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Terms of Clearance: None.

[bookmark: _GoBack]Part A: Justification

1. Circumstances Making the Collection of Information Necessary
This information collection supports Food and Drug Administration (FDA or we) program and accompanying guidance.  Section 513 of the Federal Food, Drug, and Cosmetic Act (FD&C Act or the act) (21 U.S.C. 360c) provides for the classification of devices intended for human use.  Under section 513(a), devices are classified by the regulatory controls needed to provide reasonable assurance of their safety and effectiveness into class I (general controls), class II (special controls), or class III (premarket approval).  Section 513(g) provides a means of obtaining information from FDA regarding the classification and regulatory requirements that may be applicable to a particular device; specifically, that within 60 days of the receipt of a written request of any person for information respecting the class in which a device has been classified or the requirements applicable to a device under the act, the Secretary of Health and Human Services shall provide such person a written statement of the classification (if any) of such device and the requirements of this act applicable to the device.

To assist respondents with the information collections related to section 513 of the act, we issued a guidance document entitled “FDA and Industry Procedures for section 513(g) Requests for Information under the Federal Food, Drug, and Cosmetic Act,” on April 6, 2012.  The guidance is intended to assist individuals in preparing their requests for information respecting the class in which a device has been classified or the requirements applicable to a device under the act.  The request should contain a cover letter, a description of the device, a description of what the device is to be used for, and any proposed labeling or promotional material of a similar, legally, marketed device, if available.  Information is submitted using Form FDA 3601, “Medical Device User Fee Cover Sheet” (approved under OMB Control No. 0910-0511), to provide, among other things, the written statement of classification under 513(g).

We therefore request extension of OMB approval for the information collection provisions under 513(g) of the act, as well as recommendations in the accompanying guidance document as referenced above.

2. Purpose and Use of the Information Collection 
FDA’s Center for Devices and Radiological Health (CDRH) and Center for Biologics Evaluation and Research (CBER) uses information submitted in a 513(g) request to provide information regarding classification information and/or regulatory requirements for a single product.  Any person seeking information for multiple products must submit separate 513(g) requests for each product.

Respondents to the information collection include private, for-profit businesses, however individuals, as well as state, local, and tribal governments may also submit 513(g) requests.
3. Use of Improved Information Technology and Burden Reduction 
Section 745A(b) of the FD&C Act, added by section 1136 of the Food and Drug Administration Safety and Innovation Act of 2012 (FDASIA), requires the submission of eCopies upon the issuance of final guidance.  The guidance entitled, “eCopy Program for Medical Device Submissions; Guidance for Industry and FDA Staff,” provides, among other things, the standards for a valid eCopy under section 745A(b)(2)(A) of the act for different kinds of medical device submissions.  As explained in the guidance, the inclusion of an eCopy is expected to improve the efficiency of the review process by allowing for the immediate availability of an electronic version for review rather than relying solely on the paper version.  The guidance describes how device companies should replace one paper copy of a device application with an eCopy.  FDA expects, therefore, 100% of respondents will submit the information in electronic and written form; however, submission of an eCopy is voluntary for 513(g) requests.

The agency requires that respondents submit two copies of each 513(g) request.  Because more than one agency component may have information responsive to a 513(g) request, we believe submitting two copies will expedite our response.
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 businesses or small entities. To offset the need for a request under 513(g), FDA maintains information publicly accessible on the Internet, including a product classification database, a 510(k) database, a list of class I and class II devices exempt from 510(k) requirements, and access to CDRH’s Division of Industry and Consumer Education.  In addition, FDA’s website provides access to medical device guidance documents and information regarding particular types of devices regulated by CBER.
6. Consequences of Collecting the Information Less Frequently
The information collection schedule is consistent with statutory requirements of the act and applicable regulations
7. Special Circumstances Relating to the Guidelines of 5 CFR 1320.5
There are no special circumstances for this collection of information.  The guidance documents “FDA and Industry Procedures for section 513(g) Requests for Information under the Federal Food, Drug, and Cosmetic Act 513(g)” and “eCopy Program for Medical Device Submissions; Guidance for Industry and FDA Staff”, both state that two copies of 513(g) requests are required.  However, under “eCopy Program for Medical Device Submissions; Guidance for Industry and FDA Staff”, the requester may voluntarily choose to submit one eCopy.
8. Comments in Response to the Federal Register Notice and Efforts to Consult Outside the Agency
In accordance with 5 CFR 1320.8(d), FDA published a 60-day notice for public comment in the Federal Register of January 13, 2021 (86 FR 2674).  We received five comments; however, the comments were not responsive to the information collection.
9. Explanation of Any Payment or Gift to Respondents
No payment or gift is provided to respondents.
10. Assurance of Confidentiality Provided to Respondents
In preparing this Supporting Statement, we consulted our Privacy Office to ensure appropriate identification and handling of information collected.

This ICR collects personally identifiable information (PII).  PII 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 at a regulated entity).  The PII submitted via Form FDA 3601 (Medical Device User Fee Cover Sheet) is employer identification number, payment identification number, name, email address, telephone number, and fax telephone number. Username and password are collected when creating an account in the User Fee System which is used to access the form. Information collected via Form 3601 is maintained in a Privacy Act system of records as described in HHS/FDA System of Records Notice (SORN) 09-10-0021 for FDA’s User Fee System. Individuals completing Form 3601 will complete it via the webpage where a notice is displayed.  Through appropriate form and webpage design, FDA limited submission fields and minimized the PII collected to protect the privacy of the individuals.


Under the Freedom of Information Act (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
This information collection does not include questions that are of a sensitive nature, such as, sexual behavior and attitudes, religious beliefs, and other matters that are commonly considered private.
12. Estimates of Annualized Burden Hours and Costs
12a. Annualized Hour Burden Estimate

The estimated annual burden for this information collection is 1,416 hours.

	Table 1. --Estimated Annual Reporting Burden

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

	CDRH 513(g) requests
	114
	1
	114
	12
	1,368

	CBER 513(g) requests
	4
	1
	4
	12
	48

	Total
	1,416



The total number of annual responses is based on the average number of 513(g) requests received each year by CDRH and CBER respectively.

12b. Annualized Cost Burden Estimate

The estimated annual reporting cost to respondents for 513(g) requests is $167,088. We updated the annual cost burden estimate based on the wage rate for a Lawyer* ($118), multiplied by the total estimated burden hours (1,416).


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

	Attorney 
	1,416
	$118.00
	$167,088



* The estimated wage rate for a Lawyer is based on The Bureau of Labor Statistics (BLS) hourly wage rate of $59 for a lawyer (https://www.bls.gov/ooh/legal/lawyers.htm, accessed 3-19-21). The hourly wage rate of $118 assumes a 40-hour work week and is rounded to the nearest dollar and has been doubled to account for benefits and overhead. 
13. Estimates of Other Total Annual Costs to Respondents and/or Recordkeepers/Capital Costs
There are no capital, start-up, operating, or maintenance costs associated with this information collection.
14. Annualized Cost to the Federal Government
We estimate the annualized cost to the Federal government is $539,496. A full-time equivalent position (FTE) is estimated to cost FDA/CDRH $263,326* annually, which consists of the employee’s salary and any overhead which accompanies that employee. Assuming a 40-hour work week, that equals approximately $127 per hour (rounded). FDA personnel spend approximately 36 hours reviewing 513(g) requests for approximately 118 responses annually (36 hours x 118 responses = 4,248 burden hours). Therefore, $539,496 is the annualized cost to the Federal government (4,248 burden hours x $127=$539,496). 

*Based on the FY 2020 FDA Budget Request – Executive Summary – All  Table 
	
Activity

	Total Burden Hours
	Hourly Wage Rate
	Total Respondent Costs

	513(g) Request; Supplemental Information review
	4,248
	$127
	$539,496



15. Explanation for Program Changes or Adjustments
The information collection is unchanged from the currently approved burden. 
16. Plans for Tabulation and Publication and Project Time Schedule
There are no tabulated results to publish for this information collection. 
17. Reason(s) Display of OMB Expiration Date is Inappropriate
FDA will display the OMB expiration date as required by 5 CFR 1320.5.
18. Exceptions to Certification for Paperwork Reduction Act Submissions
There are no exceptions to the certification.
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