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SUPPORTING STATEMENT


Part A:  Justification:

1. Circumstances Making the Collection of Information Necessary
This information collection supports Food and Drug Administration (FDA, the agency, us or we) implementation of statutory and regulatory requirements that govern investigational device exemptions (IDEs).  As we communicate on our website at Investigational Device Exemption, an IDE allows an investigational device to be used in a clinical study in order to collect safety and effectiveness data.  Clinical studies are most often conducted to support a premarket approval application (PMA).  Only a small percentage of premarket notification submissions (510(k)s) require clinical data to support an application.  Investigational use also includes clinical evaluation of certain modifications or new intended uses of legally marketed devices.  All clinical evaluations of investigational devices, unless exempt, must have an approved IDE before a study is initiated.  (Information collection associated with PMA and 510(k) submissions is approved in OMB control nos. 0910-0231 and 0910-0375, respectively.)  An approved IDE permits a device to be shipped lawfully for the purpose of conducting investigations of the device without complying with other requirements of the Food, Drug, and Cosmetic Act (FD&C Act) that would apply to devices in commercial distribution.  Sponsors need not submit a PMA or Premarket Notification 510(k), register their establishment, or list the device while the device is under investigation.  Sponsors of IDE's are also exempt from the Quality System (QS) Regulation (21 CFR part 820) except for the requirements for design controls (21 CFR 820.30).  

Applicable regulations in 21 CFR part 812 set forth general provisions (subpart A; 812.1 through 812.19) for labeling, waivers, import and export requirements, and IDE correspondence.  The regulations also provide for the format and content of IDE applications and explain FDA action on submissions (subpart B; 21 CFR 812.20 through 812.38).  We provide resources to respondents in this regard, and maintain a web-based application page at IDE Application.  There are no preprinted forms for an IDE application; however, an IDE application must include certain required information.  Sponsors must demonstrate there is reason to believe that the risks to human subjects from the proposed investigation are outweighed by the anticipated benefits to subjects and the importance of the knowledge to be gained, that the investigation is scientifically sound, and that there is reason to believe that the device as proposed for use will be effective.  Responsibilities of IDE sponsors, including the selection of investigators and monitoring of investigations are also covered in the regulations (subpart C; 21 CFR 812.40 through 812.47), along with Institutional Review Board (IRB) duties, functions, and continuing review (subpart D; 21 CFR 812.60 through 812.66).  Both general and specific responsibilities of investigators are prescribed in subpart E of the regulations (21 CFR 812.100, 812.110), in addition to FDA disqualification of an investigator (21 CFR 812.119).  Finally, regulations in subpart G (21 CFR 812.140 through 812.150) provide for associated recordkeeping and reporting by respondents.

[bookmark: _Hlk126650124]The information collection also includes recommended recordkeeping discussed in the document, “Guidance on Informed Consent for In Vitro Diagnostic Device Studies Using Leftover Human Specimens that are Not Individually Identifiable” (April 2006), available for download at GFI IVD Leftover Specimens April 2006, and previously approved under OMB control no. 0910-0582.  The guidance document explains that FDA does not intend to object to the use, without informed consent, of leftover human specimens -- remnants of specimens collected for routine clinical care or analysis that would otherwise have been discarded -- in investigations that meet the criteria for exemption in 21 CFR 812.2(c)(3), as long as subject privacy is protected by using only specimens that are not individually identifiable.  The guidance document was developed and issued in accordance with our Good Guidance Practice regulations (21 CFR 10.115), which provide for public comment at any time.

We are therefore requesting OMB approval for the information collection provisions set forth in 21 CFR part 812 and the associated guidance regarding IVD studies, as discussed in this supporting statement.

2. Purpose and Use of the Information Collection 
The purpose of the regulations, the attendant information, and FDA’s IDE program is to encourage the discovery and development of useful devices intended for human use, while at the same time ensuring the protection of public health and safety and adherence to ethical standards.  Respondents include private sector businesses and government agencies. Respondents to the information collection are domestic and foreign medical device sponsors or applicants, including medical device manufacturers, investigators, hospitals, and other healthcare organizations.

3. Use of Improved Information Technology and Burden Reduction
Under section 745A of the Food, Drug, and Cosmetic Act, FDA has authority to require the electronic submission of information, including the establishment of format specifications, for certain submissions.  Accordingly, our Center for Devices and Radiological Health (CDRH) issued and has implemented the guidance, “Providing Regulatory Submissions for Medical Devices in Electronic Format--Submissions Under Section 745A(b) of the Federal Food, Drug, and Cosmetic Act,” (July 2020), available at GFI eSubmissions CDRH under 745A JULY 2020.   Our current authority and information technology infrastructure now allows respondents, previously required to submitted multiple copies of certain information, to satisfy requirements by submitting a single copy of information in an electronic format.  Information collection associated with electronic record submission requirements is currently approved in control no. 0910-0303. 
Agency regulations in 21 CFR part 11 provide for the submission of electronic records.  FDA is currently making significant efforts toward digital transformation, communicating to the public in this regard on our website at https://www.fda.gov/about-fda/office-commissioner/office-digital-transformation.  We continue to develop instructional guidance regarding technical specifications for submitting information in an electronic format in accordance with section 745A of the FD&C Act. 

Additionally, to facilitate the submission process and enhance the efficiency of FDA review, the information collection is also supported by CDRH’s Electronic Submission Template and Resource (eSTAR), currently being piloted under control no. 0910-0120.  As communicated on our website, eSTAR is an interactive PDF form that guides applicants through the process of preparing a comprehensive medical device submission, and is free and available for voluntary use by respondents who wish to submit 510(k)s and De Novo requests to CDRH or our Center for Biologics Evaluation and Research (CBER).  The implementation and utilization of eSTAR helps fulfill CDRH continued commitment goals with industry regarding the development of agency templates and supporting process improvements.

4. Efforts to Identify Duplication and Use of Similar Information 
We are unaware of duplicative information collection.  Good Clinical Practices (GCP) refers to the regulations and requirements that must be complied with while conducting a clinical study. These regulations apply to the manufacturers, sponsors, clinical investigators, institutional review boards, and the medical device.  Other regulations applicable to the conduct of clinical studies include 21 CFR parts 50 (Protection of Human Subjects) and 56 (Institutional Review Boards) (information collection approved in control no. 0910-0130); 21 CFR 54 (Financial Disclosure by Clinical Investigators) (information collection approved in control no. 0910-0396) and 21 CFR 820 subpart C, Design Controls of the Quality System Regulation, (information collection approved in control no. 0910-0073).

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
The information collection is consistent with statutory and regulatory requirements.
7. Special Circumstances Relating to the Guidelines of 5 CFR 1320.5
There are no special circumstances associated with the information collection as

8. Comments in Response to the Federal Register Notice and Efforts to Consult Outside the Agency
FDA published a 60-day notice for public comment in the Federal Register of August 22, 2025 (90 FR 41087). Although 2 comments were received, it was not responsive to the four collection of information topics solicited. 
9. Explanation of Any Payment or Gift to Respondents
No remuneration is offered to respondents.

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 the ICR collects personally identifiable information (PII), it is collected in the context of the subject individuals’ professional capacity and the FDA-related work performed for their employer (e.g., point of contact at a regulated entity).   The PII that may be submitted is name, work email address, work address, and work telephone number.  We have determined that although PII is collected, the collection is not subject to the Privacy Act of 1974 and the particular notice and other requirements of the Privacy Act do not apply.  Specifically, FDA does not use name or any other personal identifier to routinely retrieve records from the information collected. Through appropriate design, FDA limited submission fields and minimized the PII collected to protect the privacy of individuals.

The Freedom of Information Act

[bookmark: _Hlk193178435]Under 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 (see 21 CFR 20), 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
	Table 1.--Estimated Annual Reporting Burden,1,2

	Activity/21 CFR Section
	No. of Respondents
	No. of Responses per Respondent
	Total Annual Responses
	Average Burden per Response
	Total Hours

	812.10; waivers
	1
	1
	1
	1
	1

	812.20, 812.25, and 812.27; applications, investigational plans, and supplements
	288
	1
	288
	80
	23,040

	812.27(b)(4)(i); prior investigations within the United States
	504
	1
	504
	1
	504

	812.27(b)(4)(ii); prior investigations outside the United States
	126
	1
	126
	0.25
(15 minutes)
	32

	812.28; acceptance of data from clinical investigations conducted outside the United States, and supporting information
	1,500
	1
	1,500
	10.25
	15,375

	812.28(c); waivers
	10
	1
	10
	1
	10

	812.35 and 812.150; application supplements
	824
	5
	4,120
	6
	24,720

	812.36(c); treatment IDE applications
	1
	1
	1
	120
	120

	812.36(f); treatment IDE reports
	1
	1
	1
	20
	20

	812.150; non-significant risk study reports to third parties
	1
	1
	1
	6
	6

	Total
	
	
	6,552
	
	63,828


[bookmark: _Hlk194586784]12a.  Annualized Hour Burden Estimate

  1 There are no capital costs or operating and maintenance costs associated with this collection of information.  
 2 Numbers have been rounded

Our estimate of the average reporting burden is based on our continued experience with the information collection. Regulations in part 812 were amended to provide for reporting associated with the acceptance of data from clinical investigations conducted outside the United States.  Additionally, we note that the majority of investigator and sponsor reports established under 812.150 are not all submitted to FDA; a majority of reporting is performed by investigators and submitted to sponsors, and in some cases, sponsors and IRBs.  However, the regulations include certain provisions in this part require reporting to FDA, and we therefore include it here.

	Table 2.--Estimated Annual Recordkeeping Burden ,1,2

	Activity/21 CFR Section
	No. of Recordkeepers
	No. of Records per Recordkeeper
	Total Annual Records
	Average Burden per Recordkeeping
	Total Hours

	812.2(c)(3); records regarding leftover specimens not individually identifiable used in certain studies
	700
	1
	700
	4
	2,800

	812.28(d); records for clinical investigations conducted outside United States
	1,500
	1
	1,500
	1
	1,500

	812.140; retention of records
	1,249
	3.09
	3,859
	1.9937
	7,694

	Total
	
	
	6,059
	
	11,994


  1 There are no capital costs or operating and maintenance costs associated with this collection of information.  
 2 Numbers have been rounded. 

[bookmark: _Hlk100578818]To account for recommendation discussed in the guidance document “Informed Consent For In Vitro Diagnostic Device Studies Using Leftover Human Specimens That Are Not Individually Identifiable” (April 2006), we include burden incurred by sponsors of studies who document recommended information, in table 2, row 1. 
The estimated total annual burden for this information collection is 75,822 hours.
	12b.  Annualized Burden Costs
Table 3. – Annualized Burden Costs 1
	Type of Respondent
	Total Burden Hours
	Hourly Wage Rate
	Total Respondent Costs

	Regulatory Affairs Professional
	75,822
	$176
	$13,344,672

	Natural Sciences Manager
	37,917
	$167
	$6,332,139

	Office and Administrative Support
	3,792
	$48.24
	$182,926.08

	Total
	$19,859,737.08


1  Figures rounded to the nearest whole dollar.

We assume the majority of activities identified in Question-12a will be completed by regulatory affairs professionals and use a wage rate of $87.86 (occupation code 23-1011), doubled to account for overhead ($176).  We assume the remaining activities will be conducted by occupations in the medical equipment and supplies industry and use a mean wage of $83.41 (occupation code 11-9121), doubled to account for overhead ($167).  Finally, we assume administrative wage rates for submitting necessary reports, filing waivers, and any other ministerial activities in the amount of $24.12 (occupation code 43-0000), doubled to account for overhead.

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
Based on an allocation of 87 full-time equivalent employees (FTEs) who process and review IDE applications, including amendments and supplements, and assuming a fully-loaded, wage rate of $362,272 annually, we calculate the annualized cost to the Federal government to be $31,517,664.

15. Explanation for Program Changes or Adjustments
Our estimated burden for the information collection reflects an overall increase of 9,919 hours and a corresponding increase of 1,033 responses. We attribute this adjustment to an increase in the number of submissions we received over the last few years.

16. Plans for Tabulation and Publication and Project Time Schedule
This information collection will not be published or tabulated.

17. Reason(s) Display of OMB Expiration Date is Inappropriate
I Consistent with established FDA practice, we will publish a Federal Register notice announcing OMB approval of any information collection discussed in applicable guidance documents and will display in that notice both the OMB control number, its current expiration date, and the significance of this information. 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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