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AGENCY: Food and Drug Administrat_ion, HHS.

ACTION: Notice.

SUMMARY: The Food and D_rug Admlmstratlon(FDA) s announcmg P o
opportunity for public comment on the proposed Collectionof certain
information by the agency. Under the ’Paperkwork Reduction Act of 1995 (the
PRA), Federal agencies are reqnired to publish Znotic,e in the Federal Register
concerning each proposed collection of information including each proposed
extension of an exieting infOrm‘at'}ion‘eolleqtion; and to a‘ll‘ow"BOdays' for/public |
comment in response to the notice. This ndtice; sohCltS ‘Comm‘ents ,o;ny |
information co]lection require:(nents for medical :devyi’ce"recall' authority.

DATES: Submit written or electronic comments on the collection of information

by [insert date 60 days after datzeof publicatjon in the Fedér,al"Register].

ADDRESSES: Submlt electromc comments on the collectlon of 1nformat10n to k
http://www.accessdata. fda gov/scnpts/oc/ dockets/ edockethome cim. Submlt ‘
written comments on the collectlon of 1nformat10n to the Dockets Management
Branch (HFA—B 05) Food and Drug Admlmstratlon 5630 Flshers Lane, rm.
1061, Rockville, MD 20852. All comments should be 1dent1f1ed with the docket

number found in brackets in the headmg of this document

0c02216



FOR FURTHER INFORMATION CONTACT: Peggy Schlosburg, Office of iformation.
Resources Management (HF A——250) Food and Drug Admlmstratlon 5600

Fishers Lane, Rockville, MD20857 301 827—1223

SUPPLEMENTARY INFORMATION: Un‘der the PRA (44 US.C. 3501,—352,6), Federal
agencies must obtain approval from the Office of Managern‘e“nt and Budget
(OMB] for each collection of in;fornlation they conduct or sponsor. “Collection _
of information” is defined in 44 U.S.C. 3502(3) and 5 CFR 1320.’3(c) and
includes agency requests or requirements that menrbers of the public submit
reports, keep records, or provide inforrna,tion to a third party Section
3506(c)(2)(A) of the PRA (44 U Sc '3506(¢)(2’)(‘A‘))'requir'és Federal agencies
to provide a 60- day notice in the Federal Reglster concermng each proposed
collection of mformatlon 1nclud1ng each proposed extension of an ex1st1ng
collection of 1nformat10n before submlttlng the collectlon to OMB for l
approval. To comply with this requlrement FDA is pubhshlng not1ce of the

proposed collect1on of mformatlon set forth in thlS document

With respect to the following collection of‘information, FDA invites
comments on: (1) Whether the proposed Collection of information is necessary
for the proper performvance of F :D'A’sfunctions,‘ 1nclud1ng whether the
information will have practical iutility; (2) the accuracy of F DAfs estimate of
the burden of the proposed co'llectionm of 'infdﬁﬁa‘tioﬁ “'inclti’ding the val1d1ty )
of the methodology and assumptlons used; (3) ways to enhance the quahty,
utility, and clarity of the 1nformat10n to be Collected and (4) ways to m1n1m1ze ”
the burden of the collectlon of 1nformat1on on respondents 1nclud1ng through
the use of automated collection techmques when approprlate and other forms

of information technology.



Medical Device Recall Authonty——Zl CFR Part 810 (OMB Control Number

0910—0432——-Extensmn)

This Collection 1mplements medical dev1ce recall authority prov131ons |
under section 518(e) of the Federal Food Drug, and Cosmetic Act (the act)
(21 U.S.C. 360h) and part 810 (21 CFR part 810). Section 518(e) of the act gives
FDA the authority to issue an order requiring the appropriate person, 1nclud1ng |
manufacturers, importers, distributors and retailers of a devme to immediately
cease distribution of such devme to 1mmediately notify health professionals
and device-user facﬂlties of the order and to instruct such professmnals and
facilities to cease use of such device, 1f FDA finds that there is reasonable
probability that the device interided for human use would cause serious
adverse health consequences or death.

Section 518(e) of the act sets out a 'thrée’ls'tép procedure for issuance of
a mandatory device recall order. First, if there is a reaSonable prObability that
a device intended for human use Would cause serious, adverse health
consequences or death, FDA 1 may issue a cease distribution and notification
order requiring the appropriate person to 1mmed1ately (a) Cease distribution
of the device, (b) notlfy health professmnals and,devme user famhties of the
order, and (c) instruct those professienals aiid facilities to cease use of the
device. Second, FDA will prov1de the person named in the cease distr1but10n
and notification order with the opportumty for an informal hearlng on whether |
the order should be modified, vacated, or amended to require a rriandatery
recall of the device. Third, aft‘ervproy*viding the opportunity for an informal
hearing, FDA may issuea mandatery recall order if the agencyk determines that

such an order is necessary.



The information collected under the recaH authority will be used by FDA
to ensure that all devices entering the market are safe and effective, to
accurately and 1mmed1ately detect serious problems with medlcal devices, and
to remove dangerous and defeotlve dev1ces from the market

The respondents to this proposed Collectlon of information are
manufacturers, 1mporters drstrlbutors and retaﬂers of medlcal devices.

FDA estrmates the burden of this collection as follows:

TABLE 1.—ESTIMATED ANNUAL REPORTING BURDEN! - -

21 CFR Seciion o No. of Respondents A';)”eural'qgggg‘;gcy Tﬁé@;ﬁ?gg?' Hours per Response Total Hours
810.10(d) 2 1 2 8 16
810.11(a) . 1 1 1 8 8
810.12(a) through (b) / 1 1 1 8 v 8
810.14 ) ’ : 2 ; 1 2 16 32
810.15(a) through (d) a 2 1 2 16 32
810.15(é) ] 10 1 10 1 ’ 10
810.16 ) ’ 2 12 24 40 960
810.17 SR 2 1 2 8 16
Totals . i .’ —_ i N . ‘ N N 1,082

1There are no capital costs or opérating and mainténance costs associated with ‘tﬁ’isf\\eoll/ééﬁbh\'of ‘;6"1‘6?’:35{%’65:‘" TR

Explanation of Report Burden Estimate:

The following estimates are based on FDA’s experien’oe‘with voluntary
recalls under 21 CFR part 7. FDA expects no more than two mandatory recalls
per year, as most recalls are done voluntary

21 CFR 810.10(d)—FDA estimates that 1t wyil‘l take approx1mately 8 h’our.’s’ o
for the person named in a cease dlstrlbutron and notlflcatron order to gather
and submit the information requ1red by thls sect1on The tota] annual burden
is 16 hours. |

21 CFR 810.11(a)’—————Based; on its experience in similar situations, FDA
expects that there will be only one request for a regulatory hearlng per year
and that it will take approx1mately one staff day (8 hours) to prepare this

request.



21 CFR 810.12(a) through (b)—

—Based on itS'experience in similar |
situations, FDA expects that there will be only one written request for a review
of cease distribution and notlflcatlon order per year and that it will take
approximately one staff day (8 hours) to prepare this request.

21 CFR 810.14—Based on its experience with voluntary recalls, FDA
estimates that it will take approximately two staff days (1 6‘hours)4 to develop
a strategy for complying with this order.

21 CFR 810.15’ (a) through ;(d)—f——BaSed on its experience with 'Voluntary
recalls, FDA eStimatBS.th?at it Wlll take approxi'mately 2 staff days (16 ‘hours)
to notify each health professional, user facility, or individual of the order.

21 CFR 810.15 (e)——Based on its experience with Voluntary recalls, FDA

estimates that there will be approximately five consignees per recall (10 per
year) who will be r'equired to notify their consignees of the order. FDA
estimates it will take them about 1 hour to do so k | -

21 CFR 810.16——FDA estlmates that it would take no more than one staff
week (40 hours) to assemble and prepare a written status report required by
a recall (§ 810.16). The status reports are prepared by manufacturers 6 to 12
times each year. Therefore, each manufacturer would spend no more than 480
hours each year preparing status reports (40 x 12). If th'ere‘were two FDA
invoked recalls each year, the total burden hOurs would be esttmated at 960

hours each year (480 x 2).




21 CFR 810.17

—Based on its experience with similar procedures, FDA
estimates it would take one staff day (8 hours) to draft a written request for

termination of a cease distribution and notification or mandatory recall order.

Dated: 5 - /340,2

August 13,42002,

Margaret M. Dotzel,
Associate Commissioner for Policy.
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