available.
Moreover, the data obtained will be most helpful if it is collected prior to a public meeting scheduled for November 17, 2005. 

2.
Information Users

The data will only be acquired once and will be used for internal purposes only. This information will be available to the public via FOIA. The data collection will occur through a third party contractor, The Lewin Group. 

3.
Improved Information Technology

Because this collection of information is a telephone interview survey, the use of automated, electronic, mechanical or other technological collection techniques was not considered. 

4.
Duplication of Similar Information

MDUFMA is a unique program to FDA. Therefore, no duplication of this information exists.


5.
Small Businesses

There is not any impact on small businesses.


6.
Less Frequent Collection

Failure to obtain this data would make it more likely that well-informed legislation that meets the needs of the public, industry, and FDA is not developed, which could adversely affect the medical device review program with ripple effects on timely access to safe and effective medical devices by American consumers. 

7.
Special Circumstances

As described in more detail below, this study will generate qualitative/anecdotal information that will not be generalizable since the respondents are not a random sample of the industry.  However, FDA believes the research will nonetheless produce useful information that will be one of many inputs into program improvement.  The results are not for publication, and will not drive significant policy or resource allocation decisions.
8.
Federal Register Notice/Outside Consultation

The value of the information gathered depends on the extent to which the opinions and data provided are not biased.  Because new legislation would be developed through a negotiation process, FDA is concerned that advance notice to the general public through a comment period would allow sufficient time for industry, or segments of industry, to coordinate responses to FDA’s survey, if it so chooses.  As a result, information gathered on behalf of the agency may be geared towards supporting a negotiation position rather than represent the unbiased perspectives of industry members.  To minimize bias, the third party contractor will contact individual companies and conduct interviews over a matter of days.  Individuals contacted by the contractor will be informed of the purpose of the interview and on whose behalf it is being performed.  Therefore, FDA is requesting that we not solicit public comment in accordance with 5 CFR 1320.8(d).  
Consultation with the Lewin Group has occurred to identify and obtain the companies targeted to be interviewed. The interviewee is not required to participate in the survey. 
9.
Payment/Gift to Respondent

FDA does not plan to provide any payment or gifts to respondents.
10.
Confidentiality

The anonymity of the interviewee will be maintained.  


11.
Sensitive Questions

No questions of a sensitive nature are asked.


12.
Burden Estimate (Total Hours and Wages)

Approximately 35 interviews will be conducted. Each survey is estimated to take approximately one hour to conduct. The total burden estimate is approximately 35 hours. 
	Survey
	No. of Respondents
	Annual Frequency per Response
	Total Annual Responses
	Hours per Response
	Total Hours

	Survey on Program Funding
	35
	1
	35
	1
	35


13.
Capital Costs (Maintenance of Capital Costs)

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

14.
Cost to Federal Government

 The estimated cost to the government will be less than $100,000. 
15.
Program or Burden Changes

There are no burden changes to report since this is a new request.

16.
Publication and Tabulation Dates

Information collected under this requirement will not be published.  

17.
Display of OMB Approval Date

FDA is not seeking an exemption from displaying the expiration date.


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

No exceptions are requested.

B. COLLECTION OF INFORMATION EMPLOYING STATISTICAL METHODS

1. Describe potential respondent universe.

Different attributes of companies in the diverse medical device sector may affect their experiences and expectations regarding MDUFMA. Because of this variation, it will be important to identify an appropriate group of companies to cover each aspect of the medical device Industry. This enriched dataset will enable FDA to have greater confidence in the validity of feedback regarding MDUFMA and appropriately help to inform changes in statutory language and/or requirements specific to MDUFMA 2. The Lewin group has identified 35 potential companies by using a multi-dimensional approach to identifying candidate medical device companies along the following key aspects: Basic company attributes (e.g., size, level of maturity, ownership status); Company geographic location; Main medical device market sectors; Premarket application type; Main FDA product classifications; Affiliation with national and local/regional medical; device industry associations.
Lewin will request that the company identify the lead regulatory representative or another individual qualified to discuss opinions and perspectives regarding the MDUFMA program. Because of the tight timeline available to obtain discussant feedback, Lewin intends to contact prospective participant companies initially via telephone and follow-up via e-mail to confirm discussion dates/times for those companies willing to participate in the discussions.

2. Describe procedures for collecting information.
FDA wishes to conduct interviews within a compressed timeframe, in part to avoid cross-talk among manufacturers that might influence/bias individual company feedback on MDUFMA. The Lewin Group has developed a potential list of 35 companies in the industry. Lewin proposed a multi-dimensional approach to identifying candidate medical device companies along the following key aspects: Basic company attributes (e.g., size, level of maturity, ownership status); Company geographic location; Main medical device market sectors; Premarket application type; Main FDA product classifications; Affiliation with national and local/regional medical; device industry associations. Lewin anticipates that the primary informant types will include one or more of the following in each company: Director or Manager of Regulatory Affairs; Director or Manager of Regulatory Policy; Director or Manager of Regulatory Compliance and; C-level executives. Consistent with Lewin’s approach to carrying out primary data collection, Lewin has in place policies and procedures that protect the confidentiality of discussants. All potential discussants will be informed in advance that participation is voluntary and that confidentiality regarding the source of responses will be maintained. Participant responses to interview questions will be combined anonymously with those of other respondents. Individual names or companies will not be identified in any reports. Certain relevant data may not be uniformly available for all candidate informant companies (e.g., earnings or other data for privately held companies). Lewin will make reasonable attempts to locate data to allow full completion of the company classification matrix, including evaluation of publicly available external data and internal data sources maintained by Lewin and Quintiles. Lewin will communicate the lack of availability of certain key data with the PO and evaluate alternative data collection strategies, as necessary. 
Lewin does not intend to develop exhaustive recruiting materials to identify candidate companies/individuals for discussions relevant to this Task Order since the number of discussants and time frame for the study is limited. When contacting potential discussants, we intend to use the following narrative to explain the purpose and nature of the requested discussion:

“Hello. My name is [name of Lewin representative], and I am calling to speak with your leading FDA regulatory policy representative (e.g., Director of Regulatory Policy, Director of Regulatory Affairs, Director of Regulatory Compliance) about participation in a professional opinion/experiences analysis sponsored by the FDA. FDA has commissioned The Lewin Group to engage medical device manufacturers in discussions regarding the Medical Device User Fee and Modernization Act (MDUFMA) program at FDA.

FDA is interested in obtaining your input and perspectives to inform and enhance ongoing planning, guidance and implementation activities. All responses to the following discussion questions will be kept confidential and combined with information obtained from other respondents prior to presentation to the FDA.

Thank you in advance for you time and consideration.”

Since the purpose of this Task Order is to obtain company perspectives, experiences and satisfaction with the MDUFMA program, discussants will largely provide their personal opinion(s). Any substantive discrepancies in personal opinions within an organization will be noted in the final report to provide the FDA with a contextually rich understanding of the range of company experiences with MDUFMA. Lewin will maintain the anonymity of the source company/companies in discussing any such discrepancies in opinion.


3.
Describe methods to maximize response rates.
When contacting industry informants, Lewin will disclose that this survey is, “commissioned by the FDA, which is interested in obtaining industry perspectives on regulatory matters and processes under review.” This approach should maximize company participation, without initially focusing on matters pertaining to MDUFMA. If a respondent is not reached on the first call Lewin will attempt to contact the respondent two more times. In the event the respondent is still unavailable the Lewin group will move to contact a back up respondent that Lewin and FDA have agreed upon. 

4.
Describe any tests of procedures or methods.

Data analysis will include internal debriefings, during which team members report findings from the interviews. Debriefings will be organized initially by broad areas, during which the interview team: tests the validity of findings by triangulating and rooting findings in concrete examples; synthesizes data across multiple sources; and surfaces cross-cutting themes. Data will be coded for major themes and evaluated across key aspects of the company classification to examine common and divergent views and to derive explanations. Lewin’s proposed data collection approach primarily involves qualitative assessment of industry perspectives regarding MDUFMA collected through semi-structured discussions. In analysis of this data, Lewin will: Synthesize discussion data collected from individual interviews; Explore key differences among industry informants related to key aspects of the classification matrix; and Assess trends and findings relevant to FDA’s interaction with industry and Industry’s perspectives on MDUFMA. Qualitative assessment is indispensable for characterizing key trends and perceptions relevant to process, stakeholder performance and policy refinement. Quantitative assessment will be included, to the extent enabled by open-ended discussion format questions. Quantitative information will help FDA to frame discussion information such as: Industry perceptions of key factors essential to a good working relationship with FDA; and The relative importance of MDUFMA to industry. This study will not yield statistically significant results. Statistically significant data should not be necessary because the primary purpose of this survey is to: Elicit and characterize industry perceptions on MDUFMA (i.e., customer satisfaction); and Identify any key refinements relevant to reauthorizing MDUFMA prior to 2007, statistically significant data should not be necessary.


5. Provide the name and telephone numbers of individuals consulted on statistical aspects.


The Lewin Group


3130 Fairview Park Drive


Suite 800


Falls Church, VA 22042


703.269.5500/Fax 703.269.5501
