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Q-Submission and Early Payor Feedback Request Programs and Medical Device Development Tools

OMB Control No. 0910-0756 –REVISION

SUPPORTING STATEMENT

Part A:  Justification:

1. Circumstances Making the Collection of Information Necessary
This information collection helps implement goals agreed upon between industry and the Food and Drug Administration (FDA) that provide for the establishment of systems and procedures intended to improve FDA’s medical device review process under the Medical Device User Fee Act (MDUFA). Congress first gave FDA the authority to collect user fees from medical device companies in the Medical Device User Fee and Modernization Act of 2002 (Public Law 107-250). We continue to collect user fees and associated information under the FDA User Fee Reauthorization Act of 2022 (Public Law 117-180; Division F), currently in place from October 1, 2022, through September 30, 2027. As communicated in FDA’s MDUFA performance goal documents developed in collaboration with interested stakeholders, we continue to improve and enhance our processes for providing feedback to sponsors of medical device submissions.
In 1995, our Center for Devices and Radiological Health (CDRH) established a “pre-IDE” program to provide sponsors a mechanism to obtain FDA feedback on future IDE applications prior to their submission. Over time, the pre-IDE program evolved into the broader Q-Submission (Q-Sub) Program, which includes Pre-Submissions (Pre-Subs), as well as additional opportunities to engage with FDA. The guidance entitled ‘‘Requests for Feedback and Meetings for Medical Device Submissions: The Q-Submission Program’’ (May 2025) (available at https://www.fda.gov/regulatory-information/search-fda-guidance-documents/requests-feedback-and-meetings-medical-device-submissions-q-submission-program) provides an overview of the mechanisms available to submitters through which they can request feedback from, or a meeting with, FDA regarding certain potential or planned medical device submissions, as well as issues conveyed in certain submission hold letters and investigational device exemption (IDE) letters reviewed by CDRH and the Center for Biologics Evaluation and Research (CBER). The guidance document also provides recommendations regarding certain types of Q-Submissions, such as Pre-Submissions, Submission Issue Requests, Study Risk Determinations, Informational Meetings, and other Q-Submission types and other uses of the Q-Submission Program. The guidance document also discusses format and content elements FDA recommends be included in requests.
Recent updates in May 2025 to the Q-Submission guidance moved the instructions for information collection related to requests for feedback regarding development of a Medical Device Development Tool (MDDT), which were previously tracked as Informational Meeting Q-Submissions. We are revising this information collection to add the FDA guidance entitled “Qualification of Medical Device Development Tools: Guidance for Industry, Tool Developers, and Food and Drug Administration Staff” (July 2023) (available at https://www.fda.gov/regulatory-information/search-fda-guidance-documents/qualification-medical-device-development-tools), which includes instructions for submitting requests for feedback regarding MDDTs. The submission instructions are otherwise unchanged, but the MDDT guidance is now the collection instrument associated with the existing MDDT burden.
This information collection also includes the Early Payor Feedback Program (EPFP). Prior to making a Pre-Submission, medical device sponsors may request that one or more payor organizations join a Pre-Submission meeting. Payors include public payors such as Centers for Medicare & Medicaid Services, private health plans, health technology assessment groups, and others who provide input into coverage, procurement, and reimbursement decisions. To facilitate opportunities for manufacturers to obtain input from payors, we provide information about our EPFP and a list of current payor participants on our website at https://www.fda.gov/about-fda/cdrh-innovation/payor-communication-task-force#2 . In order for payors to decide which devices to provide feedback on, we have developed a voluntary electronic form for manufacturers to provide basic information regarding their device. The form, entitled, “Early Payor Feedback Program - Overview Document,” is shared with the payors from which the manufacturer is requesting feedback.
We therefore request OMB approval of the information collections discussed in Section III.A-D of the agency guidance documents “Requests for Feedback and Meetings for Medical Device Submissions: The Q-Submission Program,” “Qualification of Medical Device Development Tools: Guidance for Industry, Tool Developers, and Food and Drug Administration Staff,” and information collection associated with our EPFP, as discussed in this supporting statement.
2. Purpose and Use of the Information Collection 
The information collected via the Q-Submission guidance supports a structured process with clear recommendations for sponsors who submit Q-Submissions, submitters who take responsibility for an initiated the MDDT qualification process, for FDA staff and managers involved in their review, and for expected timeframes for providing written feedback and scheduling meetings. The Q-Submission guidance also includes recommendations for sponsors regarding how to prepare for meetings with FDA staff.
The information collected via the MDDT guidance facilitates the development and timely evaluation of medical devices by providing a more efficient and predictable means for collecting information to support regulatory submissions and associated decision-making.
3. Use of Improved Information Technology and Burden Reduction
We estimate 99 percent of respondents will complete the information collection using electronic means. The information collection implements technology-based process improvements. Information collection pertaining to the submission of electronic signatures and electronic records is currently approved under OMB control no. 0910-0303. 
We have developed agency guidance regarding technical requirements for electronic submissions as follows:  
· For CDRH-regulated products, in accordance with section 745A(b) of the Food, Drug, and Cosmetic Act (FD&C Act), respondents must submit an eCopy of a Q-Submission or MDDT submission.  For more information about the eCopy program, please see the FDA guidance “eCopy Program for Medical Device Submissions” (http://www.fda.gov/downloads/MedicalDevices/DeviceRegulationandGuidance/GuidanceDocuments/UCM313794.pdf).	  
· For Q-Submissions for products regulated in the Center for Biologics Evaluation and Research (CBER), respondents should consult CBER SOPP 8114: Administrative Processing of Documents Received Prior to Submitting Investigational or Marketing Applications (Pre-Application) (http://www.fda.gov/BiologicsBloodVaccines/GuidanceComplianceRegulatoryInformation/ProceduresSOPPs/ucm079476.htm).
· Use of the CDRH Premarket Review Submission Cover Sheet (FDA Form 3514) for submissions made to CDRH or CBER is highly recommended to facilitate correct login and prompt routing to the appropriate review group. The use of FDA Form 3514 is approved under OMB# 0910-0120.
We have also developed an “electronic Submission Template and Resource” (eSTAR) for Q-submissions to facilitate the preparation of submissions in electronic format (https://www.fda.gov/medical-devices/how-study-and-market-your-device/voluntary-estar-program). The use of eSTAR for Q-Submissions is currently voluntary.
4. Efforts to Identify Duplication and Use of Similar Information 
We are unaware of duplicative information collection.
5. Impact on Small Businesses or Other Small Entities
The information collection poses no undue burden on small entities. 

6. Consequences of Collecting the Information Less Frequently
This information collection schedule is consistent with applicable statutory, regulatory, and respondent-determined timeframes. There are no technical or legal obstacles to reduce the burden.
7. Special Circumstances Relating to the Guidelines of 5 CFR 1320.5
There are no special circumstances associated with the information collection. 
8. Comments in Response to the Federal Register Notice and Efforts to Consult Outside the Agency
In the Federal Register of July 14, 2025 (90 FR 31225), FDA published a 60-day notice requesting public comment on the proposed collection of information.  No comments were received.



9. Explanation of Any Payment or Gift to Respondents
There are no incentives, payments or gifts associated with this information collection.

10. Assurance of Confidentiality Provided to Respondents
The Privacy Act of 1974

In preparing this supporting statement, we consulted with our Privacy Office to ensure appropriate handling of information collected. Although this ICR collects personally identifiable information (PII), it is collected in the context of the subject individuals’ professional capacity and the FDA-related work they perform for their employer (e.g. point of contact). The PII collected is name, work address, work email address, work telephone number and occasionally work fax number. We have determined, however, that although PII is collected, it is not subject to the Privacy Act of 1974 and the particular notice and other requirements of the Privacy Act do not apply.

The Freedom of Information Act (FOIA)

Under the FOIA (5 U.S.C. 552), the public has broad access to government documents. However, FOIA provides certain exemptions from mandatory public disclosure of government records (5 U.S.C. 552(b) (1-9)). FDA will make the fullest possible disclosure of records to the public, consistent with the rights of individuals to privacy, the property rights of persons in trade and confidential commercial or financial information.

11. Justification for Sensitive Questions
The collection of information does not involve sensitive questions.
12. Estimates of Annualized Burden Hours and Cost
12a. Annualized Hour Burden Estimate
	Table 1.--Estimated Annual Reporting Burden1

	Activity

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

	“Requests for Feedback and Meetings for Medical Device Submissions: The Q-Submission Program”

	Q-Submissions:

	CDRH
	5,750
	1
	5,750
	137
	787,750

	CBER
	60
	1
	60
	137
	8,220

	Q-Submissions using eSTAR:

	CDRH
	850
	1
	850
	69
	58,650

	CBER
	40
	1
	40
	69
	2,760

	eSTAR setup
	1,480
	1
	1,480
	0.08
(5 minutes)
	118

	 Early Payor Feedback Program (EPFP)

	Manufacturer request to participate in EPFP
	35
	1
	35
	2
	70

	Medical Device Development Tools (MDDT)

	MDDT Submissions
	50
	1
	50
	137
	6,850

	Total
	
	
	
	
	864,418

	1 Numbers are rounded.



As detailed in the Q-Submission guidance, respondents may request interactions with FDA through several different types of Q-Submissions. Our CDRH reports that 6,600 Q-Submissions are expected each year. We assume an average of 137 hours is required to prepare a Q-Submission or 69 hours for Q-submissions prepared using the electronic Submission Template and Resource (eSTAR). Preparation time also varies due to the broad scope of the Q-Submission Program and range of complexity of medical devices. We include in our estimate a setup burden of 5 minutes for new eSTAR users. Respondents will only need to set up eSTAR the first time they use it. We note that because some respondents may have already undergone eSTAR set up for other types of submission, e.g., premarket notification, fewer respondents may need to undergo eSTAR setup than estimated. We expect preparation and submission of the EPFP form to take no more than 2 hours.
As discussed above, recent updates to the Q-Submission guidance moved the instructions for information collection related to requests for feedback regarding development of MDDTs to the MDDT guidance. MDDT proposal and qualification packages were previously tracked as Informational Meeting Q-Submissions. The MDDT submission instructions and previously approved burden estimate are otherwise unchanged, but the MDDT guidance is now the collection instrument associated with the existing MDDT burden. Accordingly, we have moved the burden for MDDT submissions to a distinct line item in the burden table to reflect the updated collection instrument. We expect 50 MDDT submissions each year. We assume an average of 137 hours is required to prepare an MDDT submission. 
12b. Annualized Cost Burden Estimate
We assume the activities identified in 12a will be completed by Lawyers (occupation code 23-1011) (approximately 50% of tasks) and Paralegals (occupation code 23-2011) (approximately 50% of tasks). To estimate costs to respondents, we used mean wage rates from the U.S. Department of Labor’s Bureau of Labor Statistics National Occupational Employment and Wage Estimates (available at http://www.bls.gov/oes/current/oes_nat.htm) (May 2023). We doubled these figures to account for benefits and overhead, and calculated the costs as follows: 

* Bureau of Labor Statistics. National Occupational Employment and Wage Estimates. Occupational Employment Statistics (occupation code 23-1011) May 2023 National Occupational Employment and Wage Estimates (bls.gov). 

	Type of Respondent
	Total Burden Hours
	Hourly Wage Rate
	Total Respondent Costs

	Lawyer 
	432,209
	$169.68
	$73,337,223.12


	Paralegal
	432,209
	$63.90
	$27,618,155.10


	Total
	
	
	$100,955,378.20



We therefore estimate a total annualized cost burden of $100,955,378.20.

13. Estimates of Other Total Annual Costs to Respondents/Recordkeepers or Capital Costs 
There are no capital or operating and maintenance costs associated with the information collection.
14. Annualized Cost to the Federal Government
We estimate an average allocation of 90 full time equivalent (FTE) employees, comprised of medical officers, dental officers, scientific, and engineering professionals and support staff, to support this information collection. Assuming a cost of $362,272 per position (which is the agency’s projected average cost of a CDRH FTE including benefits*), we estimate an annual cost to the Federal government of $32,604,480 ($362,272 x 90 FTEs).

*Based on the Food and Drug Administration fully loaded FTE cost model (domestic) for FY 2024 as provided by agency economists.

15. Explanation for Program Changes or Adjustments
Based on our experience with the Q-Submission and Early Payor Feedback Request Programs and Medical Device Development Tools, our estimated burden for the information collection reflects an overall increase of 457,980 hours and 4,535 responses annually. We attribute this adjustment to an increase in the number of respondents according to FDA data. 
The guidance entitled, “Requests for Feedback and Meetings for Medical Device Submissions: The Q-Submission Program” (May 2025) was finalized and published in the Federal Register on May 29, 2025 (90 FR 22737). The final guidance supersedes prior Q-Submission guidance and provides updated clarification to assist submitters in understanding available interaction mechanisms with FDA and in distinguishing between informal feedback and formal Pre-Submission requests. These changes reflect expanded examples and clarifications intended to improve transparency and program understanding and do not introduce new reporting, recordkeeping, or third-party disclosure requirements, nor do they alter the previously approved burden estimates under OMB Control No. 0910-0756.

Submissions related to Medical Device Development Tools (MDDTs), which were previously tracked as “Informational Meeting” Q-Submissions under the Q-Submission Program guidance, are now tracked separately. Updates to the Q-Submission guidance issued in May 2025 moved the instructions for submitting requests for feedback regarding development of an MDDT out of the Q-Submission guidance and into a separate guidance entitled Qualification of Medical Device Development Tools (July 2023). do not introduce new reporting, recordkeeping, or third-party disclosure requirements, nor do they alter the previously approved burden estimates.
	Activity/CFR Section
	Previous Approved Annual Burden Hours
	Requested Annual Burden Hours
	Difference (Hours)
(+/-)
	Rationale for Change
(Estimate Revision/Programmatic)


	“Requests for Feedback and Meetings for Medical Device Submissions: The Q-Submission Program”

	Q-Submissions:

	CDRH
	295,920
	787,750
	+ 491,830
	Estimate Revision

	CBER
	8,220
	8,220
	            0
	Estimate Revision

	Q-Submissions using eSTAR:

	CDRH
	99,360
	58,650
	- 40,710
	Estimate Revision

	CBER
	2,760
	2,760
	            0
	Estimate Revision

	eSTAR setup
	118
	118
	            0
	Estimate Revision

	Early Payor Feedback Program (EPFP)

	Manufacturer request to participate in EPFP
	60
	70
	            + 10
	Estimate Revision

	MDDT Submissions

	Medical Device Development Tools (MDDT)
	0
	6,850
	        + 6,850
	The information collection instructions were removed from the guidance that was superseded and incorporated into a separate guidance document.


	TOTAL
	406,438
	864,418
	+ 457,980 
	




16. Plans for Tabulation and Publication and Project Time Schedule
This information collected will not be published or tabulated.
17. Reason(s) Display of OMB Expiration Date is Inappropriate
Consistent with established practice FDA will publish a Federal Register notice announcing OMB approval of the information collection associated with this guidance document and will display in that notice both the OMB control number and its current expiration date. In addition, the OMB control number will be displayed on the guidance document cover page and include a link to www.reginfo.gov to identify the current expiration date.
18. Exceptions to Certification for Paperwork Reduction Act Submissions
There are no exceptions to the certification.
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