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Premarket Notification Submlssmns Avallablhty

AGENCY: Food and Drug Administration, HHS.

ACTION: Notlce

SUMMARY: The Food and Drug Admlmstratlon (FDA) is announcmg the |

-availability of the draft guidance for 1ndustry entrtled “Surglcal Masks—
Premarket Notification (510(k)) Submissions:; Draft Guldance for Industry and
FDA.” This draft guidance is intended to a331st 1ndustry in prepanng o
premarket notification submrssmns forsurgxcal masks. This draft guidanceis
neither final nor is it in effect at this time.

DATES: Submit written or electronlc comments on thlS draft gurdance by linsert |
date 30 days after date of publication in the Federal Reglster] -
ADDRESSES: Submit written requests for single copies on a 3. 5" dlskette of the |
draft guidance entitled “Surgical Masks——Premarket Notlflcatlon (510(1()) o
Submissions; Draft Guidance for Industry and FDA” to the DlVlSlOIl of Sma]l
Manufacturers, International, and Consumer A331stance (HFZ—-ZZO) Center for

Devices and Radiological Health, Food and Drug Admlmstratlon 1350 Plccard

Dr., Rockville, MD 20850. Send two se1f~addressed adhes1ve labels to a551st S
that offlce n processmg your reqUest or fax your request to 301——443—8818
See the SUPPLEMENTARY INFORMATI"ON sectlon for 1nformat10n on electromc

access to the draft guidance.
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Submit written comments on the draft guidance to the Dockets
Management Branch (HFA——305) Food and Drug Admmlstratron 5630 F 1shers -
Lane, rm. 1061, Rockville, MD 20852 Submlt e]ectronlc comments to http/ B
/www.fda.gov/dockets/ecomments. Identify comments w1th the docket number |
found in brackets in the heading of this docum‘ent |
FOR FURTHER INFORMATION CONTACT: Chiu S. Lin, Center for Devmes and |
| Radiological Health (HFZ-480), F ood and Drug Admlnlstratlon 9200 Corporate
Blvd., Rockville, MD 20850, 301_443 S0 EE O AT TS ORREGTS

SUPPLEMENTARY INFORMATION.

I. Background

FDA previously issued on its Web site a draft guidance entitled “Draft
Guidance for Industry and FDA Reviewers on the Content and Format of
Premarket Not1f1(:at10n (510(1()) Submlss1ons for Surglcal Mask” on ]anuary 16 -

1998; however, no notice of avallablhty was pubhshed ln the F ederal Reglster |

We are seekmg to correct that error by issuing the draft guldance agam for I

‘comment with a notice of availab‘i‘lity”iﬂthé FederalReglsterFDA w1]l o

consider the comments received and make e every effort to lssue the draft
guidance for implementation in a reasonable tlme after the Comment perlod

has closed.

We have also rev1sed the draft gu1dance by addlng 1nformat10n concernlng -

industry’s option to submit an abbrev1ated 510(k) and retrtled the guldance

for clarity.

II. Significance of Guidance

This draft guidance is belng issued Con51stent wrth FDA s good gu1dance

practices regulatlon (21 CFR 10. 115) The draft guldance when fmahzed w1ll o
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represent the agency’s current thlnkmg on surglcal masks It does not create o
or confer any rights for or on any person and does not operate to brnd FDA "
or the public. An alternative approach may be used if such approach satlsﬁes :

the requirements of the applicable statute and regulatlons

This draft guidance contains information CollectiOn provi”si"on‘s that are
subject to review by the Office of ‘Management and Budget (OMB) under the o
Paperwork Reduction Act of 1995 (the PRA) (44 U S C 3501 3520) The
collections of information addressed in the draft guldance have been approtred -
by OMB in accordance with the PRA under the regulatlons govermng

premarket notification submlssmns (21 CFR part 807 suhpart E, OMB control

number 0910-0120). The labeling provisions addressed in the draft gui d s

have been approved by OMB under the PRA under OMB COntrol nnmber 0910_

0485.
IV. Comments

Interested persons may submlt to the Dockets Management Branch (see
ADDRESSES) written or electronic comments on the draft guldance Subrmt a
single copy of electromc comments to http //www fda gov/dockets/ecomments )

Submit two paper copies of any mailed comments Identlfy comments with

the docket number found in brackets in the headlng of this document. The S

- draft guldance and recelved comments are avallable for pubhc examination
in the Dockets Management Branch between 9 a,m.;'and 4 ;p.m.',’ Monday

through Friday.



V. Electronic Access

The CDRH Web site may be accessed at http //www fda gov/ Cdrh A search |

capability for all CDRH guldance documents are also avallable on the Dockets
Management Branch Internet site at http: //www fda gov/ ohrms/ dockets

To receive a copy of “Surglcal Masks——-Premarket Notlflcatlon (510(l<))1

Submissions; Draft Guidance for Industry and F DA” by fax, call the CDRH
Facts-On-Demand system at 800-899-0381 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 (094) followed by the pound o

sign (#). Follow the remaining voice prompts to Complete your request.

Persons interested in obtaining a copy of the draft guidance may alsodo

'so by using the Internet. CDRH maintains a site on the Internet for easy access
to information including text, graphlcs and f1les that may be downloaded to -
a personal computer with Internet access. Updated on a regular ba31s the

CDRH home page includes device safety alerts Federal Reglster reprmts

information on premarket SmeiS;SiQnS, (including lists of approyedh B

applications and manufacturers’ addresses), small manufacturer’s assistance,
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1nformat10n on video conferencmg and electromc submlssmns Mammography

 Matters, and other devme orlented 1nformat10n

Dated: & / /0 3
May 5, 2003.

Linda S. Kahan,
Deputy Director, : ’
Center for Devices and Radlologlcal Health.
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