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AGENCY: Food and Drug Adm nistration, HHS.
ACTI ON: Noti ce.

SUWARY: The Food and Drug Adm nistration (FDA) is announcing the

availability of the draft guidance entitled "~ "Cass Il Special Controls
Qui dance Docunent: Herpes Sinplex Virus Types 1 and 2 Serol ogi cal
Assays.'' This draft gui dance docunent

[ [ Page 1433]]

descri bes a neans by which herpes sinplex virus types 1 and/or 2 (HSV 1
and/ or 2) serological assays nay conply with the requirenent of speci al

controls for class Il devices. Elsewhere in this issue of the Federal
Regi ster, FDA is publishing a proposed rule to reclassify these devices
fromclass Ill into class Il (special controls).

DATES: Submt witten or electronic comments on this draft guidance by
April 10, 2006.

ADDRESSES: Submt witten requests for single copies on a 3.5

di skette of the draft gui dance docunent entitled "~ "Cass Il Special
Control s Gui dance Docunent: Herpes Sinplex Virus Types 1 and 2
Serol ogi cal Assays'' to the Division of Small Mnufacturers,

I nternational, and Consuner Assistance (HFZ-220), Center for Devices
and Radi ol ogi cal Health, Food and Drug Adm nistration, 1350 Piccard
Dr., Rockville, MD 20850. Send one sel f-addressed adhesive |abel to
assi st that office in processing your request, or fax your request to
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301-443-8818. See the SUPPLEMENTARY | NFORMATI ON section for information
on el ectronic access to the gui dance.

Submt witten comments concerning this draft guidance to the
Di vi si on of Dockets Managenent (HFA-305), Food and Drug Adm nistration,
5630 Fishers Lane, rm 1061, Rockville, M 20852. Submt electronic
comments to http://ww. fda. gov/dockets/ecoments. Identify comrents

with the docket nunber found in brackets in the heading of this
docunent .

FOR FURTHER | NFORVATI ON CONTACT: Sally Hojvat, Center for Devices and
Radi ol ogi cal Heal th (HFZ-440), Food and Drug Adm nistration, 9200
Corporate Blvd., Rockville, NMD 20850, 301-594-2096.

SUPPLEMENTARY | NFORMATI ON:
| . Background

FDA devel oped this draft gui dance docunent as a special control to
support the classification of in vitro diagnostic devices for the
| aborat ory di agnosis of herpes sinplex virus (HSV) infection into class
Il (special controls). HSV (types 1 and/or 2) serol ogical assays are
I ntended for testing specinens fromindividuals who have signs and
synptons of infection consistent with HSV 1 and/or 2; determning if an
I ndi vi dual has been previously infected wwth HSV 1 and/or 2; or
provi di ng epi dem ol ogi cal information about these infections. The
detection of these antibodies aids in the clinical diagnosis of an
I nfection by HSV 1 and/or 2 in conjunction with other clinical
| aborat ory fi ndings.

This draft gui dance docunment identifies the classification
regul ati on and product codes for HSV 1 and/or 2 serological assays. In
addi ti on, other sections of this guidance docunent list the risks to
health identified by FDA and descri be neasures that, if foll owed by
manuf acturers and conbined with the general controls, will generally
address the risks associated with these assays and lead to a tinely
premar ket notification (510(k)) review and cl earance. This docunent
suppl enment s ot her FDA docunments regarding the specific content of a
premar ket notification subm ssion.

1. Significance of Cuidance

This draft guidance is being issued consistent with FDA' s good
gui dance practices regulation (21 CFR 10.115). The draft gui dance, when
finalized, wll represent the agency's current thinking on class II
special controls for HSV 1 and/or 2 serol ogical assays. It does not
create or confer 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 requirenments of the applicable statute and
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regul ati ons.
I11. Electronic Access

To receive " "Cass Il Special Controls Gui dance Docunent: Herpes
Sinplex Virus Types 1 and 2 Serol ogi cal Assays'' by fax machine, cal
the CDRH Facts- On- Demand system at 800-899- 0381 or 301-827-0111 froma
touch-tone tel ephone. Press 1 to enter the system At the second voice
pronpt, press 1 to order a docunent. Enter the document nunber (1305)
foll owed by the pound sign (). Follow the renmaining voice
pronpts to conpl ete your request.

To receive " "Class Il Special Controls Guidance Docunent: Herpes
Sinmplex Virus Types 1 and 2 Serol ogi cal Assays,'' you may either send a
fax request to 301-443-8818 to receive a hard copy of the docunent, or
send an e-nmail request to gwa@drh.fda.gov to receive a hard copy or an

el ectronic copy. Please use the docunent nunmber (1305) to identify the
gui dance you are requesting.

Persons interested in obtaining a copy of the draft gui dance may
al so 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 downl oaded to a personal conputer with |Internet
access. Updated on a regul ar basis, the CDRH honme page includes device
safety alerts, Federal Register reprints, information on prenarket
subm ssions (including lists of approved applications and
manuf acturers' addresses), snmall manufacturer's assistance, infornmation
on video conferencing and el ectroni ¢ subm ssi ons, Manmography Matters,
and ot her device-oriented informati on. The CORH Wb site may be
accessed at http://ww.fda.gov/cdrh A search capability for all CDRH gui dance

docunents is available at http://ww.fda. gov/cdrh/.

gui dance. ht M. Qui dance docunents are al so avail able on the D vision of
Docket s Managenent Internet site at http://ww.fda. gov/ohrns/dockets.

| V. Paperwork Reduction Act of 1995

This draft guidance refers to previously approved coll ections of
i nformation found in FDA regul ations. These col |l ections of infornmation
are subject to review by the Ofice of Managenent and Budget (QOVB)
under the Paperwork Reduction Act of 1995 (44 U.S.C. 3501-3520). The
collections of information in 21 CFR 807.87 have been approved under
OVB Control No. 0910-0120; the collections of information in 21 CFR
801. 109 have been approved under OVMB Control No. 0910-0485.

V. Comments

| nt erested persons nay submt to the Division of Dockets Managenent
(see ADDRESSES), written or electronic conmments regarding this
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docunent. Submt a single copy of electronic coments or two paper
copies of any mailed comments, except that individuals nay submt one
paper copy. Comments are to be identified with the docket nunber found
I n brackets in the heading of this docunent. Comments received may be
seen in the D vision of Dockets Managenent between 9 a.m and 4 p.m,
Monday t hrough Fri day.

Dat ed: Decenber 21, 2005.
Li nda S. Kahan,
Deputy Director, Center for Devices and Radi ol ogi cal Health.
[ FR Doc. 06-174 Filed 1-6-06; 8:45 anj
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