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SUMMARY: The Food and Drug AdjrniniStratiOn (FDA) 1s ahnouhcing the
availability of the draft guidance entitled * "Prémarkef Assessment of Pediatric
Medical Devices.” This draft guidance presents FDA’s current thinking on the
type of safety and effectiveness i'riij_rm,ation needed to support marketing of
pediatric devices and on measures to be ﬁsed to help protect this vulnerable
patient population during the coﬁrsedf Clinic'él trials’invbIVing such produCts.
This draft guidance i is neither flnal nor is it in effect at thls tlme o
DATES: Submit written or electronlc comments on thlS gu1dance by [msert dats
90 days after date of publication i m the Federal Reglster]

ADDRESSES: Submit written requests for single copies on a 3. 5” diskette of the
draft guidance document entitled “Premarket Assessment of Pediatric Medical
Devices” to the Division of Small Manufacturers Internatlonal and Consumer
Assistance (HFZ-220), Center for Devmes and Radlologlcal Health, Food and
Drug Administration, 1350 Piccara Dr., Rockville, MD 26850. 'Send t'woself_
addressed adhesive labels to assisf that offise in proces‘si‘nﬁg your‘reqﬁest’ 01‘"‘ -
fax your request to 301-443— 8818 See the SUPPLEMENTARY INFORMATION sectlon o

for mformatmn on electronic access to the gu1dance
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Submit written comments concermng this guidance to the D1v1510n of
Dockets Management (HFA— 305) Food and Drug Admlmstratlon 5630 Flshers ,
Lane, rm. 1061, Rockville, MD 20;852. Submit elect’ronic comment‘s to http:/
/Www.fda.gov/dockets/ecommem‘js. Identify comments with the d0§két humber
found in brackets in the heading of this docyume'nt.;

FOR FURTHER INFORMATION CONTACin o

For device issues contact: ]03; Samue]s‘-R'eid,’ Cénter for Devices and
Radiological Health (HFZ—480), Foodvapd Drug A‘dmiinai's’:t’iafion, 9200
Corporate Blvd., Rockville, MD 20850, 301-594-1287 ext. 177.

For biologics issues contact: Edw‘ard" Tabor, Center er Biologics E‘Valﬁa’tion
and Research (HFM-300), Food and Drug Adﬁi’nistration, 1401
Rockyville Pike, Rockville, MD 20852 , 30'148274'3“5'1'8;“ o

SUPPLEMENTARY INFORMATION:

I. Background ‘

On October 26, 2002, the Me(jiibal Device User iFeé_and,Modérnizkatidn Act
of 2002 (MDUFMA), Public Law 1'07;25’0 Wés”Signed into law. Among other
things, MDUFMA amends the Federal Food, Drug, and Cosmetic Act (the act)
by adding several new prov131ons Concermng ‘devices 1ntended for pediatric
use. MDUFMA reqmres FDA, w1th1‘n 270 days of enactment, to issue guidance
on the safety and effectiveness infbimation néé‘ded fto support niarketing of
pediatric devices and on measure$ to be used to help protect this vulnerable
patient population during the cou'irse‘ of clinical trlals ih"\‘f’olv‘ing"s:ubh 'pro'diicwté.'
}This guidance, as well as a Collate%ral guidance on p;focved‘u'res for ensuring
appropriate pediatric expertise ong FDA AdViSofy'PanEIS “Pediatric Expért'is'e
for Advisory Panels” (http://www. fda gov/cdrh/ode/gwdance/] 208. htm]) w1ll |
help the agency achleve the 1ntent of the pedlatnc provisions of MDUFMA ’



I1. Significance of 'Gu'i,dance

This draft guidance is being tSsued consistent with FDA’s good guidance
practices regulation (21 CFR 1"().‘1%1‘5‘). The draft guidance represents the
agency’s current thinking on “Premarket Assessment of Pediatrie Medical
Devices.” It does not create or C,onfer any rights for or"on any person and does
not operate to bind FDA or the public. An alternative approach may be used
if such approach satisfies the requirements of the applficahle statute and o
regulations.
III. Electronic Access

To receive “‘Premarket Assessment of Pediatric Medical Devices” by fax
machine, call the CDRH 'Facts—Oniijemand system‘at'80b—‘—8’99—k-0’381’” or 301~ |
827-0111 from a touch-tone telephone. Press 1 to enter the system. At the
second voice prompt, press 1 to order a document. Enter the document number
(1220) followed by the pound sign (#). Follow the remaining voice prompts
to complete your request.

Persons interested in obtaining a copy of the draft guidanee may also do
so by using the Internet. CDRH maintains an entry on the Internet for easy
access to information including text graphics, and files that may be
downloaded to a personal Computer Wlth Internet access. Updated on a regular
basis, the CDRH home page 1ncludes device safety alerts, F ederal Reglster |
reprints, information on premarket submlssmns (1nclud1ng hsts of approved
applications and manufacturers’ addresses) small manufacturer s assistance, |
information on v1deoconferenc1n_g and electronic submlssmns, Mammography |

" Matters, and other device—Oriented information The CDRH Web site may be

accessed at http://www.fda. gov/cdrh A search Capablhty for all :CDRH B

guidance documents is avallable at http //WWW fda. gov/cdrh/gwdance htm]
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Guidance documents are also available on the Division of Dockets Management
Internet site at http://WWW.fda'.gojv/Ohrms/dQCkéts.fk - |
IV. Paperwork Reduction Act of 1995 o

This guidance contains inforhiation collectiqnt provisidns that are SUbject
to review by the Office of Managemenf and Budget (OMB) under the Paperwork
Reduction Act of 1995 (the PRA) (44 U.S.C. 3501-3520) . The collections of
information addressed in the guiéance document have been apprd\(ed by OMB
in accordance with the PRA undér the regulations governing premarket
notification submissions (21 CFR'i'p“ért" 807, subpart E, OMB control number
091 0—6120) and premarket appro:f\?al applications (21CFR part 814, OMB
control number 0910-0231). The labeling provisions' ‘addr’egsed in the guidanCe
have been approved by OMB under the PRA under OMB No. 0910-0485.
V. Comments “ . -

Interested persons may submiit to the Diviﬁsioin of Ddck‘ets M'aréage\r’nent (seé
ADDRESSES), written or electronic comments regarding this document. Submit
a single copy of electronic COIIVIIII‘E%’II:’[‘S’ tQWh"ttp://W.fda.gqv/déqkets/ |
ecomments. Submit two paper coépiéé of any malled Commentsexceptthat :
individuals may submit oné cc‘)py; Comments are t0 be identified with the
docket number found in brackets;in the heading of this document. Comments
received may be seen in the Dockets Management Branch between 9 a.m. and

4 p.m., Monday through Friday. |



Dated: 713l

July 18, 2003.

N/
Jeffrey Shurefy

Assistant Commissioner for Policjr.'
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