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Management and Budget Revuew* Gomment Request Medmal Devrce -

Reporting: Manufacturer Reportmg,

lmporter Reportmg, User Facxhty

Reporting, and Distributor Reportmg S

AGENCY: Food and; Drug Admlnl_stlgatl

ACTION: Notice.

on HHS

SUMMARY: The Food and Drug Adn;m

proposed collectmn of mformahon h

1strat10n (FDA) 1s announcxng fhat a

as been submltted taihe Ofﬁce of

Management an& Budget (OMB) for I‘BVIGW and clearanc:e under the Paperwork

Reduction Act of 1995
DATES: Fax wrltten comments on the

30 days after date of publzcatmn m tI

coﬂef:tmn of mformatwn by [msert date

e Federal Reglster]

ADDRESSES: OMB is still expenencmgf 31gn1f1c:ant delays in the regular mall

1nclud1ng first class and express maxl

accepted. To ensure;that comments on tl forn

OMB recommends that wri_tten’yconiur

and Regulatory Affairs, OMB, Attn 7

202-395-6974.

FOR FURTHER INFORMATION CONTACT: Ic

Programs (HFA-250), FOod andDrug

and messenger dehverles are not bemg

‘ on are recerved
lents be faxed to th‘e Elffme of Informatlon

umle Yokota lcsk fower’for F DA, FAX

mna Capezzuto Offlce of Management ‘

Admmlstratmn 5600 Fishers Lane,

Rockville, MD 20857,;301——8‘27-465?& i

0c0658

a
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SUPPLEMENTARY INFORMATION: In c:Ompi-iaégcewith 44 USCSBO? FDA has

submitted the following -proposed;:c;.c:}ley\(‘;}jf;{)i;en,vef information to OMB for review -

and clearance.

Medical Device Reporting: Manufactiu“ epe
Facility Reporting, and I)lstrlbutar Repo rting:
Number 0910-0437]——Extensmn ; i

Secti’on 519(a-’) (b), and (c) of the Federal Food me nd Cosmetlc Act

(the act) (21 U.S. C 3601(a) ), and (c)) reqmres user ‘facﬂ : _1es manufacturers,

and importers of medlcal dev1ces to repert adverse event‘ , flvmg medxcal :

devices to FDA On December 11 1995 (6!;) FR 63578 at 63597) FDA 1ssued

part 803 (21 CFR part 803) that 1mpiem\ ) ed sectlon 519 of the act The

regulation was amended to conform to the changes reﬂected in the FDA |

Modermzatmn Act of 1997

o
}

Information jfrorn,these,rep"r;jl-ftVsiWlll be used to evaluate i‘lSkS assemated

with medicel de?i.c_es and to en»ablé PDA to take appropn't gul‘af[;o?y' v

measuros to protect the public health. o
Respondents to this collectioﬁ of 1nf0rmatlon afebusmesses C"l'f"oy,thiel’ for

profit and nonprofit orgamzatmns m‘wludmguserfamhtles, manufac tufrere\;g and

importers of medical dev1ces

In the Federal Reglster of December 23 2005 ( 70 FR 76318) FDA

published a 60 day notice requestmg pubhc comment on the mformatlon .

collection prov1310ns No comments were recelved o
' TABLE 1. -—~EST3MATED ANNUAL REPORTWG BURBEN‘ S

";portmg, User
MB Control

Heurs per: '

No. ot 5 \f Annual Frequency :
Response

21 CFR -Seg?io’n . ai ~‘Resbbn'den,t‘s BT per Response

- Total Houts

803.19 L T A o s AN e

660

803.30 ; | Sl wel s asge|

3,500

803.33, FDA Form 3419

700

| 803.40 ar) o esof

; 68‘.‘0'

3

,1‘* p v7>00 :A T :' 1
-
1

803.50

57" g ’v ‘83.50.5‘.:;‘ 5 .

83,505 |




TABLE 1 .'-EsnMATE D+

3

ANNUAL REPORT;NG BURDEN’*CGnhnued :

No: :>f il Anpual Frequency E Total Annual. - Hours:per
21-CFR Section B Respondems i per Response Responses Response Total Hours
| 80355, FDA Form 3417 700 5 3500 1 3,500
Total ; o : ' 92,545
There are no capnal COSts oF, operatmg and ma«ntenance costs assocrated wnth th»s coﬂectlon of miormaﬁen o ‘
TABLE 2. —-ESTIMATEE) ANNUAL RECORDKEEPYNG BURDEN’ S
' : No -of S Annual Frequency ,' Hours per- .
21 CFR Section Recordkeepersf Lper Recerdkeepmg - Record- - Total Hours: -
803.17 ot 220 Al a0 33 726
803.18(c) and (d) - | sooo0| 1] s0000f a5 45,000
Total s ‘ i ' 45,726

*There are no capital costs or operating and maintenance costs assoeiared wih this collection 'ro‘f mfofma N,

Part 803 requires u’ser,facilitiee t

to FDA in the case of a death, 1nc:1demt$}#

contributed toa death or senou-sm]u
required to report to F DA when they

that one of their devxces may have ca

injury or has malfunctloned 111 such a Way that should the m

it would be.lrk_ely to cause or,ccntr;‘bute to a death or seneu

become aware ef mfor-

0 repcrt to the dev1ce manufacturer, and

\ here a medrcal device caused or

ry Manufacturers of medlcal dev1ces are

‘tren 1;nd1cat1.ng

used or contmbuted;te death or senous

fu ncmon recur 3

mmry levrce

importers report deaths and seriOuem)unes to the manufacturers and F DA

Importers report malfunctlons only to

unknown, then the reports are sent to

) th ‘manufacturers, unless they are :

FDA.

The num‘b'er of r‘es._p‘ondenits' for@’ each CFR sectlonlntable 1 Of | ‘th‘ii, s

document is based ‘upon the numberc

internal databases. FDA es,timate,s -based on its expemence an

the medical dev1ce commumty, tha:t a

of Jre:s,pdiidents’ en»t‘eir%e& into FDA’s

I repcrtmg CFR sectle are expected

to take 1 hour to complete w1th the exceptmn of § 803 19 Sectlon 803. 19is

expected to take approxunately 3 how

fi.

reporting the summarized data quarter

S to Complete but is only requlred for

FDA By summarrzmg events the

total time used to report for this sectrcn is reduced because the respondents

/imeraCtiOn:with L



do not submit a full report foreedh tévent}they reportm aquarterly s"iummary
report. : . v |

"The agency-beli}eve,e‘thatf;'theiréna)omty of manufacturers user famhtles and
iinporters have already establi‘shed written procedures to decument Complamts

and informationfto meet,the medié:a] devxce reportlng (MDR) requlrements as

part of their internal quality control >ystem There are an esi:xmated 30 000
medical devme distributors. Although they do not submit MDR reports they
must maintain records of complamts, under §803 18(d)

The agency has estimated that«i on average 220 user famhtles 1mporters,

and manufacturers would annually be re_\

of 1red to estabhsh new procedures, .

or revise ex13t1ng procedures in order to cemp}y W1th thIS provwlon

Therefore, FDA est1mates the one-tlme burden to respondents for

estabhshlng or revxslng procedures to be 2 200 hours (22{} respendents x 10

hours). For those entltles a one-tlme iburden of 10 hours 1s estlmated for

establishing wntten MDR procedures The remalnmg manufacturers user

facilities, and 1mporters not reqmred to revise their wmtten procedures to

comply with this provision, are_exG1~1'§-?edv"ﬁom‘*ihexbni‘den because the
recordkeeping activit‘ie‘s .‘neede"dﬁto -eomply with thls prov;slon are cen31dered
“usual and customary’” under 5 CFR 1320. 3(b)(2) | |

The annual-burde‘n for recordkeepmg to respondents fo}lews Under ‘
§803.17, FDA estimates 220 responde rlts wzll spend epprommetely 3.3 hours
to comp]ete the requlrements for thls sectlon The number ef respondents was
estimated by consohdatmg the total of aH new reportmg entltles together The
3.3 hours was esnmated by FDA as thls sectxon deals wzth a respondent |

creatmg new MDR procedures and zs a one«tlme functlon The “total hours

for this sectlon equals approxxmately 726 hours




-Under §803.18 ’3_0 000 res‘poﬂdpnts represent dlstrlbuters 1mporters and

other respondents to this 1nforma131cm coliectzon FDA estlmates that it should

take them approxlmately 1 1/2 h

$ to mmplete the recordkeepmg

requirement for thlS sectmn. Tota’]éhours for thls sectlon equal 45 ()00 hours
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Dated:

T
Jeffrey Shuren,
Assistant Commissioner for Policy
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