SUPPORTING STATEMENT
FOR
Reclassification Petitions for Medical Devices
21 CFR 860.123
OMB No. 0910-0138

JUSTIFICATION

Circumstances M aking the Collection of | nfor mation Necessary

The Food and Drug Administration (FDA) is requesting extension of approva from the Office of Management
and Budget (OMB) for the information collection requirementsin the following reclassfication regulation 21 CFR
Section 860.123 (Attachment 1).

21 CFR 860.123 - Reporting

Requires device manufacturers to provide, in a petition for device reclassification, specification of the type of
device, astatement of the action requested, and justification for the request to reclassify.

The classfication regulation, 21 CFR Part 860, including subpart C, reclassification, was promulgated under the
authority of 21 U.S.C. 360(e) and (f), 360d(b), 360e(b), 360j(1), and 360i(b)(1)(A) (Attachment 2).

The 1976 amendments to the Food, Drug, and Cosmetic Act (the act) provide three tiers of regulatory control for
medica devices, by establishing three classes of medica devices, and requiring that al devices be dassfied into
one of these three. The assgnment of a device into a class depends upon the degree of regulatory control
necessary to provide a reasonable assurance of the safety and effectiveness of the device. The amendments dso
provide for changing device classfication. Thethreetiers of regulatory control are: 1) Class| - genera contrals,
subject to sections 501 adulteration, 502 misbranding, 510 registration, 516 banned devices, 518 natification and
other remedies, 519 records and reports, and 520 general provisons of the act; 2) Class|I - performance
standards; and 3) Class |11 - premarket gpproval.

The Safe Medicd Devices Act of 1990 and the 1992 amendments (Attachment 3) amended the definition of a
Class |l device. Under the 1990 amendments, Class |1 (now identified as speciad controls) devices are those
devices for which there isinsufficient information to show that the generd controls by themselves will provide
reasonable assurance of the safety and effectiveness of the device, but there is sufficient information to establish
specia controls to provide such assurance, including the promulgation of performance standards.

In addition to the mandated classification of al devices offered for sde prior to the enactment of the amendments,
post-amendments devices that are not substantialy equivaent to a pre-amendments device are automaticaly
placed in Class 11 by section 513(f) of the act. Preamendments devices that were regulated as new drugs by
FDA, prior to the enactment of the amendments, are automatically placed into Class 111 by section 520(1) of the
act. FDA will call for PMAs under section 515(b) or the Act for devicesin either of these two groups, unless
they are reclassfied.

The reclassfication procedures regulation requires the submission of specific data when petitioning for
reclassfication. Thisincludes a* supplementa data sheet” (Form 3427) (Attachment 4) and a*“ classfication
questionnaire” (Forms 3428 or 3429) (Attachment 5). Each of theseis a series of questions concerning the safety
and effectiveness of the device.
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The act provides for any person to petition for reclassification of a device, from any classto any other class.
These provisons, however, serve primarily as a vehicle for manufacturers to seek reclassfication from a higher to
alower class, thereby reducing the regulatory burden placed on a particular device. The reclassfication petition, if
approved, provides an dternative route to the market in lieu of premarket gpprova for Class 111 type devices,
most reclassification petitions are submitted seeking reclassfication of Class |11 devices, to avoid the need for
premarket gpprova. Neither the act nor the regulations require that any device be reclassified.

2.  Purpose and Use of the Infor mation

The g&ff of the Center for Devices and Radiologicd Hedth (CDRH) is responsible for reviewing petitions for
reclassfication and determining whether or not the subject device will bereclassfied. In someinstancesthe FDA
aso submits the petition(s) to one of its medica device advisory pands for review and recommendations. The
decison of whether or not to reclassify adevice is primarily based upon the information contained in the petition.
Under the 1976 amendments, unless petitions for reclassification were submitted to FDA, medical devices were
not usudly reclassfied. The 1990 amendments dlowed FDA to initiate reclassfication.

3.  Useof Information Technology and Burden Reduction

A find rule was published in the FEDERAL REGISTER of March 20, 1997 (62 FR 13429) that would, under
certain circumstances, permit the agency to accept eectronic submissions. The intended effect of this proposd is
to permit the use of dectronic technologiesin amanner that is congstent with FDA’s overdl misson. The use of
proposed dectronic submissions to reduce burden may be utilized with reclassfication petitions. Each petition is
unigque, containing information with supporting data to show why device reclassification will provide reasonable
assurance of the safety and effectiveness of the device. The principd datain such a petition will typicaly be
reports of clinicd trids. FDA/CDRH is researching the use of dectronic submissons and reclassification petitions,
and presently has guidance on their internet web Ste regarding €ectronic submissions.

4. Effortsto ldentify Duplication and Use of Similar |Information

The Food and Drug Adminigration is the only federa agency responsible for premarket review of medica
devices, as such, there is no duplication of effort.

Similar information to what is needed for reclassfication of devices may exist in FDA’s premarket gpprovd files
for some devices. If the submitter of a premarket approva application (PMA) iswilling to make such files public,
they may dso be used for purposes of reclassfication. If, however, the gpplicant of the PMA isnot willing to
meake these files public, FDA is precluded from using the data to assst reclassifying devices by sections 520(c)
and (h) of the Federd Food, Drug, and Cosmetic Act. However, the agency can rely on al publicly available
information, such as literature.
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5.

Impact on Small Busness or Other Small Entities

Any individua or organization may submit reclassification petitions; the requirements are the same regardiess of
thefirm sze. FDA ads smdl busnessesin deding with the regulation by providing guidance and information
through the Divison of Smdl Manufacturers, Internationd, and Consumer Assistance (DSMICA) of CDRH. This
office provides technica and non-financid assistance to firms, through a comprehensive program which includes
on-Ste ingpections (when requested by the firm), seminars and educationa conferences, information materids, and
the use of atoll-free telephone number which may be used by any firm. Other members of the Center staff are
aso avallable to respond to questions at any time.

Conseguences of Collecting the | nfor mation L ess Frequently

If the information were collected less frequently, manufacturers would not be able to take advantage of the
reclassfication aternative provided in the act. Petitions for reclassification are generdly submitted only when a
firm seeks reclassfication; as discussed above, the law does not require FDA to reclassify devices.

There are no technicd or legal obstacles to the collection of thisinformation.

Special Circumstances Relating to the Guiddines of 5 CER 1320.5

Theinformation collection is condgstent with 5 CFR 1320.5.

Commentsin Response to the Federal Register Notice and Effortsto Consult Qutside Agency

The 60-day notice (Attachment 6) was published on July 22, 2002 (67 FR 47818). No comments were
received.

The CDRH has continualy maintained contact with industry. Informa discussions reating to the importance and
effect of reclassfication is communicated primarily through trade organizations. The consensus of our most recent
contact with the organizations is that they have no problem with the program. The Center has aso conveyed that
reclassification saves FDA resources. The trade Organizationsinvolved are AdvaMed, the Food and Drug Law
Indtitute (FDLI), and the Nationd Electricd Manufacturers Association (NEMA).

AdvaMed

Janet Trunzo

1030 15th Street, NW, Suite 1100
Washington, DC 20005

(202) 452-8240
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10.

11.

12.

Food and Drug Law Indtitute
John C. Villforth

1000 Vermont Avenue, NW
Suite 1200

Washington, DC 20005
(202) 371-1420

Nationd Electrical Manufacturers Association
Mr. Robert Britain

1300 North 17" Street

Suite 1847

Rosdyn, VA 22209

(703) 841-3200

Explanation of Any Payment of Gift to Respondents

No payment or gift is given to respondents.

Assur ance of Confidentiality Provided to Respondent

Datardating to thisinformation collection is subject to release under 21 CFR Part 20, "Public Information,” in
determining whether documents may be disclosed under Freedom of Information. Reclassfication petitions are
placed on public display, and FDA does not withhold any information. FDA advises petitioners not to include
confidentid information in the petition.

Justification Sensitive Questions

The information required does not include questions about sexud behavior, attitude, rdigious beliefs, or any other
matters which are commonly consdered private or sengtive in nature.

Egimate of Hour Burden Including Annualized Hourly Costs

The respondents to this collection of information are device manufacturers.

FDA estimates the burden of this collection as follows:

Estimated Annual Reporting Burden®

Total Annual

21 CFR Section No. of ‘ Annual Hours per ‘ Total Hours

4
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13.

14.

15.

Estimated Annual Reporting Burden®

Respondents Frequency per | Responses Response
Response
860.123 6 1 6 500 3,000
TOTALS 3,000

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

Based on current trends, FDA anticipates that 6 petitions will be submitted each year. The time required to
prepare and submit a reclassification petition, including the time needed to assemble supporting deta, averages
500 hours per petition. This averageis based upon estimates by FDA adminigtrative and technica staff who are
familiar with the requirements for submission of areclassfication petition, have consulted and advised
manufacturers on these requirements, and have reviewed the documentation submitted.

Multiplying the tota reporting and recordkeeping hours (3,000) by an average rate of $25 per hour, yields an
estimate annual cost to respondents of $75,000.

Estimate of the Other Total Annual Cost Burden to Respondent of Recor dkeepers

The requirements of the recordkeeping associated with this regulation do not involve the expenditure of any funds
for capital costs or operating and maintenance costs because any equipment used is purchased for the purposes of
customary and usua business practices.

Annualized Cost to the Federal Gover nment

FDA edimates that it goends an average of two full time equivaents (FTES) reviewing and processing
reclassfication petitions. An average full time equivalent employee is projected to cost FDA/CDRH $39,705,
which consgts of the employee's sdary and any overhead which accompany that employee. The burden imposed
upon the government for this information collection is $179,410 per year, which is computed by taking the
average FTE cost and multiplying by two.

FDA notes, however, that dmogt al of the reclassification petitions it receives request down-dassfication from
class 1l (premarket approva) to class 11 (pecid controls) or class | (genera controls). In the absence of
reclassification, manufacturers would need to submit a premarket approval gpplication (PMA) rather than a
premarket notification (510(k)). Because FDA spends considerably more resources reviewing a PMA rather
than a510(k), the reclassification program may result in a net savings to the government.

Explanation of Program Changes of Adjustment
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16.

The number of estimated gpplications for reclassification have dropped from 11 to 6 per year due to review of
actual applications for reclassfication received by CDRH. Therefore, the amount of estimated burden to the
respondent has decreased from $137,500 to $75,000.

Plansfor Tabulation and Publication and Project Time Schedule

The results of reclassification of medical device actions will not be published for datistical use.
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17. Reason(s) Display of OM B Expiration Dateis | nappropriate

FDA is not seeking approval to not display the expiration date for OMB approval.

18. Exceptionsto Certification for Paperwork Reduction Act Submissions

No exception is sought to the certification statement identified in Item 19 of OMB Form 83-1.

B. Collection of | nformation Employing Statistical M ethods

There are no daigticad methods being employed in this collection of information.
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LIST OF ATTACHMENTS
for
RECLASSIFICATION PETITONS SUPPORTING STATEMENT:
1. Redlassfication regulation 21 CFR Section 860.123
2. 21 U.S.C. 360c(e) and (f), 360d(b), 360e(b), 360j(I) and 360I(b)(1)(A)
3. The Safe Medica Devices Act of 1990 and the Medica Devices Amendments of 1992
4. Supplemental Data Sheet (Form 3427)
5. Classfication Questionnaire (Forms 3428 and 3429)
6. 60-day Federa Register Notice dated July 22, 2002 (67 FR 47818) Saliciting Comments on Reclassfication

Petitions



