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AGENCY: Food and lrug Admlmstratlcn HHS

ACTION: Notlce

SUMMARY: The Food and Drug Admmls ’atmn (F DA) is annonncmg the

availability of the guldance entltled “Ciass I Spemal Contrcls Gmdance

Document Reagents for Detectmn of Specxfi Novel Inﬂuenza A Vlruses” ThlS ~

guidance document describes a means

hy Wthh Reagent‘;i/‘fcr dctect;cn of

specific novel mﬂuenza A viruses may comply with the reqmrement of special

controls for class i dev1ces Elsewhere in this issue of the Federal Reglster

FDA is pubhshmg a final rule to. clasm

novel 1nﬂuenza A v1ru~ses 1nto class

fy--»Reagents for detectlon of spemﬁc .

; __--..;mal controls) This guldance

document i is 1mmedlately in effect as a spccmi contrcl for Reagents for |

detection of spec1ﬁc nove] mﬂuenza A Vlruses but lt remams sub]ect to

comment in accordance w1th the agency s good guldance pra_y tzces (C GPS)

DATES: Submlt wntten or. electromc ccmments on thIS guldance at any time.

ADDRESSES: Submit written requests fcr smgle coples on a 3 5” dlskette of the

guidance document entitled “Class H Specxal Ccntrols Gmdance Dccument

Reagents for Detection of Specxf:c Nov

of Small Manufacturers, Ic‘ternat’mnal,,

ch0611

Q@Oéﬁ—- 009 GI i

el;\I”t H"uenza A Vlruses to the DJVISIOH

ahd Consyumcr} iAgmstanca»(HFZ-& 20),

L et



« Center forDevic/.es‘and_'Redielegicel Health F ood and Drug Admlmstratzon

1350 E’”’”’icCard Dr., Rockville, MDf’zDSSO Send one self—addressed adheswe labe]
-to assist that office in processmg your request or fax your request to 301-—»
443-8818. See the SUPPLEMENTARY fNFORMATION secnon fer lnformatmn on

electromc access to the gmdance. 2 | |

Submit written comments ‘eeﬁﬁeernlng thls gu1dance tt’) the DIVISIOH of

Dockets Manag"ement i(HFA«BOS} F ood and Drug Admlmstratmn 5630 F 1sher9 '

Lane, rm. 1061 Rockvﬂle MD 20852 Submlt electromc comments to http:/

/www.fda. gov/dockets/ecomments Id"\ tify comments WIth the decket number

found in brackets in the headmg ef thls decument

FOR FURTHER INFORMATION CONTACT Claucha Gaffey, Center for Devwes and
Radiological Health (HFZ—440) Foodfand Drug Admmlstratlen 209‘8 Galther |
Rd., Rockvﬂle MD 20850, 240—2 76—~0496 |

SUPPLEMENTARY INFORMATION
I. Background | S e
Elsewhere in thlS issue of the F ederal Reglster FDA is pubhshmg a fmal

rule cla331fy1ng Reagents for detectlen yof spe(:lflc novel mﬂuenza A vn"uses

9;1"3(f)(2) of the Federal Food Drug, it

into class II (spemal controls) under se :

and Cosmetm Act (the act] (21 U. S C 3600(ﬂ(2)) ThIS notlce announces the

guidance document that w1ll serve as a ‘spemal control for Reagents for

detection of sp'ecific 110vel 'inﬂue:nzaﬁ A VH‘USeS Anaddlt ‘
‘is established in 21 CFR 866 3332 Sectlon 51'3(1)(2) ofthe a(:;: provzdes that e

any person Who submlts a premarket n0t1f1cat10n under sectlon, }0(1() of the ,

act (21 U.S.C. 360(k)) fora dev1ce that has net prevmusly been classlfled may,

- within 30 days after recelvmg an order cle

- section 513(ﬂ(1) of the act, request FDA to classnfy the demce under the criteria

""ylvng the devzce in cIass III under e



* set forth in Section 51:3f(a~)(:1)fof t’he a”t FDA shall thhm 60 days of recelvmg
such & request claSSIfy the devu:e by wrztten order Thxs cIassxﬁcatlon shall

be the initial clasmﬁcanon of the dewce ”Wlthm 30 days after the Jssuance v

of an order classifying th-e*deyxc.e‘,,fF DA\ must pubhsh a nOUCG in the F ederal

Register announcing such‘cylassificf‘:atxon Because of the tlm‘ ames»estabhshed |

by section 51 3(ﬂ(2) of the act F DA has determmed und . § 115(g)(2) (‘21 | |

~CFR 10. 115(g)(2)) that 1t 1s not feasxble to 'ellow for» pub“l Cipati‘onbefore

1ssu1ng this guldance asa flnal guzdance document Ther: .DA is issuing

this guldance document as a Ievel 1 gmdance document thatrls_mmedmtely

in effect. FDA will consuier anyf__ 1

hat are recelved in response to

this notice to determine whether'ﬂ; 0 amenﬂz he guldance document |

I1. Slgmﬁcance of Gmdance i

This gmdance is belng 1ssued c;ns}s’tent W1th F DA‘»"S"» s00d gmdance

practlces regulatlon (§10. 115) The gmdance represents t’ gencys current

thinking on Reagents for detectmn of Speuflc novel mﬂuen _:/.,Virnses I‘t'does

not create or confer any nghts for or on any person and doe ; ope1 ate to

bind FDA or the pubhc An alternatlve approech may be used if such approach

satisfies the requlrements of the @

tatuteand regulations. -
III. Electronic Access & |

ﬁReagents for

To reeelve “Class II Spec1a1 Controle Gmdance E’OCuﬁ‘ie_

Detection of Specxflc Novel Inﬂuenza A Vlruses” by fax ma hine, caH the k'

CDRH F acts On—Demand system at 800»899——0381 or 301»827 :11 from a

touch- tone telephone Press 1 to enter
press 1 to order a document Enter the
the pound sign (#) Follow the remalm

- request.

the system At the secoi o 1ce prompt,

document number 1596 fo]lowed by

ng;X@ﬁ)_,;l«ce,prompts; to complete;your. =




=

- to information, mcludmg text graph,lcs,

Persons mterested in obtammg a copy of the gmdance may a]so dosoby

, usmg “the Internet CDRH mamtams an entry on the Internet for easy access

'nd ﬁIes that may be downloaded to o

“a personal computer w1th Internet aCCGSS; 'Updated ona regular baens the

, 0910—-0120 0910-0073 and 9910*‘

V. Comments

CDRH home page mcludes devme safety alerts, Federal Regxster reprmts

information on premarket subrmsswns (moludmg hsts of ap :oved

applications and manufacturers addresses) small manufa er s assmtance ‘

information on video conferencmg and electromc submlsmons_ Mammography

Matters, and other dev1ce onented mzformatzon The CDRH Weh 51te may be
accessed at http: //Www fda gov/cdrh A _search capab1hty for aII CDRH
guidance documents is avallable at http; www fdo gov/cdrh/gmdance h'tm]“

Guidance documents are -also:ava;lfable on the Dlvmon of Dockets Management

Internet site at http: //www fdo' g'ov)?o}irms/dockets -
IV. Paperwork Reductmn Act of 199 s

This guldance contams mformatlon oollectlon pmVIS s that are sub]ect

to review by the Office of Management and Budget (OM!,underf 'he Paperwork

Reduction Act of 1995 (44 U.S.C. 3‘50 ——3520) The colleotlons of 1nformatlon
in this gu1dance were approved un" ¢} B'Qo_ntrolinumbers-OQI 0*04‘8,5 ,

84 and expires on September 30, 2006.

Interested persons may s‘ubmistgto{ the DIVISIOn of DA ‘

ADDRESSES) Wr’itten or eIectrOhio com ments regardmg t‘ is

electromc oomments to http: //WWW fda gov/dookets/ecomments ,Submlt two

paper coples of any malled comments except that 1nd1v1duaIs may submlt one

copy. Comments are to be 1dent1fled w';' 'he docket number found in brackets ,

in the headmg of this dooument Comme t S‘irecelved may be seen m the




‘Division of Dockets Mgmmbtwg am. and 4 p.m., Monday through

0,

Friday.

Dated: ; /oé‘s
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