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Guidance for Industry

Assessing Donor Suitability and Blood
and Blood Product Safety in Cases of
Known or Suspected West Nile Virus

Infection

Additional copies of this guidance are available from the Office of Communication, Training and
Manufacturers Assistance (HFM-40), 1401 Rockville Pike, suite 200N, Rockville, MDD 20852-
1448 or by calling 1-800-835-4709 or 301-827-1800, or from the Internet at
http://www.fda.gov/cber/guidelines.htm.

For questions on the content of this guidance, contact the Division of Blood Applications, Office
of Blood Research and Review at 301-827-3524.

U.S. Department of Health and Human Services
Food and Drug Administration

Center for Biologics Evaluation and Research
June 2005



VL

VIII.

Contains Nonbinding Recommendations

Table of Contents
INTRODUCTION... Letab eIt ORISR OSSR RSO OAAS O SO OR RS SR SR SS 1
BACKGROUND. .....cccvcmuenmsinresnininsssessanns . sresssiissasnsnnenes 2
A. U.S. Experience with WNV .............................. crevssnsneer st raaens 2
B. WNYV Transmission by Blood Transfusion tessesssressnsassssennnrtissesnsesaeat sranan 5
RECOMMENDATIONS FOR DONOR DEFERRAL ............. 7
A. Diagnosed or Suspected Acute WNV Illness or Infection .....c.oeercmcsnrensinsnnes 7
B. Presumptive Viremic Donors.......c.uceeune. eemrrenssssternaentsasas 3
C. Suspected WNYV Illness in a Donor .......ccvesnnannnees ceeteesbesennens 8
D. Donors Who May Have Transmitted WNV Infection.....ccveeenrccesisenecinanne 8

RECOMMENDATIONS FOR RETRIEVAL AND QUARANTINE OF BLOOD
AND BLOOD COMPONENTS INCLUDING RECOVERED PLASMA, SOURCE

PLASMA, AND SOURCE LEUKOCYTES . reereresraanressisses versrsnesnsd
A, Diagnosed WNV Infection or Illness in a Donor... crtrsemnenistsibrsnssansnsias 9
B. Presumptive Viremic Donors......cuvereen tetsessarnensssstitaannass 9
C. Donors Who May Have Transmitted WNV Infectlon ..................... 9
D. Undiagnosed Post-Donation Illness in Potentially Exposed Individuals ...... 10
RECOMMENDATIONS ON NOTIFICATION OF PRIOR TRANSFUSION

RECIPIENTS........ ctrenasenesssarsnane retreemsesnseanaan 10
BIOLOGIC PRODUCT DEVIATION AND FATALITY REPORTING................ 11

LABELING OF PRODUCTS DISTRIBUTED FOR RESEARCH OR INTENDED
FOR FURTHER MANUFACTURING INTO NON-INJECTABLE PRODUCTS 11

IMPLEMENTATION ....iccveirimnresensnssssens tesreneenniestt e anes 12
REFERENCES....... rreesesteesbenenereantisasaneas Criiesseseretni s s b st e s banea s anes 13




Contains Nonbinding Recommendations

Guidance for Industry

Assessing Donor Suitability and Blood and Blood Product Safety in
Cases of Known or Suspected West Nile Virus Infection

This guidance represents the Food and Drug Administration’s (FDA’s) current thinking on 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. You can use an alternative approach if the approach satisfies the
requirements of the applicable statutes and regulations. If you want to discuss an alternative
approach, contact the appropriate FDA staff. If you cannot identify the appropriate FDA staff,
call the appropriate number listed on the title page of this guidance.

L INTRODUCTION

This guidance document finalizes the draft “Guidance for Industry: Assessing Ponor Suitability
and Blood and Blood Product Safety in Cases of Known or Suspected West Nile Virus
Infection,” dated April 2005, and provides revisions to our previously published final guidance
entitled “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. We, FDA, recommend that these revised recommendations
be applied prospectively, i.e., that actions taken under previous guidance do not need to be
reconsidered subject to the additional provisions of this guidance. This guidance revises the
final May 2003 West Nile Virus (WNV) guidance to add a recommendation to defer donors
suspected of having WNYV infection or diagnosed with WNV infection for 120 days afier
diagnosis or onset of illness, whichever is later.

This guidance further recommends that donors be deferred on the basis of a reactive
investigational screening test for WNV. At their discretion, blood establishments may reenter
such donors after 120 days from the date of their reactive donation. Although we are not at this
time recommending additional testing of the donor during the recommended 120 day deferral
period, individual donation testing using a nucleic acid test (JDT NAT) for WNV on a follow-up
sample obtained during the 120 day deferral period will provide useful additional scientific
information on the duration of WNV viremia in donors. If such a follow-up sample is reactive
for WNV, we recommend that the donor be deferred for an additional 120 days from the date the
sample was collected.

This guidance applies to Whole Blood and blood components intended for transfusion and blood
components intended for use in further manufacturing into injectable products or non-injectable
preducts, including recovered plasma, Source Leukocytes and Source Plasma. Within this
document, “donors” refers to donors of all such products, and “you” refers to blood
establishments. We use the term “typical WNV season™ to mean May 1 to November 30;
however, isolated WNYV infections may occur at any time during the year. We recommend that






