
. . r  “T . . .h . .  

D E P A R T M E N T  O F  H E A - LTH  A N D  H U M A N  S E R V IC E S  

F o o d  a n d  D r u g  A d m in ist rat ion 

[Docke t N o . 2 0 0 !% & 0 1 3 3 ] 

D r a ft “G u i d ance  fo r  In d u s try: A ssess in  D o n o r  S u itabi l i - t ) r  ,a n d  B b o d  a n d  

B l o o d  P r oduc t S a fe ty i n  Cases  o f K h o w n  o r  S u s p e c te d . W e st N i l?  V i rus 

In fec tio n ;” A vai lab i l i ty 

A G E N C Y : F o o d  a n d  D r u g  A d m inistrat ion, H H S . 

A C T IO N : N o tice . 

S U M M A R Y : T h e  F o o d  a n d  D r u g  A d m in ist rat ion (FDA )  is a n n o u n c i n g  th e  

ava i l ab i l i ty o f a  d r a ft d o c u m e n t e n title d  “G u i d ance  fo r  In d u s try: A ssess ing  

D o n o r  S u itab i l i ty a n d  B l o o d  a n d  B l o o d  P r oduc t S a fe ty i n  Cases  o f K n o w n  o r  

S u s p e c te d  W e st N i le  V i rus In fec tio n ,‘” d a te d  A p ri l 2 0 0 5 . T h e  d r a ft g u i d a n c e  

d o c u m e n t p r ov i des  rev is ions  to  th e  p rev ious ly  p ub l i s hed  r e c o m m e n d a tio n s  fo r  

assess i ng  d o n o r  su i tab i l i ty a n d  p r o duc t sa fe ty w h e n  d ono r s  a r e  ‘d i a g n o s e d  w ith  

o r  suspec te d  o f W e st N i le  V i rus ( W N V )  i n fec tio n s  b a s e d  o n  symp to m s  a n d  

l a bo r a to ry  tes ts. Th is  d r a ft g u i d a n c e  p r o poses .rev i sed  d e fe r ra l  pe r i o ds  fo r  such  

d ono r s , a n d  u p d a tes  i n fo r m a tio n  o n  p r o duc t r e trieva l  a n d  q u a r a n tin e . W h e n  

fina l i z ed , th is  g u i d a n c e  w il l s u pe r s ede  ‘“G u i d ance  fo r  In d u s try: Rev i sed  

R e c o m m e n d a tio n s  fo r  th e  A ssessmen t o f D o n o r  S u itab i l i ty a n d  B l o o d  a n d  

B l o o d  P r oduc t S a fe ty i n  Cases  o f K n o w n  o r  S u s p e c te d  W e st N i le  V i rus 

In fec tio n ,” d a te d  M a y  2 0 0 3 . 

D A T E S : S u b m it wr i tte n  o r  e l ec tron i c  c o m m e n ts o n  th e  d r a ft g u i ’d a n c e  by  [in s e ti 

d a te  3 0  days  a p e r  d a te  o f pub l i c a tio n  i n  th e  Fede r a l  R e g iste r ], to  e n su r e  the i r  
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adequate consideration in preparation of the final guidance. General comments 

on agency guidance documents are welcome at any time. 

ADDRESSES: Submit written requests for single copies af the draft guidance to 

the O ffice of Communication, Training, and-Manufacturers Assistance (HFM- 

do), Center far Biologics Evaluation and Research (CBER), Food and Drug 

Administration, 1401 Rockvil le Pike, Rockvil le, MD 20852-l $8. Send one 

self-addressed adhesive label to assist the office in processing your requests. 

The draft guidance may also be obtained by mail by calling the CBER Voice 

InformationSystemat l -800-835-4709 or 301-827-18tjO.Seethe 

SUPPLEMENTARY lNFORMATlON section for electronic access to draft guidance 

document. 

Submit written comments on the draft guidance to the D ivision of Dockets 

Management (HFA-305), Food and Drug Administration, 5630 Fishers Lane, 

rm. 1061, Rockvil le, MD 20852. Submit electronic comments to http:// 

www.fda.gov/dockets/ecommen ts, 

FOR FURTHER INFORMATION CONTACT: Brenda R . Friend, center for R io 

Evaluation and Research (HFM-l7), Food and Drug Administration,, “1401 

Rockvil le Pike, suite ZOON, Rockvil le, MD 2085%S448,304-827-6210. 

SUPPLEMENTARY INFORMAJfON: 

I. Background 

FDA is announcing the availability of a draft document entitled “‘Gu idance 

for Industry: Assessing Donor Suitability and Blood-and Bloo Product Safety 

in Cases of Known or Suspected West N ile Virus Infection,” dated April. 2005. 

FDA developed the information in this draft guidance after consulting w ith 

other Public Health Service agencies of the Department of Health and Human 

Services. 



This draft guidance: 

l Applies to donors of blood and blood companents intended for 

transfusion; 

l Applies to donors of blood components intended for use in further 

manufacturing into injectable products or noninjectable p.ruducts, including 

recovered plasma, Source Leukocytes, and Source Plasma; 

l Provides updated scientific data; 

l Removes the current recommendation for donor deferral based upon ,a 

reported history of headache with fever in the week before donation; 

0 Proposes new deferral periods for donors who are diagnosed with or 

suspected of WNV infections; 

* Describes the use of the investigational nucleic acid test (NAT) for WNV 

in deferring reactive donors; and 

l Provides information about the use of individual donur NAT testing to 

re-enter reactive donors if a blood establfshment, at its discretio.n,.c-hooses to 

reenter such donors. 

This draft guidance, when finalized,- will supersede ‘Guidance for 

Industry: Revised Recommendations for the Assessment of Donor Suitability 

and Blood and Blood Product Safety in Cases of Known or Suspected West 

Nile Virus Infection,” dated May 2003. 

The draft guidance is being issued consistent with FDA’s ,good,guidance 

practices regulation (21 CFR 10.115). The draft guidance, when finalized, will 

represent the agency’s current thinking o,n this topic. 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 requirement of the applicable statutes and regulations. 
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II. Paperwork Reduction Act of 1995 

This draft guidance contains information collection provisions that are 

subject to review by the Office of Management and Budget (OMI3) under the 

Paperwork Reduction Act of 1995 (44 U.S.C. 3501-3.520). The information 

collection provisions in this guidance for 21 CFR 603L.12 were approved under 

OMB control number 09104338; 21 CFR 606,170(b) was approve under OMB 

control number 6910-0116; and’21 CFR 606.171 was approved under OMB 

control number 6910-0458. 

III. Comments 

The draft guidance is being -distributed for comment purposes only and 

is not intended for implementation at this time. Interested persons~ may submit 

to the Division of Dockets Management (see ADDRESSESI) written or electronic 

comments regarding the draft guidance. Submit written or electronic comments 

to ensure adequate consideration in preparation of the final guidiirjce. Submit 

a single copy of electronic comments or two paper copies ofany mailed 

comments, except that individuals may submit one paper copy. Comments are 

to be identified with the docket number found in the brackets in -the heading 

of this document. A copy of the draft guidance and recdived comments are 

available for public examination in the Division of Dockets ~a~ag~~~~t 

between 9 a.m. and 4 p.m., Monday through Friday. 



IV. Electronic Access 
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Persons with access to the Internet spay obtain the draft guidance at either 

h ttp://www.fda.gov/cber/guidelines.h tm QF h ttp://www,fda,gov/uhrms/dockets/ 

defau1t.h tm. 

Dated: 
e 

Assistant Commissioner for Policy. 

[F’R DOG 05-????? Filed ??-??-05; 8:45 am] 
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