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ウエス トナイル ウイルスの伝播 リスクを低減するため る業界ガイタンスである。

FDAは、2005年 6月 の業界向けガイダンス改訂版において、「FDAは全ての血漿分画製剤について現在行われているウイルス

低減工程を再調査した。,在行われている方法は、WNVと 分類上関連しているフラビウイルスを不活化することがバリデー
トされている。Jと 評価し、CPMIDもまたポジションステートメントにおいて、血漿分画製剤の製造工程で WhIVは 不活化・除

去されると評価している。_万一、原料血漿に WWが混入しても、BVDをモデルウイルスとしたウイルスパリデーション試験
成績から、本剤の製造工程において十分に不活化・除去されると考えている。

本報告は本剤 の安全性

に影響 を与えない もの

と考えるので、特段の

措置は とらない。
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Guidance for Industry

Use of Nucleic Acid Tests to Reduce the Risk of Transmission of
West Nile Virus from Donors of Whole Blood and Blood

Components Intended for Transfusion
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I. INTRODUCTION

{9, FDa, are issuing this guidance to provide your with recommendations foi testing donations
of whole Blood and blood components for west Nile Virus (wNV) using an FDAJii"n."J : -
donor screening assay2. we beiieve that the use of a licensed nucleic acii test (NAD ;iil
reduce the risk of transmission of wNV- and therefore recommend that you rue a lioensed NAT
to screen donors of Whole Blood and blood components intended for tansfusion for ijection
with WNV.

The recommendations in section III of this .guidance apply to all donations of whole Blood (as
defined in Title 2l code ofFederat Regulations tcpnj eio.r) and blood components foi
transfusion3.

FDA's g.uidance documents, including this guidance, do not establish legally enforceable
responsibilities. Instead, guidances describe FDA's cunent thinking on a topio and should be
viewed only as recommendations, unless specific regulatory or stafutory requirements are cited.
The use of the word should inF.DA's guidances means thai sometliing is suggested or
recommended, but not required.

II. BACKGROUND

wNV first appeared in the united states in 1999, andLras become endemic with high viral
activity during th" warm monihs of the year, wNV is a mosquito-borne agent that'is maintained
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This guidonce. represents the Food and Drug Adminirt aiiif@
topic. It does not create or co)nfer any rights for or on any person and does noi operai to bind
FDA or the public. You can we an alternative approach-ijthe approach satisfiei the
requirem.ents o/ the applicable statutes and reguiitions. ifyou wint to discuss an alternative
approach, contact the appropriate FDA stafi, Ifyou cannit identify the approptriate FDA staff,
call the appropriate number listed on the title page ofthis suidance.
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Contaiis Nonbinding Recommendations

NAT toID‐NAT screening during seasonal acl宙 ty has been usemlin incrё asing ule

effcctiveness 9fthC WNV screenihg proccss

II.  RECOPIMENDAT10NS FOR DONAT10NS OF WHOLE BL00D AND BL00D
COMPONENTS

Tcsting donations Of whole BIood and blood components for WNV using NAT involvcs the use

6fdefned pooling and testing systcms We recoghize that licensed testing techn。 10gy in a semi_

automated or釉 1ly automated format is not universally available,and that ifyou arO currently

perfonning NAT for WNV under an IND you would necご time tO fully ittPIcment a licensed

system wih all approved componcnts,including the suPporting soふ vare Clearel as a device lf
yOu are thereforo using somc,but not an,of the licenscd or clcarcd components,you should

con●nue your oxislng ND and repoithe use ofthe lcen,ed l,Sγ  Orぬe reLted deared

Oomponents as an amendmentto your cxisting IND.WЪ en you implement an‖ censed or clearcd

componttts ofthe test system,you may withdraW the ND in accordance with the prOcedures

provided in 21 CFR 312 38

A.   Te6● ng,Unit Management,and Do■ or Ⅳ【anagemOnt

l   We reCOmmend ulat you streenyear‐round fOr WNV ustng a lcensed NAT on
donor samples ofWhole BIool and blood compOnents intcnded fortransnぉ ion.

In general,you may usc cithcr MP‐ NAT orIDINAT for screening(soe Figurc l

響d Table l),■ Ceptthat we recommend that you use D_NAT screcning duHng

high WNV acti宙 ty in your regio■ (ushg a pre宙 ousiy deflned geographic areめ

set section B

2   1fyou perforrn screening uSing MP‐ NAT,you may release all units whose tOst
samples comprise a non‐ rcactivc minipool,ifthose units arc otherwise suitabic for

rclease

We recommend that you resolvc a NAT‐ rcactivc,ini,0。 l usilg ID‐NAT to te,t
each specimen ti thc minipoolin ordcrto idenl取 the uniく。)that led to the
reactivity Ofthe minip001 Based on thc ID‐ NAT rcsults,wc rccommcnd the

following:

a  You may relcasc a‖ ID‐NAT non‐ rcactivc units ifthey are otherwise suitablc

for releasc.

b:′ If one or m9re indiVidual donatiol(s)i,(are)reaCt市
e,we rec9mmend that you

dヽ card the unlt(s),defer the lonor(S)fOr,penod of 120 days and re"Lve and

quarantine in‐ datё products from prior collections dating back 120 days prbr
to thc donatbn thatis IDNAT‐reactive.we reCOIYImend that you noutt the

donor ofhis or her deferral and counscl the donor Further testing on the

index dOnation using thc samc ID‐ NAT 6r an altem“ o NAT with sensitivity

.  equalto pr grcatcr than that ofthe screening assay,in addition to testing the

. Contaius Nonbinding Recommendations

specimen using a cleared test for antibodies to wNV may be of value in donor
counseling.

Note: In the event that the NAT screening assay does not discriminate ,

between WNV and other Flaviviruses that belong to the Japanese
Encephalitis (JE) serogroup (namely, Saint Louii Encephaiitis virus,
Japaneso Encephalitis virus, Munay Valley Encephalitis virus and
Kunjin virus), the donor should be counseled that. he or she tested
pogitive fora JE serogroup virus, most likely WNV. Altematively, the
ube of a NAT assay that discriminates WNV from other members of' the JE serogroup may be ofvalue in donor counseling.

Note: Antibodies to viruses oftho JE serogroup may cross-react on the test
for antibodies to WNV (Refs. l l, l2). Therefore, reactivit5r in a WNV
antibody test may not be conclusive for WNV infection. .

3. If you perform screening using ID-NAT, we recomrnend that you follow the steps
in2.a. and 2.b. for testing, unit managemen! and donor manaqcment.

Switching from NP-NAT to ID-NAT 
.

We recommend that you: 
'

l. Establish and validate_criteria that define high WNV activity in your
geographic area of collection.

2. Define a th,reshold for.switching from Mp-NAT to ID:NAT screening
during high WNV aotivity in your geographic area ofcollection, andion

. reverting.to Mp-NAT screeni4g when thjhigh WNV activity inyour
geographic area has subsided.

3. Switch from Mp.NAT to ID"NAT screening as soon as feasible, butI within 48 hours ofreaching that threshold.
4. F.stablish and follow an SOp for this decision process.

NorE: To define the geographic area for which the threshold criteria wourd
apply' you may consider using the donor's iesidentiar zip code or county, or other
well-specified regibn of comparabre size that includes thb donor's residence.
Although exposure to wNV may occur in any location, it is reasonsble to assume
tiat exposure most likdly occurred while the donor was near his or her residenco.
because mosquito activity is highest at dawn and dusk, times whbn manv donors'
are.at home. Mechanisms for switching to ID-NAT screening that utitize denned
geographic_areas based on residential zip codes, counties, or 6thor comparable.
well-specified regions provide a standardized method for collectine data on:the
number of NAT-reactive donations and the nr.rmber of donations teisted.

considoration of other epidemiological data may be useful in defining a tluoshold
for switching from Mp-NAT to ID-NAT scrcening if such datd are aiairabte.
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Examples include the number of clinical cases, the number of positive birds or
mosquito pools reported in a particular geographic area" and prior ID-NAT
implementation history.

You should switch from MP-NAT to ID-NAT screening when the WNV case

threshold has been met or exceeded in your defined goographic area. Blood
establishmenfs that share geographic collection areas should consider a

communication plan so that data from overlapping and adjacent collection areas

may be shared and used to assess WNV activity in a defined geographic area.

You may use this data to determine whether yourdefined threshold for switching
to ID-NAT screening has been met.

Repoiting Test Implementation

L Ifyou are a licensed blood establishment and are already FDA-approved to
perform infectious disease testing ofblood products, you may use at your faoility
a licensed WNV NAT according to the manufacturer's product insert, and you

must notiry us in your annual report of the testing change in accordance with 2 I

CFR 60 l. I 2(d). Also, if you have already fi led a supplement to your Biologics
License Application to use a contract laboratory to perform infectious disease

testing of blood products, and the contract laboratory will now perform a NAT for
WNV, you must report this change in your annual repor! in accordance with 2l
cFR 60 l. l2(d).

2. Ifyou are a licensed blood establishment and you use a new contract laboratory to
perform a NAT for WNV and the laboratory already performs infectious disease

testing for blood products, then you must report this change to FDA, and may do

so through submission ofa "Supplement - Changes Being Effected" in
accordance with 2l CFR 601.12(c)(1) and (5), also known as changes being
effected immediately (CBE). Ifyour contract laboratory previously has not
performed infectious disease testing for blood products, then you must submit this
change in a prior approval supplement (PAS) in accordance with
2l cFR 601. l2(b).

r.abeling of Whote Blood and Blood Components Intended for Transfusion

Title 21 CFR 606.122(h) requires that an inssuction circular, also known as the "Circular
of Information," for blood products intended for transfusion include the names and

results ofall tests performed when necessary for safe and effective use. To comply with
2l CFR 606. 122(h), upon implementation of a licensed NAT for WNV, both licensed .and

unlicensed blood establishments must revise such instruction circular to include the non-
reactive results of a NAT for WNV. If you are a licensed blood establishment, you may

submit this labeling as a CBE (21 CFR 60 i . l2(c)( I ) and (5)), provided the revision is

identical to the following statement:

"A Licensed Nucleic Acid Test (NAT) for West Nile Virus (WNV) RNA has

Contains Nonbiuding Recommendations

been performed and found to be non-reactive."

If you are a licensed blood establishment and you wish to use a different statement, then
you must submit the labeling change as a PAS (2 I CFR 60 l. l2(b). If you are an
unlicensed blood establishment, you must revise the.instruction circular under
2l CFR 606.122(h), but you are not required to submit the revision as a supplement.

C.



Test blood donations using a

licensed MP-NAT for WNV
Test blood donations

using a licensed ID-NAT
for WNV

Test each specimen in the pool by ID-NAT

ID.NAT
non-teacttve

unitG)

If iuitable, release
unit(s) for

transfusion.

ID-NAT reactive unit(s)

Discard unit(s).
, Defer donor(s) for 120 days.

Notifu and counsel the donor(s). *

Retrieve and quarantine in-date products from prior collections dating
back 120 days,
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Figure l. Recommendations on Testing, Unit Management, and Donor Management for
Whole Blood and Blood Components

+ Additional testing on the index donation using the same ID-NAT assay or an alternate NAT
of comparable sensitivity in addition to a cleared test lor antibodies to WNV may be of value in
donor counselinE.

Nots: In the event that the NAT screening assay does not discriminate befween WNV and
other Flaviviruses that belong to the Japanese Encephalitis (JE) serogroup (namely,
Saint Louis Encephalitisvirus, Japanese Encephalitis virus, Munay Valley
Encephalitis virus and Kunjin virus), the donor should be counseled that he or she
tested positive for a JE serogroup virus, most likely WNV. Alternatively, the uso of a
NAT assay that discriminates WNV from other members of the JE serogroup may be
of value in donor counseling.

Note: Antibodies to viruses of the JE serogroup may cross-react on the test for antibodies to
WNV (Refs. I l, l2). Therefore, reactivity in a WNV antibody test may not bd
conclusive for WNV infection.

Contains Nonbinding Recommendations

Table l. Recommendations on Testing, Unit Management, and Donor Mahagement for
Whole Blood and Blood Components

MP‐ NAT ID‐NAT Actions

Reactive Reactive unit(s) Discard the unit(s).

Defer the donor(s) for 120 days.

Notifu and counsel the donor(s).*

Retrieve and quaranfine in-date products frorn irior
collections dating back 120 days.

Non-Reactive unit(s) Ifsuitable, release units for transfusion,

Non-Reactive Not needed If suitable, release units for hansfusion.

* Additional testing on the index donation using the same ID-NAT assay or an altemate NAT of
comparable sensitivity in addition to a cleared test for antibodiesto wNV may be of value in
donor counseling.

Note: In the event that the NAT screenirig assay does not discriminate between wNV and
other Flaviviruses that belong to the Japanese Encephalitis (JE) serogroup (namely,
Saint Louis Encophalitis virus, Japanese Encephalitis virus, Murray Valley Encephalitis
virus and Kunjin virus), the donor should be counsi:lsd that he or she tested posiiive for
a JE serogroup virus, most likely WNV. Alternatively, the use of a NAT assay that
discriminates wNV from other members of the JE serogroup may be of value in donor
counseling.

Note: Antibodies to viruses of the JE serogroup may cross-reaci on the test for antibodigs to
WNV (Refs. I l, l2). Therefore, reactivity in a WI\W dntibody test may not be
conclusive for WNV infection.

Iv. IMPLEMENTATION ,.

We recommend that you implement the recommendations in this guidance as soon as feasible,
but not later than six months after thb guidance issue date.

V. REFERENCES 
:

l. BiggerstaffBJ, PetersenLR" EstimatedRiskof WestNileVirusTransmissionThrough
Blood rransfusion During an Epidemic in Queens, New york city. Transftrsion.42:tots-zo
(2002).

2. Pealer LN, et al., Transmission of west Nile virus Through Blood rransfusion in tlie united' States in 2002. N Engl J Med. 349:1216-45 (2003).
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医薬品 研究報告 調査報告書

識別番号・報告回数 報告日
第二報入手日

平成 22年 1月 5日

新医薬品等の区分

該当なし

機構処理欄

二般的名称 ヨウ化人血清アルブミン

.(1311)

研 究 報 告

め 公 表 状

況

Google News Dec 18.2009

(追加情報:The New YOrk■ mes

December 19,2009)

公表国

米国

販売名 (企業名)

放射性ヨウ化人血清アル

プミン注射液 (富士フイ

ルムRIフ ア‐マ株式会

社)

研
究
報
告
の
概
要

要約 :米国においてアメーバ性髄膜脳炎の初めてのヒトからヒト全の伝播が報告された :

来国にて、ly.ドナーから腎移植ゼ受けたレシピエント2例がアメーバ性髄膜脳炎に感染し、息者は重篤な状態

にあることが保健当局により報告された。これは、
|お
そら、初め、のヒトからヒト

ヘのアメーィ性`髄膜脳炎の伝

播であると思われる。レシピエシト2例は重症であるが、同患者からの別の臓器の移植を受けたその他の患者は

症状を呈し、いない。後に検査によ,、 ドナ
‐と腎移植を受けたレシピエント2例′らヽ髄膜脳炎の原因とされる

「Balamutha mandrllla五sJと いうアメ‐パが検出され、感染が確認された。

使用上の注意記載状況・その

他参考事項等

特になし

報告企業の意見 今後の対応

初めての人から人への感染報告であり、新たな感染経路かつ

重大な感染症に関するものであるため、感染症定期報告の対

象と判断する。

本研究報告は、ヒト血液を原料とする血漿分画製剤と

は直接関連しないことから、現時点で当該生物由来製

品に関し、措置等を行う必要はないと判断する。
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