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牌 麒 科用器具、脳波計 CEO用
馳留曜霧 Lお な理秒 1仏 trヽ

硬膨 概 、角彫 植、輸 新 してク●ィッフェル ト・ヤコブ病 (CJD)に 罹患しス
医原性 C」 D患者の新規の罹患数は減少しているが、輸孟I芥 して石播された多様な CJD症例が 2004年 以降報告されている。

貪脇Fu鑑馨iξ
総諦I∬魂諸鯉纂雛甜 k髪版細暫『婚総鞘避薔,譜え挙賽量

][i                                         [:!::][:

li3月詈] 躍輔催
讐禁蔚岳薦髯蘇や。

使用上の注意記載状況・

他参考事項
重要な基本的注

現在までに本剤の投与によ り変異型
クロイツフェル ト ヤコプ病 (vCJD)
等が伝播 した との報告はない。 しか
しなが ら、製造工程において異常プ
リオンを嬌減 し得 るとの報告がある
ものの 理論的な vCID等の伝播の リ
スクを完全には排除できないので、

投与の際には患者べの説明を十分行
い 治療上の必要性を十分検討の上
投与すること。

報告企業の意見

輸血が CIDの 有意なリスク因子であることは
かにされていないが、警戒は続ける必要があると
の報告である。

現時点まで血友病以外で血漿分画製剤からvcJD伝

遷197學 多ぷ議曇亀≦乞世番籍夏翠 ?。

製造工

なおt当社血漿分画製剤の原料血漿は現在まで英
国の血漿を使用していない:

ともvcJDに関する安全性情報等に留意してJ'こ
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Symposium: Prion diseases - Updated

There have beq do.c (ban 400 paliq(s who conhscted
C(eB(rfeldt.Jakob disease (CJD) via a oedical proefue,
(}at is, through the usc of neurostgical iustruenb,
iqtmccrcbral electroeDcephslographic electrodes @EG),hmu pi(uifdy homooe, clw ma(cr gtartJ, corqeal lmro-
plaDf, ed blood tansfcion. The namber of Eew palienls
wi& istrogenic Cn) has desese{ howevcr, ccc ofydidt cfD tba( rv4 transmiflcd via blood hsfusiou
hate been reportcd sine 2004 Cterly, iatrogeBic tG6mis-
sion of CID remains a scrious probled. Re cotly, ve itvc-
(iga(ed- mcdical procedus (any sugery treuosurgerr,
ophthal&ic $rgett und blood.tEnsfusion) perfomed on
patienfs rcgistered by the CJD Sweilluce Commiflee in
Jrpu duilg r recent 9-tc2rperiod.In a 6e€qkol sfudy
comprising 753 sporadic cfD (sCJD) patients and 210
cortlol subjecG, ve found no evidence tjra( prion disece
wrs {nrmittcd yia aLe inycstigat€d medical procedus
before omet of sCID. In a rcview of previously reportcd
case-control sludic, blood lraunstotr was never shom
(o bc a sigriGcant risk facfor for CJD; our study yielded
(hc same rsult. Sorne qecontrol studi* reporlcd that
surgeiy wat a siEnificilt risk factor lor iCJD. Howcver,
when s(gic.l procedues were calegorized by type of
surgcry, ([e rsults,war€ conoicting, which nggats frat
there is li(tli possibilify 0f prjon trensmission via sugical

proedues. In our study,4.5% ofsCJD patients undcwcnt
surgery sfter o6et of sCJD, includiog neurosugeris ia
0.8% @d ophlh?Ieic surgcria in L9%. TIe fscl (hat sorte
patienls utrdepent sugery including Deuosu.gery, cyeE
afler (he oset of SCJD ind;caf cs that we cmot exclude
thc possibilly of prioo (rrdmission yia ncdical oroce_
du6. We must remain yigilant against priotr disc4es to
rcduce lLe risk of ia(rogen6is.

Kcy words bl@d tra$fusioo, Creuafeldt-Jakob diseoc,
mcdical ptocedue, Deu.osurgery, ophttralnic surgery,
prion, surgery.

D{TRODUCTION

Prio! diseases such as Cretrtzfeldt-takob dbease (CJD) are
characterized by spongifom change md aboormal Drion
protein dcposition in the brain, and arc {rusmisible uder
certait @Dditiona Human prion discase is divided ilto
t\ree categorid: geoctic prion diseases rculthg from
Butatioos of the prion prolein (prF) gcng acquired prion
diseces @ntracted due to prion transmissioa via cxposure
to contamioated materialq and sporadic CJD GCJD)
with no PrP mulatio0 o! evidence of exposurc to prioni
Acquired prion diseass include kuru io papua New
Guine4rr vuiut CID (vCJD) that nay be traumitted to
humans frcm cows wjth bovioa spongifom enephalopa-
thy (BSE),I and iatrogenic CID trusmitted via medical
plocedures.{J To date, iatrogenic CJD bas ben reported
io more tban 400 patients, who were exposed to prion
transmissioo via contaminaled neurosurg:'ca.l instruqeDts,
irhaercbral elrctroeocephalographic electrodes, huan
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pifuitary bomong coneal trosplm! or dura Dater
graftsr Thc incidence of ianogeoic CID hm greatly
decresed,' but a new type of iatrogenic CID "vCfD trm-
nitted via blood transfusioo" was reported in 20M-6

Some cue<ontrol stodies reported that medi€l proce-
dur6 were posible ri:k factorc for spoladic CID
GCtD).'ts However, other studics fouod no signifrut
association between medical procedures ud sCID.r'r,
Therefore, the risk poscd by such preedures is unclar.
Recaotly, wc anal)zcd medic2l proc€dues (aty sugery
oeuosurgery ophthalnic surgcry aod blood trffifusiotr)
i! patjents registered by the CJD Suweillance Commjttee
ia Japu over a recetrt 9-yeu period to detemine il thqe is

an associatioo between medical procedues ud sCJD,'3

Here, we review repqrts on iatrogenic CJD, atrd the results
of our aDd other studies, to detemine if there is an aso-
ciation between medical proeduces and sCID.

IAI'ROGEMC CREUTZIELDT.JAKOB
DISEASE

Dum mater graft-associated CJD

Since the lirst rcport of dura uater graft-assciated CJD
(dCJD) io 19n,t'@ L96 cues havc been idcotifed world-
wide,5 and more thu 50% of dCID eses have occured in
Japan.'At Lhis writin& the numbcr of parienrs rvith dClD
io Japan hm reacbed 132.2lThe mee age at onset of the
132 patients wirh dCID was 55 yem (ruge:15-80 years),
and the meao indbatjotr period (duration ftom teceipt
of dura mater to onset of CJD) was 11,8 yeus (roge:
12-24.8 yeam).,IAI the 132 patieots had reeived dura
mate! grafts bctween 1978 ad 1993.4 Tw+thirds of dCID
patients display subacute progressiotr o( neurologr'c mani-
festations that ee 4lmost identidl to those ofclassic sCID:
bowever, (he other onqthird of dCJD patieDts prsent
with atpical clinicopathologic featues: relatively slow
prograsion of neurologic manifestations, scarcity of peri-
odic sharp-wave complexo (PSWG) on electroencepha.
lography (EEG), and the pathological preseDce of amyloid
plaques immunoreactive for PrP-@

CJD trsnsmitted via corneal transplant

In 1974, a 56.year-old woman who died of autopsy-
conf,med CID aftcr an 8-month illnqs was rcported in tic
United States She had received a orneal gaft 18 monfhs
beforc disease onset from a donbr wirh autopsy<onfimed
CID.2{ This case was the nrst rcported qse of iafogedc
CJD.In 199, a 45-year-old woman who developed CJD 30
yars after corneal transplant f{on a dotor with autopsy-
conimed CID wu reported in Gemany-d In addition to

T Hamaquchi et al-

tlese eses, eigbt CJD patients with a history of comeal
truplutatioo haye been reported; bowever, the CJD
status of tlreir donon ms trot coo-6med.26

C,ID related to h€etment with human srowth
hormone and gonadotoropin

The orcwe ne of autopsy"colfmed CJD i! tbree youDg
adulb in 1985, all ofwhon had beea treated with cadaveric
pituitary-derived hman growth homone (bGH), sug-
gste d the posibility of iabogenic traNmision of CID.,-2'
Since tbqe reportE more thau 190 parieots with hGH-
related CJD have beeo reported worldwide.r Frane bas

t-be highest number of such pacients, at mole tlan 100. No
paticats havc been reported i! Asia.5 A number offactors,
such as the method of chromato&raphy puficatioo il
lbe bomone production process, may @ntribute to t-hes€

regional differences.r Interestingly, the incubation period
of hcH-related CtD % shorter il paticnts tbat were
homozygous for codoo 129 polymorphisms (rethionioe
[M]/vatine [V]) of the PrP geDe, as compared to heterozy-
gotes, which confirms thc fiodir.gs of a prcvioE report
indicatiag that MM homozygosity at 6don 129 of PrP
gene is a signi6@t risk factor for sCJD.r In addition,
fou patieqts with CJD who had mdergone homoBe
therapy with edaveric pituitary-derived gosadotropin
we.e repor(ed io Australiaj

CJD transmitfed via rurgical instrumen(s and
stereotactic EEG needles

I! 19?7, two patieots who had developed CJD 15 ud 18
hontbs after st;reotactjc electroenephaJograpluc explo-
ration using silver elecEods that had beeo previously
implanted on a patietrt with provon CID were reported i!
Switzerland.rrThe elecrrodes had been sierilized witb 7070
alcobol ad fomaldehyde vapor, but oDe of rhe elcstrod6
subscquently transmihcd spoogiform encephalopathy to a

chirnpanzee 18 months aftcr implantation in the erebral
cortex.n Fu;themore. il a review of a report in 1960,r two
patients with CJD posibly tranuitt€d via neulosurgical
instreeqG were identi,6ed.v15 There has been no cre of
CID traumitted via surgiel instrumenG or stereotactic
EEG needles sine the 198Os.

VCJD hajlsmittcd by btood trmsfusion.

Iq 20M, the nrst cde of humu-to-huu secondaly trans-
mision of vCJD via blood trmsfusion rvas reported io the
UK.6 This patient had reeived a transfusioD of Don-
leucodepleted red blood cells that had originated from a
donoiwho developed cliniql. vCID 3 yeds and 4 months
after dooatloo.o TWo additional patients with vCJD trans-
mitted via blood trarfusion have been ideltifed.x All
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Risk of iatrqenic CJD
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Tab:● 2 Rcview Of case∞ ntrol stu“ s and a mcta

(sCID)
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threc of t-besc pafienrs had MM at adotr 129 of rhe prp
geoe, as did all other previou VCID parienla Howcver, a
fourtl patient with asymptomatic fuJectioo after blood.
transfusion and MV at codon 129 w8s reported jn 2004,1?
This patient died of a oon-leurological disorder 5 yws
after receiving a blood transh$iotr from a doqor who sub-
sequently developed vCJD.JT proteroc,resistant prp was
dctected by Wstem blor, paratfi!{Ebedded rissue blot,
and imuoohist@hemistry io tissue &oE the splcen, but
oot in braiq tisueil This qse was the nrst ind;cation that
individuals with codon 129 polyoorphisms other tban MM
@uld be ilfered by the vCfD agenr.

TltE RISK OF sCJD TRANSMTSSTON vIA
MEDICAL PROCEDURES

The associalion be(wecn sCJD and medlcal
procedures before disease onset

To detemiqe if a! association exists bctw€n medi€t Dro-
cedur* and sCfD, wc invq51ig31s6 medjql prmdL*
(any wrgery, neurosurgery, ophOalmic surgery, and blood
traosfusion) in patients rcgistered by the CID Surveilla!@
Committee in Japan over a re€nt 9-year period,u Sre coo-
ducled an age-stratified case.contol study with ?53 sCID
patietrts and 210 con(rol subjects We also investigated
sCJD parieots wbo underwsnt Deuosurgery or oph(halnic
surgery at a hospital where otb.er patients witb my type of
prion disease had undergone neurcurgery or ophthabaic
surgcry.rs In our case-@n!rol study, the caws were patients
with deftrite or probable sCJD, qd parients wirh "prion
diseases dchritely denied" and "prion diseases probably
deoied" as the cootrolirB The frequencies of medical pre
cedures before disease onset iD 6es ud controls are

@ 2009 Japuese Society of Neuropatbology

showo itr Table 1. Among borh cces and contlols, approxi-
mately 50% had a history of surgery aod approrimately
10% bad re€ived a blood transftlsion. Ttrere was no sig-
oifcmt differeoce bctween qses ard coakols il the fre-
queocies of uy sugery neuosurgery ophthalmic sugery
olher surgery or blood transfusioo flable 1)- On logistic
regrasion ualysiq therc was'ao signi6at risk associated
with any iflvestigated medicat pr€edure (Table l).
Although the controt group rvas re)advely sEall, there was
qo evidence that prion disease w6 traEsrnitted via medical
prorcdwcs before oosel of sCID in this study.

The .esults.of 11 cde-coqtrol studies ud I meta-
malysis investigatiog thc history of m(iicat pro€dures
6 a risk factor for sCID ac sbown itr Table Z In th$e
studics, blood tausfusioo wil neve! sbown to be a sienif,
cilt risk for devcloping CJD, uhicb rcnfoms *ir-h our
raults (Table 2).7rzLtrs Ilowever, [he usociation between
surgiel proedwc and the developmeot of qID has been
controvcnial (Table 2).L'r Our resulrs. which indifrted tbat
surgcry was not a s:gnifiqnt risk for sCID, wcrc consisrcnt
wittr those of trvo prcvious case-mtrtrol stucli6 qit}I ltrse
sanple sizesD16 and a Eeta-analysis rhat included r-brie
casesnlrol studies (Table 2).'? Io studies that claimed
lo reveal ao associalioo,t-u the r*ults were confictias
wbco nrgical proceduc were %tegorized by type oi
surgery. with rcspect to neurosurgcrics, one €se-coDtrol
study obseped a sig,nincaot risk for sCJD;8 however,
otbcr studies indicatcd tbat thcrc was no sigci_Gcaot risk,
wbeo cadaveric duta mater grafts wcre excludedTgrz
Ophlhalmic ffgery was reponed to be a significant risk
for sCJD Ln a cae-@trtrol study from Australia,! but not
in other studiesrr-I'r6 In a reent study in the UI!r: a!
jlqease in risk asociated with having had surgery was
obsetved. This asseiation was mainly noted in the cat-

egory o! "other sugery" for exaoplc, stitches to skin, aod
tie aspciatio[ largely disappeared when,.other J:rgery"
was excluded from the analysis. Thesc results suggest that
alrbough thc possibility of priou traumission via surgical
pro@durs is slight, we cannot eDtilely exclude this
becaup of the exisreoce of iatrogenic CJD. A recmt study
reported that methodological differerces oight patially
€rplaiD the conllicting rcsulls regryding the usociatioo
between rugery ud CID.I In paticuJar, it is important
to coroider where the @Dtrol participants are recruited
(bospital or commuiry) and how iDforatioo on thcn is
obtaired (from participets or proxy infomaats).r Such
metbodological incorsistenciG are ssriou limitatioro of
casc-control studies
. In our study,rs five parienrs wjth sCJD had a hisrory of

neu.osurgery or oghthalmic su(gery at bospi(als where
neurosurgery or oph(halmic surgery had beeu perfomed
otr patjents who later developed prion diseces; bowever,
lhe jnteryal betweeo surgeric at thc same hosftats was
always morc tbm 3 yeas," According to the IncideBt
Panel i! the UK, most ihstrueDts that bave gone through
10 cycles of use and decontamioation ae uulikely to posc
a significant risk.rt We assme that all istrumetrts had
iudeed gone rhrough more rhu 10 cycles of use dud-ag the
3-yed iqteNal and that they {ere Dot infectiveTDerefore,
it is uolikely that an infeclious ageDl wal traDsmiiled via.
tbese surgeries In Japao, a large number of dCJD patieDts
have bcen identified, but tlcrc havc bccn no ees of othcr

t'?es of iatro8eoic ClD. This study co!-fums that rhsre
werc no qss of surgical traosqision among patieBts diag-
Dosed with SCID,

Surgical procedurcs after orcet of sCJD

Surgiel proedurs after qnset of SCID might lsult in
secondary traomision of the disease through the use of
cout@inated itrstromentr In particular, neurosurgery is
categorized s a high-rjsk procedure, ud ophthalmic and
olfactory surg€ryas medium-risk procedures, for transmis-
sion of the infectiou agetrt for SCJD, acco.ding to the
guidelines of the CJD Incident Panel in the UK,s We
fouod that 34 (4.57o) sCJD patiert! had urdergone some
type of surgery before receiviog a diagnosis of prioo
disebse, ud that six (0.8%) had undergone treuosurgery
ild 14 (1.8%) had uodergotre ophihalmic surgery
(Table 3).t8 The six cues that uudeMa0t neuosurgery
did so within 3 motrths aJter SCID oroet: th€ procedures
were perfomcd for subdural hematoma (u = 3), aneurysm
(n =Z),a d Denilgioma (n = 1) (Table 3).I3

Ou findings sggcst that a dclaycd diagnosis of sCID
may be lioled to an inqeue in the risk of secoodary trau-
misiou of prio[ diseases via surgical irotruments Among
the neurosurgery cases, the symptoms of SCID were rdis-
diagnosed as rhose of orher neurological diseases, ald
the sqgeris were perfomed near disease oroet. In
ophthalmic surgery, all thc parients uoderyent surgery for

J8pan

CoIuolsurgcry OphlbBlrnic surgcry Other ugcry.j BIood hGfusioa
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Risk of iatrogenic CJD
629

Tibte 3 Spotadic Creuefeldt-Jakob dis-e-ase (SCJD) patients who udesent neurosurBery or ophtbatGic ugcry after oet of ,CJD ina study of patieots investigited by tlrc CJD SriryeIIue Comicee, Japaq'i

Patieor oo. **.on ror *r"
dd ooset o( 3CJD o6et of sCtD s(JD

Subdural betuatoma
SuHural beftatoffi
Sutrdural bematoma
Meningiooa
Aneurym
Areursn
Cataract
Calarrct
Cataract
CBEmct
Ca{aEct
Catmct
CataFct
Catanct
CataEct
Cat?,et
CataBct
CataFct
Cataract
Catsract

M. moo1lrs.

cataract,.od 50% of thc patients (Zl4) prsedted wirh
visual distubau@ as the initia.l symptoo of sCID
(Table 3).t8 Thesc findings are similu to those of a reoorr
from the UK,{ aod thow of our previous study..'Msual
disturbance might ploEpt ophthatoic sugery. Of g.eater
concern rs the fact that tbr% patieqts uoderuent surgery
eiSht or more months afte! SCID osel In our sfudiqirrJr
all surgeoo5 who providcd us with infomation regarding
ilstnnent cleming and stsrilization pro€durs reused
some surgial instrumeqts However, the steritization
methods were inadequate to stcrilizc against infectiou
hP, acording to WHO guideliles.r Thcc inadequate
methods inctuded the use oI ethylene oxide gu ud iocom-
pletc autoclayitrg. Neuosugeons aDd opbtlahnologists
must become bettet infomed about prion diseaws and the
nrssity of uing disposable istfuments wheoever Dos-
sible. Funhemorq a more sensitive Eethod for the carly
diagnosis of sCJD is required, bemue clinical diarnosis
is somctimes difficult, panialarly in atyplcat 

-sCJO

eseq which iacludc thc MM2, MV2, VVl, aod W2
pheuotyp€.g acerdi!g to six phenot)?6 ofsCJD based
on codoD 129 PrP polloorphisms and type of proteroe-
rcsistant PrP d detemined by Western blotting.r Even
neuolodJts sometihes misdiagnose atypical sCJD in
paticnts with otber neuodegenerative di56s,5s6h a
Alzheimer's disease or progressive suprmuclear palsy.o

CONCLUSIONS

Accordiag ro the coniicting results of case€[rol studies,
including ours, we annot Ncrt that mcdiel prmdures

@ 2009 Japanese Society of NeuropatJrology
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Demcntia
PsJchisfic sympbds
DemeDfa
Vcr-rigo
Dementia
Vcrtigo
Gait disturboce
Dementia
visual impaimcnl
v,sua.l impaimert
MruaI impaiment
Visa.l impaiment
Dementia
Pstchiatric symptoms
Visual impaiment
lfemor

are rijk facto6 for the development ofsCJD. However. the
fact that some sCJD parients had surgerie5 iacludhg oeu-
rosulgery eveo afte. the onsct of sClD, indicatq tlrat we
€nno( completely exclude the possibility of tmnmission
of p.ion diseass via medical prcedures NeurosugcoDs
ophlhaLaologisrs, orher sugeons md physicios mst pay
more attention to tle possibility of prion diseasa ia order
to reduce the risk of rransmission.In addition,weful loog_
term suneillance of prion diseaa is Dece$ary.
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どのようにプリオン病が脳を破壊するのガTを

,容 ヒ下!｀
る
ニィッ空甲

立保健研究所の科学者は、プリオン関連の障害に特有のスホ:ン ジ様の脳の損傷を引き起こさないマウスでプリオン病の新しい形状を観察した。
NIHプ レス・ リリースに よると、新 しいプ リオン病は、脳 ア ミロイ ド血管障

青
(脳 動脈 を損傷す るァル ツハイマー病に関連 した状態)に似 てい る。

f暮恵r病
憾 雑 海綿脚 菌症 と して知 られていつ は主た脳 暉 傷 を,な 牛に細 す級 怖 則 まウ珈 綿蠅 症 と散発 性 肌 κル

懲 1た fイ

オ ダ慕Zζ
■

難 舅陽 k燎瑳境t∵ 謝 τ馨パ T、 γ 舞 蹂 孵 」」坦吼 呪 輝殿rF,鋼 ∬鶏 i湯農:1

量2曾憲 :|こ と言 た1段 F血
管の外 で トラップ され たプ リオン蛋 白質プラー クの大きな蓄積 (こ れは脳の動脈、静脈そ して毛細血管 を

この研 究か ら得 られ た知見は プ リオ ン病の治療の開発において、ァル ツハイマニ病 と同様に科学者 の役に立っでぁろ う。

使用上の注意記載状況

その他参考事項等

代表 と してノイアー ト静注用 500単位の記載 を示
す。

2 重要な基本的注意

(1)略

1)略

2)現 在 までに本剤 の投与に よ り変 異型 クロイ ッ
フェル ト・ャ コブ病 (vCJD)等 が伝播 した との報
告はない。 しか しなが ら、製造工程にお いて異常
プ リオ ンを低減 し得 るとの報告があるものの、理
論的な vC」 D等の伝播のリスクを完全にはlJF除 で
きないので、投与の際には患者への説明を十分行
い、治療上の必要性を十分検討の上投与するこ
と。

報告企業の意見 今後の対応
マウスを用いた動物実験で、プリオン病に特有のスポンジ様 を起,さ ない新しい形状が観察さお面
についての報告である。

本 報告 は本 剤 の安全性 に

影 響 を 与えな い と考 え る

ので、特段の措置は とらな

アンチトロンピンEl
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AABB has developed a poster for facilities to use in the workplace to help

them comply with a new standard that requires a process for personnel to
be able to anonymously communicate concerns aboul quality or safely lo

AABB. Standard 1.5 is included in the 26th edition of Standards for Biood

Banks and Transfusion Seruices. which iook effect Nov. 1. 2OO9 Facilities

are nol required lo use lhe posterl it is an aid to compliance wilh the intenl

of this new standard. Any questions can be directed to MBB's Department

of Accred tal'or ano Oua. ty.

Latest Issue of AABB News Exolores New
Government Health Care Leadership
The March issue of MBB News focdses on the chanjes in health care

leadership since President Obama took offlce - and how this aftects the

transfusion and cellular therapy communities. In one article, Howard Koh,

MD, MPH, assistant secretary for heallh at the U.S. Department of Health

and Human Services, speaks to AABB News about HHS' priorities -
including an increased focus on preventive medicine and forging new

relationships with industry. Another article exairines the changes in store

at the National lnstitutes of Health under Director Francis Collins, i,4D,

PhD. This issue - lo be mailed next week .- also Includes an update on

the Donor Hemovigilance Syslem and a column about how to record

:"1":":":: I'l',"oa:d 
ope:ati:ls prcedures

Enrollment U"d.. W;;;t *.rt"."t
Hemovigilance Systern
One month following the launch of the Hemovigilance Module of the
Centers for Disease Control and Prevention's Natign-al.lleatthqarq Salely

Neu()ri, approximately 60 facilities have agreed to enroll. The modute is a
suryeillance system that allows for the real-time tracking of adverse events
associated with blood transfusions as well as lhe quick identifi€tion of
trends wlthin a facility. All hospitals wilh lransfusion medicine seruices are

en@Jraged to jorn the mod!le as well as AABB's specia. data analys;s
group within the system. The goal of AABB's Hemovigilance Nlodute group

ls to provide individual instilulions wilh in-depth analyses and

recommendations for speciilc enhancements to patient safety and

reductaons in health care @sts. To join, facilities should express their
intets51 1s A,{39 and complete the lntent to Participate form. Assistane
with the NHSN enrollment process also is being offered by AABB.

Interested facilities should visit the MBB Web srte or ontact Barbee l.

Whitaker, PhD, director of data and special programs at MBB, for further
guoance

FDA, Makers of WinRho SDF Warn of Potentially
Fatal Complications in ITP Patients
The Food and Drug Administration issued a N4edwatch announcement on
Wednesday alerting the medical community to potentiaily fatal risks of
intravascular hemolysis in patients being treated for immune

thrombocytopenic purpura with WnRho S0F. ln the announcement, FDA

indicated that the manufacturer and distributor of VVinRho S0F, Cangene

Corporation and Baner Healthcare Corporation. have sent a letter
' informing health care professionals that a new boxed warhing has been

added to the product Iabeling, which specifies what compliations €n
ts1
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Cord Blood Workshop Ansrn.ers Lidustry
vuestlons
Approximately 225 people from across North and South America, Europe,
and Asia attended the Cord Blood Licensure Workshop held this weeK In
Rockville, Md. The March 8-.10 event provrded informalon on the etements
and sleps involved in the biologics license appljcation pro€ss as outtrned
in a Food and Drug Administration S.u-!d.ata9.. The gujdance pertains to tne
manufacturing of minimally manipulated, unrelated, allogeneic
placental/umbilical cord blood and appli€ble regulatory requirements
c0mptrance. A draft guidance on investigational new drug applications for
HPC-CS was reteased at thd same lime as the licensure guidance and
provides recommendations for use of HpC-Cs that are not li€nsed but are
needed for treatment of a patient, with a serious or life-threatening disease
or condiiion. participants raised concerns about the ability to meet the
October 20l 1 deadline to obtain a license ior these products, inquired
about how the guidance woutd affect their patients, and sought clarjfi€tron
on the submission process for BLAs and lNDs. FDA speakers noted tnar
some ilems are facility-speciflc and should be addressed in pre-Bl-A
meelings, encou€ging lhose wi(h add,lional questions to submit them ro
lhe docket, which is referenced in an Oct. 20, 2OOg, Federal Regisrer
nqtige. Presenters also emphasized the unique opportunity that liensure
presents for collaboration among those in the cellulaf lherapy communlty,
as mese 6uld be the flrst licensed allogeneic c€llular therapy products.

Handouts from the wofkshop will be posted in the coming weeks on
AABB's Live Learning Center for ahendees to access.

Poster Created to Help Meet New Standard r.5
Requiring Process for Reporting euality Conc"erns
to AABB
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result and provides guidelines for proper administration and follow_up lo
help ensure WnRho SDF is used safely and effectivety The letter also
advises ot specific changes to tne warnings conlraindr€tro.s,
pre€utions, and dosage and administralion. Other resources included in
Ine announcemenl include prescribing information and patienl informalron.
This notillcalion does not appty lo patienls receiving \MnRho SDF for the
suppression of Rh isoimmunizatron.

GIobal Cellular'fherapy Oi.ganizations Gather
New Data
The Allian€ for Harmonisation of Cellular Therapy Accreditation _ ol
which AABB is a member - has parlnered wilh the World Marrow Doilor
Association lo gather data on cellular therapy colleclion facilities. Coilectton
facilities are asked to @mplete a form seeking certain license and
accreditation data lo include in this registry, which wiil serue as a resource
for \r'y'MDA members and regutatory organizations

\ /lVIDA also is in Ihe process of updating country_specific import and
expod requirements. This data - which was originally collecled in 2003 _
rs lo€ted in lhe regulalory section ot the WMDA Web site.

tNlH Scientists !-ind New Iiorm of prion Disease
That Damages Brain Arreneq,l
Nalional lnstitutes of Health scienlists studying how prion diseases
damage the brain have obseryed a new form of prion disease in mice lnal
does nol cause lhe sponge-like brain deterioration characteristic oi prion_
related disorders. According to an NIH press releasp, the new prion
orsease resembles cerebral amyloid angiopathy, a conditioo related to
Alzheimer's disease that damages brain aderies. prion diseases _ known
as transmissible spongiform encephalopalhies _ primarily damage the
brain and include mad cow disease or bovine spongiform en@phalopa{ny
in €tlle, sporadic CreuEfeldt-Jakob disease and variant CJD. The study,
conducted by scientists at NIH's Nationat Institute of Allergy and Infectrous
Diseases and the Velerinary Laboratories Agency in S@iland, revealed
many of the usual signs of prion disease. However, the sponge_like hotes
in and around nerve cells typical of prion disease were nol obseryed.
Instead. the mouse brains contained large accumulations o, prion protern
plaques trapped outside blood vessels. which damages aderies, veins and
qpillaries in lhe brain. The knowledge gained from lhis sludy may help
screntists in developing therapies for prion diseases as well as Alzheimeas
orsease.

Kegton Watch
Demand for most frozen products is increasingi lhe need for
cryoprecrprtate and fresh frozen plasma is especialiy steady. A robust
supply of frozen products easily serues lhese needs, according to the
NatioqQl BLqqd ExQhange. pla(etet products are readily avaitabte
throughoul the country, and the surplus of red btood cells continues to

il*o
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