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[bookmark: _Hlk147319743][bookmark: _Hlk147319431]Fielding Successful Military Medical Products: Voice of the Industry Partner (VOIP) Survey – 0720-VOIP
1. 	Need for the Information Collection
Companies use multiple strategies, funding streams, and tactics to field medical products that the military can use in the military healthcare system (MHS) and military operations. Little is known about the critical factors affecting medical product research, development, and acquisition by the Department of Defense (DoD). This gap in knowledge hinders the DoD’s ability to effectively influence the commercial development of life-saving medical technologies and impedes the Defense Heath Agency’s (DHA) and services’ advanced development functions, of which the 59th Medical Wing’s Science & Technology, Technology Transfer and Transition (59 MDW/ST-T3) Office) participates for medical capability development. 

The legal authority for engaging industry to conduct the market analysis is the National Competitiveness Technology Transfer Act of 1989; 48 CFR § 970.5227-3 - Technology transfer mission. Our overarching authority to engage industry is DoD Instruction 5535.08, "Domestic Technology Transfer Program" (22 Sep 2022).  Our legal support is Mr. Robert Charles, JD (DHA USAMRDC).  As part of our continuous process improvement effort, this proposed information collection will gather feedback from companies which have successfully developed and marketed commercially-available medical products to the DoD over the last five (5) years.  Our online questionnaire, Fielding Successful Military Medical Products: Voice of the Industry Partner (VOIP), examines factors used to develop, manufacture, and commercialize products to sell to the DoD. The questionnaire elicits information about (a) funding streams, processes, ideas, partnerships, and pathways, (b) Food & Drug Administration (FDA) approval/clearance, (c) teaming arrangements, management strategies, and leadership approaches, and (d) barriers and enablers to marketing to the DoD. 

By performing this market analysis, we aim to develop actionable, data-driven recommendations for improving acquisition of innovative medical solutions. An analysis of responses permits a clear understanding how the DoD can influence, emulate, and facilitate successful production and provisioning of new/ novel medical products (capabilities) to address existing requirements or enhance existing medical/health capabilities. Specifically, this effort will support the DHA’s mission of driving innovative solutions to improve health and build readiness. Please see the invitation from the Chief Scientist, 59 MDW for additional details. 

2.	Use of the Information
We propose to invite product developers/managers from commercial companies that (a) were vendors at Military Health Systems Research Symposium (MHSRS 2023) and (b) fielded at least one or more military-relevant medical products acquired by the DoD. Our staff visited the vendor display area to introduce the topic and collect contacts (business cards) from the vendors who (a) met the product acquisition requirement and (b) expressed interest in providing feedback. Vendor contacts can respond multiple times to submit information for each medical product they developed that meets the selection criteria.  

We will email these interested individuals an invitation to complete the online questionnaire at https://www.surveymonkey.com/r/59MDW_VOIP (please see the Chief Scientist’s invitation letter, attached to this submission). These vendors are expected to respond to the Voice of the Industry Partner because they stated their interest in providing feedback. We expect to contact the product managers/specialists from approximately 50 companies. Respondents will click on a link on a computer, tablet, or mobile device to complete the instrument. The instrument features skip logic and consists of about 27 close-ended items (multiple choice, checklists, sliding scales, ranking, Likert-type scales, text boxes) and 3 open-ended items with paragraph boxes. Respondents are provided with a 59 MDW S/T email to contact Dr. Scott Walter if they choose to offer detailed feedback. Respondents have the option to loop back through the instrument to provide information on additional products. We expect the VOIP to completed by product managers who were responsible for one to two products. Please note all surveys are confidential, anonymous, and all data will be aggregated. 

When completed, the respondent submits the instruments with a submission button. We expect the average respondent to take about 15 minutes to complete the instrument for each product, according to Survey Monkey’s analytics. All data is collected through Survey Monkey. Closed- and open-item responses will be analyzed by Katharine K. McMillan, PhD, a Behavioral Scientist/ Industrial Psychologist with DoD project experience in process improvement and private sector experience in medical product marketing. Data will be interpreted by Dr. Scott F. Walter, PhD, PE, 59 MDW/ST, Director of Technology Transition/Transfer, James Weissmann, MS, ORTA Manager, Technology Transition/Transfer, Mr. Thomas Solomon, Program Manager for the Air Force Life Cycle Management Center, and other professionals. 

Our analysis will focus on factors associated with the successful production and provisioning of new/novel medical products (capabilities) to address requirements or enhance medical/health capabilities. Our objective is to develop deep insights and make data-drive recommendations to inform process and performance improvements and support industry partners.  We will disseminate a report, tentatively titled “Successful Development of Medical Products for the Military: Critical Factors and Key Considerations,” to DoD DHA and service advanced developers, program/project managers, and other interested stakeholders.  The report will be reviewed by DHA Component Acquisition Executive (CAE )who will decide to release to any industry partners. 

3. 	Use of Information Technology 
All data (100%) will be collected on the DoD-approved online platform, Survey Monkey. This platform collects data, permits real-time viewing of data collection, and affords analytical tools. Survey Monkey automatically optimizes content display for computers, tablets, and smart phones, which makes data collection easier for the end-user. We expect most product managers (60%-75%) on our list will complete the survey. We will monitor completion using Survey Monkey’s dashboard and resend invites up to two times only to non-responders. Our customized link is https://www.surveymonkey.com/r/59MDW_VOIP. 

4. 	Non-duplication
The information obtained through this collection is unique and not available for use or adaptation from any other sources. 

5. 	Burden on Small Businesses 
To minimize the burden imposed by this collection on small businesses, we designed a best-practice instrument with skip logic, scaled items, and minimal open-ended items. Moreover, we are inviting a limited number of small businesses who expressed interest in providing feedback and who this activity as valuable in helping to improve the process (i.e., not an economic burden). 

6.	 Less Frequent Collection 
If the analyses of the collected data are determined to have sufficient merit for informing medical research, development, and acquisition support and funding decisions as determined by the DHA CAE, we will propose the process be conducted on an annual basis (FY24 to FY29) with companies that (a) are vendors at military-relevant conferences and (b) express interest in offering input to this office. This is the most infrequent collection interval possible without compromising the integrity of collection results and purpose. If the collection were conducted less frequently, say biannually, we would not have sufficient information to inform our process improvement effort. 

7. 	Paperwork Reduction Act Guidelines 
This collection of information does not require collection to be conducted in a manner inconsistent with the guidelines delineated in 5 CFR 1320.5(d)(2).
8. 	Consultation and Public Comments
Part A: PUBLIC NOTICE
A 60-Day Federal Register Notice (FRN) for the collection published on Friday, October 20, 2023.  The 60-Day FRN citation is 88 FRN 72441. 
No comments were received during the 60-Day Comment Period. 
A 30-Day Federal Register Notice for the collection published on Monday, March 18, 2024.  The 30-Day FRN citation is 89 FR 19303.
Part B: CONSULTATION 
We consulted companies and subject matter experts outside the 59 MDW/ST Technology Transfer and Transition office and DoD regarding (a) availability of requested information, (b) frequency of collection, (c) clarity of our data collection instrument, and (d) best practices in marketing analysis. We plan to engage respondents and company representatives at least annually to improve our information collection instrument.

9. 	Gifts or Payment 
No payments or gifts are being offered to respondents as an incentive to participate in the collection. 

10. 	Confidentiality 

A Privacy Act Statement is not required for this collection because we are not requesting individuals to furnish personal information for a system of records. 

A System of Record Notice (SORN) is not required for this collection because records are not retrievable by PII. 

A Privacy Impact Assessment (PIA) is not required for this collection because PII is not being collected electronically. 

As applicable, records will be maintained in accordance with the following records disposition schedules:

FILE NUMBER: 905-02
FILE TITLE: Quality Assurance Studies and Analyses of Healthcare Quality Standards
FILE DESCRIPTION: Files pertaining to the quality assurance analysis of DoD, other federal agency, State and local, and other healthcare standards including studies and analyses that result in issuance of new standards.
DISPOSITION: Permanent. Cut off upon completion of standard. Transfer to NARA 25 years after cutoff.
AUTHORITY: NC1-330-77-005, item 905-02a and 905-02c

FILE NUMBER: 905-03
FILE TITLE: Ad Hoc Quality Assurance Studies and Analyses of Healthcare Quality
FILE DESCRIPTION: Studies and evaluations on a "when required" basis, not resulting in issuance of new standards.
DISPOSITION: Temporary. Cut off upon completion of study. Destroy 5 years after cutoff.
AUTHORITY: NC1-330-77-005, item 905-02b

11. 	Sensitive Questions 
No questions considered sensitive are or will be asked in this collection. 
12. 	Respondent Burden and its Labor Costs
Part A: ESTIMATION OF RESPONDENT BURDEN
1) Collection Instrument
[Fielding Successful Military Medical Products: Voice of the Industry Partner (VOIP) Survey]
a) Number of Respondents: 50
b) Number of Responses Per Respondent: 1
c) Number of Total Annual Responses: 50
d) Response Time: 15 minutes
e) Respondent Burden Hours: 12.5 hours 

2) Total Submission Burden
a) Total Number of Respondents: 50
b) Total Number of Annual Responses: 50
c) Total Respondent Burden Hours: 13 hours

Part B: LABOR COST OF RESPONDENT BURDEN
1) Collection Instrument
[Fielding Successful Military Medical Products: Voice of the Industry Partner (VOIP) Survey]
a) Number of Total Annual Responses: 50
b) Response Time: 15 minutes
c) Respondent Hourly Wage: $45.85
d) Labor Burden per Response: $11.46
e) Total Labor Burden: $573.13

2) Overall Labor Burden 
a) Total Number of Annual Responses: 50
b) Total Labor Burden: $573

The Respondent hourly wage was determined by using the U.S. Bureau of Labor Statistics  (https://www.bls.gov/ooh/business-and-financial/project-management-specialists.htm). Median pay for Project Management Specialists is $95,370 per year, $45.85 per hour. 

13.	Respondent Costs Other Than Burden Hour Costs
There are no annualized costs to respondents other than the labor burden costs addressed in Section 12 of this document to complete this collection. 

14. 	Cost to the Federal Government
Part A: LABOR COST TO THE FEDERAL GOVERNMENT
1) Collection Instrument
[Fielding Successful Military Medical Products: Voice of the Industry Partner (VOIP) Survey]
a) Number of Total Annual Responses: 50
b) Processing Time per Response: 1 hour
c) Hourly Wage of Worker Processing Responses: $90.00
d) Cost to Process Each Response: $90.00
e) Total Cost to Process Responses: $4,500.00

1) Overall Labor Burden to the Federal Government
a) Total Number of Annual Responses: 50
b) Total Labor Burden: $4,500
Part B: OPERATIONAL AND MAINTENANCE COSTS
1) Cost Categories
a) Equipment: $0
b) Printing: $0
c) Postage: $0
d) Software Purchases: $0
e) Licensing Costs: $300.00 (Survey Monkey)
f) Other: $0

2) Total Operational and Maintenance Cost: $300.00
Part C: TOTAL COST TO THE FEDERAL GOVERNMENT
1) Total Labor Cost to the Federal Government: $4,500.00
2) Total Operational and Maintenance Costs: $300.00
3) Total Cost to the Federal Government: $4,800.00

15. 	Reasons for Change in Burden 
This is a new collection with a new associated burden.

16. 	Publication of Results 
Quantitative data will be analyzed using descriptive and nonparametric statistics (e.g., ranked data, categorical data, and Likert-type scales) to illuminate relationships among the factors. Qualitative data will be analyzed using a Grounded Theory approach to discover themes relevant to our focus, namely, barriers and enablers to successful product facilitation. The results of the information collection will be published as a report with recommendations entitled “Successful Development of Medical Products for the Military: Critical Factors and Key Considerations.”  This report will be distributed electronically to DHA/DoD stakeholders and possibly industry partners (at DHA CAE’s discretion) using a distribution list generated by this office. The report will also be submitted to Defense Technology Information Center (DTIC) and articles may be generated for broader publication in scientific or business publications. Based on conversations with Industry Partners and DoD/DHA stakeholders, we have concluded a pressing need to provide data-driven insights to accelerate development of life-saving and cost-reducing innovative medical capabilities, products, and technologies for the military.
 
Timetable of activities: 
· Invitation: Email sent after OMB Control Number is assigned. See Invitation, attached. We will employ modified Dillman’s Tailored Design Method to increase engagement with the data collection. 
· Data collection: Approximately 2 weeks.
· Data analysis/interpretation: Approximately 2 weeks following close of fielding. 
· Report:  Approximately 1 month after fielding; distribution/publication (approximately 1 month after final report). Timeline subject to change pending this appropriate approvals (San Antonio Institutional Review Board [IRB] #MedProducts2023) and OMB reviews. 

17. 	Non-Display of OMB Expiration Date 
We are not seeking approval to omit the display of the expiration date of the OMB approval on the collection instrument. 

18. 	Exceptions to “Certification for Paperwork Reduction Submissions”
We are not requesting any exemptions to the provisions stated in 5 CFR 1320.9. 
