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(i) M (C & BHCVEERA v Xt
10DDATRZFRES UICER. ie Ay
Zthl31.73(95CT: 1.13-2.64)Td 0.
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FIBRINOGEN(HUMAN)

Revocation of Licenses

Summary: This document announces
that all licenses issued for the
manufacture of the biological product
fibrinogen (human) were revoked as of
December 7, 1977, and the sale,
barter, or exchange of
fibrinogen(human) by any
manufacturer was prohibited as of that
date. This action was taken at the
request of the licensed manufacturers
because the effectiveness of
fibrinogen(human) is questionable and
other products that carry lower risks of
transmitting hepatitis may be used in
its place. The Commissioner further
gives notice that fibrinogen(human)
already sold and delivered by the



manufacture may not be resold after
July 1, 1978.

FEDERAL REGISTER, VIL.43, No,4-
FRIDAY, JANUARY 6,1978
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REVIEW OF FDA REPORT ABOUT FIBRINOGEN

Fibrinogen (human) is a biological product that has been licensed since 1947. But all licenses were revoked as of December 07, 1977, and the sale, barter, or
exchange of fibrinogen (human) by any manufacturer was prohibited as of that date. This action was taken at the request of the licensed manufacturers
because the effectiveness of fibrinogen (human) is questionable and other products that carry lower risks of transmitting hepatitis may be used in its place.

Since then, only two products are licensed: RiaSTap™ in January 16, 2009 and FIBRYNA® in June 07, 2017.

Summary flow chart of Fibrinogen product and its licenses

First License of a December 07, 1977
fibrinogen
concentrate product
for treating patients
who are bleeding
and have low
fibrinogen levels.

FDA revokes all the
licences at the request of
the manufacturers due to

uncertainty on the

effectiveness of
Fibrinogen and risk of
hepatitis transmission.

5 manufacturers licensed : June 07, 2017
*Merck Sharp & Dohne January 16, 2009 FDA appmva’s FIBRYNA®
(License N*2) FDA approves Ria5Tap™ manufactured by

# Cutter Laboratories, Inc.
(License N°8)

*E.R. Squibb & Sons, Inc.
(License N°52)

*Bureau of Laboratories
Michigan Dpt of Public
health (License N°99)

eTravenol Laboratories,
Inc. {License N°140}

manufactured by CSL
Behring (License N*1765)
for the treatment of acute

bleeding episodes in
patients with congenital

fibrinogen deficiency,
including afibrinogenemia
and hypofibrinogenemia.

Reference: Federal Register, Vol 43, No 4. January 6, 1978. p 1131-1132 FDA website

Octapharma Pharmazeutika
Produktionsges.m.b.H.
(License N°....) for the
treatment of acute bleeding
episodes in patients with
congenital fibrinogen
deficiency, including
afibrinogenemia and
hypofibrinogenemia.
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BX
A. FRRBE/M
B. BRIC&K TS HCV OREREAZERICEAT 2 XERAE
1. Xk, XL E2—&EX7TPFI I ADAE
1) F—=IR—REBRERE
2) ERODEIRELE & pRAEEE
3) PFRARNZIRMLE2—=—BELVP7ILTFAMNLE 2—DAHE
4) BHHEDORREBR >N SHET 2 ER
5) XZF7F U RADAE
2. Xk, XEBLE2A—EXI9T7FIIADER
1) X@gRo7V—=—vr7o70tX
2) BRI HCV BRERE X VOBERA Y XICBETBXY 7 FH U Y A TRIT 2 X
3) AERHEARIC ATz, &M - F7 - BNEZBE I 2EMICE T2 HCV B
(1) WMEZET HERICE TS HCV BRFX
(2) FNEZET HERICE T 5 HCV BEF=X
(3) BMEZET HERICE T 5 HCV B
4) HCV B RV BRA Y AHICETEIA I P F IR
(1) SAEIC K % HCV BeA v Xkt
(2) ®Wmic &% HCV A v Xtk
(3) BHIC KB HCV REA v Xtk
(4) B ;éHcvm%#/xm
(5) #RILIC K2 HCV BEgA v Xkt
@)If Ic& % HCV BA v Xk
(7) F¥IC &%HCVH ety X
C. ZAVAHICEH TS HCV D REEARER
1. XikitH, XBLE21—&EXPTPFI I ADAE
1) F—IR—REREHE
2) ERODZEIRELE & pRAERE
3) PFRANZIRMLE2—=—BELVPT7ITFAMNLE 2—DAHE
4) BRREDOHRER > EXEO SHMHT 216
5) XZF7F U RDAE
2. Xk, MELE2—&EXYT7F IV ADIER
1) XAV )—=—vr7o7O0ER
2) ZEEF HCV BREE L OBREA v XICEATZ XY 7+ Y Y A TR T 5 X
3) AERHARICH I, & - FT - BNEZBE I 2EMICE TS HCV BRE=
(1) mEZzE I 2EHICE TS HCV RRF=K
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(2) FMiEZE I 2EHICE TS HCV FEFE
(3) BMEZAEIT 2EMICK TS HCV RFE
4) HCV BFEY RV ERA Y ALICEBT X T7FHIUTR
(1) $RLERIc LB HCV A v Xt
(2) $HAEIC & B HCV Bt v Xt
(3) @M &% HCV A v Xtk
4) Ry 71— —(CL3 HCV BEEA Yy I
(5) WILHIC KB HCV BgA v XLt
(6) EF7RICk B HCV B#EA v XHy
(7) HERHFHIC KD HCV BA v Xt
(8) ¥ hwickdHCV EHEA Y XH
D. ERANCEIFZD 71TV /5 URAICEK D HCV B
1. Xk, XELE2—&EXYT7FI IV RADAE
1) F—IR—RERTEHE
2) ERODEIRELE & pRAERE
3) PTARNZUORLE2Z=BLVGTILTFAMNLE2—DAHE
4) BRMEDOHRER > EXEO SHMHT 216
5) X7+ RDAE
2. Xk, MELE2A—&EXYT7FIIADER
1) XAV )—=—>vr707O0ER
2) BRBUCHTeT 4 7D /7 VEEIKREFICE TS HCV BREX Y7 UV
3) 747V /5 VEANCKZ HCV BRIV RV A Y ZWAITF IR
4) PAXYAFDAD 7« 7Y /7 EKICEYT 2 ERELN
E.HCV RV R VERDAITPFIVADEED
F. MERMANIC KL S HCV BRED RV ICRAT 2 E1RER
1. Xk, XL E2—&EXPTPFI I ADAE
1) F—IR—REBREHE
2) ERODEIRELE & pRAEAE
3) PFARNZIRMLE2—=—BELVP7ILTFAMNLE 2—DAHE
4) BHHEDORREBR > XD SHET 2 ER
5) XZF7F YUY ADAE
2. Xk, XELE2A—&EX9T7FIIADER
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A. E%EH"J Aim

CRIFFADAILA (HCV) FIMRZENLTREREL. FFEPHEELREDEEDOEREZSIZRE
2T AARTIE. BEABEIOT XY AICHT S HCV DREERE - BEY X7 ERORRN
EMZIBET 2 EZBMIC. YATYT vV LE1—%&1ToTco T, HCV BREREED IR
NTET 4TV /T VEBICKDRBREICOVWTIE. BRADREICOWTYATIYT VY
LEa—%1To7

B. B&XIC& TS HCV OREERIRICEET 2 X AR HCYV infectious route in Japan
1. X, XL E2—&EXSTF7FY Y RDAE Method for paper selection,

reviewing and meta-analysis
1) =9 X—X EMEKAE Database and searching strategy

XHERDIRFRIE PubMed & & VEHFZEA U, REIF 2019 F 10 B 24 BE DT> 7,
PubMed 8 K PEFFEDF—T—RZR 1~3 ICRT,
HCV RERHERE - B XV ZERORKHAMEE ZIBET Z/cdlc. MIRONRIARBIE
BT —IR—XCEFSINTWIHEOETOHE & U,
XET — I R—ZAMNS AFUXXEUMN T, FE A FE B FRICEY 2 EHE TR
HEICDOWTHRFICINA T,

R 1.HCV DREERKRICET 2T —IR—IAB L UBRERE
cQ HCV D RRZAR R

To understand the trend of infectious rout by Hepatitis C

(including non A non B, before 1989)

F—HR—2R PubMed EH:E
B 2019.10.24
RRE NY,EB,0S,RA

R 2.HCV DRERERERKICE YT 2RFOREAL L ORERH [EHEE]

# BRER

1 (BF#/TH or FF# /AL) and (B¢RAE(GHE/TH or RERHME/AL)) | 30
and (DT=1900:1989 PT=/RZEHX)
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2 ((FF#/TH or FF# /AL) and (RXEAE(RHE/TH or RXFAREK/AL) 154
and (("™\/X> 7 )JUR /TH or HCV/AL) or (FF%-C B4 /TH or C BYFF
#%/AL))) and (DT=1990:2000 PT=[REEX)

3 ((FF % /TH or FF#/AL) and (BAZEETRE/TH or BREREL/AL) 90
and (("™\/\> 7 JLX/TH or HCV/AL) or (AF#-C B/TH or C AT
#¢/AL))) and (DT=2001:2019 PT=[REZ:EX)

Total #1 AND #2 AMD #3 =t 274

< 3. HCV DREFRIKICEA T 2R RDRRNEH & CHRRE [PubMed]

# Search Query Number

“hepatitis” AND risk AND (transmission OR route OR cause) 10
AND (Japan OR Japanese) AND (1900:1989[DP])

2 “hepatitis” AND risk AND (transmission OR route OR cause) 114
AND (Japan OR Japanese) AND (1990:1999[DP])
3 “hepatitis” AND risk AND (transmission OR route OR cause) 481

AND (Japan OR Japanese) AND (2000:2019[DP])

Total #1 AND #2 AMD #3 Total 605

2) XERDEIRELE EFRNEZ®E Include and exclude criteria
1) OF—T—RTHESINLEXMOTZ TANZ 7 NELPTILTHFIANEERT 5128
DEIREZE - FRAELZEILUTOBDRE U foo
EIREAE - [RABEGELUTOEE D TH D, &, 1989 FLENE CRFR VA ANER
ENTWEWEH, BE 1)b)ZHRITTWS,
[EIREZE Include criteria]
(1) LT a),b)DEE 5N %ZEHT=T Article which fall under any of the following a) or b)

a) 1990 FLIEICKES NIHE T, hD CEFR VAL ADRERE - BREYRIE
IEDWTDEEHE N S Study which is started after 1990 and article with description
about HCV infectious route and/or HCV infectious risk

b) 1989 FLHETICKBES NICHE T, HOFXRDY RV ERICET 5LH N HZHD
Study which is started before 1989 and article which description about risk of hepatitis

(2) NREMVPEAAXIFHRXRICEATUWS Study subjects is Japanese and/or people
who live in Japan
[BRHVEZE Exclude criteria]
(1) #5% Review article
(2) ABURFA - B BURF#S - D BUFF# - E BUFF R DA ZXWRE Uic 2 EDEAS A Tdh 5k
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The study only targeted HAV, HBV, HDV and HEV.

3) P7RARNZVMLE2—BKLVTILTFRANLE2—DFE Method for abstract review
and full-text review

PubMed. EFESICLDIHHESINEXBO T T7ZARZ 7 MR UL, 22N 2 ZOAREN
WIICFPTRANZ UV ML E21—%1Tof (PubMed : EB. - 0.5, [EFFE : YN. - AS). 2)
DFEIREAE - [RAEEEICHREL, TILTFRARNLE 2 —DHRTH DHBRNTH 2 h % 7l L
feo 2 BDYENERSHBEIF. FE3E (TAFIEMO) AIZICFHEL. 3EFDFEL
BLWCEDREHIEE Ul

TITHFANLE 2 —DORREB>EXBIE. TN2h 2 BOWRENRILICT TS
I LEa21—%fTo7c (PubMed : EB.- 0S. EEHFEE I YN. +AS). 2) DFIREZE - [RS
BRIV, BNREOXETHZD. BATHIHZFHML 1o

oo WREBEH. Ay IR E HCVERE - BREURITDX Y7 F ) 2 AICRERERD
BEHINTWBHEDDFHMEIT > e

BE. BNREDBEET, IROE (N1 F7RE) ZRHL TWBH YRTIYTrvIL
Ea—PXYT7 YUY RDOBRAFREFICIEBVN TV,

4) BHMEDONRE B> XD ST 21EH,R Contents from reviewed papers
BRMEONRER S XENSUTOBRZHE Ul
B RXOEKRER: ¥ ML FE MEE. 5. RX—I DOl
B ARTTAY - YU —X EARE. EFIN R, #2mE J/R— MAK.
aR— MR

MENROER | —RER. EiF. REXD2E
HREEHTE - BERMHERE

ENREH

MREDIBLL

XRE DI FhpAFLERE

HCV XD EZ - HCV RNA 1. HCV HUikG it

RS nhic TV RIVER,

TYZXVER) /> TVWIRNREME BRFEH (REX)

MY XV EBR) #F> TWRLWERERE BREHEHR (BEX)
URVIEEDOERE A v . \TF— Rtk

TYXROER, [T 2EA Y Xth, 95%EFEXMHE. P&

"XV ER, (TR 2HEEA Y I, 95%EEXME. PE. FAERF
FOMRRICBEVWTEZSND/NA TR FEBIRNNAT7 X, BFER/INAF7X)
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5) X577+ RADFE Method for meta-analysis
URVER (@@, Fi. E) 289 2K8FICE T S HCV BREIC D W TRRRICED
BUEICLR DAY T F UV R ZTolce Fiow KHRICAT T 7B ZIT o 1o
e, WEBRBEZEWVWTWSIARD 2 DU EHDHE(E. Fixed effect model & & U Random
effectsmodel IC &K B A Y ALED AT P F U R%{To e, 18E. HCV RFEDEZEZ . HCV T
RE UL TWABXER. HCVRNA & L TWBXER S &I TRITZEIT 5 feo
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2, XEHE. XBLE2—EXHTFFHY I XDHER Study result of paper selection,

reviewing and meta-analysis
1) XAV ')—=>7 OFOtX Process of paper screening
EFHE S VEEEI A EBHAMAMBREENSOXML E2—DERZR 1ICRUT,

Total records identified through JZABRTF S - JEAFEBAT
database searching W Ze PR & &
274 16

v

Records screened (1st Screening)

290
(BEAEHim 274/ 5 E16)

Record Excluded (n=162)

Full-Text articles assessed for
eligibility (2nd Screening)

Full-Text articles excluded, (n=49)

128 Reason
E &S 112/3 £ E16) _ ]
O R L E 21— (N=21)
O HCVEREZRICETHEDTR
7%\ (N=26)
O CEUADOHEAICETZED
Studies included in qualitative (N=2)
synthesis
79
(B EHhtie4/mEE15)

1. BARICH T3 HCV ORBRBRBICET 2 XBRERO 7 O—F v — bk~ [EF:E]

ERFICLDF—T7—RgER (R2) TRE2714 @I ey MU (FR3). Fle. BEERF
RIAREEGES MRERS (BMS57F~63F). BEAEEI A BIFAAR HARESE

(FETTE~FRL 9 F). FFEAFEBHADO TR, BEICET 2K (FAL 10 £~13 F) K
D 16 DMEEEIMULTce ZDHE. YA NILETFTARNZZ M DL Ea—IC& DB I N
182 XM 7T F AN LE2—DHRER > fco ZILTHFANLE 2 —DFER. 79 X#k
MYRATFYTayv I LEa—ICEASI N

PubMed M5 DXHEAL 2 —DfERZK 2 [CRU T,
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Total records identified through
database searching

605

Records screened (1st Screening)

605

A 4

Record Excluded (n=523)

Full-Text articles assessed for
eligibility (2nd Screening)

82

Full-Text articles excluded (n=34)
O Not about transmission route
(N=20)
O Not in Japan (N=1)
O Review article (N=13)

Studies included in qualitative
synthesis

48

X 2. HARICHE TS HCV DREEREICBET 2 XMERDO 7 O0—F v — b~ [PubMed]

PubMed IC & B F—T—R®ERTIE 605 XN by NU., YA NILETTANS I RNDL
Fa—lckhiEESNc 82 XN T7ILTHFARLE 2 —DONREGSTco ZILTF AL
Ea2—0fHER, 46 XNV ATIYTaov 7L Ex—IcEAEI N,

PubMed & EFEEE GO 127 XFAD S5, HCV BREDA Y 7 F U I RTIETREH
& HCV BGMEERD AR S N TV D8I 24 STER. SF1iT 8 SXER. & 12 XXEA A I . 40
THEBEEERE L TUWD 40 LD A Y DX Y 7 F ) Y A ICERBAS 1,

2) ERAI HCV BRELS L VCERA Y XICEAIT XY T F U YA TRIET 2K
Number of papers for meta-analysis of prevalence of HCV and infectious route
R4 CERBRNCHCVRTIT A v I LEa—ICRASNEXE. X597+ YR
BRAShXXEBICDOWTRU .,
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F 4 BRJNCHTVATT 4 97 LEa2—L X ZTF Y U ZAORAIHR
Systematic review

Summary of included articles by factor

Meta-analysis

Risk factor Number of articles ID of articles Number of articles ID of articles
Pubmed 4 PM-J037 IC-J025 Pubmed 1
u me I1C-J103 u me PM-J037
Acupuncture Ichusi 5 PM-J047 IC-J0O79 GR-JO15 Ichusi 1 1C-J025
therapy Government report 1 | PM-J061  IC-J082 Government report 1 GR-JO15
Total 10 PM-J080 IC-J084 Total 3
PM-J008 PM-J080 [C-J084 PM-J080
PM-J013 1C-J004 1C-J087 1C-J022
PM-J034  IC-J010 " o PM-J008 1 1095
PM-J035  IC-J022 1C-J090 PM-J013 1C-J069
PM-J037 IC-J025 1C-J094 PM-J034 1C-J070
Pubmed 15 PM-J042  IC-J033 [C-J103 Pubmed 11 PM-J037 1C-J094
Blood Ichusi 5 PM-J047  1C-J069 1C-J110 Ichusi 5 PM-J042 IC-J081
Transfusion Government report 1 PM-J049  IC-J070 1C-J119 Government report 3 | PM-J049 IC-J103
Total 41 PM-J057  1C-J073 GR-J003 Total 19 PM-J057 1C-J110
PM-J061  IC-J074 PM-J063
GR-J008 GR-J003
PM-J063  IC-JO78 GR-JO13 PM-J071 GR-J00S
PM-J071  IC-J079 PM-J076
GR-J014 GR-J013
PM-J076 1C-J081 GR-J015 GR-JO15
PM-J079  IC-J082
. Pubmed 3 PM-J005 Pubmed PM-J005
Breastfeeding
Total 3 PM-J029 Total 2 PM-J054
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PM-J054

PM-J009 GR-JO11
PM-J009 1IC-J019
Pubmed 5 1C-J110 Pubmed 4 PM-J018 I1C-J022
. PM-J013  1IC-J022 .
. ) Ichusi 6 GR-J003 Ichusi 5 PM-J038 I1C-J069
Hemodialysis PM-J018 IC-J069
Government report 3 PM-J038  1C-JOT0 GR-J006 | Government report 3 | PM-J063 IC-J070
Total 14 PM-J063  IC-JOS1 GR-JO11 Total 12 GR-J003 IC-J081
GR-J006 IC-J110
PM-J044 1IC-J00O4
Pubmed 4 I1C-J039
Household ) PM-J060 I1C-J019
Ichusi 6 IC-J082
Contact Total 10 PM-J061  1C-J023 [C-J091
o PM-J066  1C-J029
PMAJOLT 6 g0s2 10-d082
Pubmed 5 PM-J034
.. . 1C-J046  1C-J084
Injecting Drug Ichusi 9 PM-J053
1C-J059 1C-J103
User Government report 2 PM-J057
1C-J078 GR-J0O0O7
Total 16 PM-J079
1C-J080 GR-J014
IC-J004
PM-J015 IC-JO16 IC-J068
Pubmed 9
Lehusi 29 PM-J023 IC-JO017 1IC-J073
MTCT e PM-J029 IC-J020 IC-JO74
Government report 5
PM-J031 IC-J026 IC-J076
Total 43
PM-J039 IC-J027 1IC-J085
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PM-J048 1IC-J028 1IC-J088
PM-J051 IC-J041  IC-J089
PM-J054 IC-J042  IC-J092
PM-J059 1IC-J043  IC-J111
IC-J005 IC-J051 GR-J0OO1
IC-J006 IC-J060 GR-J0O05
IC-J012 IC-J061 GR-J0O09
IC-J013 IC-J063 GR-JO10
IC-J014 IC-J066 GR-JO16
IC-J015
Needlestick P;zzfid; PM-JO61 PM-J064 IC-J0S2 Pltzf:idll PM-J064
injury PM-J062 IC-JO75 1IC-J094 I1C-J094
Total 6 Total 2
Pubmed 3
Nosocomial Ichusi 2 PM-J032 PM-J047 1C-J048
Transmission Government report 1 PM-J045 1IC-J019 GR-J002
Total 6
. Pubmed 1
Razor Sharing PM-J034
Total 1
Ichusi 9 PM-J001 PM-J046 1IC-J037
Pubmed 1
Sexual Pubmed 5 PM-J007 PM-J056 1C-J044 Lehusi 1 PM-J046
Government report 1 PM-J020 PM-J058 1C-J047 Total 2 I1C-J072
Total 15 PM-J022 PM-J061 IC-J0O72
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PM-J044 1IC-J019 GR-J004
PM-J034
PM-J034 PM-J057
IC-J084 PM-J037
Pubmed 9 PM-J037 PM-J061
, IC-J087 PM-J042
Ichusi 7 PM-J042 PM-J0O80 Pubmed 6
Surgery IC-J103 PM-J057
Government report 1 PM-J047  1C-J004 1C-J112 Total 6 PM-J053
Total 1 PM-J052 1IC-JO1
otal 17 2052 IC010° - p go14 PM-J080
PM-J053 IC-J079
IC-J103
Pubmed 5 PM-J034 PM-J080 1C-J079
Tattood Ichusi 5 PM-J053 1C-J004 [C-J084 Pubmed 2 PM-J053
artooing Government report 1 PM-Jo57 IC-J019 GR-J014 Total 2 PM-J057
Total 11 PM-J079 IC-J078
U
.pper . Pubmed 1
gastrointestinal PM-J010
Total 1
endoscopy
Blood duct Ichusi 2 1C-J004
00€ PTOGHELS Total 2 I1C-J019
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3) AERERICHc, @l - Fi - ENEZEIT2EFICE TS HCV BIRRDX Y7
7+ ) 2 X Meta-analysis for prevalence of HCV among exposed group by study period

(1) WmEZE I 2EMHICEITS HCV BREE (HCV FuREIESE) Prevalence of anti-HCV
positive rate among subjects with transfusion recording
REFNICHBEEZE T 2EEICE TS HCV ABHERO#EBZR 3 IR U T,
HREAAED 1979 FELHETOXM(IE R < 1980-89 FiF 5 XH (HEFHE 5.1%).
1990-99 F (& 12 Xk (FEHEMZK 15.9%). 2000-09 F(& 1 X#E (BRX 18.2%).
2010 FLUEDERIZ R < ITERERH 6 XBATH D £ 24 XEDHEFHRIZ 15.2%
THolco

Anti-HCV prevalence (Transfusion)

Study year
Before 1979
NA

=
85
~1385 ——— ma—
GR-J003°1989 =
Subtotal mEH5.1%
=%
—
=

19
1984
_19
1

0-99
PM—J008 1990

I
o l\e]
[(o)\o}
[@]e)

a)
—_
(@S
Ll
SO
NG
NW

IC-J069
IC-3J070

PM- J080

1990 e
1990
1990
19

._.
ﬁ
k_l
o
\e}
=

o)

00
24

I—H—H—*

92

93
93
95
1997

0o

<<
LLLL Ll
—HOOOO
R WWH =
O-b\IU'Iw

1997
Subtotal  EE— . 15.9%

2000-09
PM-J013_2003 T/
Subtotal | 182%

After 2010
NA

Unknown
PM-]J049 NA =
PM-J071_NA T/ w—5——

IC-J025 NA ey

IC-J103°NA =
GR-JO08_NA ——
Total  — 15.2%
0% 20% 40% 60% 80% 100%

3. KRBNICHIHARD HCVEREXA Y 7 F UV X (YR ER : BWEH D]
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(2) FNEZzEI2EHICE TS HCV BEER (HCV JAEBMEE) Prevalence of anti-HCV

positive rate among subjects with surgery recording

EEEAR IC A TcFMEE B T DEMICE TS HCV KRB OHB AN 4 (TR U, W
ERBED 1979 ELBIOXERIZ/AR <. 1980-89 FiF 3 Xt (FFEEREX 14.3%).

1990-99 FE (T 4 XFk (FFEERE 4.6%). 2000-09 F - 2010 EUEOEIZ A< |
BEERRAN 1 XM THD., £ 8 XMOHMEBHREIL 6.9%TH > Tco

Study year
Before 1979
NA

1980-89
PM-]042_1984
PM-]057-1_1985
PM-J057-2_1985
Subtotal

1990-99
PM-J080_1992
PM-J053_1993
PM-J037_1995
PM-1034_1997

Subtotal

2000-09
NA

After 2010
NA

Unknowﬁ
IC-J103_NA

Totai

B 4. FABICHTCBAED HOVEREX Y7 F UV R VRV ER : FifiEH D]

Anti-HCV prevalence (Surgey)

- 4.6%

B 6.9%

0% 20%

40%
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(3) ENMEZE I 2EFICE TS HCV EFEER (HCV FLRBEMZE) Prevalence of anti-HCV
positive rate among subjects with hemodialysis recording
KHARICHOBENEZ T S 2ERICE T2 HeV B HEEROHB 2K 5 (IR U,
FHHEARED 1979 FELETOER % <. 1980-89 FiF 1 XBR (BHZ 20.6%). 1990-99
Fld 8 Xk (FREZEZE 1.9%). 2000-09 FiF 1 X (BRK 11.0%). 2010 FLF
DOXERIEIR < BEERHEDL 2 XEMTH D, 24 10 XKBOBEHEHRKIZ 2.6% TH >
co

Anti-HCV prevalence (Hemodialysis)

Study year
Before 1979
NA

1980-89
GR-J003_1989 mrmme—
Subtotal  EE———20.6%

1990-99
B 1o B
IC-J022-1990 T e
i
1C-J110_1997 T——rF————

GR-J006_1998 T/ —— ®#H
PM-J018_1999

]
Subtotal W 1.9%

2000-09
PM-J009_2003 /=
Subtotal EEEE-11.0%

After 2010
NA

Unknown

IC-JO81_NA T/—/F——3———
GR-JO11_NA T

Total W 2.6%
0% 20% 40% 60% 80% 100%

5. KRRRIICHHAD HCVEREX Y 7 UV X (YR ER 1 #EfH 0]
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4)BARICET B HCVREREY XV ERA v XICBT B X5 7+ 2 X Meta-analysis for odds

ratio of HCV infection risk by exposure of each factor

(1) HEAEIC K B HCV BRFEA v Xtb 0dds ratio of HCV infection by Acupuncture

X 6 [CIUAE S HCV BREDBEEICRET XY 7 F U ADHERZR LI, 3 DOMKZ
HEULER, a4y Xtid 1.49 (95C1: 1.26-1.77) TH D, HCV R & DB RELRREE
NFRH SN,

e, AREDDLG WD, DFR/INA FZADEEICDWTIFHBIAREETH o 1o

Experimental Control Weight Weight

Study Events Total Events Total Odds Ratio OR 95%-Cl (fixed) (random)
|

GR-J015_1993 272 2510 272 3611 [ 149 [1.25, 1.78] 93.2% 92.8%

PM-J037_1995 11 547 26 1680 1.31 [064; 266] 59% 5.7%

IC-J025_NA 3 16 10 116 245 [060;1005] 09% 14%
]

Fixed effect model 3073 5407 : 1.49 [1.26; 1.77] 100.0% -

Random effects model [ | <>| | 1.49 [1.26; 1.77] - 100.0%

Heterogeneity: 2= 0%, 2= 0,p=074
01 05 1 2 10

00 +

02

04 -

Standard Error

06 7

Odds Ratio

6 BARICEITZEHEEICED HCVREEV X VICETZXITF IV R
(Forest plot & Funnel plot)
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()& i & % HCV BEFA v Xt 0dds ratio of HCV infection by Blood transfusion

ICEMm e HCV REDREICEAT A Y 7Y Y AD#ERER Ui, 18 DIiRZHE
é UTc#ER. BE7 v XHld 4.93 (95C1: 2.71-8.95) TH D HCV Bk & DERLRBIEM
DIL;\‘b b nﬁ_o
BAT7OY hTREADHANENE B ICAREFEL. AFR/NA 7 ADTZENTFT L EH]
WiTE 2,
Experimental Control Weight Weight
Study Events Total Events Total Odds Ratio OR 95%-Cl (fixed) (random)
PM-J042_1984 21 55000 197 - : 129 [049, 337] 45% 53%
PM-JO76_1984 38 6.000 55 : 292 [096, 888 23% 5.1%
PM-J057-1_1985 30 125.000 405 — 256 [121, 541 52% 5.6%
PM-J057-2_1985 71 9.000 1462 | —— 93.28 [41.33,21052] 03% 55%
PM-J00&_1990 532 72.000 22132 E—'— 1896 [12.33; 2915] 2.0% 6.0%
PM-J063_1990 306  8.000 87 —# | 251 [115;, 547] 64% 5.6%
IC-JOB9_1990 69 8000 35 ] . 204 [081, 516] 43% 54%
IC-JO70_1990 292 8000 101 — 313 [144; 680] 6.0% 5.6%
IC-J094_1990 26 126.000 1058 — 462 [205 1041] 24% 55%
GR-J013_1993 | 75 23.000 315 F— : 131 [054;, 317] 52% 5.4%
GR-J015_1993 390.000 796 154.000 5325 ! 3225 [26.09; 39.88] 13.1% 6.1%
PM-J037_1995 245 22.000 1980 —% 580 [297; 11.35] 29% 5.7%
PM-J034_1997 24 14000 172 —r 376 [129 1101] 17% 51%
PM-J013_2003 88 13.000 312 — 511 [235 11.10]  3.0% 5.6%
PM-J049_NA 321724 1076 80256 1056 : 519 [399; 674 365% 6.1%
IC-J025_NA 8 11000 124 * 342 [062; 19.04] 06% 41%
IC-JO81_NA . 47 1.000 16 i 355 [041; 3052] 0.6% 3.4%
GR-JO08_NA 113.000 228 2.000 15 —— 6.39 [1.41; 2893 12% 4.4%
¢
<
PM-JO71_NA 84 2000 K] . 290 [062; 1358] 16% 4.4%
e
i*}f-h
Fixed effect model 4056 34878 ¢ 8.26 [7.23; 9.44] 100.0% -
Random effects model <= 493 [2.71; 8.95] --  100.0%
Heterogensity: /° = 94%, 1 = 1,502, p < 0.01 ‘ ' ' ‘
001 01 1 10 100

7. BRICHE T ZEINIC &K 2 HCV REY RV ICBATBXY T

Standard Error

Odds Ratio

100

(Forest plot & Funnel plot)
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(3)RFLIC & B HCV A v Xtk 0dds ratio of HCV infection by Brest feeding

X 8 [CAZ. & HCV BREDEEICRAT 2 X7 F UV AD#HERER U, 2 DOWRZH
BUIER. a4y XLthid 0.87 (95C1: 0.23-3.36)TdH D, HCV B & OBEELRBEEN
EEDYSY (WA NN

o, ARBDIDBWH, ARINA 7 ZADFEICDWTIFHIBAREETH > oo

Experimental Control Weight Weight
Study Events Total Events Total Odds Ratio OR 95%-Cl (fixed) (random)
PM-J054_1990 5 59 1 15 1.30 [0.14;12.01] 33.0% 36.6%
PM-J005_1992 6 75 2 18 070 [013; 377] 670% 63 4%
—
T
Fixed effect model 134 33 i,‘ 0.89 [0.23; 3.40] 100.0% -
Random effects model 0.87 [0.23; 3.36] - 100.0%

[ I I I |
01 05 1 2 10

Heterogeneity: = 0%, Z= 0,p=066

Standard Error
° o o o
& = N S

°
®

o
L

0Odds Ratio

M8 BARICETZRIICED HCVRERIRTICETBEXTT7F U
(Forest plot & Funnel plot)

136



(4)EITIC & B HCV A v Xt 0dds ratio of HCV infection by Hemodialysis

X 9 (&M & HCV BREDEEICRAT 2 X7 F UV AD#HERER U, 2 DOWRZH
BUIKER. a4y XLthid 11.38(95CI: 4.49-28.90)TdH D, HCV B & DEELREEE
HENFTRH SN,

o, ARBDIDBWH, ARINA 7 ZADFEICDWTIFHIBAREETH > oo

Experimental Control Weight Weight
Study Events Total Events Total Odds Ratio OR 95%-Cl (fixed) (random)
PM-JO63_1990 70 393 g 787 E*—'— 18.73 [9.25,37.96] 13.2% 435%
PM-J009_2003 134 1214 354 22474 775 [630; 955] 868% 56.5%

&

Fixed effect model 1607 23261 <I> 9.21 [7.51; 11.29] 100.0% -
Random effects model —==== 11.38 [4.49; 28.90] - 100.0%
Heterogeneity: I° = 85%, > = 0.3888, p = 0.01

01 051 2 10

Standard Error

Odds Ratio

9. BRICE T 2B KD HCVRERU RV ICBETBXTT7F U
(Forest plot & Funnel plot)
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(5)ERI U I &k B HCV A v Xt 0dds ratio of HCV infection by puncture

X 10 I U & HCV BREDOBEEICEAT 2 XY 7+ Y Y ADERER LTz, 2 DDIFR
EREUER. BE7 v XLblE 8.49 (95CI: 4.27-16.88) T3H D . HCV BEFE DHEREKHE
EHELIRD SN,

o, ARBDIDBWH, ARINA 7 ZADFEICDWTIFHIBAREETH > oo

Experimental Control Weight Weight
Study Events Total Events Total Odds Ratio OR 95%-Cl (fixed) (random)
|
PM-J064_1981 3 110 1 54 : 149 [0.15;1463] 31% 4.0%
IC-J094_1990 24 224 112 860 — 0.80 [0.50; 1.28] 96.9% 96.0%
=
|
Fixed effect model 334 914 il 0.82 [0.52; 1.30] 100.0% -
Random effects model 0.82 [0.52; 1.30] - 100.0%

Heterogeneity: = 0%, 2= 0,p=0860
01 05 1 2 10

Standard Error

& 10. BRICEITZ Ry T1—F—(c LD HCVRERY X VICETBAYT7F R (Forest
plot & Funnel plot)
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(6)MHER T & D HCV Bk A v XL 0dds ratio of HCV infection by sexual

X 11 ICHERSE & HCV B OBEEICBET 2 XY 7Y Y ADERER Uz, 2 DDWR
EHREUER. B&7 v XLblE 11.84 (95CI: 5.53-25.36) THH. HCV EFEEDER

BIENRH St

T, AERED DLW, ARINA P ZADEEICDWTIFHIBTREETH - fco

Experimental Control
Study Events Total Events Total
PM-J046_1989 61 604 52 6632
IC-J072_1990 8 203 2 270
Fixed effect model 807 6902

Random effects model
Heterogeneity: 1% = 31%, v> = 0.1495, p = 0.23

| I

0.1

Weight
95%-Cl (fixed) (random)

Odds Ratio OR

S5 1422 [972;2079] B826%
[115:2617] 17.4%

=== 11.84 [5.53; 25.35]

051 2 10

Weight

80.7%
19.3%

100.0%

K 11. BRCET2HFREEICED HCVRBREURVICETEAITFIIR
(Forest plot & Funnel plot)
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(7)FAMTIT & B HCV BEA v XL 0dds ratio of HCV infection by Surgery

X 12 ICFiT & HCV BREDEEICRAT 2 XY 7 F UV ADHEREZR Uz, 6 DOWFRZ
HEUER, ey Xl 3.42(95CI: 1.92-6.07) TH D, HCV B & DEELREE
ELRH SN,

BATOY MCED 16I0A Y A EE (AANfE) THorfcfcth. DNERINA T ADF
ZnmnetiTE s,

Experimental Control Weight Weight
Study Events Total Events Total Odds Ratio OR 95%-Cl (fixed) (random)
PM-J042_1984 3900 116 23 102 174 [095 318] 288% 18.0%
PM-J057-1_1985 4500 73 96 362 e 445 [263; 754] 219% 18.9%
PM-J057-2_1985 2499 301 10 1241 —=*— 1115 [5.29;2348] 63% 16.3%
PM-J053_1993 2400 40 76 161 1.68 [0. 83 339] 214% 16.8%
PM-J037_1995 29.00 1002 § 1225 —E— 453 [2.06; 996] 124% 15.8%
PM-J034_1997 1000 61 10 135 245 [096, 624] 92% 141%

3
<::=

Fixed effect model 1593 3226 - 3.33 [2.53; 4.38] 100.0% -
Random effects model | | f:i‘/“* | 3.42 [1.92; 6.07] - 100.0%

Heterogeneity: /1 = 75%, t° = 0.382, p < 0.01

%]

0.1 051 10

Stancar

Odds Ratio

B 12. BRICEIFBFMICE S HCVREU RV ICETEXITF IV R
(Forest plot & Funnel plot)

140



C. ZAXAVAICEITS HCV DR HCYV infectious route in USA

1. XEHH., XBMLE2—&EXFTTFY S ADATE Method for paper selection,
reviewing and meta-analysis
1) =9 X—X EMEKAE Database and searching strategy
MERDIRZRIE PubMed ZfEFA U fco BFRIE 2019 F 10 B 24 H& D175 7o PubMed & &
VEFRFDOF—T—RZKS5, 6ICRT,
HCV RERFURERE - R U RV ZERORFNMER ZIBET 27cHIc. MERONRIAM IS
T — I R—RCEFIN TV I HBOLTOE & U,

R 5. HCV DREERRICET 2T —IR—IAB L UBRERE

CcQ Systematic review and meta-analysis of infectious route of
HCV infection in USA

TF—FR—2X To understand the trend of infectious route by hepatitis C
(including non-A non-B, before 1989)

B PubMed

RERE EB,0S,RA,UM,TS

F 6. HCV DREFRIEICEA T 2RRDORREH & ORFRE

# Search Query Number

1 “hepatitis” AND risk AND (transmission OR route OR cause) 67
AND (US OR USA OR America) AND (1900:1989[DP])

2 “hepatitis C” AND risk AND (transmission OR route OR cause) 303
AND (US OR USA OR America) AND (1990:1999[DP])

3 “hepatitis C” AND risk AND (transmission OR route OR cause) .
AND (US OR USA OR America) AND (2000:2019[DP])

Total #1 AND #2 AMD #3 2326

2) XEROD:EIREIE & BRANEZEE Include and exclude criteria
1) OF—T7—RTHESINEXROT ITRANS VMBS LOTILTEINERRNT SO

DFIRELAE -

BRAEZEIUT OEBDRE U fco

BIRELE - [RAEERIUTOER D TH B, 1B&H. 1989 FLHIIE CRFR VA ILALKER
SNTWEWH, BE 1)b)ZHRITTWS,

[(ZIRE*E Include criteria)
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(1) LT a),b)DELE 5N %ZHT=T Article which fall under any of the following a) or b)

a) 1990 FELIEICKIES NIRRT, DD CEFR VA IV ADRERRE - AR UV E
IEDWTDEEHE N S Study which is started after 1990 and article with description
about HCV infectious route and/or HCV infectious risk

b) 1989 FEUFIICEBINIZAKR T, D DOFRDOY XV ERICET ZELENHZHD
Study which is started before 1989 and article which description about risk of hepatitis

(2) MREDT AU AANFFT AU AITEATWS Study subjects is American and/or
people who live in USA
[BRHEZE Exclude criteria]
(1) #85% Review article
(2) ABUFFA - BBURF - D BUFF - E BUFF R DA ZXRE UTc 2 EDEAS A Tdh XAk
The study only targeted HAV, HBV, HDV and HEV.

3) PTFRANZIORLE2—KBLTTITFANLE 2 —DAE Method for abstract review
and full-text review

PubMed IC L& DHIHSNIEXBDO T T ARSI MU, Zh2hn 2 ZOWREHIMIZIC
FPTARZIMLE2—ZTofc (BXBRICDE 5 ZDMKE EB, 0S,RA, UM, TS 15 2 4
DHEHE L), 2) DBIRERE - [RAEEICHK N, TITFARLE2—DHRTHZHER
ATHBZEDZFM L Tco 2 BDHENRG S IHZEIF. F3EH (TAFXIF MO.) MMIZIC
FHE L. 3FDFEULAEWCLDRIEHEE LT,
TINTHERIANLE2—DORREBSEXEIF. Th2hn 2 ZOMRENRILZICT TR S
JhLE1—Z1Tolc (BXBICDE5BDHIRE EB, 0S, RA, UM, TS A5 2 AAEHL
12)o 2) DFIREZE - [RAEEICEL. BRREDOXETH 20 BRIV TH 2 ZFHEL
co
e, WREH. A v XHBE HCVERK - BEVR I DX YT )2 RACHERERD
BESINTWBHEIDFHEEIT > e
BE. BERREDBERET. MADE (N1 7RXF) ZLHL WS YRATYTrv L
Ea—PX57F YUY RDBRAFEICIEBNTVRL,

4) BREDONRER > L XED ST BI85 Contents from reviewed papers
BRNMEONRER > XENSUTOBRZHE Ul
B RXOEKRER: Y1 ML, EE. MEHL. 5. X—I DOl
B ARTTAY TRV —X B, EFIXIRAR. & 23mE JR— MR,

JR— NAR
MERMROELE | —RERE. TR, RrEz2E
NREEHAE - BEAHERE
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EXNREH

WREDEBELL

WRE DI F AR LE R A=

HCV B D E S : HCVRNA Bk, HCV HiiEkB5 14
mEnic TV RIVER,

TYZXVER) /> TVWENREME BRPEEH (KREX)
TRV BR) ZF> TOWRLWRRER & REEH (BREX)
YR VEEORERE Ay . \YP—Ri

TYXOER, [T 2EA Y Xth, 95%EEXMHE. P&
"XV ER) ICBT2REA Y . 95%EEXME. PE. FAERF
ZOMRICEVWTEZSND/INA T X

5) X5 7F ) ADAE Method for meta-analysis
UXVZER (@M. Fi. &) 289 2EFICHT S HCV BREIIC D W TEARRIISES
BEICK DAY T FH IV R &[T ol Fiow FHRICAIT T B ZEIT o 1
Ko, WRBHZEWTWDIARD 2 DU EHDHE(IF. Fixed effect model & & U Random
effectsmodel IC KB A Y AD AT P F U R %Z{Tolco 77E. HCV BRFEDEHKR%Z. HCV 1T
RE LTV XA HCVRNA & U TWBXERS & ICH T Z1T > oo

2, XEHE. XBLE2—EXHYTFFHY I XDHER Study result of paper selection,

reviewing and meta-analysis
1) XAV ) —=>7 OTFOE X Process of paper screening
PubMed IC& DI ENIcXEDL E 2 —DiBEZER 13 IR U,
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Total records identified through
database searching

2326

Records screened (1st Screening)

2326

Record Excluded (n=2112)

Full-Text articles assessed for

eligibility (2nd Screening)
214 Full-Text articles excluded (n=88)

O Not about transmission route
(N=51)
O Not in USA (N=12)
O Review article (N=22)
O Not HCV (N=2)
Studies included in qualitative O Full text not available (N=1)
synthesis

126

X 13. ZAUAICH TS HCV DRBRIRICEAT 2NERED7O—F ¥ — b~ [PubMed]

PubMed ICK B F—T— RIRETIF 2315 XKLy ML, A4 RNILEFTRRNZ VDL E
—lckbhimtiEni 214 XD T7ILTFAMLE2—DHREB > ZILTFRANLE 21—
DFER. 126 XNV ATYT o v I LE1—ICEAIN, £leo ZDS550 HCV BFRED
AT FYUIRITIEFHIL 22 XER. FIT 3 XXER. FET 7 XEOMRA S N, 59 XHYA v XD
AT FUYRITEBS N,

2) ERAI HCV BRELS L VCERA Y XICEAIT XY T F U YA TRIET 2K
Number of papers for meta-analysis of prevalence of HCV and infectious route
K7 ICEREBRCHCVRTIYT A v I LEa—ICRASNEXE. X571V RI(C
BRAShXXEBICDOWTRU .,
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7. BRINCAHATZVATIT A v 7 b Ea—L AT F UV ZAORAXHE Summary of included articles by factor

Systematic review Meta-analysis
Number of
Risk factor Number of articles ID of articles ID of articles
articles
PM-U0O14
Accidental PM-U014 PM-U041 PM-U054 PM-U074
8 3 PM-U041
puncture PM-U019 PM-U052 PM-U063 PM-U088
PM-U088
PM-U029
PM-U029
Acupuncture 3 PM-U063 2
PM-U088
PM-U088

PM-U001 PM-U021
PM-U058 PM-U102
PM-U002 PM-U022

PM-U062 PM-U104 PM-U001 PM-U014 PM-U046
PM-U004 PM-U029 PM-U106

PM-U063 PM-U106 PM-U002 PM-U022 PM-U075
PM-U006 PM-U035 PM-U118

Blood PM-U065 PM-U118 PM-U006 PM-U029 PM-U078
34 PM-U008 PM-U037 22 PM-U128

transfusion PM-U067 PM-U128 PM-U008 PM-U035 PM-U088
PM-U009 PM-U039 PM-U133

PM-U075 PM-U133 PM-U009 PM-U039 PM-U102

PM-U010 PM-U040
PM-U078 PM-U158 PM-U012 PM-U040 PM-U104

PM-U012 PM-U046
PM-U088 PM-U161
PM-U014 PM-U050

PM-U005 PM-U058 PM-U132 PM-U193 PM-U005 PM-UO077 PM-U156
Hemodialysis 8 7 PM-U194
PM-U034 PM-U077 PM-U156 PM-U194 PM-U034 PM-U132 PM-U193
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Household

1 PM-U014
contact
PM-U080
PM-U103 PM-U123 PM-U155
Tatrogenic 9 PM-U093
PM-U111 PM-U124 PM-U163
PM-U095
PM-U004 PM-U058 PM-U084 PM-U129
PM-U006 PM-U062 PM-U084 PM-U133
PM-U013
PM-U007 PM-U063 PM-U087 PM-U142
PM-U029
PM-U009 PM-U065 PM-U092 PM-U147
PM-U046
PM-U010 PM-U066 PM-U094 PM-U157
PM-U072
PM-U013 PM-U070 PM-U097 PM-U158
PM-U075
PM-U023 PM-U071 PM-U107 PM-U161
Intravenous PM-U078
60 PM-U027 PM-U072 PM-U108 PM-U169 12
drug use PM-U083
PM-U029 PM-U073 PM-U109 PM-U178
PM-U092
PM-U037 PM-U074 PM-U110 PM-U180
PM-U109
PM-U042 PM-U075 PM-U111 PM-U190
PM-U133
PM-U046 PM-U078 PM-U117 PM-U201
PM-U142
PM-U048 PM-U079 PM-U125 PM-U209
PM-U210
PM-U050 PM-U082 PM-U126 PM-U210
PM-U053 PM-U083 PM-U127 PM-U213
Mother to PM-U047 PM-U099
6 PM-U192 PM-U208
child PM-U049 PM-U120
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Needle PM-U053 PM-U073
5 PM-U079 PM-U085 PM-U213
sharing PM-U073 PM-U213
Organ
PM-U076 PM-U078 PM-U187 PM-U197
transplantatio 8
PM-U077 PM-U152 PM-U191 PM-U198
n
PM-U029
PM-U029 PM-U065 PM-U088 PM-U142 PM-U088
Piercing 8
PM-U050 PM-U074 PM-U109 PM-U161 PM-U109
PM-U142
Raw shellfish
1 PM-U004
ingestion
PM-U063
Razor sharing 2
PM-U065
PM-U004 PM-U031 PM-U066
PM-U133
PM-U009 PM-U032 PM-U074
PM-U142
PM-U011 PM-U037 PM-U078 PM-U022
PM-U149 PM-U113
PM-UO016 PM-U050 PM-U081 PM-UO031
PM-U157 PM-U133
Sexual 35 PM-U022 PM-U057 PM-U088 PM-U078
PM-U161 PM-U142
PM-U023 PM-U058 PM-U094 PM-U081
PM-U172 PM-U172
PM-U024 PM-U061 PM-U107 PM-U088
PM-U181
PM-U025 PM-U062 PM-U113
PM-U213
PM-U027 PM-U065 PM-U114
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PM-UO14

PM-U004 PM-U029 PM-U060
Surgery 7 PM-U067 PM-U029
PM-U014 PM-U058 PM-U063
PM-U060
PM-U027 PM-U062 PM-U075 PM-U029
PM-U102 PM-U102
PM-U029 PM-U065 PM-U081 PM-U059
PM-U109 PM-U109
Tattooing 19 PM-U050 PM-U067 PM-U087 PM-U075
PM-U133 PM-U133
PM-U054 PM-U068 PM-U088 PM-U081
PM-U142 PM-U142
PM-U059 PM-U074 PM-U101 PM-U088
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3) AERERICHc, @l - Fi - ENEZEIT2EFICE TS HCV BIRRDX Y7
7+ ) 2 X Meta-analysis for prevalence of HCV among exposed group by study period

(1) WEZEI HERICE TS HCV FRFER (HCV FABEME) Prevalence of anti-HCV
positive rate among subjects with transfusion recording
AEFNCHCBNEZE I 2EMICE TS HCVMEBERDHEBR ZR 14 (TR U T,
REWREDN 1979 FLHIE 3 Xk (HEEHRXK 3.8%). 1980-89 FiF 7 Xk (FiEH
JREK 5.4%). 1990-99 F (& 8 Xk (HEHRX 14.1%). 2000-09 FiF 3 Xk (FFEHE
XK 15.1%). 2010 FLUEOXE (A< RRERE 1 X TH D £ 22 XBOHES
BREIL 4.5%TH > oo

Anti-HCV prevalence (Blood transfusion)

Study year
Before 1979
PM-U001 1966 m
PM-U002-1974 —m»
PM-U118"1975 B+~
Subtotal m 3.8%
1980-89
PM-U104_1980 =
SEIERE ) SN
PM-U006_1985 —F—=—
PM-U009~1985 T
PM-U03971986 T=—
PM-U022-1987 ==
Subtotal W 5.4%
PM U02199910§82
- i —
i 18 == =
PM-U046_1994 e B
PM-U075-1996 - |
PM-U0B8 1808 =t
PM-U106_1999 T/
Subtotal ——-14.1%
2000-09
eide st B
PM-U13372001
Subtotal EEEE5.1%
After 2010
NA
Unknown
PM-UO12_NA T/ ———

Total mm 4.5%
0%  20% 40% 60% 80% 100%

14. BRENCHTZTZ AU DD HCV BREXY 7 F UV R [URVER : @lIFEH D)
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(2) FMiEZEI HERICE TS HCV FKFER (HCV HABEME) Prevalence of anti-HCV
positive rate among subjects with surgery recording
REEARIC AT FMEZ B I 2ERICH TS HCV MAEGEHEEROHEBZRK] 15 IR U T,
TRRBIARED 1979 FLRTO @ IF R <. 1980-89 F (& 1 Xk (BFE 1.7%). 1990-
99 F i 2 Xk (EEHEREE 6.5%). 2000-09 F, 2010 FLUEDOmkIE %R < . £ 3 3k
DHFEBREIF 24%TH > o,

Anti-HCV prevalence (Surgery)

Study year
Before 1979
NA

1980-89
PM-UO14 1983 m
Subtotal B 1.7%

PM u02199910£38€2j ==
PM-U060_ 1997 ————=
Subtotal mEE—6.5%

2000-09
NA

After 2010
NA

Total m 2.4%
0% 20%  40%  60%  80%  100%

15. BRBICHT T XY DD HCV BIREXY 7 F UV R [URVER : FiiEH D)
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(3) BENMEZBI2EMHICE TS HCV BEFR (HCV JAEBMEE) Prevalence of anti-HCV

positive rate among subjects with hemodialysis recording
REARIICH e BMEZ B S 2EFICH T2 HeV MABIERO#EB ZR 16 ICRUTc. IR
FISRED 1979 FLATIE 1 B (BREK 14.1%). 1980-89 F (& 1 XHR (MMEERE 21.7%).
1990-99 FiF72 <. 2000-09 F (& 4 XEX (FHEHEHRE 10.3%). 2010 FELUFDOEIER<
MAERR 1 XEMTHO, £ 7 XEBOHEEREL 10.7%TH o7,

Anti-HCV prevalence (Hemodialysis)

Study year
Before 1979
PM-U005_1978
Subtotal R —4.1%
1980-89
PM-U034_1987
Subtotal R 21LY%
1990-99
NA

2000-09
PM-U156_2000
PM-U132_2001

N
N

PM-U193_2003
PM-U194 2008
Subtotal

e

e —

- 10.3%

After 2010
NA

Unknowﬁ
PM-U077_NA

T —
S —

- 10.7%
0% 20%

Totai

40% 60% 80% 100%

16. BRBNICHTT AU DD HCV BIREXY 7 F I VR [URVER : BhFH D]
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4) HCV BRFU XV ERA v XICBT % X5 77+ ) ¥ X Meta-analysis for odds ratio of HCV

infection risk by exposure of each factor

(1) #HRIUEBIT K B HCV A v XL 0dds ratio of HCV infection by Accidental puncture

17 IC#RI LB E HCV BREDBEEICEAT 2 A I 7YV ADEREZRUce 320D
MERZHE UER. HEA Y HIE 1.77 (95C1: 0.43-7.25) TH D, HCV BFEEDER
REEREIEFEO SNBH > T,

o, AREDIDBWH, ARINA 7 ZADFEICDWTIFHIBFREETH > oo

Experimental Control Weight Weight
Study Events Total Events Total Odds Ratio OR 95%-Cl (fixed) (random)
PM-U014_1983 2 56 2 504 030 [1.28;67.33] 52% 2861%
PM-U041_1992 2 1M T 435 — 112 [0.23, 548] 376% 3I1%
PM-U088_1999 2 25 25 248 — 077 [017, 346] 572% 36.8%

!

Fixed effect model 192 1185 : 1.34 [0.55; 3.32] 100.0% -
Random effects model ’%‘ 1.77 [0.43; 7.25] - 100.0%
Heterogeneity: I = 53%, v> = 0.8198, p = 0.12

01 0512 10

Standard Error

T T T T
02 05 10 20 50 100

Odds Ratio

17. ZAUAIHEIT2EHRIUEWIC KD HCVEFE) R VICEAT XY 7 IR
(Forest plot & Funnel plot)
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(2) SAEIC K B HCV BRFA v Xtb 0dds ratio of HCV infection by Acupuncture

18 [CHAR & HCV BRRDBEICRET 2 A Y 7 F U Y RDERZR U e, 2 DOMR
EREUER. BE7 v XHlE 1.20(95C1: 0.18-8.20) T3H D, HCV P L DBEREGHE
EHIIRD SN o T,

o, ARBDIDBWH, ARINA 7 ZADFEICDWTIFHIBAREETH > oo

Experimental Control Weight Weight
Study Events Total Events Total Odds Ratio OR 95%-Cl (fixed) (random)
PM-UD29_1992 1 7 20 398 : 315 [0.36;27.43] 147% 48 4%
PM-U0B8_1999 1 19 26 253 i 049 [0.06; 3.78] 853% 51.6%
Fixed effect model 26 651 zl = 0.88 [0.20; 3.78] 100.0% -
Random effects model 1.20 [0.18; 8.20] - 100.0%

Heterogeneity: I° = 40%, <° = 0.7657, p = 0.20
01 051 2 10

Standard Error
o
>

0dds Ratio

K18, ZAUNICHFBHEEICES HCVREEURVICETEIAITFF IV R
(Forest plot & Funnel plot)
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(3) HIMIC K % HCV EFEA v XLt 0dds ratio of HCV infection by Blood transfusion

X 19 ([CEIM & HCV BRFEDEEICRAT 2 XY 7 F UV ADHEREZR LTz, 10 DOMRZ
HEUER, a4y Xtid 1.73(95C1: 1.13-2.64)TH D, HCV B & D EELRREE
HIFFH SN,

BATOY MIIEFEEGRIFCAHBLTED. AFT7FY I ADFERIEDR/INA T AD
SEFDBVWEHITTE B,

Experimental Control Weight Weight
Study Events Total Events Total Odds Ratio OR 95%-Cl (fixed) (random)
PM-U014_1983 5 1M 17 1475 ———— 315 [1.15; 868] 31% 8.9%
PM-U022_1987 4 36 60 715 136 [047; 399] 55% 8.4%
PM-U029_1992 8§ 72 19 423 ——— 266 [1.12; 633] 53% 10.3%
PM-UD46_1994 26 43 94 247 —E— 249 [1.28; 483] 11.8% 12.6%
PM-U075_1996 2 9 40 328 206 [0.41;1025] 1.8% 5.0%
PM-U078_1998 29 125 24 102 — 0.98 [0.53; 1.82] 21.8% 13.1%
PM-U088_1999 7 86 20 184 —'—'— 073 [0.29; 1.79] 12.5% 10.0%
PM-U102_2000 127 27 713 098 [0.13; 747] 20% 3.5%
PM-U128_2001 33 167 154 2355 ‘ —— 352 [233; 533] 175% 15.5%
PM-U133_2001 15 44 155 471 — 1.05 [0.55; 2.02] 187% 12.7%
=
Fixed effect model 750 7013 <= 1.78 [1.40; 2.26] 100.0% -
Random effects model _ 1.73 [1.13; 2.64] -~ 100.0%
Heterogeneity: 1% = 62%, 1° = 0.2581, p < 0.04 ! rrT ‘
0.1 05 1 2 10

Standard Error

T
05 10 20 50 100

Odds Ratio

B19. ZAXAUAICE T BEIMICES HCVRERREYRVICEATBXITFIVR
(Forest plot & Funnel plot)
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e

(4) Ry 71—t —lckD HCV BZEA v Xt 0dds ratio of HCV infection by Intravenous

drug use

K20 cRZyv 71— —& HCV REOEEICEAT XY 7YV ADERZER U,
12 DDMERZHEE UER. HiedA v I 15.0(95CI: 7.58-29.68) T&H D HCV EXF
EOBEBEERIFRS SN,

BATOY MIIEEREGRIFCAHBLTED. AFT7FY I ADERIEDR/INA T AD
SEFDBRWEHITTE B,

Experimental Control Weight Weight
Study Events Total Events Total Odds Ratio OR 95%-Cl (fixed) (random)
PM-UD13_1992 34 55 44 356 ﬁ:** 1148 [6.12; 21.53] 6.9% 9.4%
PM-U029_1992 1 7 23 485 i 335 [039 28971 09% 5.0%
PM-U046_1994 100 111 23 185 i —— 6403 [29.93;136.99] 26% 9.0%
PM-U075_1996 85 146 42 337 R 979 [6.17; 15.52] 16.3% 9.7%
PM-U072_1997 54 88 186 448 [ i 224 [140; 357] 364% 9.7%
PM-U083_1997 T 72 3 752 T 2689 [6.79;10645] 0.7% 7.2%
PM-U0T8_1998 1 12 36 188 4644 [581,37143] 06% 5.2%
PM-U092_1999 35 112 11 268 —;F— 1062 [5.15; 21.90] 6.9% 9.1%
PM-U109_2000 23 102 24 5066 o—— 6116 [33.11,11297] 11% 9.4%
PM-U133_2001 111 133 59 382 i 2762 [16.18; 4716] 7.8% 96%
PM-U142_2006 8 14 4 66 —i—*— 2067 [4.78; 89.33] 09% 6.9%
PM-U210_2012 207 301 26 98 *—{13 6.10 [3.66; 10.16] 18.9% 9.6%

<

Fixed effect model 1153 8631 ¢ 10.29 [8.49; 12.47] 100.0% -
Random effects model : | ‘<> | 15.00 [7.58; 29.68] - 100.0%

Heterogeneity: 1~ = 91%, <° = 1.191, p < 0.01
001 01 1 10 100

Standard Error

Odds Ratio

20. PAVNCEFBZRZYTIA-HY—ICLDHVRBRIRTVICEATEIXITFIUTR
(Forest plot & Funnel plot)
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(5) HEHIC KB HCV BRFEA v Xt 0dds ratio of HCV infection by Needle sharing

X 21 ICiBHEE & HCV BREDOBEEICEAT XY 7F Y Y ADERER LTz, 2 DDIFR
EREUER. BE7 v XlE 1.81(95C1: 1.02-3.22) TH D, HCV BEFE DBEREGHE
EHFIRD SN,

o, ARBDIDBWH, ARINA 7 ZADFEICDWTIFHIBAREETH > oo

Experimental Control Weight Weight
Study Events Total Events Total Odds Ratio OR 95%-Cl (fixed) (random)
PM-U073_2000 22 57 26 138 : 271 [1.37,536] 25% 34.6%
PM-U213_2015 832 1356 1413 2714 - 146 [1.28;167] 97.5% 65.4%
<!
Fixed effect model 1413 2852 <'> 1.49 [1.31; 1.70] 100.0% -
Random effects model e 1.81 [1.02; 3.22] - 100.0%
Heterogenetty: I° = 67%, ©> = 0.127, p = 0.08 ‘ ' ' '
02 05 1 2 5
0.00 o
0.05 4
0.10
5015 B
EOZO —
025 4
030
035
1‘0 1‘5 2‘0 2‘5 SID

Odds Ratio

E21. PAUAICEFZHABICES HCVREEURVICEATEIAITFFIVR
(Forest plot & Funnel plot)
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(6) EFZ RIC KB HCV B v Xtk 0dds ratio of HCV infection by Piercing

22 ICEF7 A& HCV BEDBEEICEET 2 A 7 F U Y RDERZRUc, 4 DOMR
EREUER. BE7 v & 0.91(95C1: 0.42-1.97)TH D HCV EFE DEREGHE

EHIIRD SN o T,

A0y MIUFIFEARTRCOBLTED, XFT7FY I RDERIEDR/INA T D
SEFDBVWEHITTE B,

Experimental Control Weight Weight
Study Events Total Events Total Odds Ratio OR 95%-Cl (fixed) (random)
PM-U029_1992 11 293 13 157 : 043 [0.19, 0.99] 428% 31.1%
PM-U088_1999 6 33 21 236 i 228 [084; 6131 111% 26.9%
PM-U109_2000 8 1108 39 4108 — . 076 [0.35; 1.63] 43.3% 32.8%
PM-U142_2006 1 5 10 70 o 1.50 [0.15;14.83] 28% 92%
Fixed effect model 1439 4571 il 0.81 [0.50; 1.31] 100.0% -
Random effects model 0.91 [0.42; 1.97] - 100.0%

Heterogeneity: I = 55%, 1° = 0.3223, p = 0.08

00

02 4

04

06

Standard Error

08

Bl22. PAUAICBIFTZETRICLD HCVREEI X VICEATEXITFUI R
(Forest plot & Funnel plot)
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(7) WERBIC K B HCV BRFA v XLtb 0dds ratio of HCV infection by Sexual

X 23 IS E HCV B DBEEICBET XY 7Y Y ADERER U, 10 DDIFE
EREUER. BE7 v XLblE 2.24(95C1: 1.07-4.68) T3H D HCV BEFEE DBEREGHE
EMHEIERRD S,

BAZOY MCED 1HIOA Yy ZEEDEE (ANE) THoTlcledh, RRINA T ADE
EHeaLEHKTTE B,

Experimental Control Weight Weight
Study Events Total Events Total Odds Ratio OR 95%-Cl (fixed) (random)
PM-U022_1987 6 40 69 634 J‘ 145 [059; 357] 45% 10.1%
PM-U031_1990 7 38 30 917 I a— 367 [149; 901 21% 10.1%
PM-U081_1997 6 303 9 443 ! 097 [034; 277] 46% 9.6%
PM-U078_1998 7T 12 34 169 i-—'— 556 [166,1860] 12% 9.0%
PM-U088_1999 13 111 13 157 T+ 147 [065; 3.30] 61% 10.4%
PM-U113_1999 26 1609 126 3455 - 3 041 [027, 063] 524% 114%
PM-U172_2000 20 500 20 500 — 100 [053; 188] 123% 109%
PM-U133_2001 132 291 38 224 | 406 [267; 617] 15.0% 11.4%
PM-U142_2006 6 18 6 60 4——‘— 450 [1.24,1640] 12% 8.7%
<
e
PM-U149_2005 19 3 3 44 3 —— 21.64 [0.46,85.77] 06% 8.4%
[t
i =
Fixed effect model 3043 6203 & 1.48 [1.21; 1.80] 100.0% -
Random effects model = 2.24 [1.07; 4.68] - 100.0%
111

Heterogeneity: I* = 89%, t° = 1.188, p < 0.04
01 0512 10

Standard Error

Odds Ratio

23, ZXUNICEFBMRFICES HCV EREVY XAV ICBBT A T7FUTR
(Forest plot & Funnel plot)
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(8) ¥ b wic &S HCV ERZFEA v Xtk 0dds ratio of HCV infection by Tattooing

24 [TH o & HCV BRDOBEEICEET 2 XY 7 F UV RDERZR U, 9 DOMR
EREUIER. BE7 v XLblE 2.33(95C1: 1.49-3.62) TH D, HCV P L DBEREGHE

EHEIRD SN,

BATOY MIIEEFEGRIFCAHBLTED. AFTF7FY I ADERIEDR/INA T AD
SE IRV TE B,

Experimental Control Weight Weight
Study Events Total Events Total Odds Ratio OR 95%-Cl (fixed) (random)
PM-U029_1992 9 43 16 369 E—'— 584 [240;1421] 48% 12.5%
PM-U075_1996 18 99 19 207 —— 220 [1.10; 4.41] 18.2% 15.5%
PM-U081_1997 1 9 14 737 : 6.46 [0.76;55.15] 0.5% 3.6%
PM-U088_1999 10 80 17 191 L 146 [0.64; 3.35] 158% 13.4%
PM-U102_2000 4 106 15 443 —,'—:r— 112 [0.36; 3.44] 101% 9.6%
PM-U109_2000 13 1327 35 3948 - 111 [0.58; 210] 31.5% 16.5%
PM-U133_2001 17 26 153 489 *:—'— 415 [1.81;952] 97% 13.4%
PM-U142_2006 7 26 5 51 T 339 [0.96;12.02] 45% 8.2%
PM-U059_NA 7 106 3 106 T 243 [061;, 965 51% 7.3%
&
<>

Fixed effect model 1822 6541 ': 2.08 [1.55; 2.79] 100.0% -
Random effects model <= 2.33 [1.49; 3.62] - 100.0%

Heterogeneity 12 = 47%, 12 = 0.2018, p = 0.06

01 0512 10
00 o
02 -
_ 04

‘E 06

08 -

10 4

0‘5 1‘0 2‘0 5‘0 10‘0 20‘0

Odds Ratio

24 ZPXUAICBIFBIMICEDHVREEIRVICETEXIT7FITR
(Forest plot & Funnel plot)
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D. ERAMNCEIFBD 717V /TFURAICK S HCV BFE Fibrinogen and HCV
1. X, XBLE2—&EXHFF YD ADAZE Method for paper selection,

reviewing and meta-analysis
1) =9 X—X EMEKAE Database and searching strategy
XHERDIRFRIE PubMed & L VEFFEZEAB L, RFKIF 2019 F 11 B 6 HE DT>
ERFEDORRICDOWVWTIE, 2020 F 10 B 7 HICRFERZREL (RRH 2). BERRZ
T>7co PubMed B L VEHFEDF—T— Rz kK 8~10 ICTRT,
T4 7V /T VHAIIC K BEERKICET B2EFEARSEICOVTONRE UL,

R 8. T—HIN—ARFER

CcQ To estimate the relative risk of hepatitis C (including non-A non-

B, before 1989) infection by fibrinogen preparations (Specially in

Japan and USA)
F—HR—2 PubMed EHEE
B PubMed : 2019.11.06 EHEE : 2019.11.06. 2020.10.07
REE NY,EB,0S

& 9. EFEEIC L 2RROBREBAL L ORFEH

# wERX 1 (2019.11.06)
1 Ff% AND 7147/ i
(D AMGEG | [RERXDH]
Total #1 i 42
# ®ERX 2 (2020.10.07)
1 FF% AND (7«4 7Y./%4> OR IMARHKERTHA) 106
[(RDIAHFEE B U] XRBHEET
Total #1 i 106
3 10. PubMed IC & 2RBEDBRERAE & MRFH
# Search Query Number
1 “hepatitis” AND fibrinogen 615
Total #1 Total 615
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2) XERDZEIRELE & FRNEZ®E Include and exclude criteria
1) OF —T7—RTHESINEXBOT TANS I RBLXOTILTFANZERT 576
DFEREZEE - RABEGIUTOBEORE U T
BIREEE - FRABEZERIUTOELEDTH B, BH. 1989 FLUANF CEFR VA IILADHER
SNTWEWesH, BEE 1)b)ZHRITTWS,
[EIREZE Include criteria]
(1) BLFa),b)DEE 5N %ZH#7=T Article which fall under any of the following a) or b)

a) 1990 ELIEICKRBSINIHART. DD CEFRIAINRET 4 TU /FUICDWT
DEE N % Study which is started after 1990 and article with description about HCV
infectious and fibrinogen

b) 1989 FLURIICEEEINIAR T, N OFXRDIY XV ERICET 2LENHZ2HD
Study which is started before 1989 and article which description about hepatitis and
fibrinogen

[BRHEZE Exclude criteria]
(1) #85% Review article
(2) A BURTZ - B BUFFX - D BURFX - E IF R DA ZXNRE L T EHBASH TH 23K
The study only targeted HAV, HBV, HDV and HEV.

3) PTRANZUORLE2—KBLPTITFANLE2—DAE Method for abstract review
and full-text review

PubMed. EFEEICK DIMESNAXMO T T7AKZ 7 MWL, Zh2h 2 ZOFARED
WIZICFPTANZI ML E21—%fT>7 (PubMed : EB.- 0S. EEFFE 1 YN. - AS). 2)
DFEREEE - [RAEEICEV. TILTFARNLE2—DXRTH DRI TH 2 & Tl L
feo 2 BDHENEB S THBEIF. F3E (TAFRIE M0) MNMHIZICFHEL. 3 EDEL
BWCKDERHIELE U
TINTHERANLE2—DORREBSEXEIFE. ThEh 2 ZOMRENMILZICT TR S
7 hLEa1—%1T>7c (PubMed : EB.- 0S. [EFFE: YN. *AS). 2) DZFEIREZRE - fRH
EECREV. BENREOXETH DD, BRATH 20 ZHE L fco
e, WREH. A v IR E HCVERE - BREUX T DX 7 F U Y RAICDERBRN
BESNTWBHEDIDFHEEIT > e
BE. ENHMED@EET. fROE N1 7RXF) ZH L TWBH YRATYTrv 7L
Ea—PX5 73U ZADFRAFHIIZAVTUVGRL,

4) BHREDNRE G > IO ST 216 Contents from reviewed papers

BXEHSUTOEREME Lo
B GAEXOEANBR: Y1 ML, BEE. #Ea. 5. R—I, DOI
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B ATV Y =RV U—X EAZE. EFIXIBRIAZ. %3 E JR— M.
JR— MMAK

MANROERE | —RER. @EiF. REX2E
MNREBRHTE | EEARBGRE

ENREY

MREDELL

XRE DI F AR LERE

HCV BRZMEZ - HCV RNA B3, HCV HiikiGiE

T4 7V /T VAR ENRERE BREEHR (BREX)

T4 7V /T VHEIER SN RERE BREE (BRX)

URUIEIEDTERE - Ay . \F—Ri

T4 7V /T VRAICET A Y b, 95%EFEXME. P&

T4 7/ VBAIICEY BB A Y X, 95%EEXME. PE. AERT
ZOMRICEVWTEZSND/INNA TR

5) X5 7F ) ADAE Method for meta-analysis
747V /TR ENERICE T B HCV BREICD W TRARICEDEUEIC £ 2 X
T FIVIRZTolee Fleo RERICHIT T TBINZEIT o oo
Fro, WREHEZEWVWTWLWBIZICDWT, Fixed effect model & & UF Random effects model |
KAV DAY 7 F VY R%Z{ToTce BE. HCV BREDEFRZ. HCV HFEELTWS
SCER. HCVRNA & UTWBXHERS & (c Y T 21T o Teo

6) ZA YU S FDA LIR—KNFAE FDA report review

FE1) ~5) &FRlic, FDA TR TW3 74 J U /5 YV EAIICEET D IBHREEZNL
Teo
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2. X, XMLE2—&EXITFFY I ADER Study result of paper selection,
reviewing and meta-analysis
1) XAV ) —=>7 DTFOEX Process of paper screening

ERFICLDF—7— FERE (RERN 1. 2019.11.06. K 25 £ TF 42 X@H'e v ~
L. 747V /T VBAICE BEREFXICET 2EFEREE (HAH) oSt nsic
7 XBEMZ e 49 XBRICDWTH A MLEFP TRV RDLE2—%ToTc, ZDHE
R INni 9 XEBAT7ILTFARNLE2—DORREBofce FITFAMNLE2—D
BR ANV RTIYT v I LEa—ICRASI N, ZD55. 1 XEHERED A
TP FIIRICEAINc, AV IHDOAYT7F ) RXICET 2EREEIT 2XEIFE
N ot
ERFICLDF—7— REER (BRFRN 2. 2020.10.07. K25 GH) T 106 XEH E v
NU. ZARILETTARNTIRDLE 2 —%1To e, ZDRERME SNz 23 XA T
IWTFAMLE2—DRREBR>Tce ZILTFANLE 2 —DFER, 10 XNV ATV
TavZLEa—ICHASN e AYXEDXI T FY I RICET 2ERZE T XM
BFBEaENBL o> fco BRI 1 OEREDEEXEN 1 DHDH. REIICKRERN 1. 2Z2H
bEE BXEHBVATIYTv I LE1—([CRAS NI,

Pubmed I &2 F—T— KRBT (K 26) Tld 615 XAty MU, 747U /o v EH
ICLDEERXICATIEFERES (BB homEEnri 30 XEZ A 645 X#E
MNOEE 1 X ZR< 644 XBRICDOWTH A MNILETFTRARNZ IV MDLE 2 —%FTo T,
ZORRME SN 8 XN 7L TFRANLE 2 —DRREB T, ZILTFARLE
21— DR, 25 XNV AT T vy L Ea—IcERI N, £leo D556, 12X
MO BEREOX Y7 U RICHEHASIN, 3 XN A Y XLOX 57+ D RICEHBES
nr,
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n ®EN1  (2019.11.06)

A% AND J«JU 5>
[BROAHFM | RERIDI)

+EGAERGE

Total records identified through Additional records identified
database searching through other sources
42 7
[ ]
v
Records screened (1st Screening)

|

Record Excluded (n=40)

Full-Text articles assessed for
eligibility (2nd Screening)
9

Full-Text articles excluded, (n=5)
0O 88 (n=1)
0 BREPEBEVED (n=4)

Studies included in qualitative
synthesis
4

_ #E®2  (2020.10.07)

A% AND (J«JYJ4> OR MiksEEIRTEA)
[RDIABEM : 2L XDHERE0

Total records identified through database searching (N=106) |

.l Record Excluded (N=81) |

A

Full-Text articles

(N=23)

assessed for eligibility (after 1% Screening)

Full-Text screened excluded, (N=13)
* Literature review (N=7)
* Not about transmission route of HCV

(N=6)

A

Studies included in qualitative synthesis
(after 27 Screening) (N-10)

X 25 747Y/FVBAICED HCV BRICEAT A2XBEREO7O0—F +— b

[EEF' I:lIB\
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Total records identified through
database searching

615

Additional records identified
through other sources

30

(Government Rep 25/Reference 5)

|

Records screened (1st Screening)

644
(PubMed=614 /Government=25
/Reference=5)

Duplicate (n=1)

Full-Text articles assessed for
eligibility (2nd Screening)

68 (PubMed=38
/Government=25 /Reference=5)

Record Excluded (n=576)

Studies included in qualitative
synthesis

25
(PubMed=18 /Government=2
/Reference=5)

Full-Text articles excluded, (n=43)
O Review article=12
O Not related to transmission= 10

.| O About preparation technique= 9
"] O Foreign language = 6

O Letterto editor=4
O About HBV=1
O Full text not available=1

X26. 74 7Y /7 VEAICED HCV BRICET B2 XEBERREO7O0—F v — b
[Pubmed+ EHEREE (=:8)]

RIMICVATYTav 7 LEa—[CEASINEXXEE. X5 7FY 2 X TEHB S 1o Gk
MIcOWTHRU T,
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F1l. 747V )X EFROBEICET AV AT YT 4 v 7 L Ea—E A X TF U U AOHMACHEY  Summary of included articles by factor

Systematic review

Meta-analysis

Risk factor Number of articles ID of articles Number of articles ID of articles
IC-F004 PM-F016 PM-F035 GR-J-F001
PM-F014
Pubmed 13 GR-J-F001 PM-F017 PM-F036 Pubmed 10 RF-FOO1 PM-FO16
Ichusi 1 RF-J-F0OO1 PM-F020 PM-F037 Government report 1 RF-F002
Fibrinogen PM-F017
Government report 1 RF-J-F002 PM-F025 RF-F001 Reference 2 PM-F002
concentrate PM-F030
Reference 6 PM-F002 PM-F030 RF-F002 Total 13 PM-F008 PM-F032
Total 21 PM-F009 PM-F032 RF-F003 PM-F009
PM-F037
PM-F013 PM-F034 RF-F004 PM-F012
PM-F008
Pubmed 3
Fibrin glue PM-F012
Total 3
PM-F014
Other clotting Government report 2 GR-F012
factors Total 2 GR-F020
Intravenous Reference 1
RF-F005

Immunoglobulin

Total 1
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VBB KT « T /T Y BBERESFICET B HCVEREX Y7 F U2 X Meta-
analysis for prevalence of HCV among fibrinogen-dosed group by study period

REARlIC Az 7« T /7 Y ERIRESIC 1T 2 HOV MEBERO#EBEEK 27 ICRU
foo MAEBEMED 1979 FLIRTIF 3 XEK (REHRXK 29.8%). 1980-89 F (L 6 XHR (7
BHERE 0.4%). 1990-99 F(FAR <, 2000-09 Fid 1 Bk (BHRE 3.2%). 2010 FLUE
DOXERIFEL . MREFHAIXEHTHD . £ 13 XBMOMEBREIF 2.8%TH >,

Anti-HCV prevalence (Fibrinogen)

Study year
Before 1979
PM-F037__1954 ; }
RF-FO01_ 1977 =
PM-F016_ 1979 F |
Subtotal | EEGEGEGEEEE29.8%

1980-89
PM-F017_1980 _F——— !
RF-FO02__1981 b ]
PM-FO14_ 1982 ————
PM-FO12_ 1984 ——H
PM-FO08__1985

PM-F002__1986
Subtotal | 0.4%

1990-99
NA

2000-09

GM-J-FO01_ 2001 [
Subtotal W 3.2%

After 2010
NA

Unknown
PM-FO0O9__ NA ——
PM-FO30__NA [ i !
PM-F032__NA [ }

Total [ 2.8%
0% 20% 40% 60% 80% 100%

27. BRBNCHI= T« 7Y /T VEEIRERICHE TS HCV BREXY 7 F Y TR
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4) 747V /T VAT KD HCV BEY RV Ay A S 7+ > X Meta-analysis
for odds ratio of HCV infection risk by fibrinogen-dose
BRENLEXBDSE, 747V /T VEAICET XD S5, FKREFAZETHD
3 THofco TNEEXAITFUVRICAW, B 28(CT7 T U /T & HCV
RE/FROBEICETBEXI 7YV ADERZRVc, 3 DOMRZHELTIcHE
B, a4y Xl 333.27(95CI: 2.80-39471.23)TdH D, HCV BF/FFA L DEER
BEMED D Sl

Experimental Control Weight Weight
Study Events Total Events Total Odds Ratio OR 95%-Cl (fixed) (random)
PM-FO30_NA 10 32 0 40 —47 3780 [211; 67571 984% 54 0%
-ﬁl,
c:::::>
PM-F016_1979 12 12 0 85 1:——'— 427500 [81.12;225289.82] 16% 46.0%
PM-FO09_NA 0 20 0 13 | 0.0% 0.0%
-i:;‘::—
f:}'
Fixed effect model 64 138 <Z'> 107.03 [10.46; 1095.33] 100.0% -
Random effects model === 332.27 [2.80; 39471.23] - 100.0%

Heterogeneity: I° = 74%, 1° = 8.832, p = 0.05
0 01110 1000

0.0 -

05

Standard Error

204 4

T T T T T T T T T T T
2 5 10 20 50 100 200 500 2000 5000

Odds Ratio

K28, 747V /TVICELBFARIRTICETEIAYTF IV
(Forest plot & Funnel plot)
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4) PAUBFDADT « 7)) /7 VEFNCEET 2IEMEMN Summary of FDA report

related to HCV infection risk of fibrinogen
77 X1 7 FDA (Food and Drug Administration) (&HIMEFH 2 WET7 1+ 7Y /5 EEIC
T BRBERELT T4 TY /T VEEE 1947 FICNHTER U, ZDE. 1977 F
ETICEISBEO T« 7V /T VEBANERINTWS, UL 1977 FIL T+ T /T
VHBIDBEMEDINENTH DI E FRODIURIDH B I EZBAICETZIO T
(Ffeo AGBEND TIFICBIL TIE. Federal Register (vol43,No4.Jan6,1978.p1131-1132) I
LTOLSICEEHSINTWBATEXDEF),

FIBRINOGEN(HUMAN)

Revocation of Licenses

Summary: This document announces that all licenses issued for the manufacture of the
biological product fibrinogen (human) were revoked as of December 7, 1977, and the sale,
barter, or exchange of fibrinogen(human) by any manufacturer was prohibited as of that
date. This action was taken at the request of the licensed manufacturers because the
effectiveness of fibrinogen(human) is questionable and other products that carry lower
risks of transmitting hepatitis may be used in its place. The Commissioner further gives
notice that fibrinogen(human) already sold and delivered by the manufacture may not be
resold after July 1, 1978.

FEDERAL REGISTER, VIL.43, No,4-FRIDAY, JANUARY 6,1978

ZF DT FDA £ 2009 FICERET « 7Y /U REEOAGEENBADEBEELTHS
felc 7« 7Y /0 Y 8F (RiaSTap™) ZAGRU oo RWT 2017 FICE 7« 7Y /o U Ed
#| (FIBRYNA®) ZA&AFUTc,

REVIEW OF FDA REPORT ABOUT FIBRINOGEN

Fibrinogen (human) is a biological product that has been licensed since 1947. But all licenses were revoked as of December 07, 1977, and the sale, barter, or
exchange of fibrinogen (human) by any manufacturer was prohibited as of that date. This action was taken at the request of the licensed manufacturers
because the effectiveness of fibrinogen (human) is questionable and other products that carry lower risks of transmitting hepatitis may be used in its place.

Since then, only two products are licensed: RiaSTap™ in January 16, 2009 and FIBRYNA® in June 07, 2017.

Summary flow chart of Fibrinogen product and its licenses

First License of a
fibrinogen
concentrate product
for treating patients
who are bleeding
and have low
fibrinogen levels.

December 07, 1977

FDA revokes all the
licences at the request of
the manufacturers due to

uncertainty on the
effectiveness of
Fibrinogen and risk of
hepatitis transmission.

5 manufacturers licensed :
eMerck Sharp & Dohne January 16, 2009
(License N°2) FDA approves RiaSTap™
e Cutter Laboratories, Inc. manufactured by CSL
(License N°8) Behring (License N°1765)
*E.R. Squibb & Sons, Inc. for the treatment of acute

(License N°52) bleeding episodes in
®Bureau of Laboratories

June 07, 2017
FDA approves FIBRYNA®
manufactured by
Octapharma Pharmazeutika
Produktionsges.m.b.H.
(License N°....) for the
treatment of acute bleeding

patients with congenital episodes in patients with

Michigan Dpt of Public fibrinogen deficiency, congenital fibrinogen
health (License N°99) including afibrinogenemia deficiency, including
eTravenol Laboratories, and hypofibrinogenemia.

afibrinogenemia and

Inc. (License N°140) hypofibrinogenemia.

Reference: Federal Register, Vol 43, No 4. January 6, 1978. p 1131-1132 FDA website

29. FAUAFDAICKD 71T/ T VEAIDERER
-FDA D#REE (Federal Register, vol43, No4. January6, 1978) % H & [ YfAZFRIEAMER-
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E. HCVBRVRIVERDAI TP F IV ADTES

HCV BRZEV R VBERDAT 7 F )V ADERENZR 12 IKRUTcs BARAZYRE UTe

e, MR (OR=11.84). &4 (OR=11.38). #iMl (OR=4.93). Fffi (OR=3.42).

fHEE (OR=1.49) @ 5 BERED HCV BREEERICEEL TWeo PAUAMAZHREL
AR TIE RSy 7 1—H— (0R=15.00). ¥ b=~ (0R=2.33). 3% (OR=2.24). &3
A (0R=1.81). #Mm (OR=1.73) @ 5 EEXM HCV BRFELHERICEEL TLV,

e, 7470/ VERIOERIE 3 XBOHTH DN, IEAFEBFAFISHLEE

%CCE@ﬁbTL\TCo

R 12ZHCVEFEU R VERDX Y7+ Y I ADHER

HEA FAUAAN
mali e BRM | ALK iy =Py
SCEREL Fv Xk PS XE|E | Av Xk S

#HRIL S 2 0.82 NS 3 1.77 NS
=Y 3 1.49 + 2 1.20 NS
cfini} 18 493 + 10 1.73 +
1SE78 2 0.87 NS -

B 2 11.38 + —

Koy oa1—4%— - 12 15.00 +
3] - 2 1.81 +
E7Z - 4 0.91 NS
MR 2 11.84 + 10 2.24 +
Fi7 6 3.42 + -

RE-Fbh - 9 2.33 +

% 13. IFAFEB FFRF TR (1989 FELHIDXE) YR ITEBRDA Y7+ U I ADHER

ELE ]
el iy BEMEX
XERE Fv X
T4TV/TY 3 33327 |+
X INS BARRBEERL. + BEUYRINMEW L EEELREESHD
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F. MERMAICEKSD HCV R X7 ICBAT 2ENWIEER HCV transmission risk

through blood products in animals.
1. X, XL E2—&EXHFF YD XDAZE Method for paper selection,

reviewing and meta-analysis
1) T—9 X=X &KL Database and searching strateqy

NERDIRZEIL PubMed Z{FA U T, BZFRIE 2020 F 10 B 7 HIc & D175 7o PubMed @
F—TJ—R%EFK 14~15 ICRT,

K14 T—IR—ARRER

CcQ To estimate the risk of HCV transmission through blood products
in animals.

F—INR—2X PubMed

SED 2020.10.07

RRE 0S and BT

3% 15. PubMed IC &K 2R DIRRAE L O1RZRE

Date
# (Publication Search Query Number
Year)
(Blood Coagulation Factor) AND
1 ALL (Chimpanzee OR mouse) AND 218
hepatitis

2) ERDBIREHE EBRNEZE Include and exclude criteria
1) OF—T—RTHESINLEXMO T TANZ IV NELVPTILTHFIANEERT 5128
DEIREEE - FRAELZERILUTOBDRE U feo
BIRELE - FRABEERIUTOER D TH B, B&H. 1989 FLHIIE CRFR VA ILALKER
ENTWEWEH, BEE 1)b)ZHRITTWS,
[(EIREZE Include criteria]
(1) T a),b)DEESM%ZHTT Article which fall under any of the following a) or b)
a) 1990 FLIEICKIES NIHE T, hD CEFR VAL ADRERE - BPYRIE
ICDWTDEEHE N S Study which is started after 1990 and article with description

about HCV infectious route and/or HCV infectious risk
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b) 1989 FEUFIICEBEINIAR T, D OFRDOY XV ERICET 2ELEHE N HZDHD
Study which is started before 1989 and article which description about risk of hepatitis.
[BRAVEZE Exclude criteria]
(1) #5% Review article
(2) A BURT - B BURTX - D BURT - E TR DB ENRE LI T EHRSH TH 530K
The study only targeted HAV, HBV, HDV and HEV.

3) P7RARNZVMNLE2—BLVTITFRANLE2—DFE Method for abstract review
and full-text review
PubMed ICK DIHESINXBO P TARZ I M UL 2 BDOIAREN T TANZ VKL
Ea—%fTofce 2) OFEIRERE - BRABEECHKN, JILTFIANLE2—DHRRTHZD
BRATHZIZFTHE Uico ZILTFRAMLE 2 —DOXREB S I2HERIFE. 2 BOHATREL T
TANZUORNLE2—%ToTco 2) DOFIRERE - BRAEEICRE V., BRSO TH S
N RN TH DD ETHML oo

4) BENREONRERB > XN ST 5184 Contents from reviewed papers
BEXEO S UTOBHRZ ML U o

WMXOERER : 71 M. FE, MEgta, &5, X—I, Dol

MRETTA > | EBYEER

MANROESE : 81 (FV/I\vI— YTR, h)

ITREL

X R IR B

NEFE

HCV R ZHER

ZOMRICEVWTEZISND/INAM TR

2. X, XMLE2—&EXITFFY I ADER Study result of paper selection,
reviewing and meta-analysis
1) XAV ) —=>7 DOTFOEX Process of paper screening
Pubmed IC£2F—7—R&%E (K30) Tid 218 X'y hU. 4 MLEERNZHE
FU 206 XBRER DT ZIVTHFRANRYZ U=V 7 &ITW 12 XEOSHE S NN S
5 3 XEHOBRADTREARD (1 XEIE HCV ORB TIFRL 2 XEIZEIIH TR T
BW) BRIOXBEB o Tce ZDSET 4TV /T VEAICET 5 XHIE 1 XBRD M

>,
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Total articles identified through PubMed
(n=218)

(Title and Abmd), Articles Excluded (n=206)

Full-Text articles assessed for eligibility
(2 Screening) (n=12)

Full-Text articles excluded (n=03)
o NotHCV(01)
o Not animal study (02)

(Full-Text)

Articles included in qualitative synthesis
(n=09)

X 30. MARBHIIC KD HCV BEEY XV ICET2EYERICDO W TOXEMERRO 7 O—F v — b
[Pubmed (ZEZE)]
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G. EE

HCV &+ U 7EDEBFINHIEEICE > TER>TH D, BATIEFFEIRIERKEER 1940
FEREBEDS 1950 FROBIFEIC, ZAYNTIEZD 20 FEORNF LEFORRIC, V7
TAFTEEIESICZEFD 10 FERT I7HZRY VIBEFORRICEVWTZENZNEEXRTHD ' &
EREIhTws ("31),

W Ukraine
O usA
O Japan

(o2}
L

w ~ o
L L 1

Prevalence of anti-HCV (%)

n
1

o
I

10 20 30 40 50 60 70
Age (years)

31. BAR. ZAUA, U754 FDF R HCV ik R 1

SE., AARTRIBEARE LT A ) AICHET S HCV ORERE - B X7 BROREFE
MAZEETZIEZBMIC. YATIYT v I LE21—%{Tolco £fc. HCV BREREDRH
THET14 TV /T VBAICLZREEICOVWTER. BRADBREICOVWTIYATYT1v oL
Ea—%1To7ce TOHR. HAAEZRTRE LR TIE. XS (0R=11.84). BFIF
(OR=11.38). #ilMl (OR=4.93). Fifi (OR=3.42). $HAHE (OR=1.49) D 5 EEAH HCV KF
EERICEEL T\, PRXYAAZRRE VAR TIE RS v 71— — (0R=15.00). ¥
k=~ (OR=2.33). M3% (OR=2.24). ##H (0R=1.81). &l (OR=1.73) D 5 FEREH HCV
REEFRICEEL TLWVe,
Fre. 747V /7 VEEROFERIE 3 XEDAHTH BN, FFAIFEBFRIFLIESFREFERIC
BEE L T\,

1 H. Yoshizawa. Hepatocellular Carcinoma Associated with Hepatitis C Virus Infection
in Japan: Projection to Other Countries in the Foreseeable Future. Oncology
2002;62(suppl 1):8-17
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H. &8

1. ZLFFAMLE21—DHRELG > ER/RIX—ER
1) BERICEFS HCV OREZFRKICEAT XM [EFEE] N=112
2) BRICET 2 NANB FFRDRERIEICET 2XHE [EFRFAREE] N=16
3) BARICEF S HCV ORRERERICET 23X mk [Pubmed] N=82
4) ZAV ALK 2 HCV OREERIZICEET 23X@k [Pubmed] N=214
5) 7«4 7Y /5 VEAICK D HCV OREICEYT 2@t [EHiE] N=6
6) 747V /T VEAIICKLD HCV OREICET 2 [EHEER] N=3
7) 7470/ VBAIICEL D HCV OREEICEET 5 3E [Pubmed] N=68
2. VATFYT14vY - LE2L—HER
1) BRICEFZ HCV ORERKICET XM [EFF+EHRIMHRS] N=79
) BERICEFS HCV DRFEAREICBET 2308 [Pubmed] N=48
) PAUAICETS HCV OREREICEET 53XH [Pubmed] N=126
)
)

w N

T4 7Y/ VBANICK D HCV ORSICEET 2k [Efst+EHERE] N=4
747V /7 VEAICK D HCV ORE(ICET 53XEk [Pubmed] N=25
3. FDATERINET7 127V /75U RAEIICEAT 2 HREER
1) 2009 Fic&ERB N7« 7Y /o V8A| (RiaSTap™) (CE89 % FDA DIRE
2) 2017 FElLEEI N7« 7V /7 8El (FIBRYNAR) (B89 % FDA DIRE
4. FIVTFARNRY )=V T TRAShI-TR E RN ER

o1 A
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1. ZWTF*AMLE21—DRFRELB > RN —E

subjects whohas

Information of paper Reserch year Study subjects fact
Frserial  [Lang|_. .. Stud S
number  |age Title Description Details del;ig),/n From to Subjects |Total N |Outcome |Factor |N No.who Decision
_ wa
a0l || (RAJEBEIRFRDERE & TH) FAFBEN |RE WE(RRAZ 1A | Lo oo o= .
RORERRE & B %) 125 Page2729- LEa— exclusion
- Fi | AR ooz
C-1002 |1 |SASBRIFXDBRES 'Ig)m AR(AERE BIR |13 pagerar- LEa— exclusion
i Okamoto Manabu(B X% Perc\ili;a?c(;m\
HCVEFREEMIZH 1+ DHCVHIFZHZEE |E /MNRH), Nagata kuo International(1328-8067)41
IC-J003  |J T , : i
DEAL(HEE) Murakami Jun, Hino #42 Page369- ERIRE exclusion
Shigeo, Shiraki Kazuo 373(1999.08)
. . BR(BFEERKER |BAROBERZSMEE(0029-
I R 8 B RSN B B DCHRF || L \ i
IC-1004 1) | 0% L R (= > T = EEHEEUVA—) BIE |0297)47#43%5 Page385-  |HEMTHZ 1994  1996|®%# 525[HCVHUE  |#im 13|inclusion
X, MhEWL - KB E [391(1998.07)
e 4 =5 , BRBEERKRZR |BAORERZRMEE0029-
i R R OB B B ocEF | T L BX . =
IC-Joo4 |J H A LR N T i EEREVA—), BILE |0297)47#435 Page385-  |HEWHIT 1994 1996|H3# 525|HCVHLtR | Fiff 8inclusion
X, MEWL —#, ES B [391(1998.07)
= . BR(BFEERKER |BAROBERZSMEE(0029-
IR 8 B RSN B B DCHRF | | L \ i
IC-Jo04 |J 419 A LR = > (T > EERtEUA—), I E [0297)47438 Page3ss-  |HBTAHTZL 1994 1996|8#& 525|HCVHLfE IR EH 1linclusion
X, /MhEWL - B E [391(1998.07)
= , *ﬁi(ﬁil’i_ﬂj(%?ﬁ BARORER S H#E5(0029-
it 2 8 R R RSN B B DCHF | | =
IC-J004 |J St A JL RBER (= > AT o EEREVA—), BILE |0297)47#435 Page385-  |HEMHIT 1994 1996|H3 525|HCVHLtR  |EW 2linclusion
%, NEWL —if, B2 B |391(1998.07)
= . BR(BFEERKER |BAROBERZSMEE(0029-
IR 8 B RSN B B DCHRF | | L \ i
IC-J004 |J ot A JL R R (= > T > i[ﬁjﬁfmparg)iﬁélﬁ 253(71);1;8%3% Page385-  |H#&WiEZE 1994 1996(8 % 525|HCVHLtR  |#IF 2linclusion
,INE —LE, X Gl . 7)
= . FRBEEFATR |BAOEFS2 8550029
it 2 8 R R RSN B B DCHF | | . = RifrR
IC-1004 1 | o L R (= > AT ” BEREUE-), I E |0297)47535 Page385- LT 1994  1996|%B% 525|HCV ik m’m@ 2[inclusion
X, NEWL —i, B8 E 391(1998.07) *
) »m=zyq | 10€ Journal of Obstetrics
s e [CEFgS L 0oZERR URIETER iggg%“f%r;ggﬁgﬁf and Gynaecology P 1000|1097/ ERD2 N o
CROFHZITDVNT(HEE) Juko Ishikawa‘Kaquaki " Research(1341-8076)2481 | 7170 997 . 1941|HCV-RNA (& IBR 65 4]inclusion
’ * 7 | 2 Page57-61(1998.02)
] —RRTIRIZ B BCRT & A LR B RS | SH ER(NSETIRE), |ERARIAR(0558 T
IC0006 |} | Z gt 2 4ms = ;’(ﬁ§ u(JDH?EZ¥ fh ) 421:(136)5957%02; Page212- |l 1990 1997 @ét{; 47|HCV-RNA |@ &% 29 2|inclusion
ﬁ E& 7 ‘: | - 'L“ P3 “F/D(im :‘.»J:E*—I' ~ =
007 | tES & LT REE A -CRAMF XD x%KﬁEfFErF ), FFIR(0451-4203)305 15 | . 1996|1996 ) . A
1 Page13-17(1998.01 inclusion
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of clinical pathology
PM-J069 [Viral hepatitis in hemodialysis patients]. |Yanai, M Rmsh? byori. The Japanese journal Exclusion
of clinical pathology
[Hepatitis C: epidemiology and therapy— . . .
PM-J070 with special reference to long—term Fujiyama, S and Tanaka, M Rlnsh(? byori. The Japanese journal Exclusion
3 of clinical pathology
prognosis after IFN therapy].
[The prevalence of TTV |nflect|on an.d th? Utsunomiya, S and Yoshioka, K and Nihon rinsho. Japanese journal of Hemodialysis Blood .
PM-J071 route of TTV transmission in hemodialysis ) . - - . 1 . Inclusion
. - N X X Takagi, K and Wakita, T clinical medicine patients Transfusion
patients——compared with HCV infection].
PM-J072 [The blood-born viral infections]. Nakamura, Y Rlnsh(? byori. The Japanese journal Exclusion
of clinical pathology
. . . Kidouchi, K and Kashiwamata, M and Kansenshogaku zasshi. The
PM-J073 I[:E: ba:s::g:):straoblzmni 12:?:';:]“0'( Nakamura, C and Katoh, T and Mizuno, [Journal of the Japanese Exclusion
yury p prog| P ) Y and Watanabe, S Association for Infectious

_ [The screening of hepatitis virus and its Kuroki, T and Murai, J and Fujino, K and [Rinsho byori. The Japanese journal .
PM-J074 efficacy]. Ozaki, S and Nakagishi, M and Toukaiya, |of clinical pathology Exclusion

_ [Epidemiological study of hepatitis B and . . Rinsho byori. The Japanese journal .
PM-J075 C virus in Okinawa and Kyushu, Japan]. Kashiwagi, S of clinical pathology Exclusion

Kansenshogaku zasshi. The Medical staffs
PM-J076 [Risk of hepatitis C virus infection by Okamoto, N and Mizokami, M and Kano, [Journal of the Japanese got needlestick 9 Blood transfusion 10linclusion

needlestick among medical employees].

H and Orito, E and Yoshihara, N

Association for Infectious
Diseases
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HCV)
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[Sexually transmitted disease infection in

Ishikawa, K and Takebe, Y and

Kansenshogaku zasshi. The

PM-J077 ! Kishimoto, R and Kurata, T and Kawana, [Journal of the Japanese Exclusion
HIV carriers]. = i
T Association for Infectious
PM-J078 [Hepatitis virus C infection in children].  [Miyoshi, Y and Tajiri, H Nihon rinsho. Japanese journal of Exclusion
clinical medicine
[Transmission of hepatitis C virus . . . Nihon rinsho. Japanese journal Patiens visited .
PM-J079 . Aikawa, Tatsuya and Kojima, Maki . L Cross—sectional | 1995  2003|internal 18856(#tHCV  |Blood transfusion 303|Inclusion
(HCV) by tattooing and acupuncture]. of clinical medicine Department
. . . . . . Patiens visited —_—
PM-J079 [Transmission of hepatitis G virus Aikawa, Tatsuya and Kojima, Maki | hon rinsho. Japanese journal | o . vioooi| 1995\  2003|internal 18856|#7HCy | mecting Drug 106|Inclusion
(HCV) by tattooing and acupuncture]. of clinical medicine D User
epartment
.. ", . . . . Patiens visited
PM-J079 [Transmission of hepatitis C virus Aikawa, Tatsuya and Kojima, Maki Nlho.n .rlnsho. J.alpanesepurnal Cross—sectional | 1995 2003(internal 18856|#HCV Tattooing 66|Inclusion
(HCV) by tattooing and acupuncture]. of clinical medicine Department
[Rou+D185:G185tes of transmission of Resident
PM-J080 hepatitis G virus in hypejrend.emlc. Tanaka,l Kalzuo and Ide, Tatsuya and Nlho.n .I’InShO. J.alpanese‘journal Cross—sectional | 1992 1992|screening 857|#HCV Blood transfusion 82 39|Inclusion
areas, and molecular epidemiologic Sata, Michio of clinical medicine examinees
study of hepatitis C virus infection].
[Rou+D185:G185tes of transmission of Resident
PM=-J080 hepatitis C virus in hypetrend.emlc. Tanaka,l Kalzuo and Ide, Tatsuya and Nlholn .rlnsho. J.alpanesepurnal Cross—sectional | 1992  1992|screening 857|#HoV Surgery 359 122|Inclusion
areas, and molecular epidemiologic Sata, Michio of clinical medicine examinees
study of hepatitis C virus infection].
[Rou+D185:G185tes of transmission of Resident
PM=-J080 hepatitis C virus in hypetrend.emlc. Tanaka,l Kalzuo and Ide, Tatsuya and Nlholn .rlnsho. J.alpanesepurnal Cross-sectional | 1992|  1992|screening 857|HHCV Acupuncture 303 100|nclusion
areas, and molecular epidemiologic Sata, Michio of clinical medicine examinees therapy
study of hepatitis C virus infection].
[Rou+D185:G185tes of transmission of Resident
PM=-J080 hepatitis C virus in hypetrend.emlc. Tanaka,l Kalzuo and Ide, Tatsuya and Nlholn .rlnsho. J.alpanesepurnal Cross—sectional | 1992  1992|screening 857|#HoV Tattooing 7 4Inclusion
areas, and molecular epidemiologic Sata, Michio of clinical medicine examinees
study of hepatitis C virus infection].
PM-J081 [Hepatl.tls C virus infection as a sexually Kato, Hideaki and Mizokami, Masashi N!hgn rlnshq .Japanese Jjournal of Exclusion
transmitted disease]. clinical medicine
PM-J082 [HCV infection among Wada, Kiyoshi Nihon rinsho. Japanese journal of Exclusion

narcotics/methamphetamine abusers].
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subjects who has

Information of paper Study period Study subjects factor
No.who
ID Title Description Details Study design |From| To Subjects Total N Outcome Factor N was Decision
infected
_ Risk of posttransfusion hepatitis in the United JAMA. 1972 May Prospective Cardiovascular Non—-A Non- . .
PM-UO001 States. A prospective cooperative study. Grady, G F and Bennett, A J 1.220(5):692-701. cohort 1966 |1970 surgery patients 5142 B Blood transfusion |4984 157 Inclusion
Serum alanine aminotransferase of donors in |Aach, R D and Szmuness, W and Mosley, J . . _ _
PM-U002 relation to the risk of non-Anon-B hepatitis |W and Hollinger, F B and Kahn, R A and ": Enzgsls-;o%di)jgi?—g 4 g;‘;}i"r‘:ct"’e 1974 (1979 ::*:S'fqtg aeg:rds at 1513 g°" ANong,,0d transfusion |1513 156 Inclusion
in recipients: the transfusion—transmitted Stevens, C E and Edwards, V M and P ! i ) Y
PM-U003|Post—transfusion viral hepatitis and the Holland, P V and Bancroft, W and N Engl J Med. 1981 Exclusion
Alter, M J and Gerety, R J and Smallwood,
_ Sporadic non—A, non—B hepatitis: frequency |L A and Sampliner, R E and Tabor, E and |J Infect Dis. 1982 Prospective Among non-A, non-B Non-A Non— . .
PM-U004 and epidemiology in an urban U.S. population. |Deinhardt, F and FrAfsner, G and Jun;145(6):886-93. Cohort 1979 11980 Hepatitis patients 96 B Blood transfusion " Inclusion
Matanoski, G M
Alter, M J and Gerety, R J and Smallwood,
_ Sporadic non—A, non-B hepatitis: frequency |L A and Sampliner, R E and Tabor, E and [J Infect Dis. 1982 Prospective Among non—A, non-B Non-A Non- |Intravenous drug .
PM-U004 and epidemiology in an urban U.S. population. |Deinhardt, F and FrAfsner, G and Jun;145(6):886-93. Cohort 1979 11980 Hepatitis patients 96 B use 40 Inclusion
Matanoski, G M
Alter, M J and Gerety, R J and Smallwood,
. Sporadic non—A, non—B hepatitis: frequency |L A and Sampliner, R E and Tabor, E and |J Infect Dis. 1982 Prospective Among non-A, non-B Non-A Non- |Raw shellfish .
PM-U004 and epidemiology in an urban U.S. population. |Deinhardt, F and FrA{sner, G and Jun;145(6):886-93. Cohort 1979 1980 Hepatitis patients 96 B ingestion 33 Inclusion
Matanoski, G M
Alter, M J and Gerety, R J and Smallwood,
_ Sporadic non—A, non—B hepatitis: frequency |L A and Sampliner, R E and Tabor, E and |J Infect Dis. 1982 Prospective Among non—-A, non—-B Non—A Non— .
PM-U004 and epidemiology in an urban U.S. population. |Deinhardt, F and FrAsner, G and Jun;145(6):886-93. Cohort 1979 11980 Hepatitis patients 96 B Sexual 4 Inclusion
Matanoski, G M
Alter, M J and Gerety, R J and Smallwood,
_ Sporadic non—A, non—-B hepatitis: frequency |L A and Sampliner, R E and Tabor, E and |J Infect Dis. 1982 Prospective Among non—A, non-B Non—A Non- .
PM-U004 and epidemiology in an urban U.S. population. |Deinhardt, F and FrA{sner, G and Jun;145(6):886-93. Cohort 1979 1980 Hepatitis patients 96 B Surgery 13 Inclusion
Matanoski, G M
_ Non—A, non—B hepatitis and chronic dialysis——|Seaworth, B J and Garrett, L E and Stead, |Am J Nephrol. Cross— . . . Non—A non— . . .
PM-U005 another dilemma. W W and Hamilton, J D 1984:4(4)-235-9 sectional 1978 |1981 |Dialysis patients 163 B Hemodialysis 163 23 Inclusion
Importance of heterosexual activity in the Alter, M J and Coleman, P J and _ _ . _ _
PM-UO006 |transmission of hepatitis B and non—A, non—-B |Alexander, W J and Kramer, E and Miller, J JAMA, 1989 Sep Cros.s 1985 |1986 Among .non A non—8 140 Non—A Non Blood transfusion |138 18 Inclusion
o 1;262(9):1201-5. sectional Hepatitis patients B
hepatitis. K and Mandel, E and Hadler, S C and
Importance of heterosexual activity in the Alter, M J and Coleman, P J and _ _ - - _
PM-UO006 |transmission of hepatitis B and non—A, non—-B |Alexander, W J and Kramer, E and Miller, J fégﬂﬁg;?ggﬁgp chz;znal 1985 (1986 S:oar::?tizonaﬁénrlosn B 140 gon A Non Lnst;avenous drug 48 Inclusion
hepatitis. K and Mandel, E and Hadler, S C and ’ i i P P
. MMWR Morb Mortal HCV-positive _ _
PM-U007|Non—A, non—-B hepatitis—lllinois. Centerslfor Disease Control (CDC), Wkly Rep. 1989 Aug Case report 1988 |1989 |residents of Wabash |17 Non—A non~ fIntravenous drug 7 Inclusion
[Collective Name] - - B use
11;38(31):529-31. county
An outbreak of non—A, non—-B hepatitis Gerber, A R and Englender, S J and Vox San Retrospective Among Non-A Non—
PM-U008 |associated with the infusion of a commercial |Selvey, D and Carlson, J F and Matthews, 1990'58(%)'270—5 Cohortp CUV€ 11984 [1995 |Cardiovascular 171 B Blood transfusion (171 30 Inclusion
factor IX complex during cardiovascular D L and Webster, H M and Caldwell, G G ' ) ) surgery patients
Antibody to hepatitis C virus among cardiac  [Donahue, J G and Nelson, K E and MuA=x |Am J Epidemiol. 1991 Prospective GCardiovascular
PM-UO009 |surgery patients, homosexual men, and oz, A and Vlahov, D and Rennie, L L and  |Nov 15;134(10):1206— cohoFr)‘t 1985 |1986 sureery patients 500 Anti-HCV  [Blood transfusion |488 19 Inclusion
intravenous drug users in Baltimore, Taylor, E L and Saah, A J and Cohn, S and|11. gery p
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Antibody to hepatitis C virus among cardiac
surgery patients, homosexual men, and

Donahue, J G and Nelson, K E and MuA=+
oz, A and Vlahov, D and Rennie, L L and

Am J Epidemiol. 1991

Prospective

among cardiac
surgery patients,
homosexual men, and

Intravenous drug

- : . ) :134(10): - . i— i
PM-U009 intravenous drug users in Baltimore, Taylor, E L and Saah, A J and Cohn, S and 2\‘10\’ 15:134(10):1206 cohort 1988 11989 intravenous drug 225 Anti~HCV use 225 192 Inclusion
Maryland. Odaka, N J and Farzadegan, H - users in Baltimore,
_ Maryland.
Antibody to hepatitis C virus among cardiac |Donahue, J G and Nelson, K E and MuA= |Am J Epidemiol. 1991 Prospective Homosexual and
PM-UO009 [surgery patients, homosexual men, and oz, A and Vlahov, D and Rennie, L L and  [Nov 15:134(10):1206— cohoFr)‘t 1984 |1984 bisexual men 926 Anti-HCV Sexual 926 15 Inclusion
intravenous drug users in Baltimore, Taylor, E L and Saah, A J and Cohn, S and|11.

_ Epidemiology of hepatitis C virus infection in Am J Gastroenterol. [Retrospective . . . . .
PM-U010 a suburban Detroit community. Meyer, R A and Gordon, S C 1991 Sep:86(9):1224-6 |cohort 1990 1990 |All Anti—CV positive |50 Anti-HCV Blood transfusion 29 Inclusion
_ Epidemiology of hepatitis C virus infection in Am J Gastroenterol. [Retrospective . . . Intravenous drug .
PM-U010 a suburban Detroit community. Meyer, R A and Gordon, S C 1991 Sep:86(9):1224-6 |cohort 1990 [1990 [All Anti—CV positive |50 Anti-HCV use 11 Inclusion

The low risk of hepatitis C virus transmission |Brettler, D B and Mannucci, P M and Female sexual
_ among sexual partners of hepatitis C—infected |Gringeri, A and Rasko, J E and Forsberg, [Blood. 1992 Jul Cross— partners of anti— . .
PM-UO11 hemophilic males: an international, multicenter|A D and Rumi, M G and Garsia, R J and 15:80(2):540-3 sectional NA NA HCV-positive 106 Anti~HCV Sexual 33 1 Inclusion
study. Rickard, K A and Colombo, M hemophiliacs
All patients receiving
. . . . . . . . treatment from the
PM-U012 Ant|body to hepatlt_ls C virus increases with |Hardy, N M and Sandroni, S and Danielson, Cllr_1 Nepl.wroL 1992 Cros_s NA NA University Medical 87 Anti—HCV Blood transfusion |87 31 Inclusion
time on hemodialysis. S and Wilson, W J Jul;:38(1):44-8. sectional R .
Center Hemodialysis
Unit.
Seroprevalence of parenterally transmitted Li, L and Zhang, X and Constantine, N T  |J Forensic Sci. 1993 [Cross— Intravenous dru
PM-UO013|viruses (HIV-1, HBV, HCV, and HTLV-1/1I) in ' . £, ! YT TR R 1992 |1992 |Autopsied cases 414 Anti-HCV € |55 34 Inclusion
. and Smialek, J E Sep;38(5):1075-83 sectional use
forensic autopsy cases.
Risk factors for hepatitis C virus infection . Am J Infect Control. _ .
PM-U014|among health care personnel in a community |0 L B and Tong, M J and Co, RL and| 95 5,091 (a).106-  [CrOSS 1983 1983 |Hospital Employees |1677 Anti-Hoy  |A\ccidental 56 2 Inclusion
hospital Coleman, P J and Alter, M J 200 sectional puncture
Risk factors for hepatitis C virus infection . Am J Infect Control. _
PM-U014|among health care personnel in a community PO:ISh' L l?:and TOR'%’ M \'\Jnand Co. RLand 1993 Aug;21(4):196— Cros_s | 1983 |1983 [Hospital Employees [1677 Anti-HCV Blood transfusion |141 5 Inclusion
hospital. Coleman, P J and Alter, M J 200, sectiona
Risk factors for hepatitis C virus infection . Am J Infect Control. _
PM-U014|among health care personnel in a community |-C1sh L B and Tong, MJ and Co, R L and| 993 5 ,051(4).195- |CroSS 1983 (1983 |Hospital Employees [1677  |Anti-HGV  |Household contact[374 |8 Inclusion
hospital Coleman, P J and Alter, M J 200 sectional
Risk factors for hepatitis C virus infection . Am J Infect Control. _
PM-U014|among health care personnel in a community P°'|'Sh' L Bpa"d T°2|g' M ‘I\Jﬂa”d Co.RLandl 993 Aug21(a)196- [CTOS | 1983 [1983 |Hospital Employees [1677  [Anti-HCV  [Surgery 629 11 Inclusion
hospital. Coleman, P J and Alter, M J 200, sectiona
Viral hepatitis in health care personnel at The |Thomas, D L and Factor, S H and Kelen, G |Arch Intern Med. 1993
PM-U015|Johns Hopkins Hospital. The seroprevalence |D and Washington, A S and Taylor, E and |Jul 26;153(14):1705— Exclusion
of and risk factors for hepatitis B virus and Quinn, T C 12.
Heterosexual transmission of viral hepatitis Hyams, K C and Krogwold, R A and Brock, Sex Transm Dis. 1993 |Cross— US military personnel
PM-U016|and cytomegalovirus infection among United |S and Wignall, F S and Cross, E and . by . 1990 |1991 |stationed in 470 Anti-HCV Sexual 278 5 Inclusion
i . N Jan—Feb;20(1):36-40. [sectional e
States military personnel stationed in the Hayes, C Philippine
_ Community acquired viral hepatitis B and C in Gut. 1993:34(2 .
PM-UO0T7}: e United States. Alter, M J Suppl):S17-9 Exclusion
Incidence and prevalence of human
_ immunodeficiency virus, hepatitis B virus, . J Infect Dis. 1994 .
PM-U018 hepatitis C virus, and cytomegalovirus among Gerberding, J L Dec;170(6):1410-7. Exclusion
health care personnel at risk for blood
L. . . L Lanphear, B P and Linnemann, C C and Infect Control Hosp . .
PM-U019 t'vsz::s'sfsl:"g‘f‘i)'(”fjg'r‘;”a'r:‘ dhi:?'et:t?j;e Cannon, G G and DeRonde, M M and Epidermiol. 1994 sjﬁ:)":p“t'"e 1987 |1989 S:a(')tsh:daii Vl_v"(’;\‘}ers 50 Anti—HCV Aj::iﬁ:‘;a' 50 3 Inclusion
: P : Pendy, L and Kerley, L M Dec:15(12):745-50, P P
Qutbreak of .hEpatltIS c agsomat.ecli W'th. Centers for Disease Control and JAMA. 1994 Aug .
PM-U020 [intravenous immunoglobulin administration— Prevention (CDC), [Collective Name] 10:272(6):424-5 Exclusion
United States, October 1993—-June 1994. ! - 3
Outbreak of hepatitis C associated with Genters for Disease Control and MMWR Morb Mortal Reported cases of
PM-UO021 |intravenous immunoglobulin administration— Wkly Rep. 1994 Jul Case report 1993 11994 P 112 Anti-HCV Blood transfusion 68 Inclusion

United States, October 1993-June 1994.

Prevention (CDC), [Collective Name]

22:43(28):505-9.

HCV in 24 states
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Hepatitis C, hepatitis B, and human
immunodeficiency virus infections among

Thomas, D L and Cannon, R O and

Among non—
intravenous drug—

PM-U022|non-intravenous drug—using patients Shapiro, C N and Hook, E W and Alter, M J ;;nf?zg(gl)'sgg]:?g ggz:’z;al 1987 |1987 ::’:IZidP:tI?:Ist'more 1257 Anti-HCV Blood transfusion |36 4 Inclusion
attending clinics for sexually transmitted and Quinn, T C Y, : . ! Ing ! .
diseases sexually transmitted
i} di clinics
Hepatitis C, hepatitis B, and human Qrtn:ninrze::dnon:
immunodeficiency virus infections among Thomas, D L and Cannon, R O and J Infect Dis. 1994 Cross— ! i:1 V! tiunt rug
PM-U022 |non-intravenous drug-using patients Shapiro, G N and Hook, E W and Alter, M J| )/ -TZQ(S)-Sée)o—s Se"f.inal 1987 |1987 :tstei d‘?: 'Ealst.more 793 Anti-HCV  |Sexual 40 6 Inclusion
attending clinics for sexually transmitted and Quinn, T C Y, : . et Ing im
diseases sexually transmitted
) di clinics
Hepatitis C virus seroprevalence in clients of |Fiscus, S A and Kelly, W F and Battigelli, D . _ .
PM-U023 sexually transmitted disease olinics in North |A and Weber, D J and Schoenbach, V J |2 Transm Bie. 9% |Oross™ 1988 [1988 |Sients ofaSTD g7 Anti-Hov  [[niravenous drug |44 102 [Inclusion
Carolina. and Landis, S E and Wilber, J C and Van - :
Hepatitis C virus seroprevalence in clients of |Fiscus, S A and Kelly, W F and Battigelli, D . _ .
PM-U023|sexually transmitted disease clinics in North |A and Weber, D J and Schoenbach, V J —,\SAZX _TJ""‘:S;‘ SD'j%g_%‘é g;’;znal 1988 (1988 g'l'nel’;ts ofaSTD 57 Anti-HCV  |Sexual 94 9 Inclusion
Carolina. and Landis, S E and Wilber, J C and Van . - :
heterosexual men
Hepatitis C virus infection in a sexually active Infection. 1994 Mar— ross— and women attending
PM-UO024|inner city population. The potential for Daikos, G L and Lai, S and Fischl, M A A r;2(25'72—6 zectional 1988 |1991 |inner city health care|571 Anti-HCV Sexual 571 25 Inclusion
heterosexual transmission. pr: : : clinics in Dade
county
McCashland, T M and Wright, T L and
_ Low incidence of intraspousal transmission of |Donovan, J P and Schafer, D F and Liver Transpl Surg. Cross— Spouses of HCV- . .
PM-U025 hepatitis C virus after liver transplantation. Sorrell, M F and Heffron, T G and Langnas,|[1995 Nov;1(6):358-61. [sectional NA - INA positive patients 22 Anti=HCV |Sexual 22 ! Inclusion
A N and Fox, I J and Shaw, B W and
Seroprevalence of human immunodeficiency Montecalvo, M A and Lee, M S and Infect Control Hosp
. . X " DePalma, H and Wynn, P S and Lowenfels, ) - .
PM-UO026 |virus—1, hepatitis B virus, and hepatitis C Epidemiol. 1995 Exclusion
virus in patients having major surge A B and Jorde, U and Wuest, D and Nov;16(11):627-32
P & maj eery. Klingaman, A and O'Brien, T A and v, ) )
. . . . - . . . . HCV-positive
. Incidence of hepatitis C in patients requiring |Simonian, P T and Gilbert, M and Trumble, |J Bone Joint Surg Br. [Cross— . . Intravenous drug .
PM-U0Z7 orthopaedic surgery. TE 1995 Nov;77(6):971-4. [sectional NA |NA g;::;z:dlc surgery |19 Anti~HCV use ! Inclusion
Incidence of hepatitis C in patients requirin Simonian, P T and Gilbert, M and Trumble, [J Bone Joint Surg Br. |Cross HGV-positive
PM-U027| "¢ o€ P P g e R NA NA Orthopedic surgery (19 Anti-HCV Sexual 1 Inclusion
orthopaedic surgery. TE 1995 Nov:77(6):971-4. |sectional patients
Incidence of hepatitis C in patients requiring [Simonian, P T and Gilbert, M and Trumble, [J Bone Joint Surg Br. [Cross HCV-positive
i , , |[L_bone Joint surg br. - . . . .
PM-U027 orthopaedic sur‘;ery P q g TE 1995 Nov7|7 6 }:)9]_4 sectional NA NA Orthopedic surgery |19 Anti-HCV  |Tattooing 15 Inclusion
i g g patients
Detection of hepatitis C virus with RNA Villamil, F G and Hu, K Q and Yu, C H and Hepatology. 1995
PM-U028 |polymerase chain reaction in fulminant Lee, C H and Rojter, S E and Podesta, L G N05‘22(5§¥é79—86 Exclusion
hepatic failure. and Makowka, L and Geller, S A and ! i i
. . . Oral Surg Oral Med _
PM-U029 Presence‘ of anti-hepatitis G virus serum | Shopper, T and Boozer, G and Lancaster, Oral Pathol Oral Cros_s 1992 |1992 |Dental care patients |500 Anti-HCV  |Acupuncture 7 1 Inclusion
markers in a dental school patient population. |D and Cade, J E and Lundgren, G S 10 sectional
Radiol Endod. 1995
. . . Oral Surg Oral Med _
PM-Uo29|Presence of anti-hepatitis G virus serum |Shopper, T and Boozer, C and Lancaster, (5501 Oral Cross 1992 |1992 |Dental care patients |500 Anti-HCV  [Blood transfusion |72 8 Inclusion
markers in a dental school patient population. |D and Cade, J E and Lundgren, G ’ sectional
Radiol Endod. 1995
. . . Oral Surg Oral Med _
PM-U029 Presencg of anti—hepatitis C virus serum Shopper, T and Boozer, C and Lancaster, Oral Pathol Oral Cros_s 1992 |1992 |Dental care patients |500 Anti—HCV Intravenous drug 7 1 Inclusion
markers in a dental school patient population. |D and Cade, J E and Lundgren, G S 1 10 sectional use
Radiol Endod. 1995
. . . Oral Surg Oral Med _
PM-U029|Presence of anti-hepatitis G virus serum |Shopper, T and Boozer, C and Lancaster, (5501 Oral Cross 1992 |1992 |Dental care patients |500 Anti-HCV  |Piercing 293 1 Inclusion
markers in a dental school patient population. |D and Cade, J E and Lundgren, G ’ sectional
Radiol Endod. 1995
. - . Oral Surg Oral Med
_ Presence of anti—hepatitis C virus serum Shopper, T and Boozer, C and Lancaster, ~ra’ ourg Lral Med Cross— . o .
PM-U029 markers in a dental school patient population. |D and Cade, J E and Lundgren, G Oral Pathol Oral sectional 1992 (1992 |Dental care patients |500 Anti-HCV Surgery 328 2 Inclusion

Radiol Endod. 1995
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Oral Surg Oral Med

PM-U029 Presencg of anti-hepatitis G Virus serum | Shopper, T and Boozer, G and Lancaster, Oral Pathol Oral Cros_s 1992 |1992 |Dental care patients |500 Anti-HCV  |Tattooing 43 9 Inclusion
markers in a dental school patient population. |D and Cade, J E and Lundgren, G S 10 sectional
Radiol Endod. 1995
O.ccupatlongl_ risk qf human |mmur1<.)def|0|lency Gershon, R R and Vlahov, D and lnfgct (?ontrol Hosp .
PM-UO030|virus, hepatitis B virus, and hepatitis C virus Farzadegan, H and Alter, M J Epidemiol. 1995 Exclusion
infections among funeral service practitioners ! ! Apr;16(4):194-7.
Sexual transmission of hepatitis C virus Thomas, D L and Zenilman, J M and Alter, J Infect Dis. 1995 Cross— Patients attending
PM-UO031|among patients attending sexually transmitted |H J and Shih, J W and Galai, N and Aor171(4):768-75 '7'68—75 tional 1990 (1992 STD clini 555 Anti-HCV  |Sexual 38 7 Inclusion
. N . ) . r : . sectional clinics
diseases clinics in Baltimore——an analysis of |Carella, AV and Quinn, T C
Evaluation of sexual transmission in patients |Tong, M J and Lai, P P and Hwang, S J Clin Diagn Virol. 1995 |cross— Among spouse of . .
PM-U032 with chronic hepatitis C infection. and Lee, S Y and Co, R L and Chien, RN [Jan;3(1):39-47. sectional NA NA chronic HCV patient. 68 Anti~HCV Sexual 68 5 Inclusion
PM-U033 Sexua_l,l vertical and household transmission of Ca_ldwell, S H and Dickson, R C and Va Med Q. 1995 Exclusion
hepatitis C. Driscoll, C and Sue, M Fall;122(4):270-4.
Incidence of and risk factors for hepatitis B [Cendoroglo Neto, M and Draibe, S A and |Nephrol Dial Prospective Among Hemodialysis
PM-U034|virus and hepatitis C virus infection among Silva, A E and Ferraz, M L and Granato, C |Transplant. Cohort 1987 11990 patients 129 Anti-HCV  [Hemodialysis 83 18 Inclusion
haemodialysis and CAPD patients: evidence |and Pereira, C A and Sesso, R C and 1995;10(2):240-6.
Hepatitis C virus infection associated with 3resg<g JSs a&dJMasdt,sE E ar;d Colerlr_'nal;, P JAMA. 1996 N P " Patients treated with
PM-U035|administration of intravenous immune globulin. anc taron, and schonberger, M TAT O AR R oV rospective 1993 |1994 (intravenous 278 Anti-HCV Blood transfusion |278 26 Inclusion
A cohort study. and Alter, M J and Jonas, M_M and Yu, M (20:276(19):1563-7. cohort immunoglobulin
Y and Renzi, P M and Schneider, L C
High incidence of hepatitis C virus infection in Pujol, F H and Ponce, J G and Lema,l M G . . .
PM-UO036 |hemodialysis patients in units with high and Capriles, F and Deyesa, M and Sirit, F* | Clin Microbiol. 1996 Exclusion
prevalence and Salazar, M and VAisquez, G and Jul;34(7):1633-6.
) Monsalve, F and Blitz—Dorfman, L
Routes of infection, viremia, and liver disease gf’blﬁfﬁa:ﬂe{)ilp%fﬁlf \ja:rzacs'igkhﬂ ;ng N Engl J Med. 1996  |Cross-
. . . , : , . . . .
PM-U037 :}rzlso?r:ced;?:r:s found to have hepatitis C and Viladomiu, L and Gheung, L and Jun 27.334(26%:1691-6 |sectional 1991 1994 |Blood donors 481 Anti-HCV Blood transfusion 66 Inclusion
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Transmission of non-A non-B hepatitis to Wyke RJ and Tsiquaye KN and L ! Factor-IX 6 cases of non-A non-B hepatitis which followed administration of four different batches of
. ance actor-
chimpanzees by factor-IX concentrates after | Thornton A and White Y and . X concentrates of coagulation factor IX from commercial and non-commercial sources are
. o X X . X (London, Experimental |Chimpanzee 3|Non-A Non-B concentrate (1500 NA 2 . ” . o .
Anima |fatal complications in patients with chronic |Portmann B and Das PK and England), 1679 its) described. Of 17 patients who received the concentrate on account of chronic liver disease, 4
. . ngland), units,
I-01  |liver disease. Zuckerman AJ and Williams R 8 developed hepatitis, and in 3 of these the illness proved fatal. The incubation periods ranged
6 cases of non-A non-B hepatitis which followed administration of four different batches of
concentrates of coagulation factor IX from commercial and non-commercial sources are
described. Of 17 patients who received the concentrate on account of chronic liver disease, 4
Wyke RJ and Tsiquaye KN and L ! developed hepatitis, and in 3 of these the illness proved fatal. The incubation periods ranged
ance
Thornton A and White Y and . . Plasma (NANBH from 42 to 103 days (mean 65 days). 3 chimpanzees were inoculated with concentrate from the
(London, Experimental |Chimpanzee 3|Non-A Non-B R NA 1 . i .
Portmann B and Das PK and England), 1979 carrier) (2ml) same batch used on the above patients, a further commercial batch upon which no adverse
ngland),
Transmission of non-A non-B hepatitis to Zuckerman AJ and Williams R 8 reactions had been reported, and plasma from a known non-A non-B carrier. All developed
chimpanzees by factor-IX concentrates after hepatitis after 10 weeks’ incubation. Liver biopsy when serum-aminotransferase was at its
Anima |fatal complications in patients with chronic highest level showed features consistent with acute hepatitis. As in the patients, viral markers
1-01 [liver disease. for hepatitis A and B, cytomegalovirus, and Epstein-Barr virus were unchanged.
Two patients who had received a fibrinogen preparation contracted hepatitis of non-A/non-B
etiology 3 and 8 wk after the injection. A chimpanzee inoculated with the same preparation
developed hepatitis 11 wk later, with an increase in SGPT and a liver pathology compatible with
acute viral hepatitis. His preacute serum containing the presumptive etiologic agent induced
hepatitis in another chimpanzee. Electron microscopic observation of the liver of these
chimpanzees biopsied during preacute and acute stages revealed peculiar tubular structures
o X X X X composed of two unit membranes with electron-opaque material in between. Using the serum
Viruslike particles in a plasma fraction Yoshizawa H and Akahane Y and Gastroenterolo . . . . . . .
" . . . ;. - obtained from infected chimpanzees at convalescence as an antibody reagent, viruslike particles
. (fibrinogen) and in the circulation of Itoh Y and Iwakiri S and Kitajima K [gy . o . i . i
Anima ) . X Non-A Non-B _ were identified in the fibrinogen preparation by immune electron microscopy. When the serum of
apparently healthy blood donors capable of |and Morita M and Tanaka A and . 1980 Experimental |Chimpanzee X X . Fibrinogen NA 4 . ) .
-02 |, i L o . (Virus-like particles) 100 apparently healthy blood donors with SGPT value of 80 Karmen units/ml or higher was
inducing non-A/non-B hepatitis in humans [ Nojiri T and Shimizu M and Sep;79(3):512- T . K .
X . K tested for viruslike particles, eight were found to be positive. Furthermore, one of these sera,
and chimpanzees. Miyakawa Y and Mayumi M 20. L . . X o
when a 5-ml amount was injected into each of two chimpanzees, induced hepatitis with viruslike
particles in the circulation and characteristic tubular changes in the liver. On the basis of the
results obtained, the viruslike particles in the fibrinogen preparation, as well as in the circulation
of apparently healthy donors, were capable of inducing hepatitis of non-A/non-B category with a
liver pathology characterized by tubular structures. The detection of non-A/non-B viral particles,
especially when refined to routine laboratory tests, may open the way for the specific diagnosis,
exclusion of contaminated blood from transfusion, and eventual prophylaxis by vaccination.
TROCUTation of €IgnNt CNIMpanzees With Tactor VI, Tactor 1X, of "H_ strain plasma resured m
enzymatic and histopathologic evidence of non-A/non-B hepatitis in all eight animals. Challenge
Bradley DW and Maynard JE and of two chimpanzee convalescent from factor VllI-induced disease with either factor IX or “H”
Ani Non-A/non-B hepatitis in experimentally Cook EH and Ebert JW and Gravelle |Journal of strain plasma resulted in non-A/non-B hepatitis only in the animal inoculated with factor IX
nima
103 infected chimpanzees: cross-challenge and |CR and Tsiquaye KN and Kessler H |medical Experimental |Chimpanzee 8|Non-A Non-B Factor VIII NA 2 2|materials. Reciprocal cross-challenge of a chimpanzee convalescent from factor IX-induced
electron microscopic studies. and Zuckerman AJ and Miller MF virology disease with factor VIl also produced unequivocal enzymatic and histopathologic evidence of
and Ling C and Overby LR non-A/non-B hepatitis. Cross-challenge of a chimpanzee convalescent from “H” strain-induced
non-A/non-B hepatitis with factor VIII did not cause a second bout of non-A/non-B hepatitis.
Thasa findinos siigoast the factar VIl matarialse and “H” ctrain nlasma iced in thasca ctudisc
Inoculation of eight chimpanzees with factor VIII, factor IX, or “H” strain plasma resulted in
enzymatic and histopathologic evidence of non-A/non-B hepatitis in all eight animals. Challenge
Bradley DW and Maynard JE and . . A e
o X of two chimpanzee convalescent from factor VllI-induced disease with either factor IX or “H"
X Non-A/non-B hepatitis in experimentally Cook EH and Ebert JW and Gravelle |Journal of . . . . . . .
Anima| . X X . X strain plasma resulted in non-A/non-B hepatitis only in the animal inoculated with factor 1X
infected chimpanzees: cross-challenge and |CR and Tsiquaye KN and Kessler H [medical Experimental |Chimpanzee 8[Non-A Non-B Factor IX NA 1 . . . .
1-03 . K . X X materials. Reciprocal cross-challenge of a chimpanzee convalescent from factor IX-induced
electron microscopic studies. and Zuckerman AJ and Miller MF virology X X . . . X X
. disease with factor VIII also produced unequivocal enzymatic and histopathologic evidence of
and Ling C and Overby LR . ) .
non-A/non-B hepatitis. Cross-challenge of a chimpanzee convalescent from “H” strain-induced
non-A/non-B hepatitis with factor VIII did not cause a second bout of non-A/non-B hepatitis.
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Bradley DW and Maynard JE and

Inoculation of eight chimpanzees with factor VIII, factor IX, or “H” strain plasma resulted in

enzymatic and histopathologic evidence of non-A/non-B hepatitis in all eight animals. Challenge

Ani Non-A/non-B hepatitis in experimentally Cook EH and Ebert JW and Gravelle |Journal of of two chimpanzee convalescent from factor VllI-induced disease with either factor IX or “H"
nima
103 infected chimpanzees: cross-challenge and [CR and Tsiquaye KN and Kessler H |medical Experimental |Chimpanzee Non-A Non-B "H" strain NA 1{strain plasma resulted in non-A/non-B hepatitis only in the animal inoculated with factor IX
electron microscopic studies. and Zuckerman AJ and Miller MF virology materials. Reciprocal cross-challenge of a chimpanzee convalescent from factor IX-induced
and Ling C and Overby LR disease with factor VIII also produced unequivocal enzymatic and histopathologic evidence of
non-A/non-B hepatitis. Cross-challenge of a chimpanzee convalescent from “H” strain-induced
Although non-A, non-B hepatitis is usually a mild subclinical illness, 40% of cases of fulminant
J Virol viral hepatitis are attributed to infection by this agent. The administration of coagulation factor
Methods IX concentrates before liver biopsy in 17 patients with chronic liver disease was followed by the
. 1980 development of hepatitis in four, which proved fatal in three cases. The diagnosis was confirmed
Anima |Clinical aspects of non-A, non-B hepatitis - Dec;2(1-2):17- . X Factor IX by transmission in chimpanzees, and further studies demonstrated the existence of two types of
. . Wyke RJ and Williams R Experimental |Chimpanzee Non-A Non-B NA L X X i . )
|-04 |infection. 29. doi: concentrate non-A, non-B hepatitis with different incubation periods and specific ultrastructural changes in
10.1016/0166- the hepatocytes. The progression of 40% of cases of acute viral hepatitis to chronic liver disease
0934(80)90036 and the development of chronic liver disease in renal and hepatic transplant recipients is very
-1 disturbing. It is likely that this type of hepatitis is an aetiological factor in some cases of
hepatitis B surface antigen-negative chronic active hepatitis.
Beta-Propiolactone (beta-PL) in combination with UV irradiation (UV) is an established method
s for the sterilization of factor IX concentrate or stabilized human serum. Because of the extreme
. X sensitivity of factor VIII to beta-PL, the standard beta-PL/UV procedure cannot be used to
X i . Dev Biol Stand propionol K . ) )
Anima |Factor VIIl concentrate from cold sterilized |Stephan W and Prince AM and ) X Factor VIII obtain hepatitis-safe factor VIIl concentrate. It has been shown in chimpanzees that from a
) . 1983;54:491- |Experimental |Chimpanzee Non-A Non-B actone 0 o o i, . ) . » i
I1-06  |human plasma. Kotitschke R 5 concentrate quv cryoprecipitate containing hepatitis non-A, non-B viruses in addition to hepatitis B viruses a
X an
rradiati factor VIl concentrate (160 U/10 ml) can be prepared by a modified beta-PL/UV procedure,
irradiation
which induces neither hepatitis B nor hepatitis non-A, non-B in experimental animals; the non-
sterilized original cryoprecipitate proved to be infectious
This study shows that the NANB hepatitis agent transmitted by blood is not excluded from
cryoprecipitate, and hence may also be present when cryoprecipitate is processed further into
FVIIl concentrate. The reconstituted cryoprecipitate had a concentration ten times that of the
o . DOl:https://do cryoprecipitate in the starting plasma; commercial preparations often have 100-fold
Transmission of agent of post-transfusion i X . X } . . .
. . . Tabor E and Snoy P and Gerety RJ  |i.org/10.1016/ concentration. The infectious titre of the agent in the cryoprecipitate was not determined. Some
Anima |non-A, non-B hepatitis by cryoprecipitate ) . X . X ) ) . . "
and Wickerhauser M and Menache |S0140- Experimental |Chimpanzee Non-A Non-B Cryoprecipitate NA 1|evidence suggests an inverse relation between the concentration of this NANB hepatitis agent
1-07 prepared from plasma of symptomless . . . . . . . .
hroni . D and Seeff LB 6736(83)91591 and the length of the incubation period. 5 If so, the 8 week incubation period seen in this
chronic carrier.
-X chimpanzee, compared with the 2-4 week range for incubation periods in chimpanzees

inoculated with the starting plasma suggests that only some of the infectious agent was in the
cryoprecipitate. Centrifugation alone, at the force used in this study, would not be expected to
sediment this agent from the supernatant fluid to the cryoprecipitate. The infectivity of the
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A human Factor VIII concentrate containing both a non-A, non-B hepatitis agent and 300 or
30,000 chimpanzee infectious doses of added hepatitis B virus (HBV) was heated to 60 C in the
lyophilized state for more than 10 hr. None of the four test chimpanzees that received the heated
concentrate developed biochemical or ultrastructural evidence of non-A, non-B hepatitis,

whereas both control animals receiving unheated product acquired the disease four to five

) Infect Di Heating weeks after infusion. In one of these animals the alanine aminotransferase level remained
nrecs IS
(60 elevated, a finding indicating unresolved or persistent liver disease. Challenge inoculations with
. Reduction in risk of hepatitis transmission . degrees unheated Factor VIII base product (without HBV) resulted in the development of non-A, non-B
Anima Hollinger FB and Dolana G and . . Factor VIl . o . . . .
by heat-treatment of a human Factor VIII Experimental |Chimpanzee Non-A Non-B Celsius hepatitis in one of two chimpanzees that previously received the heated product. Hepatitis B
|-08 Thomas W and Gyorkey F -62. doi: concentrate X X . X i o .
concentrate. 10.1093/infdi for more infection developed in the control animal that resolved its non-A, non-B hepatitis infection but
. Intais
1150.2.250 than 10 not in the non-A, non-B hepatitis carrier chimpanzee. Both chimpanzees receiving the heated
’ E— hours) Factor VIII containing 300 chimpanzee infectious doses of HBV failed to develop hepatitis B until
32 and 40 weeks postinoculation, whereas the two chimpanzees that received heated
concentrate containing 30,000 infectious doses of HBV became infected within the expected
time. Product characterization and human safety trials have revealed no significant difference
between the heated and unheated Factor VIl lots and recovery of product has been
exceptionally good.
We report here the results of our evaluation of two procedures to eliminate viruses in factor VIII
and factor IX coagulation factor concentrates. Both procedures were equally effective in the in
Heating vitro destruction of marker viruses. However, in a controlled infectivity test in chimpanzees,
(60 treatment at 60 degrees C for 20 hours inactivated greater than 500 and less than 10,000
degrees chimpanzee infectious doses (CID) of hepatitis B virus, while treatment at 98 degrees C for 30
Heldebrant CM and Gomperts ED Celsius minutes inactivated less than 500 CID. Both methods were successful in preventing infection
. o o and Kasper CK and McDougal JS Transfusion. for 20 with an undetermined amount of an indeterminate non-A, non-B hepatitis agent. The 60 degrees
X Evaluation of two viral inactivation methods i . Lo -
Anima X and Friedman AE and Hwang DS Nov-Dec . . Factor VIII hours or C, 20-hour treatment method rendered 5.25 logs of the putative acquired immune deficiency
for the preparation of safer factor VIl and Experimental |Chimpanzee Non-A Non-B i o X
I-10 factor IX trat and Muchmore E and Jordan S and [1985;25(6):510 concentrate 98 syndrome virus, human T-cell lymphotrophic virus Ill/lymphadenopathy virus, added to factor VIII
actor IX concentrates.
Miller R and Sergis-Davenport E -5. degrees or factor IX concentrates, undetectable. Heat-treated factor VIl and factor IX complex
and et al. Celsius concentrates prepared by these methods were tested against corresponding untreated control
for more lots. There was no significant difference in the plasma recovery or plasma half-life of the factor
than 30 (p greater than 0.05). The treated concentrates were equivalent to the control concentrates with
minutes) respect to vital signs, clinical laboratory studies, and adverse reactions. The heat-treated

concentrates appeared bioequivalent to the untreated concentrates with the additional benefit of
inactivation of potentially present infectious viruses.
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Selective transmission of hepatitis C virus
genotypes and quasispecies in humans and

experimentally infected chimpanzees.

Nainan OV and Lu L and Gao FX
and Meeks E and Robertson BH and
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J Gen Virol

- 2006
Jan;87(Pt
1):83-91. doi:
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1268-0.
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This study determined whether selective transmission of hepatitis C virus (HCV) species
occurred among human and chimpanzee recipients of contaminated blood products or plasma
containing multiple genotypes, subgenotypes and quasispecies. Commercially prepared factor
VIl concentrate (lot DO56), produced prior to HCV testing and inactivation, was subsequently
found by direct cloning to contain the following subgenotypes: 1a and 1b (73 % of clones), 2a (13
% of clones), 2b (11 % of clones) and 3a (4 % of clones). A patient transfused with factor VIII
concentrate DO56 was diagnosed with clinical non-A, non-B hepatitis and subsequently found to
be infected with HCV subgenotype 1b. Among five chimpanzees inoculated experimentally with
the same factor VIIl concentrate, two were infected only with HCV subgenotype 1a and three
were infected with approximately equivalent clonal proportions of subgenotypes la and 1b. HCV
hypervariable region 1 (HVR1) quasispecies analysis of the DO56 factor VIIl concentrate and a
serum specimen from the single chimpanzee that developed a chronic HCV infection following
inoculation with DO56 showed 0-56 % nucleotide variation. However, specimens from
chimpanzees infected in the second to fourth passages of the DO56 inoculum had 0-8 % HVR1
quasispecies nucleotide variation. The high HVR1 quasispecies variation in the factor VIII
concentrate and its first passage in chimpanzees indicates the presence of multiple HCV
isolates, whereas the low variation in the second to fourth chimpanzee passages suggests
transmission of a single HCV isolate. These findings strongly suggest selective transmission of
HCV isolates during experimental chimpanzee infection and among humans exposed to multiple
HCV species.
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Outcome HCV-RNA, #1 HCV

Data collection

method il
SUFRDD HCV REE (3 3.5%(68/1941) Tés o o BERERD
URORFZRFULER. BAROMEFS->7= ) h352X

Results JxS—PALTEDOLEAEEICES LTV T ENBESHER
Sz, HCV BEBEOIEE (X 6.2%, 2 EDREE DA, 1/2
(& HCV-RNA W2 Erd 2 ERHIo Tz,

Comments HCV fREER 3.5%(F. BHARDOLMFEIMEDH 3 BD-ERTH D

Comments

SHE. MRREZZIFEAZH/RICLUTND. WLWHNCUTIERME,
5 HCV HiABIEE 2RI I EETH D,




1D

1C-J007

Rk BE(RREESERAZHEDRE BaRR), Bl 84X,

1D IC-J006

Authors SH BE(INSIER), KF &, WO EF,

Title —HRIEIR(CES1TD C BT R D)L AR (CR Y D15
Journal ERAREAE

Issue 75 % 2 5 Page212-216

Year 1997.08

Study design I7R— B3R

Assay ELISA’A PCRE

Sample size 11794

Study setting =i

Characteristics of
study subjects

(Gender, age, --*)

I HIV BRI

Authors
M =, it
Title HEHE 2H(CHE T H Tz C BERURFRD 1 41
Journal RTH#(0451-4203)
Issue 39 % 15 Pagel3-17
Year 1998.01
Study design SEBIERES
Assay DNA probe &
Sample size 1
Study setting HENRYRET

Sampling method

Characteristics of
study subjects
(Gender, age, )

L. BERD. 51

Sampling method

Outcome HCV #i4K,HCV-RNA
Data collection _
R
method
SISRAEBI(FE HIV ) 11794 &, HCV HiAIZIHE (L 54 &2 Th
DTz, PiREIEZ T HCV HiikbE IR 47 %5 HCV-RNA [Z14E
Result (& 27 &2 ToHhDIz. HCV-RNA BHERALDHEURIE 29 2K
esults
2 %(C HCV-RNA BR4EN 5 (CERO SNz, HCV-RNA BT
B Iz 2 BDORDEF®D HCV-RNA BE(L 1076, 10r7 JE—
/ml CBRICEEZRUT.
KRAFRICEHDLDC. BENEULRORBNRTIAO—7 Y
Comments

THEETHD.

Outcome HCV-RNA
Data collection

il
method

6 B (CH/zD IFN JAE#ICERMEZROICEHBNIC LD CRE
Result TR RDER D 51 . FIEAD+3ED IFN SEROEE %

esults

EEBERSEEOSHTFHEEE T D L TRECEDHI

ST AFEMIC K DBIEFLANILICHBNWTRRERENBAS T
Comments

RO TEHEIIC KD C ERERT R DIES




1D

1C-]J010

Authors AH —ZR(FAEBEEIRRT), EE 58X, B 5=, il
Title 3F A 3F B BIFF RS RUMIR(CH 1T D IMEZEFAE
Journal BTH#(0451-4203)

Issue 36 % 8 5 Page458-462

Year 1995.08

Study design TEUREHFT

Assay RPHA 3% ,ELISA 3%, PHA 3%

Sample size 1985 %

Study setting EREZ

Characteristics of
study subjects
(Gender, age, --*)

B 604, 01,235%: FIHFH 57£11 %

1D IC-J012

Authors BH EEFRBRFISFREREERE v 2 —), KR &,
=8 =, s

Title CEBUFFA Y A IV ZDEFRRIZO W TORE

Journal B A M RREAEF 5 35(0917-0324)

Issue 7% 15 Page126-130

Year 1996.07

Study design J/R— MAE

Assay PHA i, AM-PLICOR HCV-RNA. SepaGene

Sample size 11

Study setting BrREE> 45—

Sampling method

Outcome

HBs #UE, HBs {4, HCV #i#k ,HCV-RNA

Data collection

method

i, 2

Characteristics of
study subjects
(Gender, age, --*)

HCV kIS IEIERR 11 41

Sampling method

Results

=EENHTO 40 U L ENRE & UTERKREZ (CTHRED A
VAR —H—=RITE UTEFER,S X (CH LT anti-HCV core B4
$£(10.0%,11/110)h*, 3IBBHBR DB (1.0%,17/1785) (C
LU THERICEERZRUIZ.anti-HCV core BB TaH o 1z 28 fl(C
¥ LT HCV-RNA ORIEZEIT Uz & 23 SHIX D 1 flZbR
Z,27 FIN BRI TH D Iz, 2)S XD anti-HCV core BB14EE 9
U BEMmmEDFAME & (FMEEE S, F/2 50 MU EICERLTULE

Outcome

HCV #ifk, HCV-RNA

Data collection

method

®im. 32

Comments

AFAFTN\S. WM DORRZBOFENENOND

Results

HCV #iiRBE I DR & 2 D RICDWT HCV-RNA FF#
BE,HCV #iik% prospective [N C BIFFA T ILR
DORFREEICDVWTRE Ufce HCV iR MER 11
BN S5 HCV-RNA BiEEIX 9 FITH 7. 2)11 HID
BT ERmF O HCV iRz 2Bk TcH - 7z
HHCV-RNA [Z2FIRMETH D, FTERRETH 2 EH
ETEBEMEEMN 7. 31T FIDRDS EEBHIC 2
B HCV-RNA i S IRTE(12 7 B.6 » B) b5
LTW3. 4)HCV-RNA S hgah - 218 9 B~
BEoMmFEFRD HCV-RNA £I& 9 fIsh 8 A
1076copies/ml L TFICE L T Wz, 5) &I H I HCV-




RNA MR S NERID 2 BIFRSH 51,1 FITRED
HCV-RNA M & Enfc

MERRFDIRNVATE TH Do HIV IR EMDRBRPEDHRBRIR EEE

Comments
B INETHD.

ID IC-1013

Authors Koseki Satoshi(iRTIIAZ B EIRAR, Taga Michiyosh,
Aoyama Mika, i1

Title HIV D EIRFRIERA R 2 BHR T CBUFFK ™ 1 L 2 O BIERIREE
E)

Journal The Journal of Obstetrics and Gynaecology Research(1341-
8076)

Issue 22 % 2 5 Page139-142

Year 1996.04

Study design SEBIERES

Assay

Bio-Rad Laboratories, RIA %, RT-nested PCR

Sample size

1

Study setting

Characteristics of
study subjects

(Gender, age, )

23 7% U EADERE. HIV BERE

Sampling method

Outcome

HCV #ifk, HCV-RNA

Data collection

method

i, R

Results

HCV KU HIV B&E DR % ZRHDEHRICH LT HCV DEBERIGE
B FHITAEBIZHRER Uz B (T 23 /D 1 @FRIT, 0 [OIE R ARAEY)
SEST OB BE IR 21 38 41 HIV AR E TEHRITBNENS.2
R RIA 72 ML D HCV-RNA B, U U B B S HiER(Zf2
T SEYRS AIDS DFEIREE < 1< JRDHEBBIEE. M+ CD4/CD8
EE(SIFR 32 B TOD 42 (TR T IER 36 5B TIRBAD HIV BT
DBBEYIRE T S IMOF HCV FUREBE. U U HCV-

242

RNA, HIV-RNA (d(CPaMf 2L FEUTs. 5% 5 1 B, 1RD
HCV-RNA (514, B3R R CB DM HCV DB FE (FH(C HCV
BRI 2 ZHEL TV 12 h A%, ROH HCV FURITEER. X R (E
WRHEE HIV HUABR /226 12 1 A%IC(E HIV FUAGIESK, HIV i1
ROFREGIEASTNTLIRL

Comments

HIV & HCV OERBRZEDOIEIRN S DRIERREHIDIRETHD. HIV
DERBREN HCV BERDYUR T (CIED/D ENDIRE




1D IC-J014

Authors TR BZ(TEKRZ ERARY, BK AEF, A A, 4
Title C BRI A )L ADBFREEICEE T SR

Journal Em ARLEE(0558-471X)

Issue 69 % 15 Pagelll

Year 1994.07

Study design I7R— B3R

Assay PHA %, Nested PCR

Sample size 59 A

Study setting EREES

Characteristics of
study subjects
(Gender, age, )

HCV Bh&EHiARZ 1%, HCV-RNA BBHEDF+ U 7RI DEFN
HER

Sampling method

Outcome HCV #i4k, HCV-RNA
Data collection _
method —
BIBERZRIE 59 & 5 %4(8.5%). A HCV—-RNA IZEZZ L.
%D 544 (91. 5%) (FEMOFHFFPBLIZ. PCRIFHEIR 5%
Results th 4 T (EEFRD genotype (F—E LAY, —HI (EFI5) D
HF1E, BERI+IEBEEGOE. HEERLD. JA0-7
w TAIHETd > 1=fERI 1,3 T3 PCR ARG LIz T D&iatt
U, &% 24 h AZET 16 » AMBRMENHER SN,
AR T(E, BREERKE, 8.5% T DA 10%HIE Tk D1t
Comments D|ELIFEMETH D, BERIB(E. HCV-RNA KHGl2E SR DL

ROHBZEERDCEEHDRANRR I A O—F v ITHRE LR
3.
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1D

IC-J015

Uehara Shigeki(BR1tK* EimARl), Abe Yuya, Saito

Authors
Tsukuru,
Title C B DAL RDEBERBPEDOHE
Journal The Tohoku Journal of Experimental Medicine(0040-8727)
Issue 171 % 3 5 Page195-202
Year 1993.11
Study design TEUREHZT
Assay RT-PCR ,ELISA
Sample size 2015 %
Study setting EREES
Characteristics of
study subjects JER

(Gender, age, )

Sampling method

Outcome

HCV #ifk, HCV-RNA

Data collection

method

SR

Results

Hi-HCV FUAIIERR HIEIR(C DU T, DR RIS S UFLHH
@D HCV-RNA ZHRFE LTz, TDFRER 2015 ROERT 12 ZAY-
HCV §FiFZMTH o1z, D 12 & 7 @AY HCV-RNA DT
HD . 7 %MD HCV-RNA BB MEERDS S 3 ROEHID
HCV-RNA D' TéH oz, 3 % HCV-RNA BHERFER(CHNT
(F,4£% 1 H BUARICKRBIMODENFHE Uz, 7 %D HCV-RNA
HIEERD DS 2 AICEITHD HCV-RNA (514 TH o e, HE
%10 n ADIFRT 1 BORHATZEN UIEBRERDE DE
nERHBNT,

Comments

KAFE T(E, [5ED HCV-RNA BZHEBROFEHU LM HCV DFEE
BEDEEEMEDH D Z EMHERIEND




1D 1C-J017

Authors B X ((EZRRmk), Nk 82, ML EF, 4t
Title HCV B FRE iRt

Journal & (0021-1699)

Issue 47 % 6 = Page449-453

Year 1993.06

Study design J/R— MR

Assay EIAJ%,PHAE |, nested PCRZ%E, RPHA L
Sample size 278 31

Study setting ERIEES

1D IC-J016

Authors FaIER tEtH (AU ERET), EAY NS, LR XA, 10
Title HERZDHS DRIADEE C BUFTK & EEHE
Journal EmAREAE(0558-471X) 1994.01)

Issue 68 % 1 = Page73-78

Year 1994.01

Study design TERTIAZY

Assay

Sample size 2001

Study setting EERIEES

Characteristics of

study subjects iEim

(Gender, age, --*)

Characteristics of
study subjects
(Gender, age, --*)

pE9R (FAIEFD : 28.5 %)

Sampling method

Sampling method

Outcome

HCV #i4&, HBs #i/®, HCV-RNA

Data collection

method

FRin

Outcome HCV #i4K, HCV-RNA
Data collection _
method il
HotEaiE, 2001 flTH D, 2 2 HAH HCV FUABZ IR
Results 13 /51(0.65%). HCV-RNA BZi4tiEsm(E. 8 61(0.4%) &R0,
HCV-RNA IZHHEEMN S EFNZREF 3FITH D, BIRREREE
(F. 38%&7/EDTz,
YT O 0RBEOFIRIREDSZEHN RN
Comments BIEREE. BITHAOFEEINEEREOERDOHEZESICHE

MCLTWD,

Results

278 BIDIERD AT — I %470\, HCV HFUARBIEEN 278
B 361 (1. 1%) . HCV-RNA DRRE SR 1 FlL DT
AU ROBEBMMSSUTER 6 1 B%ED HCV FUAEBITHRE
ER SN, BFRELFBHSNIEN Dz, HCV BFRFERDRET(C
(& HCV HFUAMEODHETE & HCV-RNA DR E KU+ DRRIBEREN
EETHD.

Comments

SEDRET(E. BFREEHFSNBH DN CNETOWRS
KD HCV BR(CHFREEHD. BFRRREHDIBS, HCVH
KD B ZHRIT D2uEN DD EEZISND.




ID

1C-J019

Authors AR IE=BRUIN KRBT #E28), M i, hE FE, b
Title C BT R DRBRERIRICDNT BEFRELDDEE

Journal BHAESEHR

Issue (0385-9215)3613 5 Page43-46(1993.07)

Year 1993

Study design

Assay
RHEQL (B HCV FUABEXRAR)
1295(CHHRIE/N\EILHIX HCV FiABZ EERRAE)
Sample size 418(GEMBE (CHITD HCV HARZHERAR)

1769\ U R I)IL—TF(Zd+3 HCV HiiRGERAR)
203(HCV UK B Z R DRIEDAE)

Study setting

B, HHERNELMX, SN KR

Characteristics of
study subjects
(Gender, age, -+*)

—RRER. EMEE. MAREE. RS IEREE. IEE. E
BREEE. HCV AR IEEZ R DRIk

Sampling method

Qutcome

HCV ik, HCV-RNA

Data collection

wm. M2

method
MEBENTEE 418 fith 127 (30.4%) . MAEFREE 43 Hith 39
Result (90.7%) . $¥RGIHIEES 604 Hith 61 (10.1%) . FIFH 25
g 20 (80.0%) . EEMESEE 1097 flH 11 (1.0%) . HCV
HURIZIEEDRKRNE 203 (109 ZRik) H4 18 (8.9%) THo 1z,
AESE. YO TUOFEGFBREENTLVRL. MRREE.
Comments FIBBEDD LD ([CHRBEORFIEC KD T HCV FUABRMERNRR >

TWBZ EZIERLTL D,
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ID IC-J020

Authors TiE NEFERBRIERKE ERAR, #6K OO, AR i, 4t
Title C BIfF RO IRRRZCRT DR5

Journal BAERAR - A RIIRFREE

Issue (0916-8796)2 # 2 5 Page138-139(1992.05)

Year 1992

Study design

Assay ELISA PCR

Sample size 3212

Study setting

BERIEARZESHIEEEA 5 K

Characteristics of
study subjects
(Gender, age, --+)

Y@ 3193 &MU HCV HFUARB IR 22 L DHELTE 19 &8

Sampling method

Qutcome

HCV #ifk, HCV RNA

Data collection

method

PRI, FERI

Results

HCV RBRIESR (S 0.7%(22/3193). BB DS SHEE
36.4%(8/22). 22 % 18 0 HCVRNA &I L. HCVRNA 5
MR 61.1%(11/18). 18 ADEHRHSHIELTE 19 ZDRBDS
5. HCV AERIE U 8 &ICDWT, MESIIT(E 75%(6/8).
1% 1 # AUBEOIRE TIE 37.5%(3/8) TéH> /=, HCVRNA D5
MR (IS TIREZIT > /= 9 ROBIEES 11.1%(1/9) (FBik
BTRETH S EhREMD IS I T R—3 3 > SHIH L

72) . E%1 s AUED 16 RORETE 6.3%(1/16) Th o Iz,
HCVRNA B3I\ % B IR S HIbT U Tz, 1BSERE Clda Bh' IS
BERNEC B C EN RSN,

Comments

BBEEA 5 HREFZ U 3,193 ADIERESHRE Uz C BUATA
DOEEBR(ICET IR THD. HCV FURBIHEITRD RDE% 1
o BBOBRECHNT HCV REFEREEHR LTNS.




ID 1C-J022

Authors AR EZ(EHEFHAFFMERR), Bt 5=E, ok &1, i

Title MREAFEED HCV B Retrospective study (C KD RERIREEDRET
ZHILC

Journal BABBEFZSMEE

Issue (0911-5889)24 % 9 5 Page1253-1258(1991.09)

Year 1991

Study design JEEAGI AT SRAF ST

Assay ELISA

Sample size 102

Study setting BHEFHFAERT

Characteristics of
study subjects
(Gender, age, --*)

BEEE (B 62 &, 1t 40 &) TIFET 54.9 R FEMHARE 64 H
=

Sampling method

Outcome

HCV ik

Data collection

method

®im., 2

Results

C BRF R D)L A(HCV)AZAITE U AR, RS EE 102 &H
24 £4(23.5%)1" HCV HuRiZ 14 T o fo G RF MEE AU TIRER(C
T, Bm4E 24 29 11 AEEFETRRE (LU, BRE) R (CE I TICHE
T, 13 &(IFBEEEE L TV EHFIBA Uz FRERE e 13
B EFFGIRMRE 77 % E DR TIIERBR B EFNERICRN D
T=HN BRI AES KUIM S (CB U TSl (CHRE (a0 o 1z BiaIS 5
HEFREECLE LU T, RiefiRnEz8 9 3ENER(CEN 2N, H

AR CE SRS SO IC(FEMIEICE U TERE>R D D
= FAEEIE(L Uz 13 &R 3 & (C(IREEEmE (37 < s mE
DIZVERE 154D 20%(CH 2D, DHAEOHIMEDEZEHER LD HH
THo . LUL,EfEE L HCV B high risk group Td 3. ZDRE
PARRE(FIMN(C KD EBDONEN D IeEDD, FIATE (CEIMI S DRREAR
BEFET D LN REENTE.

Comments

MEENTEE 102 iS5 HCV FUkBE L LTz 13 fl& HCV

246

FURIRIERSS: 77 DIOBRBERTEZITV., 2 B TSI CIFEZED
BESNEELRENRDHSN. WME - WIS EERRENRHSNR
Mofz. (D 1 2 HIIERAARIFN S HCV A TH D) - Bk LEE
DIEMBIEZOBLEMMENHZAEDHMBED HCV FUABIEEL DS
W EMS, BHH high risk group Tdp DBERIRIEHERIIIC KD HD
ELTVBH, HEHRIT(IATIAD TLVRL,




ID 1C-1023

Authors Nt BRF(EERUAER), Pi5 5, T JAE0, i

Title BRI A )V AREYAE B FKFERENEE DN CBUAFRD 1 4l
Journal INERIEEFR(0021-518X)46 % 6 2 Page1318-1320(1993.06)
Issue 46 % 6 = Pagel1318-1320

Year 1993.06

Study design SEBIERES

Assay C-100 HFiAAREF Y b

Sample size 1

Study setting

Characteristics of
study subjects
(Gender, age, --*)

27 % WML, HERFHRERERSEL

1D 1C-J025

Authors BEE ETEN(BIBARY 5 3 AR, YEith g4, KA RE
Title C IR DA )L AR DREICE T SRHEMAR
Journal BRARARIE

Issue (0047-1860)39 # 6 £ Page586-591(1991.06)
Year 1991

Study design TERTRRZT

Assay ELISA

Sample size 136

Study setting FFm

Sampling method

Characteristics of
study subjects

(Gender, age, --*)

Outcome

HCV ik

Sampling method

Data collection

method

®im., 2

Qutcome

HCV Huik

Results

BR(EDIRER (TR MO ORERMEk S RBMBZEEESN, €
D) 2 H BRICHHERENHIR Uz, HCV AN B TH >z &
KM% C Btk EHEN/z. RIFBIICTHEINTSDER
3 HBXDREZEITD TLVEH HCV FURSRET, A% 4 H HORE
THHEERE & HCV FuRDIGI bR SNz, B3R DIRE1IC ST
HEEREZERINZZ &322 < U EDORBN SN DKFRED
BESNL

Data collection

method

®im. B2

Comments

DA (CEMARRT A E FAE U TR H 5 DK FERED B ONTIES
RN R ERRIIRIZ o e & KD BREICKDFEORESE
&D. BAZEOHESHENND

Results

1) ZBZEDOHCVHIABMRE 136 &R 13% (9. 6%) TH
ofz. 2) GOT, GPT&FEZRUIZDIE HBs FURBMETE
29%, HCV HUAIZIHETIE 54% THoiz. 3) 20 mKmCE
H: CVHAZEE (R <, MER(CHU HCV FURISIESR (FIEINIE
mERLUZ. 4) 10 |/EH 2 |KETH : CV B EEZZNTE
N2 DR, 1 RRTERTF, 1 RRTIKRBOBIETHD
7zo 5) HBsHUR, H:CVHKBZEDOLMN 2 ZBHEN, €
DFH 3 &IFEE HBs URZME, HCV HUARIETH oz, 6)
HCV HUABZ MR, MIEDSHSHIT 25 - 0% - I2LWIT 8 -
9%, IN\USEEEDSHDHIT 18 + 7%, 72T 8. 6% THD
7z HEKD, BMmmMoHIHRRARRE, /NUIEES HCV DR
BIRERDBDEEMN RSN




Comments

RIRA(C HBs FURBZIEE DU\ S RRDIFRIREZR LT 136 Bhtx
RCHD. FRANTOBEEZHERL. BiEED/\UEHE - #l
B2 EDBBERZRRL TS, BEEREFITED TV,
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ID

IC-J026

Authors

Title

Journal

Issue

Year

Study design

Assay

Sample size

Study setting

Characteristics of
study subjects
(Gender, age, -**)

Sampling method

Outcome

Data collection

method

Results

Comments




1D IC-]J027

Authors Maniwa H, Miyake Y, Oda T, Li R, Yokoyama T, Sugiyama K.
Second generation hepatitis C virus antibody-positive rate in

Title children: investigation of the route of hepatitis C virus
infection in children with no history of transfusion.

Journal Acta Paediatrica Japonica

Issue 39(5):550-555

Year 1997

Study design

Cross-sectional study

Assay

ELISA PCR

ID IC-J028

Authors NS BIT(RRARZEZEMERED I ERARY, P &R

Title HCV FUAIS RN S ATz C BAFRD A )L ADBGHEIR(CR T DA
Journal BHAERIRARIZERMEE

Issue (0300-9165)46 % 7 = Page573-580(1994.07)

Year 1994

Study design FEWTEAZT

Assay ELISA. EIAIL Nested RT-PCR

Sample size 2,654

Sample size

1864

Study setting

BERTH I AR & e

Study setting

Characteristics of
study subjects
(Gender, age, )

Under 15 years children who did not have a history of

transfusion

Characteristics of
study subjects
(Gender, age, )

R O UICIER. FUARB T EZI SN IR EBmR. CD55T
HCV FUAISIE T EH o T HROHM - #ER

Sampling method

Sampling method

Outcome

HCV #ifk, HCV RNA

Outcome

HCV antibody, HCVRNA

Data collection

method

venipuncture

Data collection

method

i, B

Results

Two of the 1864 children were positive for serum HCV RNA.
They had no history of transfusion, no episodes of horizontal
transmission, but the mother in each case was positive for
serum HCV RNA, implying mother-to-infant infection. Eleven
children who were positive for HCV antibody with low values
and negative for serum HCV RNA were classified as
belonging to the high bovine milk (composed primarily of
casein)-specific IgG4 value group. This suggested that many
of the children who were falsely positive for HCV antibody

using ELISA had antibodies to casein.

Comments

HCV Hidk, HCVRNA BITE(C K D BFRPOIREMZIRE UIZAR
THhd.

Results

DU TR HCV FUABRIEER(E, 1.19% (30/2528) THofe. 5B
—tH HCV HUADBZ R (E 1.08% (18/1659) , B HCV AT
(%1.38% (12/869) TH&EMICEREZRDIINDIZ. HCV HFUARHE
{TIRMD HCVRNA IR (% 56.3% (18/32) TdHorz. KD HCV Hifkk3
MEF, 23.1% (6/26) THD, HilkBEET 83.3% (5/6) (C
HCVRNA Zi&H Uz, EHRICIEROBEROD HCV A3 SR & HCVRNA
FBHER(EZNTN 19.0%(4/21) & 100% (3/3) , 3L, 54.5%
(6/11) & 83.3% (5/6) THolz. ERMD HCVRNA BBIER(E 6.7%
(2/30) T&H>7z. HCVRNA BZHEDIFE 18 Bl S4EFENTZ 29 FldD'R
DDSE 44 (13.%%) (C HCVRNA S ez, HBRDiEiwd HCV #i
HIHHET 1.19% T—RAOLBREZROT, BHEERET HCVRNA
BRI 56.3% Cho =T &, HCV AR IEDORIENERIENRD SN
=T &, HCV TR RN S HEFENIZIRD 7.1%(4/56) (C HCVRNA
MgEn/zZ &, HCVRNA BHEDITR 18 fihhs4FENTz 29 Flo'R




554 ]l (13.8%) (C HCVRNA BM&EHEEN, HCV OBFROIEE(E 5
~15% CHESNZS RSN,

Comments

% U Tt 2528 Bl xR E LIZFE, HCV FURIGIETEH > IeB#D
RERUZDERED HCV ik, HCVRNA Z &R 3 FMEIL TEEZE L
TWB., KIF - BFD HCV RNA D Genotype Zf#47 L T Genotype H*
—HUlC Lzl UBFREDIREEZIRRAL TULD.

ID 1C-J029

Authors Bl ERF(RERFERTRRT), S &8, MEF AlE, i
Title BFEOKERRCKD EEZ SN CEFFHRD 1 6
Journal NBRIERAR(0021-518X)

Issue 45 % 2 = Page301-304

Year 1992.02

Study design TEBIERES

Assay N/A

Sample size 1

Study setting

BERTH I AR & e

Characteristics of
study subjects
(Gender, age, )

Sampling method

N/A

Outcome

HCV #ifk,

Data collection

method

i, B

Results

4 R0 C R DAL AIC L DM R ZRER Uz, BYEREICHMIE
2, BROESICITHERBEZRR SNz, MEREE I IEHORB
T, BE 1 DRABICIERBLURLE 12 hAZEBULIREETERETH
3. HCV HURII ARSI Z o foh, FERK 2 DA ICIZME L, OD B
[FTDBBYOMNET UCHRAER 6 DR(CEHARIEREE Uz, B5RE3H
m, FAEEERBEORMEERN oh’, HCV FuAB I TREREFv U
—THDEERASN, BREADBEREEELT, BRNSOKERENE
AN,

Comments

#2HE. HCV FUAIRETH o eh' 2 4y B#RIC HCV Bt &R DB EE
1o SRS U7 OBENSOKERRLEEZ SN




ID

1C-J032

i FERHIIESRRERTE Y ), BYE H—, X BE,

Authors
1
Title FrHgERRENRH SNIEEEWVFIELAE & HCV Uk
Journal FIIVA—-IUFET T 033>
Issue (0916-8257)9 % 3 5 Page235-241(1992.09)
Year 1992
Study design TEUTRRZT
Assay
Sample size 20

Study setting

Characteristics of
study subjects

(Gender, age, --*)

FHkeEREN 2RV HIELARRE

Sampling method

Qutcome

HCV HUARB R

Data collection

method

Results

FFEEREEN 32 (BE(Cd > ITERIESD) B B U \FIDELAREER
D HCV MAZERFT Uz TOFER, 20 it 14 BITHRET, B
K(F 70% TH oz, 2)EEFVFIDRERRAERN HCV BERDE
KIRBRARIR & 103 . 3) B VBIDE—R, ERELRIACHIZZE
BULFIDELRE (FAEHEC/RD, LIzt > T,HCV BREEBNRD
DEIZDIFD.4)ERWEIOELRENS D, 7))L 1—)LEEZEDIE
4 C BIRFRDEGIZE 2R U, 7L —)LH C BT R OEE [CBeE
EREFEIATHEEN DD

Comments

FFRERREN 2RV FIELAREERE LW SHRFEZHD 20 2D
HCV HFAB IR DIRETH B,
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ID IC-J033

Authors FH B—MEFNERKE hREE) A E—

Title C BB R ORIFEWMEBERBON LD C HEFRIALR
RNA 0% H (R R )

Journal WIH

Issue (0021-339X)39 # 9 & Page22-23

Year 1992.11

Study design TR

Assay ELISA %

Sample size 7

Study setting Jw T

Characteristics of
study subjects
(Gender, age, ***)

CEEMIFREE (BHEDH., FHEHE 46.1 5K

Sampling method

Outcome

$1 HCV,HCV-RNA

Data collection
method

2. R iRIRER (I . HER . 5%, fR)

CEIEMFREER (BlEDH. THEHE 46.1 %) &Y. AEZER
T AKRERER (MU ER. FFik. R)E LTz, #ERIT. A REH

Results 2451 c100-3 FAKIBIETHY . MEHD HCV-RNA AR HEH,
t-. B 7 Blch. BMAE(E 4 51(57.1%) (DAL,
Comments FEBIE M DI R EERITTHEOHE




ID

IC-J039

ID 1C-J037
MH BEF(RIBAHEEAT NI 2—THTRFER HILERN

Authors B.ZE R 8B F— AT REF & BT AT L FE
i MR S ARE SRR AT EZ W RE

Title KiFFRENHASMEG T C B RO —HI

Journal AT #:(0451-4203)

Issue 58 % 2 5 Pagel131-134

Year 2017.02

Study design SiE 53R

Assay PCR i&

Sample size 1

Study setting JH T

Characteristics of

study subjects 47 BT

(Gender, age, ***)

Authors BH B (HEBEREEESEER T KR SALHBRNE), f
AF K& B FAKX N ETE B FiF KB &5, EX
X, KIE X, KiF 52 RE Rth, % R&F 1L B,
B L

Title CREFEEDXDRIGFUAMNRLEKLAHOND C B2HRF
%0 1451

Journal FFi#(0451-4203)

Issue 56 # 4 5 Page144-149

Year 2015.04

Study design SEFIERE

Assay N/A

Sample size 1

Study setting SHIE RSN FHRRE

Sampling method

Characteristics of
study subjects
(Gender, age, ***)

XM CEIFELEREETHS 63mEE

Outcome

$1 HCV,HCV-RNA

Sampling method

Data collection
method

32, R

Outcome

HCV #iifA. HCV-RNA

Results

47 FBX,BR. BE. BET RS SU25BERNEHEREL,. I
RRBECHEREESEZEO AL G-, MFFHNRETCH
FF R4 L AHCVFUKIZFEME THo1=H, HCV RNA A S fE%F
KL, 2 C BRFF A ELZHL, FFEREREITL. REMRIX C
AR RELTFBELEVWTR TH 1z, BERD A T EERE
F(FHEL. AR 16 BITERRE STz, TDE. SMRERT
FARBEEToEN. FENRBLTHLRETH#EEES . HCV
RNA G EFGL. 1814 C BUFFREBZILT-. HCV D RELAR K
[ERBATH =M, RICEFDRH C HEMF L TERD TH
BIENHIBAL -, AIVUARTSUEEBRBOERLEE F
{CREF 1 EFFDOXRENBEEST-EDLETHY ., BRERK
ELTXIBHIDMERBMNEZ ST, HCV Core $Eigi& NS5A $8
BOEGFENENZETL., RFE ST CTRIBERETHL
EMFIBAL T,

Data collection
method

32, R

Results

FEFIIE 63 ML £HBEBREBEMFIRAHELLREZ
ZL, FEEEEHEINARLE. Z0OROBRETHCV Hifkth
H{EFS %, HCVRNA IBHEE KUTBD (LA —H—EHETH
of=1=8 C AN REZH SN, BIRERERICKDABEDN
BllASN=-AIFEENBEL-1=0F 66 IHBANDRT 12—
JIOY @a 180 e BMERSNTz. ChICKYRNSUR TS —
FIEEL, F 88 mAIERKEL-. Bk, F£93mAIZIE
HCV-RNA DL BONT-. BREFRDRED-HEMIZHE
FEEIEERLI-ECA, RAEH 3 HARTIZ C BFFEE D KRAIEE
TREFLZOFLUTET IR, XOMRKRICEEICIEAMT HH
ShHoT=ZENHIBAL . WEDMEE R THR RS T
#1T2o12&2% 98.1% DHEIMEROHI-ZEMNBRE—D HCV ¥
LiERSN T

Comments

BIEFRRBTETV. RIBEOMRSNBRRREIREEE
HhomE

Comments

DRBRZMBERTICRY . RIFMBRRELSERSNHE




ID

IC-J041

Authors BN —ECRESTHHRERER), £ F8 &E 9
Title BREEEZTOXEK C HFRXOBRRBREIRER)
Journal EmARLAE

Issue (0558-471X)67 & 2 & Page149-153

Year 1993.08

Study design TR

Assay PCR i&

Sample size 1496 A

Study setting EFAFE

Characteristics of

study subjects 13

(Gender, age, ***)

Sampling method

Outcome HCV-RNA

Data collection
method

fRin. 32

1E4% 1496 AIZxtL. HCV HiiAZRIELTzEC A, 16 A (1.1%) A
BETHY. 16 Ath 12 A (75%) HY PCR ;=T g HCV-RNA /A3

Results BHENT=, 16 BIrh . BIREEOREESBMH HOV-RNA £
BRHETERDOX 1 EFRDOHTHT=,
EEL. BRELFHEELSSZA T, BREFHIIBAMHER
Comments MEERTDOH . HIV BELSNBIREEEZRZLOT LN

AOBGFEDLIGHLDIDFEADBEEERS TS
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ID IC-J042

Authors W RR(ERAKERFHEGESKEDOMFER), BEHE &k
Title C BYFF % HOV DR ZRRE R
Journal FREREIEZRNF

Issue (0911-601X)7 % 12 5 Page2025-2031
Year 1992.11

Study design MR

Assay

Sample size

Study setting EEIER

Characteristics of

study subjects 113

(Gender, age, ***)

Sampling method

Outcome HCV Hifk

Data collection Eim

method

F—H HOV KGO RinE N EBR. 51 130 FIDRD HCV

Results HAERELTZEC2 8 5l (6.2%) T THT=.
CEPFRDBELII—FELTERITAICEDIREELEEZONDT-
Comments

O COETRTHABRBEEICLDLDEFREEL




ID

1C-J043

Authors D B(RITERSL S ERR), /MK (B —, /NI R, il
Title 3E4% C BUFF R RV —=0 T ERDEMARRER
Journal EmAROER

Issue (0558-4728)43 % 6 & Page853-857

Year 1994.05

Study design MR

Assay PHA %

Sample size 3162

Study setting b5

Characteristics of

study subjects 113

(Gender, age, ***)

Sampling method

Outcome

$1 HCV,HCV-RNA

Data collection
method

®im, fiz2

1143 3162 BIEXRIZ HCV RV —=2 T REH1To1=. 3162 fl
/1 20 151 (0.63%) K35 E TH>1=. B 20 HlD>55 . HCV-RNA A

Results BHINT=D A, 15 5l (75%) TH>T=, IBIRATEED 10 FlDF+v)
TiERIVHEL-RIEEEL 13 HIDORDBECREMID
FSERAENI=flIE Ao T,

G BENETREATIEBIERIZIRY Ao 1=D T BN OT REAIE I Sk % 1

omments

PLEREADSBETHS
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ID IC-J044

Authors AN EGERNIARER, NS B BX ACF, £F bEs,
=i #EF @A R

Title 115 40 ERDEBEMETARES RO C RIRMAT
@ 145y

Journal RFfi#(0451-4203)

Issue 49 # 8 5 Page352-361

Year 2008.08

Study design SEFIERE

Assay N/A

Sample size 1

Study setting MEHERE

Characteristics of
study subjects
(Gender, age, ***)

EMC RISHIFABETHD 67T RFH

Sampling method

Outcome

HCV-RNAHCV Hifk

Data collection
method

®im, fiz2

Results

C BUFF R4 JLA (HCV)RNA HE A5 4 (> 5,000 KIU.ml) T
HoT=. MEHED HCV BEFEILESIZ 1b BT, NS5B $BE D
1,087 IBEREDEIIZHLNT 99.7% D—HFEE R L. FhIZ
stL, CNETIZHRESIN TS HCV_ 1b #%ED—HEILIRET
1 96.7% [CBEL o1z, HFRFBEFTICE-TH, XIFDH
D HCV #(E—2 DU 5A 42— (bootstrap {E:100%) EHz L, @
— R THATREENRCRIESNT-. BB REIREIT o1
M, RS (A1, 2 @) LS OBEEREBIEVThEEESh:
BT RIRR OB LITIEME ICESEARFABEEL TS E

Comments

DFRMBEFTIZE T, RIFM O BREASHERINRE




ID

IC-J046

g FEE)ITRKR HIEHR, 7 5, & 6= KXl

Auth o . e 2 N
vEners B, At 5, 568 £, BN h, B A, ELE HE

Title CHEBMARICTRRTDEENSDRENTEREINT- CE
SHEFLED 14

Journal FFR(0451-4203)

Issue 47 % 2 5 Pagel105-112

Year 2006.02

Study design SEFIERE

Assay RT-PCR

Sample size 1

Study setting HRAEB AL

Characteristics of

study subjects B 32

(Gender, age, ***)

Sampling method

Outcome HCV-RNA

Data collection
method

®im, fiz2

Results

N FBHELEBFIRBEB/BREIHRICHEEICTC RIMIFR
ERHEN- BEELCDEHEAN AR R i 0 —B{EE
BEARMRETOECHREICHHEIRELZD

&R HCV DFEHGRAMNFER SN (V8 — T OV BB ERIALT-.
BRPBRRROOFHMIREZEIMLI=ECS BEDRAMNE
% C B RICTERFTEORALTIHFELALTLV=CE
MHIBELF-EEOMFS HOV [T DWW EETFRIEEE L

R E1 H KU NS5B fEIEDEEFELSIIE 100%—EL,C BigtE

FF I TEEBERP DRALDD HCV KFEREEAEHASNT-.
e EEFRIE 22 BCH SN

Comments

EYMEREORATOEELENEETHD
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ID IC-J047

Authors KB BERENRTEERTRE HIESERD, B RX, BH
7t E7 8%, [RA XA

Title #5485 50 F1RITRELT- HCV XIRRERRZED 1 4

Journal FFR(0451-4203)

Issue 46 % 1 5 Page19-25

Year 2005.01

Study design SEFIERE

Assay PCR

Sample size 1

Study setting

Characteristics of

study subjects B TTE

(Gender, age, ***)

Sampling method

Outcome

HCV #iifA. HCV-RNA

Data collection
method

R, fif

Results

77 B B(K)1975 F ACHEIC K DT EEEET 15 S, 1981 F£h
LEERFB CTEMRLTLV=.2000 £,C BFF R EZMSN T IFER,
A=D1 OU(INF)IRE D=5 AlRL1-.2003 E£D £ TERE
DA EFEZEFZRD S alcoholic fibrosis with hemosiderosis DT R
TINF-BMU %38 2 [E3#% 5 L HCV-RNA [ &Lio1-72 B&
(3F).1955 FEH FEERFICEAML, 1989 FEF) O TSR E ¥ £ 15X
N12.1992 FLUIREFE INF R EEZHA TN ENTHo . RIBD
HCV NS5B f81g 339 i & #1E1EL,PCR EMEA (LI —H T
DRICEYIBEFSI LR, KRR OB L H(C HCV
genotype 1b T 99.1%D S VAR EAFON - R ERITTLE
BEROUSRI—EBRELTHEY RIBEIREHRCREEINT=.RD
HCV HifAffil& HCV-RNA LD ZIZERLIZEMND END
KADHRRLELDHLI-.

Comments

RERRIMRFCL DM SELIZHEIREND
BETOUEREEOERENBRERILICEELTOSRBEELH
®
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ID

1C-J048

Il ENEHEZHERE ARD, =8 BEX, BK L4 7@ EE

Authors B —, S| 7, A H—B

Title HEFF RSB R CHAME C BURFRASRMERELT= 1 6] HCV-
RNA DIEEECSIEEIC & HRFRDIEFE

Journal BARENEZ R HE(1340-3451)

Issue 37 % 8 5 Page1659-1663

Year 2004.08

Study design SEFIERE

Assay

Sample size

Study setting 1

Characteristics of

study subjects ZiE. 52 7%

(Gender, age, ***)

Sampling method

Outcome

HCV #iifA. HCV-RNA

Data collection
method

R, fif

Results

52 .9 FRlLF AREREER OO ERETRESTE
AL73Y 5 5 BRI EHERIC MR EHD)I 21T 5 B Ii&E
BETELVATHEEEEE 6 HOV HiANFE % HCV-RNA A5
HThot=I=hat C LA LB LI BINERITAIZKSRE
FEZENIBE 4 HARBIZHIET HD %2+ HCV iR G 14 &
E LB D HCV genotype #IRFELI=EZAHARHFIERL 1b DEE
M9 ZHESINIZZITABZEEDHT= 10 LITDLVT HCV RNA
E1 Bl D 400 DIEEFINEFHAEL-FER 1 H»ARICS5 @O
BREARPIER—BIZRITTWN =1 2OEEEIAREE
98.8%MDHRMEEL>THY, BELREHIBHLT -

Comments

BIERITATORENEOLNIMETHD




ID

IC-J051

Authors BRIR AMEHRIER KPR DMRRD
Title C BFRVANADFFRERFRER)
Journal BIO medica

Issue 8 % 75 Pageb78-582

Year 1993.06

Study design MR

Assay EIA j% nested—-PCR

Sample size 12

Study setting b5

Characteristics of

study subjects HCV kG E T im

(Gender, age, ***)

Sampling method

Outcome

HCV Hi{K,HCV-RNA

Data collection
method

®im, fiz2

HCV KIS DB 12 i, 1 HIASBER I T HCV-RNA A5

Results M TEHT=,
12 GIERIRIZHEBAREFHICHTTEY. B#AREHOEER
Comments

F. &% 11 v ALSEEILTLS
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D 1C-J059

Authors EB BRABRKE FE2RF), pF 19, 81l A—

Title ﬂﬂﬁ%%%ﬂﬁﬁ&lﬁﬁﬁ&ﬁﬂﬁﬁﬁ%b\%}ﬁ: CRIFFRIMILRA
DB ZRORETRZF RO

Journal R VRO L

Issue 17 [8] Page50-55

Year 1992.06

Study design EETRTE

Assay

Sample size 144

Study setting

Characteristics of
study subjects
(Gender, age, ***)

REFERE (RS, THEE M4 %)

Sampling method

Outcome

HCV #iik

Data collection
method

®im, fiz2

HEXERAE 144 &b, HOV KGR (L. C100-3$uiAlE.

Results 69 £ (47.9%) . 5 2 tHA®D HCV HiiKIL 125 & (8680 EEETH
->7f=,
HEXIEAED HOV BEEENANGY B MER LT, R580R
Comments B MEZEN T DR ERFILEIMIEL. SEIDFERIL, FE50R

HRRBRLEZIOND, £z, SR, RIBFLIT T BERTA
ENTIRERREEZILOND,




ID

IC-J060

A EFEEBER KD, &I R B BT, ER EiT

Authors i KE BF BT £ ES #F FE —f BED B RER

Tile HOV B FRRURVETF #HICGRIFRVALABFRELL
BLTREH)

Journal BAERAMNBRRERESFEMBRTSILHESE

Issue (0918-4031)22 & Page49-54

Year 2004.12

Study design MR

Assay

EIA j£,RIA £ RT-PCR i%

Sample size

FiR 1024 HER 1194

Study setting

faE

Characteristics of
study subjects
(Gender, age, ***)

IR R CHESRSNT- HCV B & U HGV Fv ! 71T (BT
BEST)RRI8H. 24 BEXY)THODHEERE L105
2144

Sampling method

Outcome

$1 HCV,HCV-RNA

Data collection
method

i

BREEBLHEIRE, HCV T 9.5%(10/105) . HGV T
64.3%(9/14)THY . MEBEHHA LT IE I AUATH

Results T=o HCV TlEF ¥ T7ILIRD 57.1%(4/7) AR 7IELI=AY.
HGV TIFRAEFEFTEREA®R 4 yBETXYITIEIEROON
TULVELY,
HCV & HGV DRIRBEEF LB LI-AETHY .. BIESGHIEF
Comments

BEDIRYIT7IE—ERYFHELBRTIND
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ID IC-J061

Authors FIER thth(D I SALBRE R, LR S8, A iE, i
Title C BFRDEERKEICETHIRFRERN)

Journal HAERIGARESMEE

Issue (0300-9165)45 # 3 & Page263-266

Year 1993.03

Study design MR

Assay EIA ;% RIA %

Sample size 421

Study setting ERAF

Characteristics of
study subjects
(Gender, age, ***)

1991 &£ 8 B &Y. 1992 & 3 BETORIZHIBLE-ERR

Sampling method

Outcome

1 HCV H1{K HCV-RNA

Data collection
method

fRin

& ELT= 421 HIDSBH ., H1 HCV ik (C100-3 Hudk) IS4 5E 5%
1% 761 (1.7%) TH>T=. TDSHELIRIZT HCV-RNA XI&. $11 HCV

Results RALFHEIICEDHON, EERENFEONI=DIL 3 FIT.
HCV HUARSHEIEIRIC R L T, 48%, £ BRI HL TIE 0.7%&
EZZbnT:-
SEOFEREDEFRBEERL UEEERETHIN., REIZLH-T
Comments RELRELH S, CIL, 1 HCV HIADIELE., BEEK. HIV

REDEE. BEEDEVWGENEZLND,




1D

IC-J063

FE BT (BILRERR(REE)), Ik S5, 52 1%, ik B

Authors o
X

Title HCV BB prospective Study T HCV B U TZAEBIDERR
B R DIRET

Journal BHAVNBREBEHLSSR T M

Issue 12 % 2 = Page143-148

Year 1998.10

Study design TEBIERES

Assay RIAX. RT-PCR %

Sample size 64

Study setting

Characteristics of
study subjects
(Gender, age, )

HCV HuABZ MM D HCV-RNA B3HEDB XD EFNED 64 I
(583361, 3141) . FinFER 6 4 B~5iK.

Sampling method

Outcome HCV #i4K,HCV-RNA
Data collection B
Rim
method
HCV—-RNA BZHOBIREDEFENZIR 646 (53461, 23161 =
Result prospective (C 1~5 FEFBEHERUTZ, 64 6k 741 (10.9%) (CEBFR
esults
RARSNIZ, JRORRERETE—BMHEREN 441, HCV FvUT7{EN
3BTz,
AAFRLD, BFREROBRAT E LT, UNERENEIRRSENH D
Comments

ERICHCV BRULWI <D ENRE NI,
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1D IC-J066

Authors =R EZBB(RRERKE HLRAR), /8 BF, RA §, 1

Title C BIFFR D)L R BRDRIFNELE, f5 (CRIEBEERSE(CDNT
DOIRES

Journal BFH#(0451-4203)

Issue 34 % 8 5 Page683-684

Year 1993.08

Study design HERREATT

Assay 2 HARIEFY b PCRIE

Sample size 4

Study setting

Characteristics of
study subjects

(Gender, age, )

HCV FAB OB SEFNTHER

Sampling method

Outcome HCV #i4X, HCV-RNA
Data collection B
HRim
method
HCV AR DB SEENIZHER 4 BINSEFENTZHERD. £
R It BT HCV FiBz I THo7z. LML, HCV-RNA (& 2 BITDHEIET.
esults
D 2 FITIHEE Tho Iz,
Comments AT, TEFIEH NIRRT TH D




ID

IC-J068

Authors ING BIT(EEET IR ERIR), -8 FAI, A+ B i
Title CHPFRIMIADEERLEICEHT S5

Journal BARERA T #E R IiRF=E50916-8796)

Issue 2 # 2 5 Page136-137

Year 1992.05

Study design TR

Assay PCR i%

Sample size iE4% 1589 4, HAEIR 24 4

Study setting

Characteristics of
study subjects
(Gender, age, ***)

HCV HuiAIS43ER (17 %) DR 24 £

Sampling method

Outcome

HCV-RNA

Data collection
method

il

HCV HUAGEITIRIL. 1589 Hldh 17 51 (1.07%) THoT=. [GHEIT

Results mEYEFEN-FHEROERM 12 Fd 11 5(91.7%)Th 7=
HY. HCV-RNA 51 0%(0/10) THo1=,
AL, BFRERLEDTIMLE HCV-RNA ELTHEY., BF
Comments

B IHLNEMNOT,
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ID IC-J069

Authors A& ERTORBOLFER), TH 2T PL H3 1
Title I EBHEBIZH TS HCV [BEEDEE

Journal KEREH RS RFE0912-6937)

Issue 9 # 2 5 Page263-267

Year 1991.09

Study design MR

Assay

Sample size 130

Study setting

Characteristics of
study subjects
(Gender, age, ***)

1SS EE 104 41 (5 64 61, & 40 f) . B RAFVT 26 &
(B 8. %« 18: [EHH 4, B5&LT 18, BRER T H L 1. BEMF 3)

Sampling method

Outcome

HCV #iik

Data collection
method

fRin

HD JE451 104 {5]sh HOV RS TEE (X 34 5] (33.7%) F =B RAZ
w7 28 ARG HEE X 2 B(7.1%), HCV O B2 & (LB £ D Ei

Results CHBIEEZ DN EHOBTANRE DS EHMEET
WBEE DN,
. FFREY I OB RSO EREEEDREIEAEREE
omments

Lot MDERREFE LB -HIEADEEEZD




ID

IC-J070

Authors FH #f=ELSRFR, Bf BAX mH &,
Title mi%EHEEE HOV B

Journal R FHER(0387-5911)

Issue 66 & 1 5 Page66-69

Year 1992.01

Study design MR

Assay ELISA i%

Sample size 903

Study setting

Characteristics of
study subjects
(Gender, age, ***)

BHTEE 393 Bl (CFHBHTEAIR 793 » B) . @& E 510 6l

Sampling method

Outcome

HCV #iik

Data collection
method

TR, ALTHEDER

M&BHTEE D HCV HiREHEZEE(393 fildh 70 51:17.8%)(% f@%
Z(510 5k 3 Bl0.6WILERTHEIZENof=. BHEED

Results HCOV FiA G R LB AR It I mE DEMEHITE <>
fzo LOL B EDEEN B E THIRAGEMESEL 87 g 8
fl(9.2%)THY EEEDBIEER 0.6%LLXTHEIZEL,

G AR LY . BTBFH ML O HOV BERBROFELNEZ

omments

bhtz,
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ID IC-J071

Authors ek AIAGERBRIZANIIER MR, R S, IH& B 2l
3, BH S, SF B8, £ X

Title EEEICRELLEERELANRRLEEZONS C BIFFH#

Journal B ARHIL R/ IRFRHME5(0446-6586)

Issue 99 # 10 B Page1240-1242

Year 2002.10

Study design SEFIERE

Assay

Sample size 10

Study setting

Characteristics of
study subjects
(Gender, age, ***)

NEZDE(BEHEs . xH24.16~20 &)

Sampling method

Outcome

Data collection
method

®im, fiz2

JEBIIE 16~20 DB 8 5,z 2 HITHKRZZEED 24 1B
Mo 5 A ARIKYREFIDOELITEEL TNV 28ERAYT9
FIIEFIR COR—FFBDOERNHON-SRIDEEEIC
#HoTz C BFFRICIER REFRCRIERHLEHNSEEFD

Resuts ELITHAEEL TV BN b BB EE L0 L5
1R BB S DR SEYAREEL T C BT £ DERIZS
HBHRELEEZ DN
SESHOELITLEEEEC S ERAHH - EOBEN

Comments

NRBEhd




ID

IC-J072

5 BHEIEXRZARZEFHMEFLRE AR, £F fMah,

Authors INETS 25°F, 4t

Title o] ﬁﬂ?ﬁ@{}bzwlﬂ%ﬁ%l:ﬁ?'éﬁ% sexually transmitted
diseases NAYRVEEDRAEMNS

Journal FFA#(0451-4203)

Issue 34 % 4 5 Page345-346

Year 1993.04

Study design MR

Assay ELISA

Sample size 473

Study setting

Characteristics of
study subjects
(Gender, age, ***)

V=TSR TE<L&E 203 4. 20~39 % (14 275 %)
FEHIT 270 & . 20~39 % (FFEY 258 £%)

Sampling method

Outcome

$1 HCV

Data collection
method

i

SHREETIE, 203 5] 8 451 (3.9) . XFHR B£ T ( 270 45 2 51

Results 07T H Y. Ch & & RE THEEEOO)IZHETH =,
RRARRRIT, FITEMEA, STD [ZEDBREDIEDNEE MM
Comments

TEEND
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ID IC-3073
Authors Toshiyuki Iitsuka, Jun Murakami, Ikuo Nagata, Susumu Kanzaki
and Kazuo Shiraki
) Epidemiological survey of Japanese children infected with
Title hepatitis B and C viruses
Journal Hepatology Research
Issue 40: 878-886
Year 2010

Study design

Cross-sectional

Assay

Not mentioned

Sample size

114

Study setting

636 medical institutions in Japan in 2007

Characteristics of
study subjects
(Gender, age, )

Children under 20 years of age, who were infected with either

HBV or HCV. Males:60, Age range:0-19 years

Sampling method

Outcome

Anti-HCV and HCV RNA

Data collection

Questionnaire

method
Transmission rate of HCV by year of infection
1983-1989 1990-2005

Mother to child transmission | 14% 89%
Results Intra-familial 0% 2%

Blood transfusion 76% 4%

Other 4% 0%

Unknown 7% 5%
Comments The questionnaire was sent by mail to 636 institutions and the

response rate was only 42%.
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ID

IC-J074

Mizuochi T, Takano T, Yanagi T, Ushijima K, Suzuki M, Miyoshi

Authors
Y, Ito Y, Inui A, Tajiri H
) Epidemiologic features of 348 children with hepatitis C virus
Title infection over a 30-year period: a nationwide survey in Japan.
Journal J Gastroenterol
Issue 53:419-426
Year 2018

Study design

Cross-sectional

Real-time PCR (COBAS Ampliprep/COBAS TagMan HCV
test,Roche) in  90% of subjects

Assay Amplicor HCV monitor(COBAS Amplicor HCV Monitor test v 2.0,
Roche) in 8%
Branched DNA probe (Quantiplex HCV RNA 2.0,Bayer) in 2%.
Sample size 348

Study setting

Sixty-five pediatric centers in Japan from 2012 to 2016

Characteristics of
study subjects
(Gender, age, -+*)

Children born from 1986 to 2015.
Males=154
Mean age= 37.7£45.2 months

Sampling method

Outcome

HCV RNA

Data collection

Medical records

method
Transmission rate of HCV by year of infection
Total 1986- 1996- 2006~
Results 1995 2005 2015
Mother to child 314 30(61%) | 161(92%) | 123(99%)

transmission (90%)




Horizontal 2(1%) |0 2(1%) 0
Blood transfusion | 17(5%) | 17(5%) |0 0
Unknown 15(4%) | 2(4%) 12(7%) 1(1%)

Comments

Retrospective nature of data may constitute information bias

264

ID IC-J075

A RE (A ALE/\BRERER), %8 586F R %—,
uthors it

Title EYRFIZ HOV ST BB RAELT- C AR XD 1 FEHI

Journal FFi(0451-4203)

Issue 36 # 10 B Page584-588

Year 1995.10

Study design SE 53R

Assay

Sample size 1

Study setting EIERNF

Characteristics of
study subjects
(Gender, age, ***)

31 %, BEEEN

Sampling method

Outcome

HCV #ii{K. HCV-RNA

Data collection
method

32, R

Results

31 5% B HER TR 25 8T C 2FEEEFORMEFRN,TD
42 B#(ER 31 B)ICER EMAHIR AR BRBFEONS VAT
SH—HIXIESE HCV k(X FEE. A T.Bil 2.6mg/dl, GOT
1,012KU, GPT 1,005KU, HCV-RNA L& 1. HCV Hiik(@nd)(E 4
BB ETIEIEMS BB IZBER b L= F4E 23 BB DFERIZA
M XOEEHOFRRE U ELY C BEMIFREZIL- IFN
BERTRIVNSURATIS —FIEREZEGLIRER TR
6 1A B® HCV-RNA [ZF2E'RD 1 ££ B M HCV-RNA (F[E4 T,
BFREREEGM oz, BIRFPICHRELIRFICELS C B MRT
ROEFIFREEFTHRESN T BERENEEZONT -

Comments

PEIRP D HRILERICEDBRENEREIN-|E




ID IC-J076

Authors TRE B2(FEXRE ERARD, BK AEF, FK Xt fh
Title CERFRIMNNABREEREICEHTEIOARIT1THEEH
Journal FEEFHR(0303-5476)

Issue 69 # 2 5 Page67-72

Year 1993.04

Study design TR

Assay ELISA

Sample size 12

Study setting

Characteristics of
study subjects
(Gender, age, ***)

10 AD C B RFvITIRIVEFENIHER 12 461

Sampling method

Outcome

HCV $iik

Data collection
method

Ri, HILTHoDER

10 AD CEFEIAILRAF ) TIRIREYAET A= 12 ADR%E
H & KU ICERBEIZEL,8 A67.0%)T HCV HiiKIBETH-o

Results T2 MARBREDEIVYBLIZEBLIUVIY R AN ELSDBRSHE
ETORRGT4TIZEEAL Y=,
G PRI T KTERE ERITAICLDIRELERET S
omments

DENHD
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ID

IC-J078

Authors

Same as PM-J079

Title

Journal

Issue

Year

Study design

Assay

Sample size

Study setting

Characteristics of
study subjects
(Gender, age, ***)

Sampling method

Outcome

Data collection
method

Results

Comments




ID

IC-J079

Authors

Same as PM-J080

Title

Journal

Issue

Year

Study design

Assay

Sample size

Study setting

Characteristics of
study subjects
(Gender, age, ***)

Sampling method

Outcome

Data collection
method

Results

Comments
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ID

1C-J080

B EERETIRERBEREV Y ), BE F— RIFE EE,

Authors i

Title HEFIELAE L HOV Hiulk
Journal HEIIEFHEZSRE
Issue (0288-9617)42 & Page61-65
Year 1992.12

Study design MR

Assay

Sample size 47

Study setting REEERtES—

Characteristics of
study subjects
(Gender, age, ***)

B 2715 &% 6 5]
<31 mRAREN 6 . 31 FmLALE 41 ERRFEA 17 Fl. 41 wRLULEMN
16 51

Sampling method

Outcome

HCV #iik

Data collection
method

®im, fiz2

Results

1991 £ 10 A ~1992 £ 2 AFETORIZH YN OFEIREZZLT-
EEUWFIELAE 47 HITHCV fkE R E LTz, HCV kG HEE
1% 70.2%&,HHE D HCV ki E B HEE 1.41%%(L5MITHZ
f-iE%ZRLT=,

Comments

RERBEL T, BEFORHIRMELALNRLEZIOND, HEE
FEREBICTIILIA—IVURFEENZNIEN, ZILa—IUIKESE
D HCV AN B EIZBETHAZEDRAD—iHEE->TINS
ATREMEN DB




ID

IC-J081

Authors T SRERFAFTFHEE), BF RJX, ILH BF, i
Title BITBEIZH1T5 HOV Itk DR E
Journal EHRAIBHRERG

Issue (0910-2329)14 % 1 & Page22-25

Year 1991.07

Study design MR

Assay ELSA %

Sample size 12249

Study setting b5

Characteristics of -EHEE 63 5 (5% 39 I, ik 24 1)
study subjects ENTEREES 16 4]

(Gender, age, ***)

- — ARk E 12170 51

Sampling method

Outcome

HCV #iik

Data collection
method

®im, fiz2

Results

—i&#R M D HCV HuiKRRSTEEE (L, 146/12170(1.2%) THY . &
HrEFEIL, 10/63(15.9%) &, —ARERILFICLERTHULMEZTRL
- EEBRMEEEL. 0/16(0%) ThHot=. BIBEHEIZHITS
HCV ARG LIZ B DO LLE T, ZEICTHEIZ HCV fiulkh
Zhotz, T HCV FUKBHERICER RN R, BIMEA
ZVADNFEIZZH T,

Comments

BITEED HOV BREDVRIEHELI-R/XTHS. EfEE
OHICIF BIENGNEELSY . KIFRBRRLLE, @it
DREEMNEZ NS HCV Ff=. AR TIE. BENERKEE
FLBIEETHo7A . HRILFICLIERRZEDREITL
FENLETHS,
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ID IC-J082

Authors FE HEGFHETIMRFR), S& #2, T %, i

e C BT RI-BIT BERFRAOIRET BRI (T BTRET DR
i)

Journal RIBEFRHEE0369-3228)

Issue 67 % 4 5 Page261-266

Year 1992.12

Study design MRS

Assay

Sample size 73

Study setting R EHERR

Characteristics of

study subjects C BIpF£EE 7341

(Gender, age, ***)

Sampling method

Outcome HCV fifk

Data collection
method

®im. f8z2

Results

R 13 FDOSEHESNEHMEEE T DHD(E. 38 #1(52.1%) T
Hot-. Ao ICEMEEELEWLED M 35 HlTHo71=. 35 HID
56, RIFHANIEMELAD 4 4, KRIBREIRKE 3 6. &tRILE
2 B, AR 1 BlTH -, ChoDULTRIZEBL TV
HLDOH R 73 il 25(34.2%) RHBN Tz, 25 Hlh BHEIL 16 51
FHSH. ZOSBMALMDFM (GEEHM) DEEEEH T HLDH 8
BlE-ot=,

Comments

C R REBEDBELRBERRLEBETH D, WML DRK
FAZWICEAL T, 7ILa—ILE HCV DENRIZLEHKEER
DREREERELTIS,




ID

IC-J084

Authors 2o RE@ENRNFERE, 481 #4, FE £t
FEREBEMNS IV ZDERE EREEE LDEESTERBAR
Title (.72_.;;(7%)a C BIFF 71 L ADBRRAZERDIREL £ HCV-core ik
Journal DUFL R £1(0912-5795)
Issue 9 & Page15-21
Year 1993.12
Study design MR
Assay EIA j£PCR ;%
Sample size 751
Study setting R EHERR

Characteristics of
study subjects
(Gender, age, ***)

“$1 HOV [EME DT R E B E 160 451 (5 87 fl)
DEEEEERARNE 484 £
CHIEMHEEREEE TS 1074

Sampling method

Outcome

HCV #i{K,HCV-RNA

Data collection
method

®im, f8z2

Results

JREDHMAERICKY C BFFREIZE TS HCV O REERK
ELTEHID 505 THIM, F L DERITANROONT=, T
FEMERAMNBTIE 23% XTI 94%ZBoh, THEIN SRS
BROSFBALZLEDE 88T EHEhof-, DEEFTEEHRA
&L HBY ¥—HhH—HCV ¥—h— LB E A EEERL M
B C R BIEMERDEM oIz, EEREBEFICH>CILEE FHE
IBTH HCV Y—h— DB E LB L EMRREN S M DR
ET#HmAE DBEEICLEEDTo=, C RS ITRE DS
FHD 19.5%h1 HCV HLAE =31 HCV-core HLIABIETHY B
{BERBD HCV B D REME RS LT=. it HCV-core HF{AD
={EHE HCV v ) 7& EEHIE HCV D— @M REREEFRTE
DEHBNT=

Comments

BREHRLELBRERBROBRMTHY., BHRANITREZEEL
I RIRAESTELN
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ID IC-J085

Authors RE EBHENKE ERARE 42, X8 &F @) E
B, EH HiLF

Title (OB/GYN A JLRRERIE HIRIZHBMY =27 )L 2003]C ZUAF %
VAR BFREREELTD HCV

Journal E3R AT D3R FR(0558-4728)

Issue 52 % 75 Page901-906

Year 2003.07

Study design IR— AR

Assay Nested RT-PCR

Sample size 82

Study setting R AFHERR

Characteristics of
study subjects
(Gender, age, ***)

FyUTIEIR 0 BDHEIR 82 £

Sampling method

Outcome

HCV-RNA

Data collection
method

FRL., P

Results

1365 &2 DIER/D HOV UAREZITLI BDBMEEZFI-.Ch
IZHFEER MDD F) 7IEsE 51 BEMZ =5+ 7iEHR 60 &
DHAEIR 82 BEEHMIZTAO—TF Y TLHCV BREDKREA
Bl 740—7y 78I 6~72 » ARET.6 £ (7.3%) Y HCV
RNA G &7%Y D 7<Ed 6 A AR HCV RNA A EGEL BF
128175 HCV genotype [EERT T—HEH - FDIGEEFRHA
[FEHmAS A& 3 BICRAE.CALDFYITZIERIETR
TRESETHEL=.F+) 7IER(X healthy carrier TIEA{,—
BIEICAFHEEEREN 6 2 4 BIZHLN- T TIFIRD S
BF BT X FAE L chemical hepatitis T&Z HCV BFREREDY R
FOR—ITIHYBEIEMNREENT -

Comments

BFRER I3%DH/ETHD, KAAERL 8 DOH/IXDFELHT-
FER LY, HIV D co—carrier 2 IVDU THITNIEEFRELRT
E54%THY . AREDIRE LA,




1D 1C-J087

Authors HO E=EETRENEFR REMAER), T8 5= iH F
L ERK —1h

Title Tl 17 EEEABEZSEICBHIFRIMNIILAREBEDEESE
it

Journal BET R A B AT £ $R(0912-2826)

Issue 45 5 Page79-82

Year 2006.12

Study design MR

Assay PA ;% R-PHA %

Sample size 2846

Study setting EHREE 52—

Characteristics of
study subjects
(Gender, age, ***)

i# 40~70 D HCVHBY DRELZFLLI-ZD

Sampling method

Outcome

HCV #i4A HBs iR

Data collection
method

Rin. 32

REFEOEREZITETHHFLEIAILAHCV, HBVRED#
ZEBIL 2846 A(F 494 N & 2330 A T84 22 A)T.HCV
DISMHEE IR 1.2%F 2.4%, & 1.0%), HBV DEMHEE (L 0.7%H

Results 1.2%, % 0.6%)Thot=. BB DN TY RV ERAEG M- F
HEQRE) LT oF-#ER . HOV. HBV £ B DIBHEEIH L
CTEHEHY IEDE N EMELLIELYE M=,
. KEER(L. HREWD 40~70 BTHHL. BUERLTHE
omments

RICEALDDOHIEHATHAILEERTHENEALND
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D 1C-J088

Authors HER {Z(KBRKZ E/DRERD, ZA B 7ES B, i

Title INR C EMSHERFICH1T5 C BT I/ )L R EHUADERER
BIEZE (2 nonstructural 5 [ZDULVT

Journal BA/NREZSHER0001-6543)

Issue 99 # 10 5 Page1751-1755

Year 1995.10

Study design MR

Assay EIA %, ELISA i%. RT-PCR i%

Sample size 72

Study setting INR R R

Characteristics of
study subjects
(Gender, age, ***)

JEAJEB REMFRESE

Sampling method

Outcome

HCV #ii{k HCV-RNA

Data collection
method

Rin. 52

INRIE A JEB BUSHERT R 72 HID 45 I HCV DS EERH

Results T=. HCV R&EE 45 D BE LR IR (T B A 40 HlezB LMo
f=.
c AHAERLY., /DR HOV BREEDREBRETIL, WMONRESZH
omments

27z,




ID

IC-J089

Authors WAl /RN BB IR NER), SE B NE B, s

Title C *:”ﬂ?ﬁ'_74}LZ$E17FB%‘T$0)E¥H75\Bétihfz'ﬁ',(:}SH%)EL'E
REOBREH

Journal B A/NERZERMEE0001-6543)

Issue 99 % 4 5 Page871-872

Year 1995.04

Study design JR—MAE

Assay Nested PCR

Sample size 21

Study setting UNLEERTTE

Characteristics of
study subjects
(Gender, age, ***)

EYRBPIZ HOV A HIBAL TLV=REEA DAL 21 HIDIR
BEOBEEREE. 4 FIASEMERY

2 FOBRIE. TR ETNAOZES LUVXOBMmMEREALV =R
EREEZIT T

-5 Gl EERITEHIMESEIE A JE B FF X O RIEDEEE

4 FDORBEHRIE. FFHEEERE (GPT40U/I LLE)ZEEHD

Sampling method

Outcome

HCV-RNA

Data collection
method

Rif, LT HoDER

EYRBIZ HOV A A HIBAL TLV=REEA DAL 21 HIDIR
D HCV 7/ LEHDE HIEEFES LU 1  ABIC—BHELAZR

Results FN1BIE, 45678 7 BEESEUD. 46,12 7 BEEANE 3~5
ELEHLTHRESNT- 3 HITH S,
YU TN A XNDENRETH D, BEOBREVCREEEE
Comments

BLIBILIINELERD
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ID IC-J090
Michitaka Kojiro(Z &K% E 5 3 W), Onji Morikazu, Horiike
Authors .
Norio, th
Title KFIZHI1T5 C BRI AILAHCV)D RiEHNIRIE
Journal Gastroenterologia Japonica(0435-1339)
Issue 26 % 5 5 Page619-622
Year 1991.10
Study design MR
Assay F 2t HeV Hufk
Sample size 114
Study setting EEDBEETERE
Characteristics of 114 451

study subjects
(Gender, age, ***)

-5 53 41, % 61 4l
5 3~51 ik (F14 246 %)

Sampling method

Outcome

HCV Hitk

Data collection
method

BT, JERAILT Ao DIEIRINE

Results

AR D 114 20 GPT RUE 2 t#{ HOV HufhZ B L fiulk

IS B DN TIEHER T HCV-RNA ST 24 T8 5L BB

RBEHTEL . HOV KGR (L 44%THY EEANICELE
SAETH o=, HCV FUKBZIEDSHID S 4 ] (80%) [ZHi M FF
hpot=,

Comments

REZLESLOYTAATHRICEN S, SEIDEET, BFRAZ
ERUEHRBREFEESN, BB ENLEBENEZ N
®




ID

1C-J091

Michitaka Kojiro(ZB3E K% B 5 3 NF}), Onji Morikazu, Horiike

Authors Norio, ftt

Title AFITHETS CRFRVAILAHCV)DRERGE
Journal Gastroenterologia Japonica(0435-1339)

Issue 26 % 5 5 Page619-622

Year 1991.10

Study design MR

Assay ELISA

Sample size 36

Study setting R EHERR

Characteristics of

study subjects B EATREESE 16 HIORKEA/N—36 B
(Gender, age, ***)

Sampling method

Outcome HCV Hufk

Data collection
method

B®Ri., JEEAILT A DR

Results

HCV O RERNGIEIRIREL LR ST=61Z,31 HCV(anti-C 100-3)
EHEREREEERSE 16 BIORIEA/\—36 % IZDULVTELISA
IZ&YH HOV Z#BIE LTz, 16 RIS 2 RiE(12.5%)TEZH D
HCV BB N FE RSN Tz, 35 BDOREA /N—h B OEEFE
D7ELN 4 5I(11.4%) T HCV A G TH o7z, HCV BBEL D
FHE17 &b 2 £(11.8%)TH HOV B TH-T=h 5 L DEBE
i 1 £(20.0%)TH HoV BBt TH-T-=,

Comments

KIENIGIED HOV BREBR D —DTHAHZEARBEEN A,
HCV LINNBERIEDERFOFMELENEEORERELSLEE
EZ%
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ID IC-J092
e BHEEEMKEZREEREVZ), /MR E, /NI 1z
Authors -
= LB B2
Title C BFRBIRELIZONVTOREE 1)
Journal B EREFRHEE0389-0899)33
Issue # 35 Page377-379
Year 1999.01
Study design MR
Assay EEEL
Sample size 16
Study setting INBFRIRRE 2 HEE%

Characteristics of
study subjects
(Gender, age, ***)

HCV HUKISE DI imA D D H 4R

Sampling method

Outcome

HCV—RNA

Data collection
method

®im. f8z2

Results

FER9E 12 AREZD 15 1 AMTHCV GRS HAELT:
IB(E 16 Bl o 1= BHAD B LRI ILEMm 4 Hl BHBNSDREE 5
Bl RMNSDREEEBRHONDER 1 HITZDH 6 HlIXAFBHATH
1= S REEE A RO =R I D o 1=5%,16 5l 1 451 (6.25%) HV A&
%1 HATRNAGEELGES - BEMN RNABHETHNDOIMILA
EDLZVEGITHof=.— I HCV BT DN TOHREMN S L,
FEDHANELNZMEREH 1=

Comments

RERREDLIGEHEBER T HEHOTEEREDITEN
ZUVESERIRIE RORBISHL TR AMWEERNZ M=,
REITHAL TP TV ZORIGRERNRDEFNOERD
EZRLIDDELNHD




ID

IC-J094

Authors AN ER@ENREER, T %WE, RIE TEF it

Title ERBAISHTSH B REF#IMILRAEIU C REFHI(ILRRE
LNOREFE $FH HCV-core HIADBIEZHLELT

Journal B A AR S 4#55(0021-4493)

Issue 107 % 4 B Page679-687

Year 1992.02

Study design MRS

Assay EIA ;&

Sample size 2168

Study setting BEtrVA—

Characteristics of
study subjects
(Gender, age, ***)

REZLEOERMEDOES 1084 & B (BIEHS LV
BEITIR) 1084 £

Sampling method

Outcome

HCV-core ik

Data collection
method

®Rim. fz2

Results

$1 HBc ik 31 HCV-core HLIADBIE 2k > THRLS HCV B
FHEIBETEZ 1 HCV-—core MAD ISR ILEEMEEE Tt
BELYE N DT=HBV, HCV D FEB D HIAIGERRIZEEHHM
D= HEDBRLEREHINIELEEIHET2EELHEEH
LN FEEERTERKLEETED 27%19 1/4 (L HOV DR&EL
BENHIEAON-EERBEHIORRIN - —RBEY
HCV B EEZEOERIZEAEB BIFXHH L C BFLLE
BESNTVNSEEREIRERBOIMERICTIEAESN
1=

Comments

EBEFKEED HCV DYRIITONTHRE, ERREEDOHT
LURBOEMKRESLDOLENDBELEERD
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ID IC-J103
ET ORI WIIRR), 12 £8 KR 87, 0% B% 58 8
Authors Z, WUHE & & AR MK EF LK BF, AR A, RE
B— K BF Al KR g E
Title JEFMIBI 235115 C BUF DIV R D &SR IRICEE T SR 5
Journal FATT T 3L JR Be BE =2 4 55(1343-0866)
Issue 1% 15 Pagel-4
Year 1997.03
Study design MR
Assay EIA i&
Sample size 423

Study setting

Characteristics of
study subjects
(Gender, age, ***)

C RISMITEREERE 202 flEE. FiiE—HS - HOV Huiklz
D xTERE 221 4

Sampling method

Outcome

HCV Hitk

Data collection
method

®im. f8z2

CEIEMUEREEED HCV BREBERICOVWTEEMNLDEE
RYRAEEITo A RED LB THCV ORFEREL THEMA
BLERVTHIKISN FHEREENEEL TV SLDEE

Results ZoN T AFICIERMm G O BREFREL T HOV ITBE RSN iES
FEICLIBIEFNEETHY.C RBEEREE SR
RIS LTS aTREMEARIB SN T -
FFEEBBEZFHEMBIC OV TEFHFDOREREROEIREL B

Comments

RoNTHEY, HISEMATORNESABETH D,




ID IC-J110

Authors FH BEROUFHILABRF AL, JIIE TE, KL #E, it

Title S MBBMBEICETD C RFXILARKISONTOR
&

Journal HL 2 T 32 AR e £ AR BE 4 55 (0385-1184)

Issue 17 & 1 B Page95-102

Year 1992.08

Study design MR

Assay EIA i%

Sample size 80

Study setting R EHERRE

Characteristics of

study subjects 1% B 80 5]

(Gender, age, ***)

Sampling method

Outcome HCV #iufk

Data collection
method

®im, fiz2

LRI BT B 80 fFIIxtL HCV (C 100-3)iuikZBIELf-#E
RBHRIE 2% THY BMERBOLERNE CHEEENR

Results s>t Lo LB L5 D R BB 4 75 5 S Ao T
BIEED HCV DYRIIZDVNTOHRETH D, By ny)
Comments

RAOXEELE-BITNDBEEEZD
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IC-J111

Authors FH BTELREFERER, R F, &5 B8 i
Title CEPFRIMNNADEFHEREICETIHME

Journal =L R B AT AT EHR0917-0707)1

Issue 9 5 Page97-101

Year 1996.10

Study design TEBTEZE

Assay RT-PCR ;%

Sample size 16

Study setting Eim AR ER

Characteristics of
study subjects
(Gender, age, **)

HCV-RNA 54 DITREY EFENFHER

Sampling method

Outcome

HCV-RNA

Data collection
method

®im, fiz2

Results

ERARONEEZZL-BRECERESRICREREHKEA

DEET C B LR IMILAHCVIEBG L HIESNT-HE
FoIER MU =18 T R & MR EE R IS(PHA)Z A5 2 i
KD HCV W F v EERLTHAMZREL-ZDHRET




DHFHERDMFIZ HCV RNA (FHHEIN T ZD®RIEBILE- 3
FIDEIRTH HOV BREERER T HTLIETEL MO

Comments

BFELEN 1 flEAoNEh o ETHD, U TIL A%
BOoL, HIFDRELGEKRLAGEREEBICAN BRI ABE
THd
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ID IC-J112

Authors Ml BEHEREGERARER), B8E 4848 2 EA, i
Title ZRREMENRITILFEETRO HOV A REKR
Journal RBRREBATHEAEIRO0911-1670)

Issue 28 & Pagel11-112

Year 1994.12

Study design MR

Assay PA %

Sample size 1024

Study setting

Characteristics of
study subjects
(Gender, age, ***)

Sampling method

Outcome

HCV #iik

Data collection
method

®im, fiz2

SRER®D C BV ANGRERENS O FMR 5 F
7AA5 9 ADMICREREATERIUREE 2 T 4-Y FHiE
RERRELTMRREZEEL-. IAREEDSL FHED

Results HHE (S 604 BMEDH HE (% 205575y F i FE OB M E A
REBO— LA DA RN B S
TR AEDEL . B OB BEE OB ABEL
Comments

E2%




GR-J001

Authors R, R E, H AR, L, w5k

Title FE A JE B BUF R EFRIED Hev HLik o lE

Journal JEAAIE A JE B BIBFRIIE “PROUTHE  BIEHlG &
Issue p38-40

Year 1989

Study design HEWTIITSE

Assay EIA i

Sample size

Study setting

Characteristics of study
subjects (Gender, age,

)

Hev HiLR M oitls & Z o AR

ID GR-J002

Authors WK, EAREE, HhE:, mALsE)) T, EkEiE

Title BB IC 3513 5 BT Hev FURRGHER I D W T OGS
Journal EAAIE A JE B BIBFRIIE “PROTHE B HG &
Issue p40-42

Year 1989

Study design HEWTIITSE

Assay EIA ¥ v |

Sample size 692

Study setting JbE

Sampling method

Characteristics of study
subjects (Gender, age,

)

ek e (331 186 AL %tk 505 A)

Outcome

Hev Fiik

Sampling method

Data collection method

PR

Outcome

T Hev Hifk

Results

Hev BRI o BTG 12 1 (P 4 511 2 i s I e % 72 1
JFRERERSE FET 2 C L A HER I N2t TNIEHT 271X 5

Bil) 1CxtF B 20 il & Hev PUikRREtE o FEEARE 2 61 (M 1 i
HEBE R ICERIMURE & 72 (IIFBERERE B SR 3 5 © L MR & sz
TNICHT BT 1) kT 2 aBlico ERETAIEECTH 5 72
25, WD HeV HUKRREMECH - 72, Hov O RFIBRIERG & # 2 &
NBIEFNIZA SN o Tz,

Data collection method

R0, 2

Comments

SE O REGRL 0 T o 72 H, HoV ORISR T Ic Xk b
EHDEFHREW

bt — AT B OIS IR IC 692 MR 2 FE L 72, 692 il 2 4l

Results (0.29%) DL HCV YRGS % o 72, P HOV FUikB1EE 1%,
AR (A, 40m%B) & HEM (M. 30mE) THotz,
AT, EEREEE OPMEERBIME N & B XU 30 Mk

Comments DE VB ICHURGHHI AR SN o722 LR ED L, HBY &

72D HOV 13BN L CofEBMEn b7 X 2R




GR-J003

Authors FHEGE], SR, BRAELT, §ILE—, &aE

Title HEIfFE o U R 27 H] Hev HiikiGiEER

Journal JEAEEIEAFE B BRI RIS PRUCHEE s
Issue p47-50

Year

Study design HEWTIITSE

Assay EIA i

Sample size fE1Mm=E 34432 {5, 1357 {5, &AL 355

Study setting

Characteristics of study
subjects (Gender, age,

)

Sampling method

Outcome

Hev Fiik

Data collection method

PR

BRI T, fhiing 34432 > 5 B, 384 il (1.12%) 2% HCV FUIARS
HETH o7, NEFHRITFIE L v & —fillE 1357 flo 5 5 23

ID GR-J004

Authors [FEEAYISS

Title FEERI I HED Hev FUARLRAT R
Journal JEAEAIE AJE B RUNF RIS FHOCHERE IIREMEE
Issue p50-52

Year

Study design HEWTIITSE

Assay

Sample size 290

Study setting

Characteristics of study

subjects (Gender, age, RPN IESE

)

Sampling method

Outcome Hev Fifk

Data collection method | FRIflL

R |
eoults Bl (L7%) 75 HOV UK C B o 7o, %70, TBHFE% 355 Bl 73
il (20.6%) T HCV PUAGEE e EwiEZ R L7z,
BRI O HOV 2 27 ) — = v 7B IC . BIARIFA 13 AR IR
Comments

L7

HCV TR T %17 - 7= FEERIB IS EE LM 290 il 21 6] (7.24%)
BIGHETH -7z, 2 OWFRIF 20 mLAT 10 HliZ2HIEME. 21~30

Results % 198 {5l 15 5] (7.58%) 2RHMETH b . 31~40 % 74 1l 6 f4
(8.11%)AGFMETH o 72, 72, 41~50 %D 6 Bl 72 o IR FE
D2 flFFRBEETH - 72,
AWFZE L 0, BRI HoV 0 ) R 2R TH 3 T & AR
Comments

INT,




ID GR-JO05

Authors ERAIZR, KRR, M H L, AR

Title Anti-HCV i€ X 2 JF A JF B BUIT 4 A} R T IR D G
Journal JEAAIE A JE B BIBFRIIE “PROUTHE  BIEHlG &
Issue P52-55

Year 1989

Study design HEWTIITSE

Assay

Sample size 47

Study setting

Characteristics of study
subjects (Gender, age,

)

FLIRIE A JE B TUIT 4 & M7 L 7= 27 51 (539 20 B, %1k 17 1)
MEDAEETH - 72 FFH 20 #

ID GR-JO06

Authors SFEM, NER, BRehiT, FLET, Hb i, e T

Title BAEIMBGENTERERIC B T 5 CBIIFR 7 4 v RGP0 LR &
Journal JEAFEBERIFR D THI, EF BT 2098 Pk 11 FERES
Issue p69-73

Year 1999

Study design HEWTIITSE

Assay PHA %

Sample size 1665

Study setting MHEAT 2 BB

Sampling method

Characteristics of study
subjects (Gender, age,

)

T8V ImAENT G (B 990 . otk 675 il FHI4EHS 60.3 7%)

Outcome

Sampling method

Data collection method

Outcome

Hev ik

Results

JE A JE B BUAF A & 22T & ., P Hov Gtk & 22l & h-fF8lp & 4
FINZR 74D 5 HRHNHFHEREREE R 2 b iz,

Data collection method

PR

Comments

VAV PN T

PRAEIMBGENT B 1665 il 2 R & L. Hev FUEORIEZ1TH &

Resul
esults 369 {5l (22.2%) 235 HCV HilAIGTECH - 72,
B AIMAE D Hov itk 2 27 ) —= v FRESFEHE T h . Ak
Comments

RCH D70, WML OREREEKEDEZ LN D




GR-J007

T, 2 B, BARE, PRsest, HGIEE, O B, &R

Authors i, BRI, HEATT— I, SRR,

. SN A5 1SRN % 5 X DRI X 2 EMKEE -0 i
AT C HBY, HCV ZREERICEE T 2 2EHRE

Journal JEAFEBBIF RO I, HE2ICBIT 2% PR 10 FEWREH

Issue p50-56

Year 1998

Study design HEWTIITSE

Assay

sample size FEHRIERIES I ABE L 7= EREAMKAE - R e 334 AL B

BRI % 3252 L T W EYIRTT - Kt 8 35 A

Study setting

Characteristics of study
subjects (Gender, age,

)

TR RS IC AT L 7= HEEAMRTE - Wt 334 A (B
279 A - etk 76 AL FEER 33) . EEEEEZZ L Cu b3
MR - RErR RS 35 A (BB 25 A - Zotk 11 AL FE4ENR 30)

Sampling method

Outcome

Hev Hifk

Data collection method

BRif

TERRHE G 1IC ABE L 7= HEEAUKTE - Rk EE 334 Ao b
Hev JURBSMEE 13, 177 A (53.0%) & Bk e hotz, E7.

Results RSB % Z32 L e WEMIKTEE - FEEEE 35 A 5 B Hev
PuikBEF X 9 A (25.7%) &7 b KERHER R IC ABE L 725
FEAMRTE - RS X 0 I EWRER e 2o 72,
EMKGEHEDO ) R 7 DEmE, Ficy ) vostoffo) 227 o
Comments

T BRI
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ID GR-JO08

Authors R, bElfasE, KEEER, R HEIOR, ARZE, T, #HK5A
Title I 2 & O ik BB AE B E T I 51 5 Hov i3
Journal BAAIEAJE B U RIITE Pk 6 L WIEHES
Issue p30-36

Year 1994

Study design EWTIT S

Assay EIA i

Sample size itk F ATt e R 228 44

Study setting I e

Characteristics of study

subjects (Gender, age,

..)

Sampling method

Outcome Hev Hifk

Data collection method | FRIfL

Results

W IMIE D B % Wi F it BiE B 228 4D 5 H D 50%, 113 4
Hev ikt e e, chicx L <. EiED 722> 72 15 4T
13 HeV FLRES M 12 2 51,13% T dH > 72, BHIED H 2 1R EH 2l
M % 32 7= RN B % L EASEIRR (1952~1964) TO
WITH Y. AiBORRICHKRTHBICEETH > 72,

Comments

AL L Y FEMIRHROEIMA Hev B 2 S Ric i S ¢/ 2 &
ZREL T2




ID

GR-J009

Authors BRI, REACR, B2, B3R5
Title HCV BET-RESIC B3 2 5%

Journal JBABIEAJE B TUIFRIITE Pk 6 L WIEHES
Issue p37-40

Year 1994

Study design a7+ — %R

Assay PHA %, bDNA i

Sample size 10703

Study setting I e

Characteristics of study

subjects (Gender, age, I

..)

Sampling method

Outcome

HCV HTfA, HCV-RNA

Data collection method

PRI

Results

W0 10691 ANIC HOV LR R 27 ) —= v 7% 1T\, RuwiZanz
HCV-RNA [G: B D R 5 b BIHE 217 o JEGE 37 BlTHh - 7=
B TD 5B HOV DRFTIESIT 3 6 (8.1%) THZL 7z, 7z,
A7) == v ZLSN TR Z X FU72 HCV-RNA 1T47 13 9 il TR i
RHEE 21T o 72EBIE 12 B CH o 7285, 2D 5 bEFTRRGLE 141
(8.3%)ICHKAZ L 7=,

Comments

S, BAKGEELELTELT, BAEG A bN TR RO A
TR & FFREGHI 372 2 & X D HOV DRFFLIC X 2 &Y ]
PRI LR E NS
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ID GR-J010

Authors R, SR, AR 74 RESET, KIEIEM, BRIAK, KEF
i 3L

Tt HCV D REF RGBSR 5 & OGRS O BRI B3 2 7 -
%

Journal BAAIEAJE B U RIITE Pk 6 L WIEHES

Issue p41-42

Year 1994

Study design a7tk — FF%E

Assay PHA 7%, bDNA probe assay 7%

Sample size 16714

Study setting I e

Characteristics of study

subjects (Gender, age, I-dit

..)

Sampling method

Outcome

$T HCV,HCV-RNA

Data collection method

BRI, 2

R E2 16714 BIOIEIFD 5 B HCeV IR R 7 ) — = v 5B,
163 il (0.98%) 5[t & 7o 7z, 133 D 5 % 100 #l(74.6%) 1T

Results HCV-RNA M & iz, 2D 9 b, BIFAHETH - 7= 85 il O ilhd
hoEENz 8 FloRICOVT, L6 » AL LOBEIAAIEET
HH, 2DIHD 20| (2.3%) 1T HCV-RNA 25keH & u7z
ARG L, AR D HCV-RNA BT & 0 KRBT 284 L L 7
Comments

Ba0H ) SROMNBLIETH 5 LR




ID GR-JO11

Authors B

Title BENTRFICE T 5 CHFR T A4 v RIEGL DR &R
Journal JEAEEIEAFE B RUFRITSE TR 5 4EE TG
Issue p22-23

Year 1993

Study design EWTIT S

Assay EIA 3%, PCR i

Sample size 543

Study setting BTV X —

Characteristics of study
subjects (Gender, age,

..)

543 A B 280 A (55+12 %) Zotk 263 A (5613 %)

Sampling method

Outcome

HCV HTfA, HCV-RNA

Data collection method

R, [RIR2

WRBNTEE 543 AD 95 b, HeV Fifkid 543 A 142 A (26%) i
D7, HCV-RNA 1Z, 117 A (22%) iciansz, 2055, 4

Result
e AA%)D % % ) T C HOV FLlkIEtCh - 7, 543 Arh. BIES B
5 D03 365 N (67%) THoT-,
AWFF 1L, HOV & CH 0 235, Hev FifkatE s s
Comments

2 HCV B SR L JE T R T BENT A TD Hov B O FFL & 5Tl

280

ID GR-J013

Authors EKIE, RH)AFE]

Title TEER AR IR FATREG] 1< 351 2 S AT 28 R 2
Journal JEAEIE A JE B BUIFHEHTSE PR 5 AR WTEHiE =+
Issue p36-39

Year 1993

Study design EWTIT S

Assay PHA i%, RT-nested-PCR ik

Sample size 442

Study setting

Characteristics of study
subjects (Gender, age,

..)

I FEHEFAHTER] 442 . B 213 6] - 2otk 177 B, FEEH
37.9 7% - HIH 50 %

Sampling method

Outcome

HCV $Tf4, HCV-RNA

Data collection method

R, [RIR2

RREHER] 390 B, Hev Jiik skt i3, 2461 (6.2%) TH -
7= BRI D Y @ PTH FIEHIZ 75 b 7 41 (9.3%) T, #flEE 72

Result
esus L o 315 fild 23 il (7.3%) T&H b E@IMIE DA T PTH O FIEK I
BFEEIR O AL,
ARRFGE L 0 IR IC X 2SR RAERICETR SN o
Comments

Teo BRI IXIEHRANA T AOFEREHBLETH 5,




ID

GR-J014

Authors T RAITIE, Rl L g

Tile C BRSSO EHAMINR-BR Y R/ DR Y RT 4 v V€T
T X B LA RIRNTIC X B BT

Journal JEAAIE A JE B BUFAEHTSE PR 5 A WTEHiE

Issue p82-85

Year 1993

Study design EWTIT S

Assay RIBA2 i%

Sample size 1978

Study setting

Characteristics of study
subjects (Gender, age,

..)

% FEHIX 435 N, IFRIEL Fedts 1543 A

ID GR-JO15

Authors Fujiwara S, Kusumi S, Cologne J, Akahoshi M, Kodama K, Yoshizawa H.

Title Prevalence of anti-hepatitis C virus antibody and chronic liver disease
among atomic bomb survivor.

Journal Radiat Res.

Issue 154(1):12-9.

Year 2000

Study design Adult Health Study Survey

Assay PHA, Abbott HCV-PHA 2" Generation, Dynabott, Tokyo.

Sample size 6121

Study setting

Adult Health Study Survey

Sampling method

Outcome

Hev fitik

Characteristics of study

subjects (Gender, age, ...

)

2112 men, 4009 women, 3252 Hiroshima and 2369 Nagasaki

Data collection method

BRI, 2

Sampling method

PR % FHIX D Hev Fiik# 13, 141/435 (32.4%) . AFRIES Fith
X-Cld, 35/1543 (2.3%) TH o7z, LS FHKMX D Hev i V)

Outcome

Anti-HCV

Data collection method

- Having had blood transfusion had a higher prevalence of anti-
HCV (Relative Prevalence 2.54, 95% Cl 2.18-2.96, P<0.001)

R It
esuits 2y LT, . R, REWEESS TS0, AL R
XCiE. #IE, Bt FHECH -7,
Comments MZRO RN LA, T RAZEET 20 ELD 5,

Results - No evidence of association was found between anti-HCV
positive and acupuncture (Relative Prevalence 1.00, 95% Cl
0.88-1.14, P=0.77)

Some people could not recall the history of have blood transfusion.

Comments

Recall bias is also be in consideration.




ID GR-J016

Authors Hino K, Moriya T, Ohno N, Takahashi K, Hoshino H, Ishiyama N,
Katayama K, Yoshizawa H, Mishiro S.

Title Mother-to-infant transmission occurs more frequently with GB virus C
than hepatitis C virus.

Journal Arch Virol.

Issue 143: 65-72

Year 1998

Study design N/A

Assay 5'UTR-based RT-PCR

Sample size 107

Study setting N/A

Characteristics of study
subjects (Gender, age, ...)

Hepatitis C virus (HCV)-infected pregnant women

Sampling method N/A
Outcome HCV-RNA
Data collection method N/A

A total of 107 hepatitis C virus (HCV)-infected pregnant women were
screened for GB virus C (GBV-C) RNA in their sera, and 11 (10.3%) were

Results positive. Among 11 infants born to these HCV=GBV-C co-infected
mothers, GBV-C RNA was detected in 7 (63.6%) while HCV RNA was
found in 1 (9.1%) within 1 year after birth: this difference was
statistically significant (p=0.023).

Comments These results suggest that GBV-C is more easily transmitted from

mother to infant than HCV, although hepatitis is not caused thereby.
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1D PM-J001
Sun, Hsin-Yun and Uemura, Haruka and Wong, Ngai-Sze

Authors and Chan, Denise P-C and Wong, Bonnie C-K and Lin, Pi-
Han and Su, Li-Hsin and Hung, Chien-Ching and Oka,
Shinichi and Chang, Sui-Yuan and Lee, Shui-Shan

Title Molecular epidemiology of acute HCV infection in HIV-
positive patients from Hong Kong, Taipei, Tokyo.

Journal Liver Int.

Issue 39(6):1044-1051

Year 2019

Study design

Cross-sectional

Assay

PCR

Sample size

38

Study setting

AIDS Clinical Center, Tokyo, 2010-2016

Characteristics of
study subjects
(Gender, age, -+*)

Male HIV-HCV patients, mean age 40.5+£6.9

Sampling method

Convenience

Qutcome

HCV RNA

Data collection

Standardized data form

method
Based on the percentage of concurrent STDs (78.9%) and

Results the homogeny of the predominance of genotype 1b,
transmission was assumed to be sexual (male-to-male)
No control group.

Comments Transmission route was based on the prevalence of other

sexual transmitted diseases.
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1D PM-J005
Murakami, Jun and Nagata, Ikuo and litsuka, Toshiyuki and
Okamoto, Manabu and Kaji, Shunsaku and Hoshika, Tadataka and

Authors Matsuda, Ryu and Kanzaki, Susumu and Shiraki, Kazuo and
Suyama, Akihiko and Hino, Shigeo

) Risk factors for mother-to-child transmission of hepatitis C virus:

Title Maternal high viral load and fetal exposure in the birth canal.

Journal Hepatol Res

Issue 42(7):648-57

Year 2012

Study design

Cross sectional

Nested RT-PCR (from June 1992 to December 1998)

Assay Amplicor HCV Monitor 2.0, Roche Diagnostics, NJ, USA (from
January 1999 to March 2006)
Sample size 106

Study setting

Tottori Prefecture (June 1992 to March 2006)

Characteristics of
study subjects
(Gender, age, )

Children born to HCV positive mothers

Sampling method

Outcome

Anti HCV

Data collection

method

Pregnancy registries and lab reports

Results

In 106 children born to anti-HCV antibody-positive mothers, 75
was breastfed and 6 were infected.

The incidence of premature rupture of the membranes was
significantly higher in infected cases than in uninfected cases (P <
0.001). This may be due to a sampling bias because the absence of

premature rupture may not be specified in every chart. However,

Comments

Different RNA detection systems were used and this may constitute

a classification bias




D PM-3J007
Nishimura, Naoyuki and Isoda, Norio and Higashizawa, Toshihiko

Authors and Otake, Toshiya and Tsukui, Mamiko and Nagashima, Shigeo
and Takahashi, Masaharu and Okamoto, Hiroaki and Sugano,
Kentaro

Title A case of acute hepatitis C caused by interspousal transmission
after 30 years of marriage.

Journal Clin J Gastroenterol.

Issue 3(1):50-6.

Year 2010

Study design Case report

Assay

RT-PCR (SuperScript II RNase H- reverse-transcriptase; Invitrogen,

Tokyo, Japan)

Sample size

1

Study setting

Shimotsuke, Tochigi (2009)

Characteristics of
study subjects
(Gender, age, )

60-year old man, spouse of HCV positive woman.

Sampling method

NA

Outcome

HCV RNA

Data collection

Blood samples and interview

method

Analysis of the samples of the couple showed 98.7% similarity in
Results the partial NS5B sequence of 1087 nt (99.4% at the amino acid

level).

The couple had regular sexual intercourse once a month, without
Comments protective measures during intercourse and no other transmission

route has been identified. Therefore, it is most likely

that sexual intercourse was the route of infection.
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1D PM-3008
Ohto, Hitoshi and Ishii, Tsutomu and Kitazawa, Junichi and

Authors Sugiyama, Seiji and Ujiie, Niro and Fujimori, Keiya and
Ariga, Hiromichi and Satoh, Tomoko and Nollet, Kenneth E
and Okamoto, Hiroaki and Hoshi, Tanji

Title Declining hepatitis C virus (HCV) prevalence in pregnant
women: impact of anti-HCV screening of donated blood.

Journal Transfusion

Issue 50(3):693-700.

Year 2010

Study design

Observational Study

Assay

ELISA; Ortho HCV Version 1.0 ELISA test

Sample size

22664

Study setting

Fifteen clinics in Fukushima Prefecture, in northeastern
Japan, participated in this observational study. The target
cohort was pregnant women in their first trimester, from

whom informed consent was obtained to test for hepatitis

Characteristics of

study subjects N/A
(Gender, age, --*)

Sampling method N/A
Outcome Anti-HCV

Data collection

blood samples, Interview

method
Anti-HCV-reactive rates declined significantly by two
measures. First, among women known to have been
transfused, rates fell from 14.8% to 3.1% with the
Results implementation of anti-HCV screening (p < 0.01).

Nevertheless, this is 10 times higher than the 0.3% reactive
rate seen in a similar cohort of non-transfused women.
Second, rates fell from 1.8% among women born in 1955

or before to 0.3% for women born in 1966 or later (p <




0.01). Among 103 anti-HCV- reactive women, 31 (30%)
had been transfused and another 17 (17%) had other

identifiable risk factors. The remaining 55 (53%) had no
clear risk factor. Blood transfusion accounted for 19% of
anti-HCV acquisition, by path analysis. Only one infant in

this cohort was vertically infected with HCV.

Comments

Anti-HCV screening of donated blood and hygienic
improvements have markedly decreased HCV infection of
pregnant women with a transfusion history; however, 70%
of anti-HCV-reactive women were deemed to be infected

via routes other than transfusion.
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1D PM-J009
Ohsawa, Masaki and Kato, Karen and Itai, Kazuyoshi and Tanno, Kozo
and Fujishima, Yosuke and Konda, Ryuichiro and Okayama, Akira and

Authors Abe, Koichi and Suzuki, Kazuyuki and Nakamura, Motoyuki and Onoda,
Toshiyuki and Kawamura, Kazuko and Sakata, Kiyomi and Akiba,
Takashi and Fujioka, Tomoaki

i Standardized prevalence ratios for chronic hepatitis C virus infection

Title among adult Japanese hemodialysis patients.

Journal J Epidemiol.

Issue 20(1):30-9

Year 2010

Study design

Cross-sectional

Assay

Second- generation assay (Architect HCV, Abbott, Japan)

Sample size

23688

Study setting

Population-based (Iwate prefecture) from June 2003 to March 2004

Characteristics of
study subjects
(Gender, age, -+)

Haemodialysis patients and population-based control subjects aged 22-

95. Number of males was 8429

Sampling method

Qutcome

Anti HCV

Data collection method

Questionnaire, review of medical records and blood tests

Results

The prevalence of anti-HCV antibody was considerably higher in
haemodialysis patients than in controls. The Standardized Prevalence
Ratio (95% CI) for anti-HCV antibody was 8.39 (6.72-10.1) in male
haemodialysis patients and 5.42 (3.67-7.17) in female haemodialysis

patients.

Comments

Included haemodialysis patients represented 80% of all total patients in
the study area.

Controls are selected among people who underwent annual health
check-ups (possible selection bias)

History of blood transmission was not taken into account




ID PM-J010
Toda, Takayuki and Mitsui, Takehiro and Tsukamoto, Yukie and
Authors Ebara, Takeshi and Masuko, Kazuo and Takahashi, Masaharu and
Okamoto, Hiroaki.
No evidence for patient-to-patient transmission of hepatitis C virus
Title during upper gastrointestinal endoscopy: molecular studies on
three acute hepatitis C patients.
Journal Digestive Endoscopy
Issue 21(3):147-53
Year 2009

Study design

Cross-sectional Study

Assay

Abbott HCV EIA 2nd Generation

Sample size

60

Study setting

All patients who underwent UGIE on the same days at the same

unit
Characteristics of
study subjects N/A
(Gender, age, )
Sampling method All
Outcome Anti-HCV

Data collection method

Endoscopy unit records, Serum samples

Results

Among a total of 60 candidate patients who underwent UGIE
earlier than the index patients, 14 were positive for anti-HCV, of
whom 12 had detectable HCV-RNA (1b,n =9; 2a,n=1; 2b, n =
2) on sera collected during each UGIE. Shared identity within the
1087-nt NS5B sequence was less than 95.0% between index
patients and HCV/1b-infected candidates (n = 3, 1 and 5,
respectively). None of the remaining 46 candidates who were
negative for anti-HCV at UGIE examination tested positive for HCV-

RNA, nor seroconverted to anti-HCV on their sera, which most

286

likely excludes the possibility of HCV viremia despite the anti-HCV

negative serology at UGIE examination.

Comments

The present study suggests that patient-to-patient transmission of
HCV during UGIE is infrequent




ID PM-J013
Iwasa, Yuko and Otsubo, Shigeru and Sugi, Orie and Sato, Keitaro and
Asamiya, Yukari and Eguchi, Aya and Iwasaki, Tomihito and Matsuda,

Authors Nami and Kikuchi, Kan and Ikebe, Norisato and Miwa, Naoko and
Kimata, Naoki and Uchida, Keiko and Uchida, Shigeharu and Nitta,
Kosaku and Akiba, Takashi

] Patterns in the prevalence of hepatitis C virus infection at the start of

Title hemodialysis in Japan.

Journal Clin Exp Nephrol.

Issue 12(1):53-7

Year 2008

Study design

Cross-sectional

Assay

Not mentionned

Sample size

400

Study setting

Tokyo Women's medical Univerisy Hospital from February 2003 to June
2007

Characteristics of
study subjects
(Gender, age, --*)

Haemodialysis patients and healthy blood donors, mean age 66.4 =
14.3.

Number of males 269

Sampling method

Outcome

Anti HCV

Data collection

Medical and laboratory records

method
Among the anti-HCV- antibody-positive patients, 55.2% had received a
Results blood transfusion. This rate was significantly higher than that among the
anti-HCV-antibody-negative patients (19.4%, p<0.0001).
Metropolitan Red Cross Blood Center accepts volunteers who do not
have history of blood transfusion, history of viral hepatitis, or other risk
Comments factors as blood donors. So the volunteer blood donors, even first time

ones, have been documented to have lower infection rates than the

general population.
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ID PM-J015
Hayashida, Ayako and Inaba, Noriyuki and Oshima, Kyoko and
Nishikawa, Masayoshi and Shoda, Akiko and Hayashida, Shihou and

Authors Negishi, Masami and Inaba, Fujiyuki and Inaba, Michiyo and
Fukasawa, Ichio and Watanabe, Hiroshi and Takamizawa, Hiroyoshi
Re-evaluation of the true rate of hepatitis C virus mother-to-child

Title transmission and its novel risk factors based on our two prospective
studies.

Journal J Obstet Gynaecol Res.

Issue 33(4):417-22

Year 2007

Study design

Prospective cohort

Assay

PCR

Sample size

124

Study setting

Two obstetric institutes in the Kanto region (Chiba University Hospital
and Dokkyo Medical University Hospital) between 1989-2004

Characteristics of
study subjects
(Gender, age, -+*)

Children born to HCV positive mothers

Sampling method

Outcome

HCV RNA

Data collection

method

Interview, blood collection

Results

A total of 124 newly born infants (82 between 1989-1994; 42
between 1995-2004) from 103 HCV carrier pregnant women were
regularly and prospectively followed up for 12-48 months in the early
group and for 12-84 months in the recent group, and their HCV
infection status was investigated.

Six of 82 infants (7.3%) were diagnosed as carriers between 1989-
1994 and six of 42 (14.2%) between 1995-2004.

Genotypes were fully identical between mothers and their children.

Comments

Long duration of follow-up




PCR was done mainly by the authors in the early group, and by

commercial laboratories in the recent group (no indication on the

type).
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ID PM-3J017
Kato, H and Maeno, Y and Seko-Nakamura, Y and Monma-Ohtaki,

Authors J and Sugiura, S and Takahashi, K and Zhe, L X and Matsumoto, T
and Kurvanov, F and Mizokami, M and Nagao, M

) Identification and phylogenetic analysis of hepatitis C virus in

Title forensic blood samples obtained from injecting drug users.

Journal Forensic Sci Int.

Issue 3;168(1):27-33

Year 2007

Study design

Cross-sectional

Assay

PCR (GeneAmp PCR System 2400, Perkin-Elmer, Norwalk, CT)

Sample size

12

Study setting

Nagoya City University. Study period not mentionned

Characteristics of study

subjects (Gender, age,

Cadavers of injected drug users, 9 males, mean age 34+11.1

years old
Sampling method
Outcome HCV RNA

Data collection method

Medical records and forensic blood sampling

Two of the 12 autopsy cases (IDU248 and IDU740) (16.7%)
were positive for HCV.
Phylogenetic analysis of the two HCV isolates revealed that one

was classified into genotype 1b and another was genotype 2b.

Results
Furthermore, nucleotide sequences of two isolates recovered from
IDUs with hepatitis C were identical, that indicated the
transmission of HCV between them, and those HCV were
phylogenetically classified into genotype 2a.
Sample size small (only 12)

Comments

Other factors not taken into account for analysis




1D PM-3J018
Chung, Hobyung and Kudo, Masatoshi and Kumada,
Takashi and Katsushima, Shinji and Okano, Akihiro and

Authors Nakamura, Takefumi and Osaki, Yukio and Kohigashi,
Katsuji and Yamashita, Yukitaka and Komori, Hideshi and
Nishiuma,
Hepatitis C virus infection in 2,744 hemodialysis patients

Title followed regularly at nine centers in Hiroshima during
November 1999 through February 2003.

Journal J Med Virol.

Issue 76(4):498-502.

Year 2005

Study design

Cohort Study

Assay

SecondgenerationHCVPHA

Sample size

2114

Study setting

November 1999 to February 2003, patients attending 75

dialysis centers in Hiroshima

Characteristics of
study subjects

(Gender, age, -*)

men predominated and accounted for 58.8%
(1,613/2,744). The mean age was significantly lower in
men than women (63.3+13.1 vs. 65.7+13.2 years.

Sampling method

N/A

Qutcome

Anti-HCV

Data collection

Serum samples

method

Among these patients, 16 (0.8%) were infected persistently
Results with HCV, an incidence of 0.33%.
Comments Key issues emerged as to this status of HCV infection

among HD patients and means to prevent its future spread.
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ID PM-3020

Authors Nakayama, Haruo and Sugai, Yoshiki and Ikeya, Shinichi and Inoue,
Jun and Nishizawa, Tsutomu and Okamoto, Hiroaki
Molecular investigation of interspousal transmission of hepatitis C

Title virus in two Japanese patients who acquired acute hepatitis C after 40
or 42 years of marriage.

Journal J Med Virol.

Issue 75(2):258-66.

Year 2005

Study design Case Report

Assay Abbott HCV PHA-II

Sample size 2

Study setting

Serum samples were collected from two index patients who
contracted acute hepatitis C and their spouses who had been
diagnosed with type C liver cirrhosis or hepatocellular carcinoma at

least 1 year earlier.

Characteristics of

study subjects Mean age 65
(Gender, age, -+*)

Sampling method | N/A
Outcome Anti-HCV

Data collection

method

Serum samples

Results

The HCV isolates from Patients C1I and C1S and those from Patients
C2I and C2S shared identity of 99.9% and 99.1%, respectively, in the
1,087-

nucleotide (nt) sequence of the NS5B region, although these four
isolates were only 91.7%-96.2% identical to the 94 reported

genotype 1b isolates including those from Japanese patients.

Comments

Evidence of sexual transmission of HCV is inconclusive with varying

results




1D

PM-J021

Chung, Hobyung and Kudo, Masatoshi and Kumada, Takashi

and Katsushima, Shinji and Okano, Akihiro and Nakamura,

1D PM-]022
Authors Nagao, Y and Tomonari, R and Kage, M and Komai, K and
Tsubone, K and Kamura, T and Sata, M
) The possible intraspousal transmission of HCV in terms of lichen
Title planus.
Journal Int J Mol Med.
Issue 10(5):569-73.
Year 2002

Authors
Takefumi and Osaki, Yukio and Kohigashi, Katsuji and
Yamashita, Yukitaka and Komori, Hideshi and Nishiuma, Shinichi
Risk of HCV transmission after needlestick injury, and the

Title efficacy of short-duration interferon administration to prevent
HCV transmission to medical personnel

Journal J Gastroenterol.

Issue 38(9):877-9.

Year 2003

Study design

Cross-sectional

Study design

Cross-sectional

Assay

Second-generation kit

Sample size

684

Assay Lumipulse II HCV, Fujirebio Inc., Tokyo, Japan.
Sample size 24
Study setting Hospitals

Study setting

10 hospitals in Japan through March 2001

Characteristics of study
subjects (Gender, age,

)

Health workers who had a needlestick accident involving anti-
HCV-positive blood: 535 (79%) nurses, 118 (17%) medical
doctors, 23 (3%) laboratory technicians, and 8 (1%) others

Characteristics of study
subjects (Gender, age,

)

Japanese patients with HCV-associated Oral lichen Planus (OLP).

Age range from 26-84 years, mean age 67.6£12

Sampling method

N/A

Sampling method

Outcome

Anti HCV

Outcome

Anti HCV

Data collection method

Data collection method

Results

Overall, two cases (2/684; 0.3%) of HCV infection were found,
one case in each of the treated (1/279; 0.4%) and nontreated
(1/405; 0.2%) groups. There was no significant difference in
the transmission of HCV between the two groups.

Both patients with HCV infection were treated with interferon
after developing acute hepatitis, and HCV was subsequently

cleared.

Results

Two spouses of 10 married couples were shown to be infected
with HCV.

Comments

Transmission of HCV may be due to infected blood abrasions of

mucosa.

Comments

Not all the anti-HCV-positive sources were tested for HCV
viremia, and the actual HCV carriers among anti-HCV-positive

sources might be fewer.




ID PM-3J023
Authors Inui, Ayano and Fujisawa, Tomoo and Sogo, Tsuyoshi and
Komatsu, Haruki and Isozaki, Atsushi and Sekine, Isao
) Different outcomes of vertical transmission of hepatitis C virus in
Title a twin pregnancy
Journal J Gastroenterol Hepatol.
Issue 17(5):617-9.
Year 2002
Study design Case report

1D PM-3028
Authors Enomoto, A and Yoshino, S and Hasegawa, H and Komatsu, T
and Sasahara, H and Takano, S and Esumi, M
) Phylogenetic investigation for the risk of hepatitis C virus
Title transmission to surgical and dental patients.
Journal J Viral Hepat.
Issue 8(2):148-53.
Year 2001

Assay

RT-PCR (AMPLICOR HCV ; Roche Diagnostics, Tokyo, Japan)

Study design

Cross-sectional

Sample size

2

Assay

IRMA HCV Ab 3.0

Study setting

National Defence Medical College hospital. Study period not

mentionned

Sample size

83

Characteristics of
study subjects
(Gender, age, )

Monochorionic diamniotic male twins, born to HCV positive
mother.

Their father was negative for anti-HCV and anti-HIV antibodies.

Study setting

Patients admitted to the same gastroenterological surgical ward

in June and November 1997.

Sampling method

N/A

Characteristics of study
subjects (Gender, age,

53 male, 30 female, mean age 61 + 12 years

Outcome

HCV RNA

Sampling method

N/A

Data collection

method

Medical records

Outcome

Anti-HCV

Data collection method

Blood samples

Results

The serum from the first baby was negative for HCV-RNA,
whereas that from the second one was positive and the HCV
genotype was the same as the mother’s (i.e. genotype 1b).
The second baby had abnormal levels of ALT, was followed up
with routine transaminase measurements at the age of 3
months, and showed abnormal ALT levels for 30 months,
together with high serum HCV-RNA levels.

Anti-HCV antibody-positive patients comprised 13 of 83 patients

Comments

Evidence of MTCT based on the gene homogeny and no history
of contact with known HCV-infected persons other than their

mother.

Results (15.7%) in the surgical ward, seven and 10 patients in the two
dental hospitals, respectively.
However, no sequences from different patients were grouped
into the same cluster. These results suggest that unrecognized
Comments transmission of HCV is a rare event in surgical and dental

patients. But It is also essential for surgical and dental health
care workers to be aware of the possible risk of HCV infection

and to strictly adhere to the CDC's recommendations.




ID PM-3029
Tajiri, H and Miyoshi, Y and Funada, S and Etani, Y and Abe, J]

Authors and Onodera, T and Goto, M and Funato, M and Ida, S and
Noda, C and Nakayama, M and Okada, S

Title Prospective study of mother-to-infant transmission of hepatitis C
virus

Journal Pediatr Infect Dis J.

Issue 20(1):10-4.

Year 2001

Study design

Prospective cohort

Assay

RT-PCR

Sample size

141 mothers/147 babies

Study setting

Seven hospitals in the Osaka metropolitan, from 1993 to 1998

Characteristics of study

subjects (Gender, age,

Pregnant Japanese women with HCV, babies born to HCV

mothers
Sampling method
Outcome HCV RNA

Data collection method

Only 20 children were anti-HCV-positive by the 12th month.
Among them 9 were HCV RNA-positive and 11 remained HCV
RNA-negative. Infected children were positive for HCV RNA by

Results
reverse transcription-PCR on more than 2 visits (mean, 3.5;
range, 2 to 8). Thus, the rate of mother-to-infant transmission
of HCV was 7.8% (9 of 114).
HCV RNA measurement was repeated at 0, 3, 6, 9, 12 months,
Comments allowing to have a better understanding of the transmission

route.
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1D PM-J031
Okamoto, M and Nagata, I and Murakami, J and Kaji, S and
Authors Iitsuka, T and Hoshika, T and Matsuda, R and Tazawa, Y and
Shiraki, K and Hino, S
Prospective reevaluation of risk factors in mother-to-child
Title transmission of hepatitis C virus: high virus load, vaginal
delivery, and negative anti-NS4 antibody
Journal J Infect Dis.
Issue 182(5):1511-4
Year 2000

Study design

Prospective cohort

Assay

Nested RT-PCR

Sample size

84

Study setting

7 hospitals of Tottori prefecture, from June 1992 to December
1998

Characteristics of study
subjects (Gender, age,

)

Babies born to anti HCV-positive mothers

Sampling method

Outcome

HCV RNA

Data collection method

Those enrolled in this study consisted of 73 anti-HCV positive
and 50 RNA mothers, and 84 and 59 children born to these

Results
mothers, respectively. Seven children born to 5 mothers were
found to be positive for HCV RNA by RT-PCR analysis.
Analysis was stratified based on the viral as it could be a
Comments confounding factor. Vaginal delivery was still significantly

associated with MTCT.




ID PM-3032
Hosokawa, N and Esumi, M and Iwasaki, Y and Yanai, M and
Authors
Enomoto, A and Kawano, K
Phylogenetic evidence, by multiple clone analysis of
Title hypervariable region 1, for the transmission of hepatitis C virus
to chronic haemodialysis patients.
Journal J Viral Hepat.
Issue 7(4):276-82
Year 2000

Study design

Cross-sectional

Assay

EIA

Sample size

20

Study setting

Patients who had received haemodialysis therapy for chronic

renal failure in the same room of a dialysis center.

Characteristics of study
subjects (Gender, age,

)

The patients were 35-82 years old (mean age 54 + 10 years).

Sampling method

N/A

Outcome

Anti-HCV

Data collection method

Blood samples

Phylogenetic analysis of these sequences revealed 5 genetic
clusters consisting of HCV isolates from 11 of the 20 patients.

In addition to two genetic clusters of HCV isolates from the four

Results currently seroconverting
patients and another patient who had been persistently
infected, we identified three others phylogenetic relationships in
HCYV isolates from six patients.

Comments phylogenetic analysis using HCV HVR1 sequences is very

valuable in analysing person-to-person transmission routes.

293

ID PM-1J034
Sawayama, Y and Hayashi, J and Kakuda, K and Furusyo, N
Authors and Ariyama, I and Kawakami, Y and Kinukawa, N and
Kashiwagi, S
) Hepatitis C virus infection in institutionalized psychiatric
Title patients: possible role of transmission by razor sharing.
Journal Dig Dis Sci.
Issue 45(2):351-6.
Year 2000

Study design

Cross-sectional

Assay

HCV PHA

Sample size

196

Study setting

Japanese inpatients at psychiatric institutions in Fukuoka, the
largest city on Kyushu Island in the southwestern part of Japan
between July and October 1997.

Characteristics of study

subjects (Gender, age, N/A

)

Sampling method N/A
Outcome Anti-HCV

Data collection method

patient’s medical chart and interviewing patients and their

families. Blood samples

Results

Anti-HCV was detected in 20 (10.2%) of the 196 patients and
in 6 (1.5%) of 400 matched control. Anti-HBc was present in
87 (44.4%) patients and in 82 (20.5%) of the controls.
Among the anti-HBc positive patients and controls, no patient
and three controls were concurrently HBsAg positive. The
prevalence of anti-HCV and anti-HBc in psychiatric patients
were significantly higher than in the controls

(P, 0.0001, P, 0.0001, respectively; x2 test).




Comments

Careful collection of clinical data and multivariate statistical
analysis showed for the first time that prolonged
institutionalization entails a significant risk of exposure to HCV,

through razor sharing.

ID PM-3J035
Authors Uesugi, S and Taketa, K and Rimal, N and Ikeda, S and Kariya,
T and Suganuma, N and Yamamoto, H and Kira, S

] Seroepidemiologic studies of hepatitis C virus infection in a
Title population of Okayama Prefecture screened for liver disease.
Journal Acta Med Okayama.
Issue 53(1):31-8.
Year 1999

Study design

Cross-sectional

Assay

ELISA (Abbott HCV EIA 2™ generation kit)

Sample size

1398

Study setting

Okayama prefecture, from April 1992 to March 1993

Characteristics of study

subjects (Gender, age,

Inhabitants who underwent screening for liver disease, 752

males
Sampling method
Outcome Anti HCV

Data collection method

Medical records

After adjusting for age, sex, HBcAb and HAVADb, blood

transfusion and family history of liver disease were significantly

Results
associated with HCV (OR=1.9(1.2-3.1) and 2.6(1.1-6.4)
respectively)
Potential selection bias since participants were chosen among
Comments

those at risk of liver disease.




ID PM-3J037

Authors Kayaba, K and Igarashi, M and Okamoto, H and Tsuda, F
Prevalence of anti-hepatitis C antibodies in a rural

Title community without high mortality from liver disease in
Niigata prefecture.

Journal J Epidemiol.

Issue 8(4):250-5

Year 1998

Study design

Cross-sectional

Assay

ELISA (SMITEST HCV Core Ab ELISA)

Sample size

2231

Study setting

Community-based in Niigata prefecture, September 1995,
June and July 1996

Characteristics of
study subjects
(Gender, age, )

1,544 (69.2%) were women, average age 53.8+14.3

Sampling method

Outcome

Anti HCV

Data collection

Interviews and blood sample collection

method
Blood transfusion: RR=5.51 (2.9-10.48); aOR=3.49 (1.71-
7.15)
Surgery with hospital admission: RR=4.43 (2.04-9.65);
Results
aOR=2.89 (1.25-6.69)
Acupuncture: RR=1.3 (0.65,2.61)
Family history of liver disease: RR=1.05 (0.33-3.40)
Community-based study
Comments

Response rate was 86.4%
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ID PM-3038

Authors Kobayashi, M and Tanaka, E and Oguchi, H and Hora, K and
Kiyosawa, K
Prospective follow-up study of hepatitis C virus infection in

Title patients undergoing maintenance haemodialysis: comparison
among haemodialysis units.

Journal J Gastroenterol Hepatology.

Issue (6):604-9.

Year 1998.

Study design

Prospective Follow Up

Assay

AMPLICORTM

Sample size

179

Study setting

A prospective follow-up study of HCV infection was conducted
in seven hemodialysis units located in the same prefecture of

Shinshu University from April 1990 to May 1995.

Characteristics of study

N/A
subjects (Gender, age, -
Sampling method N/A
Outcome Anti-HCV

Data collection method

Blood samples

Results

Nine (5%) of the 179 patients who were initially negative for
HCV antibody became positive during the follow-up period. All
nine of these patients were negative for serum HCV-RNA at the
start of follow up and became positive after seroconversion of

HCV antibody

Comments

Patients undergoing haemodialysis were still at risk for HCV
infection in some haemodialysis units even after the
introduction of universal measures of asepsis and disinfection,
although this might be due to the incomplete practice of these
measures. Periodical measurement of HCV antibody is
necessary in haemodialysis units to monitor and consequently

help prevent new HCV infection.




1D

PM-3042

Tanaka, K and Stuver, S O and Ikematsu, H and Okayama, A

1D PM-J039

Authors Xiong, S K and Okajima, Y and Ishikawa, K and Watanabe, H
and Inaba, N

) Vertical transmission of hepatitis C virus: risk factors and

Title infantile prognosis.

Journal J Obstet Gynaecol Res.

Issue 24(1):57-61

Year 1998

Authors and Tachibana, N and Hirohata, T and Kashiwagi, S and
Tsubouchi, H and Mueller, N E
) Heterosexual transmission of hepatitis C virus among married
Title couples in southwestern Japan.
Journal Int J Cancer.
Issue 3;72(1):50-5.
Year 1997

Study design

Prospective cohort

Study design

Cross-sectional

Assay

Nested RT-PCR

Assay

IRMA II

Sample size

65

Sample size

218 spouses

Study setting

Dokkyo university hospital, from May 1990 to June 1997

Characteristics of study
subjects (Gender, age,

Babies born to anti HCV-positive mothers,

Study setting

The subjects in this study are a subset of participants in the
Miyazaki Cohort Study.

Sampling method

Characteristics of study

Outcome

HCV RNA

Data collection method

Medical records

subjects (Gender, age, N/A

)

Sampling method N/A
Outcome Anti-HCV

Of the 68 infants delivered by the carrier women, 65 were

successfully followed. Four of the infants (6.2%) seroconverted

Data collection method

Questionnaire data, Serologic tests

Results
to HCV- RNA-positivity at various ages and maintained the
seropositivity persistently for 6 months or more.
The magnitude of this study is too small to clarify the natural
Comments

history of HCV vertical transmission.

Results

218 spouses were examined, 7 (11%) of 62 anti-HCV-positives,
compared with 14 (9%) of 156 anti-HCV negatives, had
received a transfusion (sex- and age-adjusted OR 5 1.3, CI
0.5-3.3); 39 (63%) of 62 anti-HCV-positives, compared with
77 (49%) of 156 anti-HCV-negatives, had undergone a surgical
operation (sex- and age-adjusted OR 5 1.7, CI

0.9-3.2, p 5 0.09).

Comments

Cross-sectional studies, particularly in endemic areas, have a
limitation in that HCV transmission through sexual contact
between heterosexual partners can hardly be distinguished
from that through some external source to which both partners

may be exposed.




ID PM-3J044

Authors Noguchi, S and Sata, M and Suzuki, H and Mizokami, M and
Tanikawa, K
Routes of transmission of hepatitis C virus in an endemic rural

Title area of Japan. Molecular epidemiologic study of hepatitis C virus
infection.

Journal Scand ] Infect Dis

Issue 29(1):23-8.

Year 1997

ID PM-1045
Ikeda, K and Chayama, K and Saitoh, S and Koida, I and Suzuki,

Authors Y and Tsubota, A and Kobayashi, M and Arase, Y and Murashima,
N and Kumada, H

Title Hepatitis C virus subtype 3b infection in a hospital in Japan:
epidemiological study.

Journal J Gastroenterol.

Issue 31(6):801-5.

Year 1996

Study design

Cross-sectional

Study design

Cross-sectional

Assay

EIA

Assay

Reverse transcription-nested PCR

Sample size

132

Sample size

1330

Study setting

Adult inhabitants of the K area, over the age of 20

Study setting

Toranomon Hospital, Tokyo, from 1991 to 1994

Characteristics of study

Characteristics of study
subjects (Gender, age,

)

HCV positive patients aged 21-87 years. Males=882

N/A
subjects (Gender, age, -
Sampling method N/A
Outcome Anti-HCV

Sampling method

Data collection method

Blood samples

Outcome

HCV RNA

Results

25 of the wives of the anti-HCV positive men (25/75, 33.3%)
also

showed anti-HCV (mean age 61.2 8.8 years). However, this
prevalence of anti-HCV did not differ significantly from that in
the total age-matched all-women participants (82/225,
36.4%). Among the husbands of anti-HCV positive women, 25
(25/57, 43.9%, mean age 64.4 f 9.4 years) were

anti-HCV positive also.

Data collection method

Blood collection, interviews

11 patients were infected by serotype 3b. They all received
repeated intramuscular or intravenous injections for treatment of

various diseases or for preventive vaccination for contagious

Comments

Results suggest that while medical procedures such as blood
transfusion and surgery were involved in the spread of HCV
infection in area K, the intra spousal or mother-to-child routes

did not contribute significantly to the spread of HCV infection.

Results
diseases from the same doctor. The rare HCV subtype 3b,
appeared to have been transmitted among through the
performance of certain medical practices.
The authors could not obtain accurate information about the
Comments career and state of health of the doctor who were suspected to

be the source of infection.




ID PM-3J046
Authors Nakashima, K and Kashiwagi, S and Hayashi, J and Urabe, K and
Minami, K and Maeda, Y
] Prevalence of hepatitis C virus infection among female
Title prostitutes in Fukuoka, Japan.
Journal J Gastroenterology.
Issue 31(5):664-8.
Year 1996

Study design

Cross-sectional

Assay

HCVPHA

ID PM-31047

Authors Hara, T and Setoguchi, Y and Kajihara, S and Yamamoto, K
and Sakai, T and Inoue, T and Ohba, K and Mizokami, M
Phylogenetic tree-based epidemiological analysis of hepatitis

Title C virus transmission in a region of Japan with a high
prevalence of infection

Journal J Gastroenterol Hepatol.

Issue 11(7):641-5.

Year 1996

Study design

Cross-sectional

Sample size

604 prostitutes+6632 Blood donors (Control)

Assay

RT-PCR

Study setting

From 1989 through 1992, at two dermatology clinics in Fukuoka,
Japan, female prostitutes were studied to determine the

prevalence of HCV infection.

Sample size

86

Characteristics of study

Study setting

H and L districts in Saga prefecture, between March and
August 1993

Characteristics of
study subjects
(Gender, age, -+*)

HCV positive patients, 48 men, mean age=51.1 years

subjects (Gender, age, N/A

)

Sampling method N/A
Outcome Anti-HCV

Sampling method

Data collection method

Blood samples, Interview.

Qutcome

HCV RNA

Anti-HCV was present in 10.1% of the 604 female prostitutes,

Data collection

Medical records and blood collection

Results
and in 0.8% of the controls
It is likely that the sexual transmission of HCV may be infrequent
in the general population, but frequent in persons with syphilis or
Comments in prostitutes, whose sexual activity is frequent. We must pay

attention to the risk of sexual transmission of HCV in the sexually

active groups.

method
Of the 86 HCV positive patients, 14 had history of blood
transfusion and 41 had surgery.

Results Of the 20 patients with genotype 1, four (20%) had received
habitual medical injections and seven (35%) had undergone
acupuncture.

Comments Small sample size

No control group to assess the route




1D PM-1048
Koseki, S and Taga, M and Aoyama, M and Hirabuki, T and
Authors Hirahara, F and Takahasi, T and Minaguchi, H and Yokota, S
and Ito, A
] Mother-to-infant transmission of hepatitis C virus in human
Title immunodeficiency virus-coinfected mother: a case report.
Journal J Obstet Gynaecol Res.
Issue 22(2):139-42.
Year 1996
Study design Case Report

Assay

Nova Path Immunoblot Assay

Sample size

1

Study setting

a mother infected with both HCV and HIV

Characteristics of
study subjects
(Gender, age, )

The patient, who was a 23-year-old, para 0, gravida 1, and

who had been an intravenous drug user.

Sampling method

N/A

Outcome

Anti-HCV

Data collection

Blood samples

method

At 12 months of age, the infant’s anti- HCV antibody
Results

vanished.

Mother to-infant transmission of HCV from a HIV coinfected

mother can occur regardless of the titter of HCV-RNA in the
Comments mother. Other factors, such as the role of the placenta,

virus tropism, and host, or genetic factors, might contribute

to an infant's susceptibility to infection.

299

ID PM-3049

Authors Nakayama, E and Liu, J H and Akiba, T and Marumo, F and Sato,
C
Low prevalence of anti-hepatitis C virus antibodies in female

Title haemodialysis patients without blood transfusion: a multicentre
analysis.

Journal J Med Virol.

Issue 48(3):284-8.

Year 1996

Study design

Cross-sectional

Second-generation anti-HCV antibody assay (Abbott RIA kit,

Assay Abbott Laboratories, North Chicago, IL; or the Ortho EIA kit,
Ortho Diagnostic Systems, Raritan, NJ)
Sample size 2132

Study setting

23 dialysis units in Tokyo. Study period not mentioned.

Characteristics of study
subjects (Gender, age,

-)

Chronic haemodialysis patients, males=1274, average age
56.2+13

Sampling method

Outcome

Anti HCV

Data collection method

Medical records

The prevalence of anti-HCV antibodies was 29.9% in chronic
haemodialysis patients with blood transfusion and 7.6% in those

without blood transfusion.

Results
The prevalence of anti-HCV antibodies increased with the length
of haemodialysis in both males and females with blood
transfusion.
Multicentric study in Tokyo.

Comments Not only the haemodialysis status but also the length of

haemodialysis was taken into account in the study.




ID PM-J051
Authors Matsubara, T and Sumazaki, R and Takita, H
] Mother-to-infant transmission of hepatitis C virus: a
Title prospective study
Journal Eur J Pediatr.
Issue 1995
Year 154(12):973-8

Study design

Prospective cohort

ID PM-3J052
Authors Yanaga, K and Wakiyama, S and Soejima, Y and Yoshizumi, T
and Nishizaki, T and Sugimachi, K
] Hepatitis C virus infection among Japanese general surgical
Title patients.
Journal World J Surg.
Issue 19(5):694-6
Year 1995

Assay

RT-PCR

Study design

Cross-sectional

Sample size

29 mothers and 31 babies

Assay

Ortho ELISA Test System

Study setting

Tsukuba University Hospital and the other three hospitals in
Tsukuba City, from April 1989 to July 1993

Sample size

784

Characteristics of study
subjects (Gender, age,

Babies born to anti HCV-positive mothers

Sampling method

Study setting

During a 1-year period between April 1, 1991 and March 31,

1992 a total of 1214 patients visited our surgical department,
of whom 789 underwent HCV antibody screening because of

the need to assess their infection status for their scheduled

inpatient or outpatient surgical procedures.

Outcome

HCV RNA

Data collection method

HCV-RNA was detected in only 3 infants (9.7%) within 1-4

weeks after birth and persisted there- after. The genotype of

Characteristics of study

subjects (Gender, age, N/A

)

Sampling method N/A
Outcome Anti-HCV

Data collection method

Blood samples

Results HCV-RNA in each of the infants was consistent with that of
their mother.
In 2 cases, grandparents of the children were also infected
Comments Small sample size

The study took into account 2 generation infection possibility

Results

Of these patients, 129 (16.3%) tested positive, which was
much higher than the positivity of the ordinary Japanese.
Hepatobiliary diseases and portal hypertension were associated
with a higher positivity than other disease categories (94 of
206, 45.6% versus 35 of 583, 6%; p < 0.0001). Patients above
50 years of age had a higher positivity than their younger
counterparts (118 of 578, 20.4% versus 11 of 211, 5.3%; p <
0.0001). The HCV positivity was as high as 54.1% (119 of 220)

among surgical patients with known risk factors for hepatitis, in




contrast to only 1.9% (10 of 569) among those without such

risk factors.

Comments

Surgical patients have a high incidence of HCV infection, for
whom medical professionals should pay special attention to

avoid disease transmission.
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1D PM-J053
Utsumi, T and Hashimoto, E and Okumura, Y and

Authors Takayanagi, M and Nishikawa, H and Kigawa, M and
Kumakura, N and Toyokawa, H

) Heterosexual activity as a risk factor for the transmission of

Title hepatitis C virus.

Journal J Med Virol.

Issue 46(2):122-5

Year 1995

Study design

Cross-sectional

Assay

Abbott HCV EIA second generation

Sample size

201

Study setting

Health service centres of prisons in Tokyo, From July 1993
to December 1993

Characteristics of study
subjects (Gender, age,

)

Men kept in detention in Tokyo, mean age 45+13

Sampling method

Outcome

Anti HCV

Data collection method

Medical records

Prevalence of anti-HCV for:

Intravenous drug abuse: 56/(56+13)=83%
Tattooing: 42/(42+15)=74.6%

History of surgery: 24/(24+16)=60%

Results
Logistic regression adjusted for Age, IDU, tattooing:
Intravenous drug abuse: aOR=7.39 (3.41-16.05)
Tatooing: aOR= 1.57 (0.63-3.92)

Comments Only prisoners, not representative of the general population




ID PM-3J054
Authors Moriya, T and Sasaki, F and Mizui, M and Ohno, N and Mohri, H
and Mishiro, S and Yoshizawa, H
i Transmission of hepatitis C virus from mothers to infants: its
Title frequency and risk factors revisited.
Journal Biomed Pharmacother.
Issue 49(2):59-64.
Year 1995
Study design Follow Up

Assay

hemagglutination

Sample size

84

Study setting

Pregnant Japanese women were tested for antibodies against
hepatitis C virus in obstetric and pediatric departments in

Hiroshima and Ehime prefectures, Japan.

Characteristics of study

N/A
subjects (Gender, age, -
Sampling method N/A
Outcome Anti-HCV

Data collection method

Blood samples

84 mothers, 87 babies were born (including 3 twin pairs), and

followed-up for 6 months or more. Among the 87 babies, only

Results
2 (2.3%) became HCV RNA-positive during the follow-up
period
With respect to breast milk feeding, this study suggests its
unrelatedness to vertical transmission of HCV. Failure of
Comments detecting HCV RNA in breast milk, taken together, the

possibility of HCV transmission by breast milk feeding must be

very low.
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ID PM-J056
Authors Setoguchi, Y and Kajihara, S and Hara, T and Motomura, M and
Mizuta, T and Wada, I and Yamamoto, K and Sakai, T
i Analysis of nucleotide sequences of hepatitis C virus isolates
Title from husband-wife pairs.
Journal J Gastroenterol Hepatol.
Issue 9(5):468-71
Year 1994

Study design

Cross-sectional

Assay

Ortho HCV antibody ELISA system

Sample size

83

Study setting

From January 1993 to August 1993, 83 CLD patients (61 males
and 22 females, 54.0k9.5 years) who were seropositive for
anti-HCV antibody and HCV-RNA were identified at the Saga
Medical School.

Characteristics of study

N/A
subjects (Gender, age, -
Sampling method N/A
Outcome Anti-HCV

Data collection method

Blood samples

Of 83 spouses, 14 (16.9%), 20 (24.1%) had detectable anti-

HCV antibodies, and 17 (20.5%) had measurable HCV-RNA in
serum. However, the seropositivity rate of anti-HCV antibodies
(24.1%) of patients’ spouses was not significantly higher than

that (15.4-27.5%) of an unselected population in the same

Results
district. Ten patient-spouse pairs underwent nucleotide
sequence analysis of the HCV core and envelope genes. Overall
the sequence homology of 10 couples (91.1%) was not
significantly higher than that of 10 randomly chosen unrelated
pairs (88.2%).

Comments These results suggest that sexual transmission of HCV is rare.




ID PM-]J057 Community-based study

Comments
Kiyosawa, K and Tanaka, E and Sodeyama, T and Yoshizawa, K Response rate: 435/728=59%

Authors and Yabu, K and Furuta, K and Imai, H and Nakano, Y and

Usuda, S and Uemura, K

Transmission of hepatitis C in an isolated area in Japan:

Title community-acquired infection. The South Kiso Hepatitis Study
Group.

Journal Gastroenterology

Issue 106(6):1596-602

Year 1994

Study design Cross-sectional

Assay ELISA (Ortho Diagnostic Systems, Inc., Raritan, NJ)

Sample size Arahiro=435

Non-endemic area=1542

Study setting Arahiro and non-endemic areas of South Kiso town, in July 1985

Characteristics of study
Population of the Arahiro area: males=184, mean age=52.35
subjects (Gender, age,

Non-endemic areas: males=565, mean age=53.85

Sampling method

Outcome Anti HCV
Data collection method Interview, blood collection
- Arahiro

Surgery: 31.9% of HCV positive and 9.5% of HCV negative
Transfusion:11.3% of HCV positive and 4.8% of HCV negative
Tattooing: 0.7% of HCV positive and 0% of HCV negative
Results IDU:0.7% of HCV positive and 0% of HCV negative

- Non endemic areas
Surgery: 71.4% of HCV positive and 18.3% of HCV negative
Transfusion:74.3% of HCV positive and 3.0% of HCV negative
Tattooing: 2.9% of HCV positive and 0% of HCV negative

IDU:2.9% of HCV positive and 0% of HCV negative
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ID PM-J058
Yoshihiro Akahane, MD; Mineo Kojima, MD; Yoshiki Sugai, MD;

Authors Minoru Sakamoto, MD; Yoshiki Miyazaki, MD; Takeshi Tanaka,
BS; Fumio Tsuda, PhD; Shunji Mishiro, MD; Hiroaki Okamoto,
MD; Yuzo Miyakawa, MD; and Makoto Mayumi, MD

] Hepatitis C Virus Infection in Spouses of Patients with

Title Type C Chronic Liver Disease

Journal Ann Intern Med

Issue 120:748-752.

Year 1994

Study design

Cross-Sectional

Assay

EIA-II

Sample size

154

Study setting

Spouses of consecutive patients at Yamanashi Medical College,
Kojima Clinic, and Iwaki Kyoritsu General Hospital from
October to December 1991.

Characteristics of study

subjects (Gender, age,

Patients with HCV-related chronic liver disease included 66 with

chronic hepatitis, 49 with cirrhosis, and 39 with hepatocellular

) carcinoma
Sampling method N/A
Outcome HCV RNA

Data collection method

Blood samples

Results

Hepatitis C virus-associated antibodies were detected in 42
(27%) spouses, of whom 25 were also positive for HCV RNA. Of
112 (73%) spouses without detectable antibodies, 2 had chronic
liver disease.

The development of markers of HCV infection in spouses
increased with the duration of marriage, ranging from 1 to 60

years (30 = 11 years).

Comments

Spouses of patients with HCV viremia and chronic liver disease
have an increased risk for acquiring HCV, which is proportional to

the duration of
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marriage. They should be followed routinely for markers of HCV

infection and liver disease




1D PM-3J060
Authors Honda, M and Kaneko, S and Unoura, M and Kobayashi, K and
Murakami, S.

] Risk of Hepatitis C Virus Infections Through Household Contact
Title with Chronic Carriers: Analysis of Nucleotide Sequences
Journal Hepatology17(6):971-6.

Issue 17(6):971-6
Year 1993

ID PM-J059
Ohto, H and Terazawa, S and Sasaki, N and Sasaki, N and Hino,
Authors K and Ishiwata, C and Kako, M and Ujiie, N and Endo, C and
Matsui, A
Transmission of hepatitis C virus from mothers to infants. The
Title Vertical Transmission of Hepatitis C Virus Collaborative Study
Group.
Journal N Engl J Med.
Issue 330(11):744-50.
Year 1994

Study design

Cross-sectional

Study design

Prospective cohort

Assay

N/A

Assay

Nested PCR

Sample size

88

Sample size

54

Study setting

Fukushima, from 1990 to 1992

Study setting

Chronic hepatitis patients positive for anti-HCV were observed

at Kanazawa University, Ishikawa Prefecture, Japan.

Characteristics of study
subjects (Gender, age,

)

Children born to HCV-positive mothers

Characteristics of study

Sampling method

NA

Outcome

HCV RNA

subjects (Gender, age, N/A
Sampling method N/A
Outcome Anti-HCV

Data collection method

Blood sampling and questionnaire

Data collection method

Blood samples

54 infants (including a set of twins) born to 53 anti-HCV

positive mothers were followed for at least 6 months after

Results

5 (23%) of 22 children whose fathers were patients, 4 (29%)
of 14 children whose mothers were patients, 3 (30%) of 10
siblings whose siblings were patients and 8 (19%) of 42
spouses whose spouses were

patients.

Results birth. Of the 54 children, 3 were HCV RNA positive at the time
of the outcome measurement. All the 3 were born to HCV-RNA
positive women.

Homology testing was not done to confirm the mother-to-child

Comments

transmission

Comments

Results showed a high prevalence of anti-HCV and chronic
hepatitis among the family members of patients with chronic
hepatitis C. Further studies are needed to elucidate the role of
intrafamilial transmission and

other mechanisms in the spread of HCV infection.




ID PM-J061
Authors Shimoyama, R and Sekiguchi, S and Suga, M and Sakamoto, S
and Yachi, A
] The epidemiology and infection route of asymptomatic HCV
Title carriers detected through blood donations.
Journal Gastroenterol Jpn.
Issue 28 Suppl 5:1-5.
Year 1993

Study design

Cross-sectional

Assay

ELISA (Ortho)

Sample size

262

Study setting

Hokkaido Red Cross Blood Centre, from May 1991 to March
1992.

Characteristics of study
subjects (Gender, age,

HCV positive blood donors, 150 males, Mean age= 46.8+11.2

Sampling method

Outcome

Anti-HCV

Data collection method

Results

Estimated route of infection were reported:
Transfusion (33%)

Acupuncture (20%)

Surgery (16%)

Household (10%)

Vaccination (8%)

Tattoo, IV drug (4%)

Sexual (4%)

Needle accident (2%)

Unknown (4%)

Comments

The estimation of the route of transmission is not fully explained
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1D PM-3062
Takehirom Itsui, I K Iow Ano,K.A Zuo Masuko,.C Hikaoy

Authors Amazaki,'. Hiroakoik Amoto, Fuhlio Tsuda,4 Takeshti Anus And
Shunji Mishiro

] Hepatitis C Virus Infection in Medical Personnel After

Title Needlestick Accident

Journal Hepatology.

Issue 16(5):1109-14.

Year 1992

Study design

Cross-sectional

Assay

HCV Ab ELISA

Sample size

159

Study setting

From all the needlestick accidents that occurred at Masuko
Memorial Hospital (Nagoya, Japan) between August 1977 and
September 1990

Characteristics of study
subjects (Gender, age,

-)

The needlestick-injured medical personnel comprised 5 doctors,

131 nurses and 23 laboratory technicians

Sampling method N/A
Outcome Anti-HCV
Data collection method N/A

The risk of hepatitis C virus transmission from a single
needlestick accident with hepatitis C virus RNA-positive blood
was 0%, considerably higher than the 4% estimated in a

previous study. We found that donor blood with antibody to a

Results
hepatitis C vim core-derived peptide with enzyme-liked
immunosorbent assay optical densities greater than 2.0 carried
a significant risk of transmitting hepatitis C virus to needlestick
victims.
It remains uncertain whether this hepatitis was related to some
Comments

other infectious agent, known or unknown.




ID PM-J063
Authors Tamura, I and Koda, T and Kobayashi, Y and Ichimura, H
and Kurimura, O and Kurimura, T
] Prevalence of four blood-borne viruses (HBV, HCV, HTLV-I,
Title HIV-1) among haemodialysis patients in Japan.
Journal J Med Virol.
Issue 36(4):271-3.
Year 1992

Study design

Cross-sectional

Assay

Immunoblot assay (RIBA, Ortho Diagnostic Systems)

1D PM-1J064
Kendo Kiyosawa, MD; Takeshi Sodeyama, MD;
Authors Eiji Tanaka, MD; Yoshiyuki Nakano, MD;
Seiichi Furuta, MD; Kusuya Nishioka, MD;
Robert H. Purcell, MD; and Harvey J. Alter, MD
Title Hepatitis C in Hospital Employees with Needlestick Injuries
Journal Annals of Internal Medicine.
Issue 115:367-369.
Year 1991
Study design Follow Up

Sample size

393

Assay

enzyme-linked immunosorbent assay (ELISA)

Study setting

5 hospitals in Hiroshima, from May to October 1990

Sample size

110

Characteristics of
study subjects
(Gender, age, )

Haemodialysis patients aged 17 to 87 years

Study setting

Among hospital employees in Shinshu University Hospital

Sampling method

Characteristics of study

Outcome

Anti HCV

Data collection

method

subjects (Gender, N/A

age, ..)

Sampling method N/A
Outcome Anti-HCV

Results

Seropositivity of anti-HCV was significantly higher in
Haemodialysis patients than in controls (17.8% vs. 1.1%, P
< 0.001).

The frequency of seropositivity for anti-HCV in patients with
blood transfusion was significantly higher than in patients
without transfusion (20.3% vs. 9.2%, P < 0.05).

Data collection method

Serum specimens obtained from patients

Comments

Prevalence of anti HCV was irrespective of the duration of

haemodialysis (> or < 3 years)

Results

Acute hepatitis C or unclassified (anti-HCV and HBsAg-negative)
hepatitis developed in five employees after needlestick accidents.
Acute hepatitis C developed in only 3 of 110 (2.7%; CI, 0.6% to
8%) recipients of an anti-HCV-positive needlestick. Unclassified
hepatitis developed in two recipients, one whose donor was anti-
HCV positive and HBsAg negative and the other whose donor was
anti-HCV negative and HBsAg negative. Antibody to HCV did not
develop in any of 106 recipients of an anti-HCV-positive
needlestick who did not show concomitant evidence of viral

hepatitis.

Comments

From this study, we cannot clinically distinguish between anti-

HCV positive and anti-HCV-negative hepatitis among recipients.




ID PM-J066
Kendo Kiyosawa, Takeshi Sodeyama, Eiji Tanaka, Satoshi
Authors Shimizu, Seiichi Furuta,
Yoshiki Miyazaki, Yoshihiro Akahane, and Hiroshi Suzuki
] Intrafamilial Transmission of Hepatitis C Virus
Title in Japan
Journal Journal of Medical Virology
Issue 33:114-116
Year 1991

Study design

Cross-sectional

Assay

HCV antibody ELISA Test System,

Sample size

107 patients and 296 family members

Study setting

Patients with chronic non-A, non-B liver disease followed at
Shinshu University Hospital and the Yamanashi Medical College
Hospital between April 1980 and December 1989.

Characteristics of study

subjects (Gender, age, -+)

There were 69 men and 38 women; mean age was 55.3 years.

Sampling method

N/A

Outcome

Anti-HCV

Data collection method

Serum samples were taken

Results

85 index patients who were positive for anti-HCV, 15 (8%) of
196 of their family members were also HCV antibody positive,
whereas of the 22 index patients who were anti-HCV antibody
negative, none of the family members of the 100 evaluated was
positive for anti-HCV antibody, a statistically significant

difference between groups (P < 0.02).

Comments

The relatively high prevalence of anti-HCV antibody in the family
members of anti-HCV antibody positive index patients was
documented as compared with family members of index
patients without antibody to HCV. There was no evidence of

sexual or maternal transmission of hepatitis C. Long-term
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prospective and comparative studies are required to clarify the

mode of transmission of HCV.




ID

PM-J071

Authors FH=EIX SEEAXE SAME  HHEF
Title BEBRE(CHTD TTV DR & RRHEER
Journal Japanese journal of clinical medicine
Issue Nihon rinsho. 57(6):1417-20.

Year 1999

Study design FEWTEAZT

Assay Nested PCR

Sample size 206

Study setting BEATHEES:

Characteristics of
study subjects
(Gender, age, )

REMME 91 A, HEFERZR T TLDIIEEBETERE 115 A

Sampling method

QOutcome

TTV, HCV #ifk , HCV-RNA

Data collection

method

FRim

Results

TTV BHRGEHEE 51.3%. BHEM mE 16.5%Z >z, B

BECHBVTTTV (MU E ZDRERENFEIDEER
SNz, BRBEICHVTTTV (FEMTORFICH 9 BREM (K
WEEBZ SN, BINEECHSWVTTTV EHCV [CKDATF EE=

BEIEIOEENDD EEX SN,

Comments

AHE(E, BITEEICHITS TTV B HCV BEROIFESEE R R
BEUEA, 2AREUTTTV Bl BB, HCV &DERERAI &
BICTTV ORR EMENEDI|RENSH D e ENDS T BTN
ZTWB
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ID PM-J076

Authors EAEMBLESIFTFIRGE MMRIT SRS F

Title EEAE & O R U R (C KD CEF X D)L AR
[CDWVT

Journal The Journal of the Japanese Association for Infectious
Diseases

Issue RS M5, 65(11):1470-5.

Year 1991.11

Study design TEUTEHFT

Assay HCV iR BIEF Y b, r-PHA SR

Sample size 99

Study setting Vs

Characteristics of
study subjects
(Gender, age, )

£ E(Donor) & (5% 5 i8S (Recipient)D F#E B pair [
BEHMR 7 SN TUVEES

Sampling method

Outcome

HCV #{&k, HBs H1R

Data collection

method

Results

BEMMARSFRENWBEDEHR I HOPairmm BN 7
TELREOBCODEMmMBEBOHCVRAZRE Uz, B &
996 D S 5. HCVHL 4K 5 14 I (316 B (16.2%)T & >

o HO(VRIAB R ECHERAUEH TREUVLZEKE
166l &2 ¥1324.8 0 A& Uiz B 16] & HCVIR 4k D 5
it ER/H BN . #H R ULBHICHS T DHCVD
BREHEFIEWEE DN

Comments

AT S (F &R U F R (C K D HCV X H D 48 E (FK

W EDRENSDDH, B BEREN B5E X TH,BHE D] EE
HEFt+ D ECH D ERDN ERESEOTFHNREIEECTH
3.




ID PM-3J080

Authors Tanaka, Kazuo and Ide, Tatsuya and Sata, Michio
[Routes of transmission of hepatitis C virus in hyperendemic

Title areas, and molecular epidemiologic study of hepatitis C virus
infection].

Journal Nihon rinsho. Japanese journal of clinical medicine

Issue Vol 62, Suppl 7

Year 2004

Study design TRURRAZT

Assay 5 2 € PHA X

Sample size 857

Study setting s

Characteristics of
study subjects
(Gender, age, )

FHRBERIRZICE Tz 857 A (511339 A, 518 A)

Sampling method

ID PM-J079
Authors Aikawa, Tatsuya and Kojima, Maki
] [Transmission of hepatitis C virus (HCV) by tattooing and
Title acupuncture].
Journal Nihon rinsho. Japanese journal of clinical medicine
Issue Vol 62, SupP17,
Year 2004
Study design TEUTEHFT
Assay
Sample size 18856
Study setting
Characteristics of
study subjects BRI =2
(Gender, age, )
Sampling method
Outcome HCV ik

Outcome

HCV itk

Data collection

®im. B2

Data collection

g, 2

method
WHRBELE. 18856 LEMRIC. HCV BRAEZITOZ.

Results HCV kB3 1HEE (F. 800(4.2%). BEBMEREF & LT, #im
303(37.9%). FE¥ELA 106(13.3%). FIFE 66(8.3%)&ELVD
BREROT.

Comments FEDREEDTLZHRDL

method
%52%& 857 A, HCV HFUARZIER(E, 26.3%(225/857 N)Tdh
Results ofz. FHEREBRBRERATFICRATDI > o— hMARLD., FER
DR IDHDE. JERE. WMIE. FhE. #aREDHDE
[F. ZEDTRWVWEICLERTHERIC HCV Rz MERNAEM D 2.
Comments SEOBREFDI >0 — NEBMUINORFHEET DS

53




ID PM-U001

Authors Grady, G F and Bennett, AJ

Title Risk of posttransfusion hepatitis in the United States. A prospective
cooperative study.

Journal JAMA.

Issue 220(5):692-701.

Year 1972

Study design Prospective cohort

Assay Not mentioned

Sample size 5142

zteur(iigdsettmg and 14 university medical centers in U.S, from March 1966 to Jan 1970

gt:;ijrjcszet:jl:tcfss of Cardiovascular surgery patients, age>15 years who received

(Gender, age, ...)

transfusion of blood products. Males=3315

Sampling method

Convenience

Outcome Non-A Non-B
Data collection Self-reporting clinical symptoms and blood collection for SGPT
method testing

Incidence of post-transfusion hepatitis by type of blood product:
Results Blood transfusion : 157/4984 (3.2%)

Plasma product transfusion : 16/136 (12%)

Fibrinogen transfusion : 15/80 (19%)

Hepatitis diagnosis was based on clinical signs and symptoms and

elevation of SGPT. No test was done to confirm the type of virus.
Comments

Surgery itself is a risk factor of transmission of hepatitis and may
be a confounding factor.
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ID

PM-U002

Aach, R D and Szmuness, W and Mosley, J W and Hollinger, F B and

Authors Kahn, R A and Stevens, C E and Edwards, V M and Werch, J
Serum alanine aminotransferase of donors in relation to the risk of

Title non-A,non-B hepatitis in recipients: the transfusion-transmitted
viruses study.

Journal N Engl J Med.

Issue 304(17):989-94.

Year 1981

Study design Prospective Cohort Study

Assay Ausria I-125 or Ausia 1I-125, Ausab and Carab.

Sample size 1513

Z::(iig/dsettmg and Followed 1513 transfusion recipients from 1974 through 1979.

Sctzzr;cstuek:jlztcf: of transfusion recipients, aged at least 16 years, mean age= 3412,

(Gender, age, ...)

sex ratio men to women: 2:1.

Sampling method Volunteer
Outcome Non-A, Non-B
Data collection Blood sample
method )
Results The attack rate for non-A, non-B hepatitis was 10 per cent.
A larger number of cases could have been prevented by lowering
Comments the cut off to 301U, but the procedure would have required

discarding about 9% of the blood collected.




ID PM-U004

Authors Alter, M J and Gerety, R J and SmNaIIwood, L A and Sampliner, R E and
Tabor, E and Deinhardt, F and FrAqsner, G and Matanoski, G M

Title Sporadic non-A, non-B hepatitis: frequency and epidemiology in an
urban U.S. population.

Journal J Infect Dis.

Issue 145(6):886-93.

Year 1982

Study design Prospective Cohort Study

Assay Ausria II®; Abbott Laboratories, North Chicago, ll.
Ausab®; Abbott. Corab®; Abbott. Havab®; Abbott.

Sample size 96

Study setting and Patients at five acute care hospital in Baltimore between February

period 1979 to August 1980.

Character}sncs of Both inpatients and outpatients, who were 212 years.

study subjects

(Gender, age, ...)

Sex ratio M:W 2:1

Sampling method

N/A

Outcome Non-A, non-B
Data collection Blood sample, Questionnaire
method
Of 295 patients with hepatitis, 30 (10.20,10) were diagnosed as
having hepatitis A, 142 (48.10,10) as having hepatitis B, and 123
Results (41.7%) as having non-A, non-B hepatitis. Of 123 patients with non-A,
non-B hepatitis, 96 completed questionnaires and were compared
with their control subjects.
There were 295 hepatitis patients diagnosed at five acute care
hospital in Baltimore between 1979 to 1980. There were 123 patients
Comments

had non-A, non-B hepatitis, which only 96 of them completed
questionnaires and were compared with their control subjects.
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ID

PM-U005

Authors Seaworth, B J and Garrett, L E and Stead, W W and Hamilton, J D
Title Non-A, non-B hepatitis and chronic dialysis--another dilemma.
Journal Am J Nephrol.
Issue 4(4):235-9
Year 1984
Study design Cross-sectional
Assay HAV: IgG antibody to hepatitis A and when appropriate the IgM
antibody (HAVAb. Abbott Laboratories).
HBV: Ausria-1l® and Ausab® (Abbott Laboratories. Chicago. 111.)
Sample size 163
Study setting and Durham Veterans Administration Medical Center, from July 1978
period to June 1981
Characteristics of ) . .
. Patients on center hemodialysis, home hemodialysis and
study subjects

(Gender, age, ...)

peritoneal dialysis. Average age=53 years

Sampling method

NA

Outcome

Non-A non-B hepatitis, defined as clinical signs and symptoms of
hepatitis with SGOT>40 IU/ml and absence of detection of HBsAg
or HAVADb

Data collection
method

Blood collection

Results

During the period of the study, hepatitis occurred in 34

of the 163 patients, including 23 cases of non-A non-B hepatitis.
Cases of NANB hepatitis were most prominent in the

group on center hemodialysis with 13 (27%) of the 49 patients
affected. 8 (10%) cases occurred in the 77 home dialysis patients
and 2 (5%) cases in the 37 on peritoneal dialysis.

Comments

Some patients received blood transfusion. It is difficult to attribute
the occurrence of non-A non-B hepatitis to only hemodialysis




ID PM-U006

Authors Alter, M J and Coleman, P J and Alexander, W J and Kramer, E and
Miller, J K and Mandel, E and Hadler, S C and Margolis, H S

. Importance of heterosexual activity in the transmission of hepatitis

Title .
B and non-A, non-B hepatitis.

Journal JAMA.

Issue 262(9):1201-5.

Year 1989

Study design Cross-sectional study

Assay Abbott Laboratories, North Chicago, 111.

Sample size 140

Study setting and
period

March 1, 1985 through February 28,1986

Characteristics of
study subjects
(Gender, age, ...)

Patients with acute viral hepatitis

Sampling method

N/A

Outcome Non-A, non-B
Data collection ’
Interview
method
During the 12-month enrollment period, 158 patients with NANB
Results hepatitis were identified and 140 (89%) were interviewed. Forty-
seven percent of these patients reported a known source for
infection: blood transfusions (13%) and IV drug use (34%).
Among 158 non-A, non-B hepatitis patients, there were only 140
Comments

patients completed the interview.
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ID

PM-UQ07

Authors Centers for Disease Control (CDC), [Collective Name]

Title Non-A, non-B hepatitis--lllinois.

Journal MMWR Morb Mortal Wkly Rep..

Issue 38(31):529-31

Year 1989

Study design Case report

Assay NA

Sample size 17

Study setting and Wabash County (Illinois) Health Department, From November 15,
period 1988, to June 30, 1989

Characteristics of Residents of Wabash and neighboring county. Six (35%) were male;
study subjects 16 (94%) white, and one was American Indian. Median age was 28

(Gender, age, ...)

years (range: 14-36 years).

Sampling method

NA

Outcome

Non-A non-B hepatitis, defined as clinical signs and symptoms of
hepatitis, elevated ALT>2.5 ULN and negative serologic markers for
acute hepatitis A and B.

Data collection
method

Interview and medical records

Results

Seven (41%) patients admitted to intravenous (IV)-drug use, and
five (29%) were suspected IV-drug users. None of the patients
reported blood transfusion within 6 months before onset of iliness;
none reported employment in a health-care setting with frequent
blood exposure; and none reported sexual contact within 6
months before onset of illness with a person known to have had
NANB hepatitis.

Comments

Intravenous (IV)-drug use may be considered as the route of
transmission since the assessment of other main routes of
transmission was inconclusive.




ID

PM-U008

Gerber, AR and Englender, S J and Selvey, D and Carlson, J F and

Authors Matthews, D L and Webster, H M and Caldwell, G G.

Title An outbreak of non-A, non-B hepatitis associated with the infusion
of a commercial factor IX complex during cardiovascular surgery.

Journal Vox Sang.

Issue 58(4):270-5.

Year 1990

Study design Retrospective study

Assay N/A

Sample size 171

Study setting and
period

January 1,1984, and June 3,1985

Characteristics of
study subjects
(Gender, age, ...)

Among Cardiovascular surgery patients.

Sampling method

N/A

Outcome

Non-A, non-B

Data collection

Blood sample

method

The investigation identified 23 cases and 7 probable cases of non-
Results A, non-B hepatitis; 27 were among brand B recipients, and 3 were

among brand A recipients

The frequency with which clotting factor preparations are infused
Comments during cardiovascular surgery and other types of surgery is in need

of further investigation.
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ID PM-U009
Donahue, J G and Nelson, K E and MuA+oz, A and Vlahov, D and
Authors Rennie, L L and Taylor, E L and Saah, A J and Cohn, S and Odaka, N J
and Farzadegan, H
Antibody to hepatitis C virus among cardiac surgery patients,
Title homosexual men, and intravenous drug users in Baltimore,
Maryland.
Journal Am J Epidemiol.
Issue 134(10):1206-11.
Year 1991
Study design 3 Prospective cohort studies
ELISA (Ortho Diagnostics, Raritan, New Jersey).
Assay Recombinant immunoblot assay (Ortho/Chiron, Raritan, New
Jersey)
Study 1: 500
Sample size Study 2: 225
Study 3: 926

Study setting and
period

Study 1: Multicenter, from April 1985 to January 1986
Study 2: Baltimore, from February 1988 to March 1989
Study 3: Baltimore and Washington, from April to Sep 1984

Characteristics of
study subjects
(Gender, age, ...)

Study 1: Cardiovascular surgery patients, median age 59.7
Study 2: HIV-1 positive and negative subjects, mean age=34.1
Study 3: Homosexual and bisexual men

Sampling method

Study 1: NA
Study 2: Random
Study 3: NA

Outcome

Anti-HCV

Data collection
method

Blood collection and medical records

Results

Study 1: 488 patients were hepatitis C seronegative preoperatively
and 19 (3.9%) seroconverted 8-12 months after surgery

Study 2: Of the 116 HIV-1-seronegative intravenous drug users,
86.2% were seropositive for hepatitis C, which is comparable to the
84.4% among intravenous drug users who were seropositive for
HIV-1 (109)

Study 3: the prevalence of hepatitis C antibodies at 5.5 years of
follow-up was 1.6% (15 of 926)

Comments

Study 1: Surgery itself is a risk factor of transmission of hepatitis
and may be a confounding factor.

Study 2: There was discrepancies between the number of persons
tested and the number sampled due to missing data.

Study 3: Subjects are selected among participants of the AIDS
Cohort Study, which is designed to determine the natural history of
HIV-1 infection in homosexual men. This may be source of
selection bias.




ID PM-UO010

Authors Meyer, R A and Gordon, S C.

Title Epidemiology of hepatitis C virus infection in a suburban Detroit
community.

Journal Am J Gastroenterol.

Issue 86(9):1224-6.

Year 1991 Sep.

Study design Retrospective Cohort Study

Assay Based on Kuo et al. 1989, method.

Sample size 50

Study setting and
period

From Jan to May 1990.

Characteristics of
study subjects
(Gender, age, ...)

Studied among anti-HCV positive. 26 males. Mean age: 51 years old.

Sampling method NA

Outcome Anti-HCV

Data collection X .
Review medical documents.

method

Results Among the 50 anti-HCV positive, 50% and 22% had history of blood
transfusion and intravenous drug use respectively.

Comments

Studied only among anti-HCV positive.
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ID

PM-UO011

Brettler, D B and Mannucci, P M and Gringeri, A and Rasko, J E and

Authors Forsberg, A D and Rumi, M G and Garsia, R J and Rickard, K A and
Colombo, M
The low risk of hepatitis C virus transmission among sexual

Title partners of hepatitis C-infected hemophilic males: an international,
multicenter study.

Journal Blood.

Issue 80(2):540-3

Year 1992

Study design Cross-sectional
First and second-generation ELISA for anti-HCV (Ortho HCV ELISA
test system, Raritan, NJ).

Assay Second-generation immunoblot assay (recombinant immunoblot
assay [RIBA] HCV, second- generation assay; Chiron Corporation,
Emeryville, CA).

Sample size 106

ztel,:(i:lgdsettlng and Australia (38), Italy (35) and the United States (33)

Characteristics of Female sexual partners of anti- HCV-positive haemophiliacs. Age

study subjects range 18-73.5 years. Median length of sexual exposure their

(Gender, age, ...)

positive partner=147 months (range=5->240 months)

Sampling method

Convenience

Outcome Anti-HCV
Data collection . . .
Blood collection and interview
method
3 women were anti-HCV-positive (2.7%).
One was from the United States (prevalence= 1/3) and was a past
Results ) .
partner of an intravenous drug abuser, although she denied
intravenous drug use herself
The study design does not allow to conclude on the sexual
Comments causality, since the HCV status of the women were not known prior

to their




ID PM-U012

Authors Hardy, N M and Sandroni, S and Danielson, S and Wilson, W J.
Title Antibody to hepatitis C virus increases with time on hemodialysis.
Journal Clin Nephrol.

Issue 38(1):44-8.

Year 1992 Jul.

Study design Cross-sectional Study

Assay First generation ELISA, Chiron RIBA HCV second generation.
Sample size 87

Study setting and
period

All patients receiving treatment from the University Medical Center
Hemodialysis Unit.

Characteristics of
study subjects | NA
(Gender, age, ...)
Sampling method All
Outcome Anti-HCV
Data collection
! Blood sample, medical record.
method
Results Antibody to HCV was found 31 of 87 hemodialysis patients.
Comments We were unable to demonstrate a correlation of HCV-anti body

positivity with the haemodialysis patients in US.
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ID PM-U013

Authors Li, L and Zhang, X and Constantine, N T and Smialek, J E

Title Seroprevalence of parenterally transmitted viruses (HIV-1, HBV,
HCV, and HTLV-I/II) in forensic autopsy cases.

Journal J Forensic Sci.

Issue 38(5):1075-83

Year 1993

Study design Cross-sectional
Second generation ELISA (Abbott Laboratories)

Assay Second generation immunoblot assay (RIBA, Chiron Corp.,
Emeryville, CA)

Sample size 414

Study setting and Office of the Chief Medical Examiner, Maryland, from February to

period April 1992

Characteristics of

study subjects Forensic autopsy cases, Males=314. Age range=1-85 years

(Gender, age, ...)

Sampling method NA
Outcome Anti-HCV
Data collection Blood collection, medical records
method
55 cases were intravenous drug users, of which 34(61.8%) were
Results infected with HCV.
Among the 356 cases for which the risk factors were unknown,
44(12.4%) were anti-HCV-positive.
The cross-sectional nature of the study and the subjects (dead
Comments

people) does not allow to conclude on the causality.




ID PM-U014

Authors rolish, L B and Tong, M J and Co, R L and Coleman, P J and Alter, M

Title Risk factors for hepatitis C virus infection among health care
personnel in a community hospital.

Journal Am J Infect Control.

Issue 21(4):196-200.

Year 1993

Study design Cross-sectional study

Assay Abbott Laboratories, Chicago, IIl.

Sample size 1677

Study setting and
period

Among hospital employees, Huntington Memorial Hospital in
Pasadena, California in 1983.

Characteristics of
study subjects
(Gender, age, ...)

Approximately 75% were aged between 18 and 44 years old.

Sampling method

N/A

Outcome

Anti-HCV

Data collection
method

Blood sample and questionnaire

Results

Forty-four employees were repeatedly reactive for anti-HCV by
enzyme immunoassay.
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ID

PM-U016

Hyams, K C and Krogwold, R A and Brock, S and Wignall, F S and

Authors Cross, E and Hayes, C
Heterosexual transmission of viral hepatitis and cytomegalovirus
Title infection among United States military personnel stationed in the
western Pacific.
Hyams, K C and Krogwold, R A and Brock, S and Wignall, F S and
Journal
Cross, E and Hayes, C
Issue 20(1):36-40.
Year 1993
Study design Cross-sectional study
Assay A second generation of EIA (Abbott)
Sample size 740

Study setting and
period

US military personnel stationed in Philippine from September 1990
to May 1991.

Characteristics of
study subjects
(Gender, age, ...)

All men, mean age: 26.5, rang: 18:47

Sampling method

N/A

Outcome

Anti-HCV

Data collection

Blood sample.

method
Results All the five HCV positive men had a history of prior contact with
prostitute.
Transmission route could not be explained when there is low
Comments

prevalence of HCV.




ID PM-U019
Lanphear, B P and Linnemann, C C and Cannon, C G and DeRonde,
Authors
M M and Pendy, L and Kerley, L M
Title Hepatitis C virus infection in healthcare workers: risk of exposure
and infection.
Journal Infect Control Hosp Epidemiol.
Issue 15(12):745-50.
Year 1994
Study design Retrospective cohort
Assay Second-generation ELISA for anti-HCV (Abbott Laboratories)
HCV immunoblot assay (MATRIX HCV, Abbott Laboratories)
Sample size 50
Study setting and University of Cincinnati Hospital, from January 1, 1987 to
period December 31, 1989
Characteristics of
study subjects Healthcare workers exposed to HCV by needlestick injury
(Gender, age, ...)
Sampling method NA
Outcome Anti-HCV

Data collection
method

Blood samples from source patients and healthcare workers were
collected at the time of the exposure and sera were stored to be
tested later

Results

3 (6.0%) of 50 HCWs who sustained an HCV-positive needlestick
injury seroconverted to both the ELISA and immunoblot assay
(C1,95, 1.3% to 16.6%) > 5 months after the exposure.

Comments

Due to the retrospective nature of the study, all HCWs who had an
HCV-positive exposure were not evaluated.

Only HCWs who had an identified exposure or clinical hepatitis
were evaluated, it is possible that the incidence of HCV infection
has been underestimated.

HCWs who had a deeper penetrating injury might be more likely to
return for evaluation, it is possible that the transmission rate of
HCV has been overestimated
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ID

PM-U021

Authors Centers for Disease Control and Prevention (CDC)
Outbreak of hepatitis C associated with intravenous

Title immunoglobulin administration--United States, October 1993-June
1994.

Journal MMWR Morb Mortal Wkly Rep.

Issue 43(28):505-9.

Year 1994

Study design Case report

Assay NA

Sample size 112

Stuéy setting and 24 states in the US from October 1993 to June 1994

period

Character}stms of Reported cases of HCV in 24 states of the U.S. Age range=2-84

study subjects

(Gender, age, ..) years, Males=54

Sampling method NA

Outcome Anti-HCV

Data collection Blood collection and medical records

method
Of 74 reported persons with possible HCV infection for whom risk

Results factor data (e.g., blood transfusion or injecting-drug use) were
available, 68 (92%) had receipt of Intravenous immunoglobulin as
the only risk factor for infection.
Data on risk factors of transmission were not available for all the

Comments

patients, the estimates might be underestimated.




ID

PM-U022

Thomas, D L and Cannon, R O and Shapiro, C N and Hook, E W and

Authors Alter, M J and Quinn, TC
Hepatitis C, hepatitis B, and human immunodeficiency virus

Title infections among non-intravenous drug-using patients attending
clinics for sexually transmitted diseases.

Journal J Infect Dis.

Issue 169(5):990-5.

Year 1994

Study design Cross-sectional study

Assay Abbott Laboratories, Abbott Park, IL

Sample size 1257

Study setting and
period

Between 2 February and 30 April 1987.

Characteristics of
study subjects
(Gender, age, ...)

All patients attending the clinic for a new problem, men:793, age
range:11-71.

Sampling method

N/A

Outcome

Anti-HCV

Data collection

Blood sample and questionnaire

method
Of 1257 patients, 122 (9.7%) had anti-HCV, which was more
common in male (11.5%) than in female (6.7%) subjects (P = .006).
Results Univariate
analysis showed that for female subjects, anti-HCV was associated
with having more than one male sex partner in the month before
their visit (P = .018) and anti-HBc (P < .001)
Comments These observations among non-intravenous drug-using patients

suggest that sexual transmission of HCV may occur.
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ID PM-U023
Fiscus, S A and Kelly, W F and Battigelli, D A and Weber, D J and
Authors Schoenbach, V J and Landis, S E and Wilber, J C and Van der Horst,
CM
. Hepatitis C virus seroprevalence in clients of sexually transmitted
Title ) PP .
disease clinics in North Carolina.
Journal Sex Transm Dis.
Issue 21(3):155-60.
Year 1994
Study design Cross-sectional
Assay First-generation EIA (Abbott Laboratories, Abbott Park, IL)
Immunoblot assay (RIBA4, Chiron Corporation, Emeryville, CA)
Sample size Random
Study setting and Public health departments of Wake, Durham and Mecklenburg
period counties of North Carolina in 1988
Character}stlcs of Clients of a sexually-transmitted disease clinic. Age range=16-40
study subjects
(Gender, age, ... years. Males=340
Sampling method Random
Outcome Anti-HCV
Data collection Blood collection in self-administered questionnaire
method
Results 102/149 intravenous drug users were HCV positive (68.5%)
9/94 homosexual/bisexual were tested positive for HCV (9.6%)
Sampling clients of a STD clinic may be source of selection bias,
Comments since these people may have a higher risk of HCV compared to the

general population




ID

PM-U024

Authors Daikos, G L and Lai, S and Fischl, M A

Title Hepatitis C virus infection in a sexually active inner-city population.
The potential for heterosexual transmission.

Journal Infection.

Issue 22(2):72-6.

Year 1994

Study design Cross-sectional study

Assay Ortho Diagnostics System Inc., Raritan, New Jersey.

Sample size 571

Study setting and
period

Sexually active heterosexual population, between 1988 and 1991

Characteristics of
study subjects
(Gender, age, ...)

Their median age was 29 years (range, 15-71 years). The majority
were black (62%) and non-Hispanic (46%).

Sampling method

N/A

Outcome

Anti-HCV

Data collection

Blood sample and questionnaire

method
Of 571 participants, 25 (4.4%) were seropositive
Results P pants, 25 (4.4%) P
for HCV.
The present study has several limitations. First, the participants did
not represent a random sample of all heterosexually active inner-
city populations. Second, this was a cross-sectional study that did
Comments

not establish any temporal sequence of events necessary for
drawing conclusions about causal relations among different factors
and HCV infection.
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ID PM-U025
McCashland, T M and Wright, T L and Donovan, J P and Schafer, D

Authors F and Sorrell, M F and Heffron, T G and Langnas, A N and Fox, | J
and Shaw, B W and Zetterman, R K

Title Low incidence of intraspousal transmission of hepatitis C virus
after liver transplantation.

Journal Liver Transpl Surg.

Issue 1(6):358-61.

Year 1995

Study design Cross-sectional

Assay Second-generation ELISA (Abbott Diagnostic, North Chicago, 1L)
PCR (Chiron Corporation, Emeryville, CAl)

Sample size 22

Sthiy setting and University of Nebraska Medical Center

period

Characteristics of

study subjects Spouses of HCV-positive patients. Males=5, Age range=33-66 years

(Gender, age, ...)

Sampling method

NA

Outcome Anti-HCV and HCV RNA
Data collection . . .
Blood collection and questionnaire
method
1/22 (5%) of spouses were anti-HCV-positive
Results When HCV status was assessed using PCR, it revealed that none of
the spouses was infected with HCV.
The only spouse who was positive for anti-HCV by ELISA had
Comments normal liver enzymes and was PCR-negative, suggesting that the

anti-HCV positive result may be a false-negative




ID PM-U027

Authors Simonian, P T and Gilbert, M and Trumble, TE

Title Incidence of hepatitis C in patients requiring orthopaedic surgery.

Journal J Bone Joint Surg Br.

Issue 77(6):971-4.

Year 1995

Study design Cross-sectional

Assay Second-generation screening assay, ELA 2.0 (Abbott Laboratories,
Abbott Park, lllinois)

Sample size 19

zteur(iigdsettlng and Department of Orthopaedic Surgery, University of Washington

Et:;ijrjcszet:jlztcfss of HCV-positive Orthopaedic surgery patients. Age range=29-52.

(Gender, age, ...)

Males=16

Sampling method NA
Outcome Anti-HCV
Data collection . . .
Blood collection and questionnaire
method
Risk factors of transmission for the 19 HCV-positive patients who
undergone orthopaedic surgery:
Results Tattooing: 15
Intravenous drug use: 7
Sexual: 1
On the initial questionnaire two patients gave a positive history of
Comments IV drug abuse, but seven did so on a repeat questionnaire. This

suggests a possible prevarication bias.
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ID

PM-U029

Shopper, T and Boozer, C and Lancaster, D and Cade, J E and

Authors Lundgren, G

Title Presence of anti-hepatitis C virus serum markers in a dental school
patient population.

Journal Oral Surg Oral Med Oral Pathol Oral Radiol Endod.

Issue 79(5):655-60

Year 1995

Study design Cross-sectional

Assay ELISA (Abbot HCV 2.0 Abbot Laboratories, Abbot Park, Ill.)

Sample size 500

Study setting and Louisiana state university school of dentistry, from February to

period April 1992

Characteristics of Patients applying for dental care. Age range=14-70 years.

study subjects

(Gender, age, ...)

Males=194

Sampling method

Convenience

Outcome Anti-HCV
Data collection . . .
Blood collection and questionnaire
method
Proportion of infected subjects by factor
Blood transfusion 8/72 (11.1%)
Intravenous drug use 4/7 (57.1%)
Results Surgery 21/328 (6.4%)
Piercing 11/293 (3.8%)
Tattooing 9/43 (20.9%)
Acupuncture 1/7 (14.3%)
Generalization of the findings should be cautious due to the
Comments

convenience nature of the sampling




ID PM-U031
Authors Thomas, D L and Zenilman, J M and Alter, H J and Shih, J W and
Galai, N and Carella, AV and Quinn, T C
Sexual transmission of hepatitis C virus among patients attending
Title sexually transmitted diseases clinics in Baltimore--an analysis of
309 sex partnerships.
Journal J Infect Dis.
Issue 171(4):768-75.
Year 1995
Study design Cross-sectional
Second-generation EIA (Ortho Diagnostics, Raritan, NJ): Second-
Assay generation recombinant immunoblot assay (RIBA) (Ortho
Diagnostics).
Sample size 555
FSJZurtingdsettmg and STD clinics in Baltimore, from November 1990 to June 1992.
Character}sncs of Non-injection drug-using males attending STD clinics in Baltimore,
study subjects

(Gender, age, ...)

aged>13 years

Sampling method NA
Outcome Anti-HCV
Data collection Blood collection and questionnaire
method
Prevalence of anti-HCV was higher in homosexual non-injection
drug-using males (18.4%) compared with patients without
Results homosexual exposures (5.8%) (OR=3.6 (1.6-8.5), p=.003). Anal-
receptive sex was significantly associated with HCV (OR=2.6 (1.2-
5.7), p =.03).
Sampling clients of a STD clinic may be source of selection bias,
Comments since these people may have a higher risk of HCV compared to the

general population
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ID

PM-U032

Tong, M J and Lai, P P and Hwang, SJ and Lee, SY and Co, R L and

Authors Chien, R N and Kuo, G

Title Evaluation of sexual transmission in patients with chronic hepatitis
Cinfection.

Journal Clin Diagn Virol.

Issue 3(1):39-47.

Year 1995

Study design Cross-sectional study

Assay EIA and chimeric C25 ELISA.

Sample size 68

Study setting and
period

All patients were referred to the Liver Center, Huntington
Memorial Hospital and followed for at least 6 months or longer.

Characteristics of study

subjects (Gender, age, | 26 males.
)

Sampling method N/A
Outcome Anti-HCV

Data collection method

Blood sample

All index patients were positive for both anti-HCV and HCV RNA.

Results
Antibody to HCV was detected in four (5.9%) of their spouses.
Base on the nature of the study, those 5 patients might get
Comments

infected from other routes of transmission.




ID

PM-U034

Cendoroglo Neto, M and Draibe, S A and Silva, A E and Ferraz, M L

Authors and Granato, C and Pereira, C A and Sesso, R C and Gaspar, AM
and Ajzen, H
Incidence of and risk factors for hepatitis B virus and hepatitis C

Title virus infection among haemodialysis and CAPD patients: evidence
for environmental transmission.

Journal Nephrol Dial Transplant.

Issue 10(2):240-6.

Year 1995

Study design Prospective Cohort Study

Assay Second-generation ELISA. Abbott Laboratories

Sample size 129

Study setting and
period

January 1987 to January 1990

Characteristics of
study subjects
(Gender, age, ...)

Haemodialysis patients

Sampling method

All

Outcome

Anti-HCV

Data collection

Blood sample

method
Regarding hepatitis C, 83 anti-HCV-negative patients on
Results haemodialysis and 46 on CAPD were followed. There were 18
seroconversions on haemodialysis (0.15/patient-year) and two
seroconversions on CAPD (0.03/patient-year).
Hemodialysis treatment was also the only risk factor significantly
Comments associated with a higher risk of HCV infection. We observed a

greater risk for the occurrence of HCV infection in the
haemodialysis group, compared with the CAPD group.
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ID PM-U035
Bresee, J S and Mast, E E and Coleman, P J and Baron, M J and
Authors Schonberger, L B and Alter, M J and Jonas, M M and Yu, M Y and
Renzi, P M and Schneider, L C
. Hepatitis C virus infection associated with administration of
Title . . .
intravenous immune globulin. A cohort study.
Journal JAMA.
Issue 276(19):1563-7.
Year 1996
Study design Prospective cohort
second-generation EIA (HCV EIA 2.0, Abbott Laboratories, North
Assay .
Chicago, Ill)
Sample size 278
Study setting and Allergy/ Immunology Program at Children's Hospital in Boston,
period from March 1993 to February 1994
Ch teristics of
arac er.ls cs 0 Patients treated with intravenous immune globulin. Males=160.
study subjects

(Gender, age, ...)

Age range: 10 months-65 years

Sampling method

Convenience

Outcome

Anti-HCV

Data collection
method

Blood collection and questionnaire

Results

Anti-HCV was detected in 26 persons (9%), including 22 (76%) of
the 29 who had ALT levels more than 2.5 times the ULN, 2 (6%) of
36 with ALT levels 1.1 to 2.5 times the ULN, and 2 (1%) of 213 with
normal ALT levels.

Of the 26 persons who were anti-HCV positive, 21 (81%) had
detectable HCV RNA by PCR compared with 3 (2%) of the 154
persons who tested negative for anti-HCV.

Comments

Potential limitations of this study are the possibility for
ascertainment and misclassification bias. The attack rate may be
overestimated if persons with symptomatic HCV infection were
more likely to be screened, or if persons with chronic HCV infection
were included as case patients.




PM-UQ37

Conry-Cantilena, C and VanRaden, M and Gibble, J and Melpolder,

Authors J and Shakil, A O and Viladomiu, L and Cheung, L and DiBisceglie, A
and Hoofnagle, J and Shih, ] W

Title Routes of infection, viremia, and liver disease in blood donors
found to have hepatitis C virus infection.

Journal N EnglJ Med.

Issue 334(26):1691-6

Year 1996

Study design Cross-sectional

Assay Second-generation RIBA (RIBA 2.0, Chiron, Emeryville, Calif.)

Sample size 481

Study setting and
period

American Red Cross from January 1991 to December 1994

Characteristics of
study subjects
(Gender, age, ...)

Blood donors, mean age=41 years, Men=272

Sampling method

Convenience

Outcome

Anti HCV

Data collection
method

Blood collection and questionnaire

Results

Of the 481 participants, 248 were positive, 131 negative and 102
had an intermediate result.

66 of the positive cases had history of blood transfusion vs 11
negative cases. 103 of the positive cases had history of intravenous
drug use vs 14 negative cases. 132 of the positive cases had history
of history of sexually transmitted disease, sex with a prostitute,
five or more sexual partners per year, or a combination of these, vs
21 negative cases.

52 of the positive cases were tattooed vs 5 negative cases.

Comments

Due to the high number of intermediate results (102/481), these
data may not be reliable.
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ID PM-U039

Authors Nelson, S P and Jonas, M M

Title Hepatitis C infection in children who received extracorporeal
membrane oxygenation.

Journal J Pediatr Surg.

Issue 31(5):644-8

Year 1996

Study design Prospective cohort
ELISA (Elisa-2, Ortho Diagnostics, Raritan, NJ)

Assay Second-generation recombinant immunoblot assay (RIBA-2;
Ortho/Chiron,Raritan, NJ)

Sample size 83

Z::(iig/dsettlng and Children’s hospital in Boston, from August 1986 to January 1992

Character}stlcs of Children who received extracorporeal membrane oxygenation

study subjects

(Gender, age, ...)

(ECMO) therapy

Sampling method NA
Outcome Anti-HCV
Data collection Blood collection and medical records
method
187 surviving patients who received ECMO therapy as neonates
Results have been contacted and 83 patients were tested for anti-HCV. Of
the 83 patients, 7 (8%) were anti-HCV positive.
The design of the study does not allow to exclude transmission of
Comments

HCV from other non-transfusion sources.




ID

PM-U040

Shuhart, M C and Myerson, D and Spurgeon, C L and Bevan, CA and

Authors Sayers, M H and McDonald, G B

Title Hepatitis C virus (HCV) infection in bone marrow transplant patients
after transfusions from anti-HCV-positive blood donors.

Journal Bone Marrow Transplant.

Issue 17(4):601-6.

Year 1996

Study design Prospective Cohort Study

Assay Second generation PCR, Second generation ELISA or Second-
generation RIBA

Sample size 12

Study setting and | Bone marrow transplant patients at the Fred Hutchinson Cancer

period Research Center, 1992-1992

Characteristics of

study subjects | 5 males, Mean age: 30.58

(Gender, age, ...)

Sampling method All

Outcome HCV RNA

Data collection Blood sample

method

Results 6 HCV RNA positive.
The risk of transmission of HCV from seropositive blood components

Comments

was limited to those donors who were viraemic assessed by PCR.
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ID PM-U041
Thomas, D L and Gruninger, S E and Siew, C and Joy, E D and
Authors .
Quinn, TC
Title Occupational risk of hepatitis C infections among general dentists
and oral surgeons in North America.
Journal Am J Med.
Issue 100(1):41-5.
Year 1996
Study design Cross-sectional
Second-generation ELISA (Ortho Diagnostics Systems, Raritan, New
Assay Jersey)
Second-generation Recombinant immunoblot (Chiron Corporation,
Emeryville, California; and Ortho Diagnostic Systems).
Sample size 648
Stusﬂy setting and 50 states of the United States, in October 1992
period
Characteristics of
study subjects Oral surgeons and general dentists, aged 26-69 years

(Gender, age, ...)

Sampling method

Convenience

Outcome Anti-HCV
Data collection Blood collection and questionnaire
method
In the month prior to participation in the study, 7 (78%) of the 9
Results anti-HCV-positive persons reported no percutaneous injuries,
compared to 428 (79.7%) of 537 anti-HCV- negative participants (P
>0.20, chi-square test for trend).
The professionals may not be representative of all dental
Comments personnel, since this was not a random sample of the entire

population of dentists.




ID

PM-U042

Villano, S A and Vlahov, D and Nelson, K E and Lyles, C M and Cohn,

Authors S and Thomas, D L.
. Incidence and risk factors for hepatitis C among injection drug
Title . .
users in Baltimore, Maryland.
Journal J Clin Microbiol.
Issue 35(12):3274-7.
Year 1997
Study design Prospective Cohort Study
Amplicor HCV Monitor Test kit; Roche Diagnostic Systems,
Assay
Branchburg, N.J.
Sample size 142

Study setting and
period

Between 1988 and 1989, 2,921 IDUs from the Baltimore area.

Characteristics of
study subjects
(Gender, age, ...)

Participants were at least 18 years of age and free of
AIDS and acknowledged a history of injection drug use in the
previous 10 years.

Sampling method

N/A

Outcome

HCV RNA

Data collection

Blood sample.

method

During a median follow-up of 6.5 years (range, 2.4 to 7.8 years), 47
Results of 142 participants became HCV seropositive. HCV RNA was

detected in 42 participants.

Several factors may contribute to the high incidence of HCV
Comments

relative to that of other blood-borne infections among IDUs.
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ID PM-U046

Authors Hershow, R C and Kalish, L A and Sha, B and Till, M and Cohen, M.

Title Hepatitis C virus infection in Chicago women with or at risk for HIV
infection: evidence for sexual transmission.

Journal Sex Transm Dis.

Issue 25(10):527-32.

Year 1998

Study design Cross-sectional study

Assay EIA 2.0, Abbott Laboratories, Abbott Park, IL

Sample size 297

Study setting and
period

October 1994 to November 1995.

Characteristics of
study subjects
(Gender, age, ...)

Newly women enrolled in the Women's interagency HIV study in
Chicago.

Sampling method

N/A

Outcome

Anti-HCV

Data collection

Blood sample and questionnaire

method

Of 296 women, 123 (42%) were HVC Ab positive. Prevalence was
Results 90% in women injected drugs compared with 12% in non-injectors

(odds ratio 64.0, 95% Cl: 29.9 to 137.0).

The nature of cross-sectional study cannot explain the causal
Comments

effect.




ID PM-U047
Granovsky, M O and Minkoff, H L and Tess, B H and Waters, D and
Authors Hatzakis, A and Devoid, D E and Landesman, S H and Rubinstein, A
and Di Bisceglie, A M and Goedert, J J
Title Hepatitis C virus infection in the mothers and infants cohort study.
Journal Pediatrics.
Issue 102(2 Pt 1):355-9.
Year 1998
Study design Prospective cohort
Assay RT-PCR (HCV Amplicor; Roche Molecular Systems, Nutley, NJ)
Sample size 151
221?(:,;&“”% and Five obstetric clinics in Brooklyn and the Bronx, New York, from
Characteristics of
study subjects Children born to HCV positive mothers. Age range:1-4 years

(Gender, age, ...)

Sampling method NA
Outcome HCV RNA
Data collection Blood collection and medical records
method
151 infants, including four twin pairs, were born to HCV-
Sero-positive women. Of these, 122 infants were followed-up for a
minimum of 12 months. Seven of the 122 infants were HCV
Results infected by the end of follow-up, giving an overall vertical
transmission rate of 6% (95% Cl =2%-11%). 3 of the 7 children had
history of blood transfusion.
Mother-infant pairs showed homology with respect to HCV major
genotype 1 (subtypes 1a or 1b) in 4 out of 5 pairs.
One mother-infant pair (D) in our study had mismatched major
Comments genotypes. Mislabelling or contamination of samples could explain

this discrepancy.
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ID PM-U048

Authors Garfein, R S and Doherty, M C and Monterroso, E R and Thomas, D
L and Nelson, K E and Vlahov, D.

Title Prevalence and incidence of hepatitis C virus infection among
young adult injection drug users.

Journal J Acquir Immune Defic Syndr Hum Retrovirol.

Issue 18 Suppl 1:511-9.

Year 1998

Study design Prospective Cohort Study

Assay EIA-2, Ortho Diagnostics, Raritan, NJ, USA.

Sample size 229

Study setting and
period

August 1994 to April 1996 in Baltimore City.

Characteristics of
study subjects
(Gender, age, ...)

Among injection drug users aged between 18 to 29 (mean 23.5).
105 were male.

Sampling method

N/A

Outcome

Anti-HCV

Data collection

Blood sample and interview

method
Results Of the 229 participation, 86 were HCV-seropositive.

The risk factors for HCV infection in this study were base on cross-
Comments sectional data; therefore, the temporal relation between injecting

practices and HCV infection is unknown.




ID PM-U049
Thomas, D L and Villano, S A and Riester, K A and Hershow, R and
Authors Mofenson, L M and Landesman, S H and Hollinger, F B and
Davenny, K and Riley, L and Diaz, C and Tang, H B and Quinn, T C
Perinatal transmission of hepatitis C virus from human
Title immunodeficiency virus type 1-infected mothers. Women and
Infants Transmission Study.
Journal J Infect Dis.
Issue 177(6):1480-8.
Year 1998
Study design Prospective cohort
RT-PC (AMPLICOR HCV Detection Kit; Roche Diagnostic Systems,
Assay
Branchburg, NJ)
Sample size 155
Study setting and Institutions in New York City, Chicago, Massachusetts, and San
period Juan, from December 1989 to December 1995
Characteristics of
study subjects Children born to anti-HCV positive mothers

(Gender, age, ...)

Sampling method NA

Outcome HCV RNA

Data collection Blood collection and questionnaire

method
HCV RNA was detected during at least one visit for 13 (8.4%) of the

Results 155 infants (95% Cl = 4.5-13.9). Seven of the HCV RNA—positive
infants were also infected with HIV-1.
The overlap in HCV RNA concentrations in transmitting and non-
transmitting mothers suggests that there were factors

Comments

other than HCV virus load that could have influenced HCV
transmission.
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ID PM-U050

Authors Flamm, S L and Parker, R A and Chopra, S

Title Risk factors associated with chronic hepatitis C virus infection:
limited frequency of an unidentified source of transmission.

Journal Am J Gastroenterol.

Issue 93(4):597-600.

Year 1998

Study design Case study

Assay Enzyme immunoassay and/or second-generation recombinant
immunoblot assay (RIBA 2).

Sample size 301

Study setting and
period

Between July 1989 and April 1995, 301 consecutive patients (age
19-90 years) with chronic HCV infection referred to the hepatology
section at Beth Israel Hospital were studied.

Characteristics of
study subjects
(Gender, age, ...)

Patients (age 19-90 years) with chronic HCV infection referred
to the hepatology section at Beth Israel Hospital

Sampling method

N/A

Outcome

Anti-HCV

Data collection

Blood sample and questionnaire

method
Seventy-three patients had multiple risk factors, including eight
Results who had three risk factors. The most common combination of
multiple risk factors was history of IVDU and tattoo placement.
The risk factors for HCV infection in this study were based on
Comments

interview; so, recalled bias might occurred.




ID

PM-UQ52

Authors Goob, T Cand Yamada, S M and Newman, R E and Cashman, TM
Title Bloodborne exposures at a United States Army Medical Center.
Journal Appl Occup Environ Hyg.

Issue 14(1):20-5.

Year 1999

Study design Case study

Assay N/A

Sample size 339

Study setting and
period

Tripler Army Medical Center is in Honolulu, Hawaii.
Annual admissions from 1992 through 1995.

Characteristics of
study subjects
(Gender, age, ...)

Among health worker who exposed to needlestick injuries.

Sampling method

All

Outcome

Anti-HCV

Data collection

Blood sample and questionnaire

method
Reported exposures revealed an average annual incidence of
Results exposures from 1992 through 1995 to be 93.7 per 1000 health care
workers who require universal precautions training. The incidence
of sharps injuries was 81.2 per 1000 health care workers per year.
As suspected, an “unseen” group of exposures that go unreported
Comments

were identified.
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ID PM-U053

Authors Abraham, H D and Degli-Esposti, S and Marino, L

Title Seroprevalence of hepatitis C in a sample of middle-class substance
abusers.

Journal J Addict Dis.

Issue 18(4):77-87

Year 1999

Study design Cross-sectional

Assay Second-generation ELISA

Sample size 334

Study setting and Alcohol and Drug Treatment Service of the Butler Hospital, from

period January 30 to July 1997

Characteristics of

study subjects Substance abusers seeking detoxification. Males=217

(Gender, age, ...)

Sampling method NA
Outcome Anti-HCV
Data collection . . .
Blood collection and questionnaire
method
76.7% of all patients admitting intravenous drug use were
seropositive for HCV, compared to 12.5% of patients denying any
Results drug injections in a lifetime (OR=22.6). Similarly, 84.4% of all
patients with a history of needle sharing were seropositive,
compared to 21.4% of patients denying this behaviour (OR=19.8)
Comments No adjusted analysis to control possible confusion bias




ID PM-U054

Authors Balasekaran, R and Bulterys, M and Jamal, M M and Quinn, P G and
Johnston, D E and Skipper, B and Chaturvedi, S and Arora, S

. A case-control study of risk factors for sporadic hepatitis C virus

Title . L .
infection in the southwestern United States.

Journal Am J Gastroenterol.

Issue 94(5):1341-6.

Year 1999

Study design Case Control Study
The HCV serostatus of the 90 patients was determined using a
second-generation enzyme linked immunoassay (ELISA II, Abbott,
Chicago, IL) and confirmed by a second-generation recombinant

Assay immunoblot assay (RIBA 2, Ortho Diagnostics, Raritan, NJ), or by
the presence of HCV RNA by branch DNA (Chiron, Emeryville, CA)
or reverse transcription—
polymerase chain reaction (RT-PCR) (Roche Diagnostic Systems,
Branchburg, NJ) or both.

Sample size 116

Study setting and
period

Among patients seen in gastroenterology outpatient clinics at
university medical centre in the southwestern United States from
January 1995 through August 1996.

Characteristics of
study subjects
(Gender, age, ...)

HCV infection who reported no history of transfusion or injection
drug use.

Sampling method

N/A

Outcome

Anti-HCV

Data collection
method

Blood, interviews and review of medical records.

Results

A variety of variables were significantly associated with increased
risk of sporadic HCV infection, including a history of tattoos,
needlestick exposure, a history of sexually transmitted disease,
intercourse with an injection drug user, five or more lifetime sexual
partners, intercourse

during menses (for women), lower income, and heavy alcohol
intake (.60 g/day).

Comments

The exclusion criteria contents social undesirable behaviour.
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ID

PM-UQ57

Authors Feldman, J G and Minkoff, H and Landesman, S and Dehovitz, J

Title Heterosexual transmission of hepatitis C, hepatitis B, and HIV-1 in a
sample of inner city women.

Journal Sex Transm Dis.

Issue 27(6):338-42.

Year 2000

Study design Cross-sectional

Assay Abbott matrix test (Abbott Laboratories, Abbott Park, IL)

Sample size 502

Study setting and
period

State University of New York Health Science Center, Broojlyn Kings
County Hospital Center; from 1990 to December 1991

Characteristics of
study subjects
(Gender, age, ...)

Sexually active women who had no evidence of IDU and had never
received blood transfusions. Black=90.6%. Age range=17-49 years

Sampling method

Convenience

Outcome

Anti-HCV

Data collection

Blood collection and questionnaire

method
Of the 502 Sexually active women who had no evidence of IDU and
Results had never received blood transfusions, 8 were anti-HCV positive
(1.6%, 95% CI=0.7-3.1%). The median lifetime sex partners was 10
in the positive group and 3 in the negative group.
History of injecting drug use and blood transfusion was assessed by
Comments self-report of the patient. It is impossible to ascertain that

parenteral transmission did not contribute to the finding.




ID

PM-U058

Austin, G E and Jensen, B and Leete, J and De L'Aune, W and

Auth
uthors Bhatnagar, J and Racine, M and Braun, J E
Title Prevalence of hepatitis C virus seropositivity among hospitalized
US veterans.
Journal Am J Med Sci.
Issue 319(6):353-9.
Year 2000
Study design Cross-sectional study
- asecond-generation EIA test for HCV)
Assay - Abbott Park, IL
- the Abbott Matrix HCV 2.0 assay.
Sample size 530

Study setting and
period

Patients admitted to the Atlanta VA Medical Center between
November
1993 and November 1994.

Characteristics of

study subjects Men:506
(Gender, age, ...)

Sampling method Random
Outcome Anti-HCV

Data collection
method

Blood sample and questionnaire

Results

Of these 62-repeat reactive, 56 (90.3%) were positive and 3 others
(4.8%) indeterminate by the supplemental assay. The HCV
seropositivity rate after supplemental testing was 11.8% for
random admissions, 5.0% for surgical admissions, and 13.3% for
patients admitted to the gastroenterology service. HCV was
associated risk factors in HCV seropositive patients included a
history of intravenous drug abuse, current or previous alcohol
abuse, previous or concurrent liver disease, previous blood
transfusions, haemodialysis, and multiple sex partners or unsafe
sex.

Comments

This results probably overestimate the prevalence of hepatitis C in
the healthy veteran population, both in greater Atlanta and
nationally, and perhaps among VA medical center outpatients.
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ID PM-U059

Authors Silverman, A L and Sekhon, J S and Saginaw, S J and Wiedbrauk, D
and Balasubramaniam, M and Gordon, S C

Title Tattoo application is not associated with an increased risk for
chronic viral hepatitis.

Journal Am J Gastroenterol.

Issue 95(5):1312-5.

Year 2000

Study design Cross-sectional

Assay Abbott HCV EIA 2.0.

Sample size 212

zteur(iigdsettmg and William Beaumont hospital in Oakland County, Michigan.

Character}stu:s of Young adults visiting the hospital. Males=53. Mean age: 30.9£7.9

study subjects

(Gender, age, ...) years

Sampling method Random

Outcome Anti HCV

Data collection . . .
Blood collection and questionnaire

method
No significant difference was found between tattooed individuals
(7/106) and nontattooed control patients (3/106) with respect to

Results L - - ) )
HCV prevalence. In addition, we saw no increase in the risk for viral
hepatitis based on the number of tattoo applications.
6/7 (86%) of the seropositive individuals acknowledged other, well-
established risk factors for HCV viremia. Such data support the

Comments contention that neither the occupation of tattooist nor a history of

having been tattooed constitute credible risk factors for hepatitis
C.




ID

PM-U060

Authors Pfau, P R and Rho, R and DeNofrio, D and Loh, E and Blumberg, E A
and Acker, M A and Lucey, M R.

Title Hepatitis C transmission and infection by orthotopic heart
transplantation.

Journal J Heart Lung Transplant.

Issue 19(4):350-4.

Year 2000

Study design Retrospective study

Assay Abbott Laboratories HCV EIA 2.0

Sample size 5

Study setting and
period

Patients who received donor hearts from HCV-infected donors
between 1997 and 1998.

Characteristics of
study subjects
(Gender, age, ...)

Men: 2. Mean age: 58. Rang (48-61)

Sampling method

ALL

Outcome

Anti-HCV

Data collection

Blood sample and review medical record

method

Results Only 1 of 5 or 20% of the patients has developed antibody to
hepatitis C.
Transplantation of a heart from an HCV-infected donor should be
limited to critically ill and acutely end-stage patients, when organ

Comments

shortage
necessitates transplantation of a hepatitis C heart.
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ID PM-U061

Authors Hisada, M and O'Brien, T R and Rosenberg, P S and Goedert, J J

Title Virus load and risk of heterosexual transmission of human
immunodeficiency virus and hepatitis C virus by men with
hemophilia. The Multicenter Hemophilia Cohort Study.

Journal J Infect Dis.

Issue 181(4):1475-8

Year 2000

Study design Prospective cohort

Assay Recombinant immunoblot assay (RIBA-II or -llI; Chiron, Emeryville,
CA)

Sample size 393

Study setting and 17 treatment centers in the United States and Western Europe,

period from 1982 to 1988

Characteristics of Female sexual partners of anti-HCV-positive haemophiliacs. Mean

study subjects age=33 years

(Gender, age, ...)

Sampling method NA

Outcome Anti HCV

Data collection Blood collection and questionnaire

method

Results Of the 393 hemophilic men, 343 (87%) were infected with both HIV
and HCV, 6 (2%) with HIV alone, and 42 (11%) with HCV alone; only
2 (1%) were infected with neither virus. 21(5%) of the 393 female
partners were HCV positive at baseline. Only 1 (2%) of the 42 men
with HCV infection alone transmitted HCV to his partner,
compared with 20 (6%) of the 343 dually infected men (P=0.21).

Comments HCV transmission occurred mainly in female with dually infected

partners (HCV+HIV). Although HIV is associated with an increase in
HCV load, it is unlikely to fuel an epidemic of sexually transmitted
HCV.




ID

PM-U062

Authors Ramsey C. Cheung, M.D.

Title Epidemiology of hepatitis C virus infection in American veterans.
Journal Am J Gastroenterol.

Issue 95(3):740-7.

Year 2000

Study design Cross-sectional study

Assay EIA I, Abbott Lab

Sample size 8558

Study setting and
period

All veterans who had anti-HCV (EIA II) tested
during a 6-yr period (7/92 to 6/98) were included in this
study.

Characteristics of
study subjects
(Gender, age, ...)

Veterans of the U.S. military.

Sampling method

All

Outcome

Anti-HCV

Data collection
method

Review medical records and questionnaire.

Results

Of 8558 veterans tested for anti-HCV (EIA 11), 2985 (35%) veterans
were positive with a mean age of 48.4 years (range, 28—89 years).
Sixty percent were between the age of 41 and 50 years. Risk
factors for HCV infection identified in 409 consecutive veterans
were intravenous drug abuse (81%), unknown (11%), blood
transfusion (3%), sexual/ household contact (2%), transfusion and
intravenous drug use (2%), and tattoo (1%).

Comments

Hepatitis C infection was much more common among veteran,
within a

very narrow age distribution and intravenous drug use was the
major risk factor.
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ID PM-U063
Murphy, E L and Bryzman, S M and Glynn, S A and Ameti, D | and

Authors Thomson, R A and Williams, A E and Nass, C C and Ownby, H E and
Schreiber, G B and Kong, F and Neal, KR and Nemo, GJ

Title Risk factors for hepatitis C virus infection in United States blood
donors. NHLBI Retrovirus Epidemiology Donor Study (REDS)

Journal Hepatology.

Issue 31(3):756-62.

Year 2000

Study design Case-control

Assay Enzyme immunoassay and recombinant immunoblot

Sample size 1797

Stuéy setting and 5 large U.S. blood centers, from 1994 and 1995

period

Characteristics of

study subjects Blood donors. Males=968

(Gender, age, ...)

Sampling method NA

Outcome Anti HCV

Data collection Questionnaire and blood collection

method
HCV seropositivity was most strongly associated with ever
having injected illicit drugs, with 387(51%) HCV sero-positives

Results versus only 9 (1%) controls admitting to this risk factor (OR=134;
95% Cl: 68-268). 23% of positive cases had history of blood
transfusion, 22% accidental puncture, 74% surgery, 16% shared
razors or toothbrush, 9% acupuncture.
The low and differential (between cases and controls) response
rate raises the possibility of response bias, which may have led to

Comments

under- or overestimation of the magnitude of the associations
observed.




ID PM-U065
Yee, LJ and Weiss, H L and Langner, R G and Herrera, J and Kaslow,
Authors
R A and van Leeuwen, D J
Title Risk factors for acquisition of hepatitis C virus infection: a case
series and potential implications for disease surveillance.
Journal BMC Infect Dis.
Issue 1:8. Epub 2001 Jul 24
Year 2001
Study design Cross-sectional
Assay NA
Sample size 148

Study setting and
period

University of Alabama at Birmingham Liver Center and the
University of South Alabama Gastroenterology and Hepatology
Division

Characteristics of
study subjects
(Gender, age, ...)

Patients with chronic hepatitis C. Males=88. Mean age=4518.1
years

Sampling method NA
Outcome NA
Data collection Blood collection and interviews
method
Number and % of HCV-positive patients exposed to each risk
factor:
Injection Drug or intranasal cocaine use: 71
Sharing of razors and toothbrushes: 65
Results Lo
Body/ear piercing: 63
Recipient of blood (products) before 1992: 62
Sexual exposure: 55
Tattooing: 25
Comments HCV infection assessment tools were not mentioned.
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ID PM-UO66

Authors Neaigus, A and Miller, M and Friedman, S R and Des Jarlais, D C

Title Sexual transmission risk among noninjecting heroin users infected
with human immunodeficiency virus or hepatitis C virus.

Journal J Infect Dis.

Issue 1;184(3):359-63.

Year 2001

Study design Prospective Cohort

Assay Second generation antibody test (HCV EIA 2.0; Abbott).

Sample size 107

Study setting and
period

Data are from an ongoing prospective cohort study of NIUs in New
York City.

Characteristics of
study subjects
(Gender, age, ...)

218 years old, had used noninjected
heroin 21 time in the prior 30 days, and either had never
injected drugs or had not done so in the prior 6 months.

Sampling method

NA

Outcome

Anti-HCV

Data collection

Blood collection and interviews

method

Results Among 155 HCV-infected NIUs, lower risk partners were reported
by 54% of never IDUs and 45% of former IDUs (not significant).
The study was conducted among the HCV positive patients; so, the

Comments

risk of HCV transmission can not be calculated.
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ID PM-U068
Authors Haley, R W and Fischer, R P.
Commercial tattooing as a potentially important source of hepatitis
Title Cinfection. Clinical epidemiology of 626 consecutive patients
unaware of their hepatitis C serologic status.
Journal Medicine (Baltimore).
Issue 80(2):134-51.
Year 2001
Study design Cross-sectional study
Both the first-generation (EIA-1) and second-generation (EIA-2)
Assay enzyme-linked immunosorbent assay (Roche Laboratories, Dallas,
TX, and Abbott Laboratories, Chicago, IL).
Sample size 629

Study setting and
period

The study included 629 consecutive patients from the
southwestern United States who visited an orthopaedic spinal
clinic in Dallas, Texas, between July 1, 1991, and November 15,
1992.

Authors Upfal, M J and Naylor, P and Mutchnick, M M

Title Hepatitis C screening and prevalence among urban public safety
workers.

Journal J Occup Environ Med.

Issue 43(4):402-11.

Year 2001

Study design Cross-sectional

Assay E;uyme—linked immunoassay test for the hepatitis C antibody (EIA-

Sample size 2447

Stuéy setting and City of Detroit

period

Character}stms of Police, fire and Emergency Medical Services (EMS) professionals.

study subjects
Males=1862.

(Gender, age, ...)

Sampling method NA

Outcome Anti-HCV

Data collection . . .
Blood collection and questionnaires

method
4.9% of participants who were transfused were HCV-positive and
1% of non-transfused were infected.

Results 1.1% of participants who were tattooed were HCV-positive and
1.2% of non-tattooed were infected.
3.1% of participants who received surgery before 1990 were HCV-
positive compared to 0.8% in those who were not.
Opportunities for enrolment in the study varied depending on the
logistics involved in reaching all of the precincts, firehouses,

Comments offices, and other employee locations. Workers may have been

unavailable to participate because of absence from work or job
duties, leading to participation bias.

Characteristics of
study subjects
(Gender, age, ...)

the middle age groups

Sampling method

N/A

Outcome

Anti-HCV

Data collection

Blood and questionnaire.

method

Of the 626 patients analysed, 43 were seropositive for HCV
Results infection, yielding a sample prevalence rate of 6.9% (standard

error 1.0%).

Since the sample was composed almost exclusively of employed
Comments working people, the middle age groups, which have higher risks of

HCV infection, were disproportionately represented compared
with the total United States civilian population.




ID PM-U070

Authors Noell, J and Rohde, P and Ochs, L and Yovanoff, P and Alter, M J
and Schmid, S and Bullard, J and Black, C

Title Incidence and prevalence of chlamydia, herpes, and viral hepatitis
in a homeless adolescent population.

Journal Sex Transm Dis.

Issue 28(1):4-10.

Year 2001

Study design Prospective Cohort Study

Assay EIA 2.0, Abbott Laboratories.

Sample size 536

Study setting and
period

Longitudinal with assessments at baseline, 3 months, and 6
months (1994-1997)

Characteristics of
study subjects
(Gender, age, ...)

N= 5 536; 319 males and 217 females.

Sampling method

N/A

Outcome

Anti-HCV

Data collection
method

Blood sample and questionnaire.

Results

Baseline prevalence of C trachomatis was 4.17% for males and
6.30% for females. Prevalence of herpes simplex virus type 2 was
5.73% for males and 12.50% for females. Hepatitis B virus and
hepatitis C virus prevalence were 3.60% and 5.0%, respectively.
HIV seroprevalence was 0.3%. The

incidence of sexually transmitted infections was significantly higher
among females than among males (16.7% versus 9.8%) and was
associated with inconsistent condom use and, for females, number
of partners and sex with older partners.

Comments

Several limitations to this study must be noted. First, all data,
except for STl data, are from self-reports. Second, because of
lifestyles that are extremely transient and sometimes cryptic (i.e.,
hidden, frequently because of legal problems), it is not possible to
obtain a truly representative sample of “homeless adolescents,”
and generalizations to other adolescent populations are not
possible.
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ID

PM-UO071

Hagan, H and Thiede, H and Weiss, N S and Hopkins, S G and

Authors Duchin, J S and Alexander, ER
Title (S:haring of drug preparation equipment as a risk factor for hepatitis
Journal Am J Public Health.
Issue 91(1):42-6.
Year 2001
Study design Prospective cohort
Third-generation enzyme immunoassay (Abbott Laboratories,
Assay .
Chicago, Ill)
Sample size 317
Study setting and 9 different locations in the Seattle area; from June 1994 to May
period 1997
Characteristics of
study subjects Injecting drug users. Males=191

(Gender, age, ...)

Sampling method Random
Outcome Anti-HCV
Data collection . . .
Blood collection and questionnaire
method
Follow-up was completed on 3170f the initially HCV-negative
Results subjects. Fifty-three subjects seroconverted to HCV positive during
the one-year follow-up period (16.7%).
Study retention was not associated with the injection risk
Comments behaviour we examined, so loss to follow-up could not have

influenced the results to any important degree.




ID

PM-U072

Diaz, T and Des Jarlais, D C and Vlahov, D and Perlis, T E and

Authors Edwards, V and Friedman, S R and Rockwell, R and Hoover, D and
Williams, | T and Monterroso, E R
Factors associated with prevalent hepatitis C: differences among

Title young adult injection drug users in lower and upper Manhattan,
New York City.

Journal Am J Public Health.

Issue 91(1):23-30.

Year 2001

Study design Prospective Cohort Study

Assay Abbott HCV EIA 2.0, Abbott Laboratories, Chicago, Ill.

Sample size 557

Study setting and
period

The study population was recruited (during 1997-1998) as part of
a cohort study from 2 of 6 Centers for Disease Control and
Prevention.

Characteristics of
study subjects
(Gender, age, ...)

Persons between 18 and 29 years of age.

Sampling method

Community-based outreach

Outcome

Anti-HCV

Data collection
method

Blood sample and interview.

Results

In both sites, testing positive for HCV antibody (anti-HCV) was
associated with having injected for more than 3 years. Additionally,
HCV infection was positively associated with injecting with
someone known to have had hepatitis (but the association was
significant only in the Lower East Side).

Comments

Several differences in factors associated with prevalent HCV
infection existed among 2 populations of young injection drug
users from the

same city. Indirect transmission of HCV may occur.
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ID PM-U073

Authors Hahn, Judith A and Page-Shafer, Kimberly and Lum, Paula J and
Bourgois, Philippe and Stein, Ellen and Evans, Jennifer L and Busch,
Michael P and Tobler, Leslie H and Phelps, Bruce and Moss,
Andrew R

Title Hepatitis C virus seroconversion among young injection drug users:
relationships and risks.

Journal J Infect Dis.

Issue 186(11):1558-64.

Year 2002

Study design Prospective cohort

Assay EIA (EIA-2; Abbott Laboratories)
EIA-3 (Ortho Clinical Diagnostics)

Sample size 195

Study setting and San Francisco, From January 2000 to September 2001

period

Characteristics of Injecting drug users. Males=125. Median age=22 years (IQR=19-25)

study subjects

(Gender, age, ...)

Sampling method

Convenience

Outcome Anti-HCV

Data collection Blood collection and questionnaires

method

Results Follow-up was completed on 195 of the initially HCV-negative
subjects. 48 subjects seroconverted to HCV positive (24.6%).
Borrowing a needle at least once during the most recent 3-
month observation period was associated with increased risk of
transmission (HR=2.1 (95%Cl=1.2-3.7))

Comments The present study may be limited by self-report, with biased

results if some behaviours are consistently under- or overreported.




ID PM-U074

Authors Brillman, Judith C and Crandall, Cameron S and Florence,
Christopher S and Jacobs, Joshua L.

Title Prevalence and risk factors associated with hepatitis Cin ED
patients.

Journal Am J Emerg Med.

Issue 20(5):476-80.

Year 2002

Study design Cross-sectional study

Assay Second-generation enzyme-linked immunoassay (ELISA).

Sample size 223

Study setting and
period

From October 3, 1996 to October 24, 1996.

Characteristics of
study subjects
(Gender, age, ...)

All adult patients (over 17 years) who presented to an urban
emergency department. Mean age:43.9

Sampling method

All

Outcome

Anti-HCV

Data collection
method

Blood sample and interview

Results

Of 223 blood samples, 38 (17%) were positive for antibodies for
HCV. One hundred twenty-one subjects (54%) agreed to the risk
factor survey, 18(15%) of whom were HCV. Of the 18 HCV survey
participants, 12 new diagnoses of HCV were made. A history of
injection drug use was the most significant risk factor associated
with HCV (OR 858.5, Cl 61.8-

22,026.5).

Comments

Recall bias may have occurred between patients who had prior
knowledge of their HCV diagnosis relative to those with a new
diagnosis. Selection bias may have occurred by excluding patients
unable or unwilling to participate in the survey.
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ID

PM-UQ75

Authors Gyarmathy, V Anna and Neaigus, Alan and Miller, Maureen and
Friedman, Samuel R and Des Jarlais, Don C

Title Risk correlates of prevalent HIV, hepatitis B virus, and hepatitis C
virus infections among noninjecting heroin users.

Journal J Acquir Immune Defic Syndr.

Issue 30(4):448-56.

Year 2002

Study design Cross-sectional

Assay EIA (Abbott HCV EIA 2.0)

Sample size 483

Study setting and New York City, from March 1996 to March 2001

period

Characteristics of Non-Injecting and former injecting drug users. Males=336

study subjects

(Gender, age, ...)

Sampling method

Convenience

Outcome Anti-HCV

Data collection Blood collection and interviews

method

Results HCV prevalence among former injecting drug users was 58.2% and
12.5% in non-injecting drug users.
In non-injecting drug users, HCV prevalence was 22.2% in those
transfused before 1986 and 12.2% in those who were not.
In non-injecting drug users, 18.2% of participants who were
tattooed were HCV-positive and 9.2% of non-tattooed were
infected.

Comments The cross-sectional and self-report nature of the study does not

allow to conclude with certainty.




ID PM-U076
Marelli, Daniel and Bresson, Jessica and Laks, Hillel and Kubak,
Authors Bernard and Fonarow, Gregg and Tsai, Feng-Chun and Tran, Julie
and Weston, Shiobhan R and Kobashigawa, Jon.
Title Hepatitis C-positive donors in heart transplantation.
Journal Am J Transplant.
Issue 2(5):443-7.
Year 2002
Study design Case study
- The second-generation enzyme-linked immunosorbent
Assay assay test (Abbott Laboratories HCV EIA 2.0),
- The Amplicor system (Roche Molecular Systems)
Sample size 20

Study setting and
period

Medical records pertaining to patients receiving HCV-positive
allografts
between July 1994 and December 1999 were reviewed.

Characteristics of
study subjects
(Gender, age, ...)

Median age was 54years old (rangeQ18-62) for group | and
66years old (rangeQ26-63) for group Il. Nineteen of the 20
patients were male.

Sampling method

All

Outcome

HCV RNA

Data collection

Review medical records.

method
All 17 survivors were HCV negative prior to transplant. Of these,
Results 4/17 seroconverted. HCV RNA was detected in two of them. At a
median follow-up of 26.4months, 2/11 current survivors continue
to test anti-HCV positive and are RNA negative.
The risk for hepatic disease may be reduced by tailoring immune
Comments

sup-pression specifically for such recipients, particularly if they are
at low risk of rejection.
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Authors Molle, Zarela L and Baqi, Noosha and Gretch, David and Hidalgo,
Guillermo and Tejani, Amir and Rabinowitz, Simon S

Title Hepatitis C infection in children and adolescents with end-stage
renal disease.

Journal Pediatr Nephrol.

Issue 17(6):444-9.

Year 2002

Study design Cross-sectional

Assay PCR

Sample size 37

Study setting and Division of Pediatric Nephrology at State University New York,

period Health Science Center at Brooklyn.

Characteristics of End-stage renal disease (ESRD) children. Males=19. Age range=6.8-

study subjects 21.6 years

(Gender, age, ...)

Sampling method NA

Outcome HCV RNA

Data collection Blood collection and medical records

method

Results Among the 37 patients with ESRD enrolled, 16 were on HD, 1 was
on peritoneal dialysis, and 20 had functioning renal transplants.
Of the 37 patients, 7 (19%) were positive for HCV. 4 of the HCV
patients were on haemodialysis and 3 patients had a functioning
transplant. Of the 4 Haemodialysis patients with HCV, 2 had
previously been transplanted. In total, 5 of 27 (19%) patients who
had received transplanted kidneys were positive for HCV infection

Comments HCV itself is a primary cause of renal disease, usually via an

antibody mediated membranoproliferative glomerulonephritis.
Assessment of the cause of ESRD reveals that it is unlikely that HCV
infection be a major contributor to the kidney failure.




ID

PM-UQ78

Authors Sivapalasingam, Sumathi and Malak, Sharp F and Sullivan, John F
and Lorch, Jonathan and Sepkowitz, Kent A.

Title High prevalence of hepatitis C infection among patients receiving
hemodialysis at an urban dialysis center.

Journal Infect Control Hosp Epidemiol.

Issue 23(6):319-24.

Year 2002

Study design Cross-sectional study

Assay Second-generation enzyme-linked immunosorbent assay (ELISA)
(HCV EIA 2.0, Abbott Diagnostics, Abbott Park, IL).

Sample size 227

Study setting and
period

Patients undergoing haemodialysis at the Rogosin Kidney Center
on December 15, 1998.

Characteristics of
study subjects
(Gender, age, ...)

Among the 227 patients receiving haemodialysis, 113 (50%) were
male, 97 (43%) were black non-Hispanic, 57(25%) were white non-
Hispanic, 49 (22%) had diabetes, and 114 (50%) had hypertension.

Sampling method

All

Outcome

Anti-HCV

Data collection
method

Laboratory records.

Results

The seroprevalence of antibody to HCV (anti-HCV) was 23.3% (53
of 227) in the population. In univariate analysis, factors associated
with HCV seropositivity included male gender, younger age, history
of IVDU, history of intranasal cocaine use, history of multiple
sexual partners, human immunodeficiency virus coinfection,
increased time receiving dialysis, history of renal transplant, and
positive antibody to hepatitis B core antigen. Multivariate logistic
regression analysis showed that longer duration receiving dialysis
and a history of IVDU were the only risk factors

that remained independently associated with HCV seropositivity.

Comments

HCV is markedly more common in this urban cohort of patients
receiving haemodialysis compared with patients receiving dialysis
nationally and is associated with a longer duration of receiving
dialysis and a history of IVDU.

340

ID PM-U079
Thorpe, Lorna E and Ouellet, Lawrence J and Hershow, Ronald and
Authors Bailey, Susan L and Williams, lan T and Williamson, John and
Monterroso, Edgar R and Garfein, Richard S
Title Risk of hepatitis C virus infection among young adult injection drug
users who share injection equipment.
Journal Am J Epidemiol.
Issue 155(7):645-53.
Year 2002
Study design Prospective cohort
ELISA (Abbott HCV enzyme immunoassay 2.0; Abbott Laboratories,
Assay . Lo
Chicago, lllinois)
Sample size 353
Sthiy setting and Chicago, lllinois, from August 1997 to April 1999
period
Characteristics of
study subjects Young adult IDUs aged 18-30 years. Males= 225

(Gender, age, ...)

Sampling method

Convenience

Outcome Anti-HCV
Data collection . . .
Blood collection and questionnaires
method
Follow-up was completed on 353 of the initially HCV-negative
subjects. 29 subjects seroconverted to HCV positive after 6 months
Results follow-up period (8.2%).
Needles sharing was not associated with HCV transmission
(aHR=2.1 (0.9-4.9))
Comments Systematic differences in recruitment techniques by risk group

could have introduced selection biases into the study.




ID PM-U080
Cody, Sara H and Nainan, Omana V and Garfein, Richard S and

Authors Meyers, Hildy and Bell, Beth P and Shapiro, Craig N and Meeks,
Emory L and Pitt, Harriett and Mouzin, Eric and Alter, Miriam J and
Margolis, Harold S and Vugia, Duc J

Title Hepatitis C virus transmission from an anesthesiologist to a
patient.

Journal Arch Intern Med.

Issue 162(3):345-50.

Year 2002

Study design Cross-sectional study

Assay HCV 2.0; Abbott Laboratories, Abbott Park, Ill.

Sample size 348

Study setting and )

period

Characteristics of

study subjects -

(Gender, age, ...)

Sampling method All

Outcome Ant-HCV

Data collection

Bool sample and medical records.

method
Of the 348 surgical patients, 6 were positive for antibody to HCV.
Results Of the 6 patients, 2 patients had been identified of 97.8% to 100%
of quasi-species sequences.
Comments The study suggest that the anaesthesiologist acquired HCV

infection from patient B and transmitted HCV to patient A.
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ID

PM-U081

Authors Hammer, Gwendolyn P and Kellogg, Timothy A and McFarland,
Willi C and Wong, Ernest and Louie, Brian and Williams, lan and
Dilley, James and Page-Shafer, Kimberly and Klausner, Jeffrey D

Title Low incidence and prevalence of hepatitis C virus infection among
sexually active non-intravenous drug-using adults, San Francisco,
1997-2000.

Journal Sex Transm Dis.

Issue 30(12):919-24.

Year 2003

Study design Retrospective cohort

Assay Second-generation enzyme immunoassay (Abbott HCV EIA 2.0;
Abbott Laboratories, Abbott Park, IL)

Sample size 746

Study setting and San Francisco, from October 1997 to March 2000

period

Characteristics of Non-Injecting drug users men having sex with men.

study subjects

(Gender, age, ...)

Sampling method NA

Outcome Anti-HCV

Data collection Blood collection and questionnaire

method

Results 6/303 (2%) MSM having unprotected anal sex were HCV-positive in
comparison with 9/443(2%) who were not.
1/9 (11%) tattooed MSM were HCV-positive in comparison with
14/737 (2%) who were not.

Comments The risk behaviour information was self-reported and was not

always collected consistently or completely. Furthermore, a large
proportion of MSM are not represented




ID PM-U082
Tortu, Stephanie and McMahon, James M and Hamid, Rahul and
Authors .
Neaigus, Alan.
Title Women's drug injection practices in East Harlem: an event analysis
in a high-risk community.
Journal AIDS Behav.
Issue 7(3):317-28.
Year 2003
Study design Cross-sectional study
Assay Abbott HCV EIA 2.0.
Sample size 185

Study setting and
period

Women were recruited from the streets of East Harlem from 1997
to 1999

Characteristics of

study subjects All women
(Gender, age, ...)

Sampling method N/A
Outcome Anti-HCV

Data collection

Blood sample and structure interviews.

method

Results Prevalence was 28% for HIV infection, 80% for HBV, and 70% for
HCV.
It is not possible to obtain a random sample of street-based
injection drug users. In addition, data regarding the most recent
injection events are self-reported and, although we feel the use of

Comments

the “most recent event” reporting strategy minimized recall and
generalizations, the data may be subject to other reporting biases.
Socially desirable response bias is always a concern when dealing
with stigmatized behavior.

342

ID

PM-U083

Diamond, Catherine and Thiede, Hanne and Perdue, Thomas and
Secura, Gina M and Valleroy, Linda and Mackellar, Duncan and

Authors Corey, Lawrence and Seattle Young Men's Survey Team, [Collective

Name]
. Viral hepatitis among young men who have sex with men:

Title . . ) . -
prevalence of infection, risk behaviors, and vaccination.

Journal Sex Transm Dis.

Issue 30(5):425-32.

Year 2003

Study design Cross-sectional

Assay EIA (HCV EIA, Abbott Laboratories)

Sample size 824

Study setting and Seattle—King County, Washington, from October 1997 to February

period 2000

Character}stlcs of Male having sex with men King County residents aged 15 to 29

study subjects

(Gender, age, ...)

years

Sampling method

Convenience

Outcome Anti-HCV
Data collection . . .
Blood collection and questionnaire
method
Ten MSM (1%) were HCV-seropositive. Of the 72 men who had
Results ever used injection drugs, 10% were HCV-seropositive. Seven
(70%) of the 10 men with HCV had ever use injection drugs,
compared with 8% of uninfected men (P<0.001)
The survey results were self-reported, and there may have been
Comments

misreporting due to social desirability bias.




PM-U084

Butterfield, Marian | and Bosworth, Hayden B and Meador, Keith G
and Stechuchak, Karen M and Essock, Susan M and Osher, Fred C

Authors and Goodman, Lisa A and Swanson, Jeffrey W and Bastian, Lori A
and Horner, Ronnie D and Five-Site Health and Risk Study Research
Committee.

Title Gender differences in hepatitis C infection and risks among
persons with severe mental illness.

Journal Psychiatr Serv. 2003 Jun;

Issue 54(6):848-53.

Year 2003 Jun.

Study design Cross-sectional study

Assay Abbott enzyme immunoassay kit.

Sample size 777

Study setting and
period

We recruited participants from five sites between June 1997 and
December 1998.

Characteristics of
study subjects
(Gender, age, ...)

Persons with severe mental illness.

Women mean age: 42.5+9.9
Men mean age: 42.2+10.3

Sampling method

N/A

Outcome

Anti-HCV

Data collection

Blood sample and questionnaire

method
Men had higher rates of lifetime drug related risk behaviours:
Results needle use (23.1 percent compared with 12.5 percent), needle
sharing (17.6 percent compared with 7.7 percent), and crack
cocaine use (45.2 percent compared with 30.8 percent).
Gender differences in the lifetime rates of drug risks explain the
Comments

higher rates of hepatitis C infection among men with severe
mental illness.
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ID PM-U085

Authors Osher, Fred C and Goldberg, Richard W and McNary, Scot W and
Swartz, Marvin S and Essock, Susan M and Butterfield, Marian | and
Rosenberg, Stanley D and Five-Site Health and Risk Study Research
Committee, [Collective Name]

Title Substance abuse and the transmission of hepatitis C among
persons with severe mental illness.

Journal Psychiatr Serv.

Issue 54(6):842-7.

Year 2003

Study design Cross-sectional

Assay ELISA (Abbott HCV 2)

Sample size 668

Study setting and
period

Connecticut, Maryland and New Hampshire and Department of
Veterans Affairs Medical Center in Durham, North Carolina; from
June 1997 to December 1998

Characteristics of
study subjects
(Gender, age, ...)

Patients with severe mental illness, aged 18-60 years.

Sampling method

Convenience

Outcome Anti-HCV

Data collection Blood collection and questionnaire

method

Results More than 20% (134) of the sample endorsed lifetime needle use.
Lifetime needle use was associated with HCV infection (aOR=57.29
(20.23-162.22)).
Lifetime sharing of needles was associated with HCV infection
(OR=19.04 (10.95-33.1)).

Comments Retrospective questioning about substance use behaviours has its

limitations when used in the general population, and these
limitations may be magnified in a population of persons with
severe mental illness.




ID

PM-U088

Mishra, Girish and Sninsky, C and Roswell, Robert and Fitzwilliam, S

ID PM-U087

Authors Haley, Robert W and Fischer, R Paul

Title The tattooing paradox: are studies of acute hepatitis adequate to
identify routes of transmission of subclinical hepatitis C infection?

Journal Arch Intern Med.

Issue 163(9):1095-8.

Year 2003

Study design Cross-sectional

Assay First- and second-generation enzyme-linked immunosorbent
assays

Sample size 626

Study setting and Referral clinic for spinal disorders in Dallas, Tex, from 1991 to 1992

period

Characteristics of Patients with spinal disorders visiting the hospital

study subjects

(Gender, age, ...)

Authors and Hyams, Kenneth C.

Title Risk factors for hepatitis C virus infection among patients receiving
health care in a Department of Veterans Affairs hospital.

Journal Dig Dis Sci.

Issue 2003 Apr

Year 48(4):815-20.

Study design Cross-sectional study

Assay Third-generation enzyme linked immunoassay (EIA 3.0).

Sample size 274

Study setting and
period

Subjects were recruited over a 12-month period from April 1999 to
April 2000.

Characteristics of
study subjects
(Gender, age, ...)

Mean age was 57 years (range, 24-83 years).

Sampling method

N/A

Outcome

Anti-HCV

Sampling method NA

Outcome Anti-HCV

Data collection Blood collection and interview

method

Results In the multiple logistic regression models, having a commercially
applied tattoo was strongly associated with HCV seropositivity
(aOR=6.5, 95% Cl=2.9-14.4).
Having a history of injection-drug use was associated with HCV
seropositivity (aOR=7.2, 95% Cl=3.1-16.5).

Comments The study collects no control group with which to perform

fundamental epidemiological analyses, such as calculating relative
risks and performing multi- variate risk factor analyses.

Data collection
method

Blood sample and questionnaire.

Results

Among 274 evaluated outpatients, anti-HCV was found in 27
(9.9%). The prevalence of anti-HCV was 3.7% among 190
individuals who reported no illicit drug use compared to 24.7%
among 81 subjects who had used drugs (P < 0:001). The prevalence
of anti-HCV was 4.8% among 208 veterans who

had never been incarcerated compared to 27.9% among 61
veterans who had been incarcerated (P < 0:001).

Comments

Selection bias because individuals who thought they had been
exposed to
HCV may be more concerned and likely to volunteer for testing.




ID

PM-U092

Montoya, Isaac D and Atkinson, John S and Lichtiger, Benjamin and

Authors Whitsett, Donna D

Title Prevalence of hepatitis C in a drug using and non-using welfare
population.

Journal Health Policy

Issue 64 (2): 221-8

Year 2003

Study design Cross-sectional study

Assay Enzyme linked immunoassay

Sample size 380

Study setting and
period

National Institute on Drug Abuse (NIDA) funded study of TANF
and/or Food Stamp recipients in Houston, from November 1999 to
February 2000

Characteristics of
study subjects
(Gender, age, ...)

Chronic drug users and non-drug users. Males=10
18 years or older

Sampling method N/A
Outcome Anti-HCV
Data collection Blood collection
method
Overall, 12% of all participants tested positive for the presence of
HCV antibodies. A significantly greater proportion of chronic drug
Results users (31%) than non-drug users (4%) tested positive for the
presence of Hepatitis C antibodies. Those who tested positive for
hepatitis C had significantly lower rates of employment.
Potential infection with Hepatitis C may constitute an employment
Comments

barrier for many welfare recipients.
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ID PM-U093
Gérard Krause, MD, DrMed; Mary Jo Trepka, MD, MPH; Robert S.

Authors Whisenhunt; Dolly Katz, PhD; Omana Nainan, PhD; Steven T.
Wiersma, MD, MPH; Richard S. Hopkins, MD, MSc

Title Nosocomial transmission of hepatitis C virus associated with the
use of multidose saline vial

Journal Infection control and hospital epidemiology

Issue 24(2):122-7.

Year 2003

Study design Retrospective cohort study

Assay Enzyme-linked immunoassay and genotyping and sequencing (PCR)

Sample size 41

Stuéy setting and Florida hospital during November 1998

period

Sctzzr;cstuek:jlztcf: of HCV positive patient aged 18-93. Male=12

(Gender, age, ...)

(24 patients were tested, 17 patients were not tested)

Sampling method N/A

Outcome Anti-HCV

Data collection Blood collection

method
Of the 41 patients, 24 (59%) participated in the study. HCV
genotype |b infections were found in 5 patients. Three of 4
patients who received saline flushes from a multidose saline vial on

Results November 16 had acute HCV infection, whereas none of the 9
patients who did not receive saline flushes had HCV infection (P
=.01). No other significant exposures were identified. The HCV
sequence was available for 1 case of acute HCV and differed by a
single nucleotide (0.3%) from that of the indeterminate case
This outbreak of HCV probably occurred when a multidose saline
vial was contaminated with blood from an HCV-infected patient
Hospitals should emphasize adherence to standard procedures to

Comments

prevent blood-borne infections. In addition, the use of single-dose
vials or prefilled saline syringes might further reduce the risk for
nosocomial transmission of blood-borne pathogens.




ID PM-U094

Authors Murray, Karen F and Richardson, Laura P and Morishima, Chihiro
and Owens, James W M and Gretch, David R

Title Prevalence of hepatitis C virus infection and risk factors in an
incarcerated juvenile population: a pilot study.

Journal Paediatrics

Issue 111(1):153-7

Year 2003 Jan;

Study design Cross sectional

Assay HCV antibody testing, genotyping and sequencing (PCR)

Sample size 305

Study setting and The Echo Glen Children’s Centre (EGCC), from September 1999 to

period January 2001

Characteristics of

study subjects Juvenile Population n=305, age range: 11-18 years, male=194

(Gender, age, ...)

Sampling method NA

Outcome Anti-HCV

Data collection Blood collection

method
Seventy-four percent (n=305) of youths consented to participate in
the seroprevalence study. HCV risk behaviours were common in
this population: sexual activity (70%), intravenous drug use (6%),
intranasal drug use (32%), body piercing (53%), and tattoos (33%).

Results Six study youths (2%) were HCV antibody positive; 4 of these
subjects were also HCV RNA positive. HCV-positive status was
significantly associated with history of intravenous drug use and
having had a sexually transmitted disease. Only 17% of study
participants could correctly identify behaviours that might put
them at risk for HCV.
The prevalence of HCV in incarcerated youths is higher than in the

Comments general paediatric population but not yet at adult levels of

prevalence.
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ID

PM-UQ095

Comstock, R Dawn and Mallonee, Sue and Fox, Jan L and

Authors Moolenaar, Ronald L and Vogt, Tara M and Perz, Joseph F and Bell,
Beth P and Crutcher, James M

Title A large nosocomial outbreak of hepatitis C and hepatitis B among
patients receiving pain remediation treatments.

Journal INFECTION CONTROL AND HOSPITAL EPIDEMIOLOGY

Issue 25(7):576-83.

Year 7July 2004

Study design Retrospective cohort study

Assay Enzyme immunoassay and PCR

Sample size 795

Study setting and
period

From April 1999 to July 2002, the Oklahoma State Department of
Health

Characteristics of
study subjects
(Gender, age, ...)

AMONG PATIENTS RECEIVING PAIN REMEDIATION TREATMENTS
n=795. Male =275

Of the 795 patients tested, 86 (10.8%) were infected with HCV and
71 (82.6%) with clinic visit dates from April 12, 1999, through July
22,2002, met the case definition (HCV attack rate, 9.1%)

Sampling method

NA

Outcome Anti-HCV
Data collection Blood collection
method
0Of 908 patients, 795 (87.6%) were tested, and
71 HCV-infected patients (8.9%) Multiple HCV genotypes were
identified. Significantly higher HCV infection rates were found
Results L . . .
among individuals treated after an HCV-infected patient during the
same visit (adjusted odds ratio [AOR], 6.2; 95% confidence interval
[CI95], 2.4-15.8);
Reuse of needles—syringes was the mechanism for patient-to-
Comments patient transmission of HCV and HBV in this large nosocomial

outbreak




ID PM-UQ97
Tortu, Stephanie and McMahon, James M and Pouget, Enrique R
Authors ,
and Hamid, Rahul
Title Sharing of noninjection drug-use implements as a risk factor for
hepatitis C.
Journal SUBSTANCE USE & MISUSE
Issue 39, No. 2, pp. 211-224,
Year 2004
Study design Case control study
Assay ELISA (Abbott HCV EIA 2.0; Abbott Laboratories, Abbott Park, IL)
Sample size 123
Study setting and Participants were street recruited from East Harlem, New York
period City, between October 1997 and June 1999.
Characteristics of . . T
. Among women drug users with no history of drug injection.
study subjects Male=0, mean age 38.7 years
(Gender, age, ...) ! )
Sampling method NA
Outcome Anti-HCV
Data collection Blood collection
method
Results Of 123 drug users in the sample, 24 (19.5%) tested anti-HCV
positive.
Our results are intriguing and suggest that noninjection drug-use
Comments implement sharing among substance users may be an important

risk factor for hepatitis C transmission.
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ID

PM-U099

Mast, Eric E and Hwang, Lu-Yu and Seto, Dexter S Y and Nolte,

Authors Frederick S and Nainan, Omana V and Wurtzel, Heather and Alter,
Miriam J

Title Risk factors for perinatal transmission of hepatitis C virus (HCV)
and the natural history of HCV infection acquired in infancy.

Journal J Infect Dis.

Issue 192(11):1880-9.

Year 2005

Study design Cohort study

Assay testing for antibody to HCV, PCR

Sample size 244

Stuéy setting and In Houston during November 1993—July 1996.

period

Characteristics of ) - .

. 244 infants born to HCV-positive mothers were followed from birth
study subjects

(Gender, age, ...)

until age 12 months

Sampling method NA
Outcome Anti-HCV
Data collection Blood collection
method
Overall, 9 of 190 (4.7% [95% confidence interval {CI}, 2.3%-9.1%])
Results infants born to mothers who were HCV RNA positive at delivery
became infected, compared with 0 of 54 infants born to HCV RNA-
negative mothers ().
If duration of membrane rupture and internal fetal monitoring are
Comments confirmed to be associated with transmission, interventions may

be possible to decrease the risk of transmission.




ID

PM-U101

Authors Hand, W Lee and Vasquez, Yvonne

Title Risk factors for hepatitis C on the Texas-Mexico border.
Journal Drug Alcohol Depend.

Issue 79(3):389-95.

Year 2005

Study design Cross-sectional study

Assay enzyme immunoassay

Sample size 320

Study setting and
period

Texas Tech University Health Sciences Centre clinics or at the
Thomason Hospital in El Paso, Texas. March 1, 2000, through
February 28, 2002

Characteristics of
study subjects
(Gender, age, ...)

Tattooing people. Males=237
Average age=45.4

Sampling method N/A

Outcome Anti-HCV

Data collection Blood collection

method

Results Fifty-seven percent of HCV patients had 1 or more tattoos as
compared with 22% of controls (p < 0.0001).
The potentially important role of nonsterile tattooing practices in

Comments HCV transmission merits additional investigation regarding precise

risk settings, frequency, and mechanisms of infection.

ID PM-U102
Howe, Chanelle J and Fuller, Crystal M and Ompad, Danielle C and

Authors Galea, Sandro and Koblin, Beryl and Thomas, David and Vlahov,
David
Association of sex, hygiene and drug equipment sharing with

Title hepatitis C virus infection among non-injecting drug users in New
York City

Journal Drug Alcohol Dependance.

Issue 79(3):389-95

Year 2005

Study design Cohort study

Assay HCV antibody Assay

Sample size 740

Study setting and In New York city from 2000 to 2003

period

Characteristics of

study subjects Non-injecting drug users. Male=500. Age=35-24 years

(Gender, age, ...)

Sampling method NA

Outcome Anti-HCV

Data collection Blood collection

method
Of 740 enrolees, 3.9% were HCV positive. The median age
(interquartile range) was 30 (35-24) years, 70% were male and 90%
were Black or Hispanic. After adjustment, HCV seropositive were

Results significantly more likely than seronegative to be older than 30
[adjusted odds ratio (AOR)=5.71], tattooed by a
friend/relative/acquaintance [AOR=3.61] and know someone with
HCV [AOR=4.29], but were less likely to have shared nail or hair
clippers, razors or a toothbrush [AOR=0.32].
Non-commercial tattooing may be a mode of HCV transmission
among NIDUs and education on the potential risk in using non-
sterile tattooing equipment should be targeted toward this

Comments

population. While no evidence was found for HCV transmission
through NIDU equipment sharing or sexual risk behavior, further
research is still warranted.




ID PM-U103
Macedo de Oliveira, Alexandre and White, Kathryn L and

Authors Leschinsky, Dennis P and Beecham, Brady D and Vogt, Tara M and
Moolenaar, Ronald L and Perz, Joseph F and Safranek, Thomas J

Title An outbreak of hepatitis C virus infections among outpatients at a
hematology/oncology clinic.

Journal Ann Intern Med.

Issue 142(11):898-902.

Year 2005

Study design Cohort study

Assay HCV antibodies by using enzyme immunoassay, PCR

Sample size 367

Study setting and Patients who visited the clinic from March 2000 through December

period 2001. Hematology/oncology clinic in eastern Nebraska.

Characteristics of Using clinic records, we identified all patients who visited the clinic

study subjects from March 2000 through December 2001. Age=NA

(Gender, age, ...)

Sampling method NA
Outcome Anti-HCV
Data collection Blood collection
method
Among the 367 patients in the cohort analysis, 140 (38%) received
Results 1 or more saline flushes during the study period. Of those, 99
(71%) became infected.
Non-commercial tattooing may be a mode of HCV transmission
among NIDUs and education on the potential risk in using non-
sterile tattooing equipment should be targeted toward this
Comments

population. While no evidence was found for HCV transmission
through NIDU equipment sharing or sexual risk behavior, further
research is still warranted.
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ID

PM-U104

Williams, James L and Cagle, Henry H and Christensen, Carol J and

Authors Fox-Leyva, Leslie K and McMahon, Brian J

Title Results of a hepatitis C general transfusion lookback program for
patients who received blood products before July 1992.

Journal Transfusion

Issue 45(6):1020-6.

Year 2005

Study design Cohort study

Assay HCV immunoblotting (MATRIX, Abbott Laboratories), recombinant
immunoblot assay, or qualitative polymerase chain reaction

Sample size 764

Z::(iig/dsettmg and Alaska Native Medical Center between January 1980 and July 1992.

Characteristics of Of 764 patients notified and screened by this program, 41 (5%)

study subjects were anti-HCV—positive and 19 (2%) were HCV RNA—positive.

(Gender, age, ...)

Male=290. Age= NA

Sampling method

NA

Outcome

Anti-HCV, HCV RNA

Data collection
method

Blood collection

Results

Overall, 3169 transfusion recipients were identified, with 1356
(43%) living and targeted for notification. Of 764 patients notified
and screened by this program, 41 (5%) were anti-HCV—positive and
19 (2%) were HCV RNA—positive. There was a higher probability of
detecting anti-HCV with each subsequent increase of a transfusion
event. Among 298 lookback patients, 33 percent were unaware of
having received a blood transfusion.

Comments

This general transfusion lookback program successfully notified
and screened patients at a reasonable cost. Further investigation
would be helpful in determining the role these programs or other
measures could play in promoting HCV screening in persons
receiving transfusions before July 1992, especially among those
who are unaware of their transfusion history.




PM-U106

Zou, Shimian and Fujii, Karen and Johnson, Stephanie and Spencer,
Bryan and Washington, Nicole and Iv, Edward Notari and Musavi,

Authors Fatemeh and Newman, Bruce and Cable, Ritchard and Rios, Jorge
and Hillyer, Krista L and Hillyer, Christopher D and Dodd, Roger Y
and ARCNET Study Group, [Collective Name]

. Prevalence of selected viral infections among blood donors

Title s
deferred for potential risk to blood safety.

Journal Transfusion.

Issue 46(11):1997-2003

Year 2006

Study design Cohort study

Assay HCV antibodies by using enzyme immunoassay, PCR

Sample size 497

Study setting and
period

Donors who were deferred from donating blood due to health
history question(s) were recruited at four different regions of the
American Red Cross Blood Services, from 1999 to 2004.

Characteristics of
study subjects
(Gender, age, ...)

The study targeted blood donors who presented to ARC Blood
Services and were deferred from donating blood due to answering
“yes” to health history question(s) at four different centres of the
ARC Blood Services

Sampling method

NA

Outcome

Anti-HCV, HCV RNA

Data collection
method

Blood collection

Results

Of 497 deferred donors enrolled, 29 donors were deferred for
having had “yellow jaundice, liver disease, or hepatitis since the
age of 11” (Question 3), 1 of whom had hepatitis C virus antibodies
(anti-HCV) and hepatitis B core antigen antibodies (anti-HBc), 2 had
antiHBc, and 1 had anti-HCV (p < 0.05 for both markers). Among 37
donors deferred for having “ever tested positive for hepatitis”
(Question 4), 1 had hepatitis B surface antigen and anti-HBc and 3
had anti-HBc (p < 0.05 for both markers). Of 14 donors deferred for
“having ever used a needle, even once, to take any illegal or
nonprescription drug” (Question 12), 1 had anti-HCV, human T-
lymphotropic virus-l antibodies and anti-HBc, 1 had anti-HCV and
anti-HBc, and 2 had anti-HCV (p < 0.05 for all three markers).

Comments

Blood donors deferred for standard blood donor questions
regarding risk of viral hepatitis as well as those with a history of
intravenous drug use were more likely to have higher hepatitis
marker rates than those who were not deferred. No significant
findings were identified for other markers or questions.
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ID PM-U107
Brewer, Devon D and Hagan, Holly and Sullivan, Daniel G and

Authors Muth, Stephen Q and Hough, Eileen S and Feuerborn, Nathan A
and Gretch, David R

Title Social structural and behavioural underpinnings of hyperendemic
hepatitis C virus transmission in drug injectors.

Journal Journal of Infectious Disease

Issue 194(6):764-72

Year 2006

Study design Case Control study

Assay HCV antibody testing

Sample size 59

Study setting and drug injectors in Seattle. Between December 2000 and January

period 2002.

Characteristics of a case-control study of HCV seroconversion in IDUs, focusing on

study subjects transmission within networks. Case subjects were IDUs with

(Gender, age, ...)

incident HCV infection. Male=31. Mean age 26 years.

Sampling method

NA

Outcome Anti-HCV

Data collection Blood collection

method
Seventy-eight percent of recent injection partnerships involved
behaviour that could transmit HCV. Case subjects and control

Results subjects were similar demographically and behaviourally. Case
subjects, however, had more HCV-infected partners and
consequently engaged in injection risk behaviour with more
infected partners.
Without dramatic reductions in injection risk behaviours,
shattering of cohesive injection networks, and/or broad coverage

Comments

of an effective vaccine, HCV will likely remain hyperendemic in
drug injectors.




ID PM-U108

Authors Gonzales, Rachel and Marinelli-Casey, Patricia and Shoptaw,
Steven and Ang, Alfonso and Rawson, Richard A

Title Hepatitis C virus infection among methamphetamine-dependent
individuals in outpatient treatment.

Journal Journal of Substance Abuse Treatment

Issue 31(2):195-202.

Year 2006

Study design Cohort study

Assay HCV antibody testing

Sample size 723

Study setting and
period

The sample consisted of treatment-seeking MA-dependent
patients (N = 723) who participated in large multisite studies
funded by the National Institute of Drug Abuse and the Centre for
Substance Abuse Treatment from 1999 through 2005

Characteristics of
study subjects
(Gender, age, ...)

This study examined the prevalence of hepatitis C infection among
a sample of 723 MA-dependent individuals who sought outpatient
treatment from 1999 through 2005. Roughly 15% of the total
sample and 44% of the injectors were found to be infected with
HCV. Male=401. Average age=34.5

Sampling method NA

Outcome Anti-HCV

Data collection Blood collection

method
Of the 723 participants, 56% were males; their average age was
34.5 years. In addition, of all the participants, 71% were Whites,
12% were Hispanics, 11% were Asians/Pacific Islanders, 2% were

Results African Americans, 2% were American Indians/Native Americans,
and 3% were of other ethnic backgrounds. Smoking was the most
commonly reported route of administration (66%), followed by IDU
(20%) and intranasal use (14%). History of lifetime MA use among
the sample averaged 9.69 + 6.8 years.
Findings suggest a need for targeted education and prevention

Comments efforts about hepatitis C among high-risk MA users, including HCV

testing coupled with referrals to HCV treatments.
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ID PM-U109

Authors Hwang, Lu-Yu and Kramer, Jennifer R and Troisi, Catherine and
Bull, Lara and Grimes, Carolyn Z and Lyerla, Rob and Alter, Miriam J

Title Relationship of cosmetic procedures and drug use to hepatitis C
and hepatitis B virus infections in a low-risk population.

Journal Hepatology

Issue 44(2):341-51.

Year 2006

Study design Cross-sectional

Assay HCV antibody testing

Sample size 5282

Study setting and
period

To confirm that these college students were an appropriate
population to achieve the study objectives, an anonymous pilot
survey of selected behaviours was conducted in April 1999 among
students in general curriculum courses on four campuses in the
Houston metropolitan area

Characteristics of
study subjects
(Gender, age, ...)

Eligible participants were students at least 18 years of age enrolled
between February 2000 and May 2001 at eight campuses of two-
and fours year institutions of higher education in Houston and
Austin, Texas. Male=1990. Age= median age 21

Sampling method NA

Outcome Anti-HCV

Data collection Blood collection

method
Among the 5,066 students who reported never injecting drugs,
frequency of intranasal drug use (12%) or receiving at least one
tattoo (24.8%) or body piercing (21.0%) was relatively high;

Results however, prevalence of HCV infection was low: 0.8% in those who
reported intranasal drug use, 0.6% each in those who reported at
least one tattoo or body piercing, and 0.4% in those who reported
three or more tattoos
In conclusion, the prevalence of HCV infection is low among young
adults with no history of IDU and routine HCV testing is not

Comments

indicated based solely on having a history of cosmetic procedures
such as tattooing or practices such as snorting drugs.




ID

PM-U110

Nyamathi, Adeline M and Dixon, Elizabeth L and Wiley, Dorothy

Authors and Christiani, Ashley and Lowe, Ann

Title Hepatitis C virus infection among homeless men referred from a
community clinic.

Journal Western Journal of Nursing Research

Issue 28(4):475-88

Year 2006

Study design Case control study

Assay HCV antibody testing

Sample size 198

Study setting and
period

The sample consisted of 198 homeless men referred from the John
Wesley Community Health (JWCH) Medical Clinic in the skid row
area of Los Angeles, from 2002 to 2003

ID PM-U111
Wang, Chia C and Krantz, Elizabeth and Klarquist, Jared and Krows,

Authors Meighan and McBride, Lanamarie and Scott, Edward P and Shaw-
Stiffel, Thomas and Weston, Scott J and Thiede, Hanne and Wald,
Anna and Rosen, Hugo R

Title Acute hepatitis C in a contemporary US cohort: modes of
acquisition and factors influencing viral clearance.

Journal Journal of Infectious Disease

Issue 196(10):1474-82.

Year 2007

Study design Cross sectional

Assay HCV antibody testing and PCR

Sample size 67

Characteristics of
study subjects
(Gender, age, ...)

Participants in the study were eligible if they were male, between
the ages of 18 and 65, resided in the skid row area, and had been
tested for HCV at the JWCH or a nearby clinic. Male=198.

Study setting and
period

Patients with acute HCV were recruited from academic medical
centres (Seattle, Pittsburgh and Portland), blood banks (Seattle,
Memphis, and Los Angeles), and an IDU research site (Seattle),
from 2003 to 2005

Sampling method

NA

Outcome

Anti-HCV

Data collection
method

Blood collection

Characteristics of
study subjects
(Gender, age, ...)

Of 67 persons with acute HCV infection. Male=35.
Age=31(17-82)

Results

Compared to homeless persons found to be HCV negative, those
who were HCV positive were more likely to be older and Latino.
HCV positive men were more likely than HCV—negative men to
report a history of having been incarcerated, of serving in the
military, and of being in fair or poor health. HCV—positive men
were also more likely to test positive for HIV. No associations were
found between HCV infection and education or marital status.

Comments

Among men not reporting lifetime injection drug use, factors such
as sharing toothbrushes, having multiple tattoos, being in fair or
poor health, and past incarceration are associated with HCV
infection. These findings may need to be considered when making
screening decisions and counseling homeless male patients about
HCV.

Sampling method NA

Outcome Anti-HCV

Data collection Blood collection

method
Of 67 persons with acute HCV infection, most were asymptomatic
(64%) and injection drug users (66%). Thirteen had an unknown
mode of transmission; of these, 11 reported high-risk sexual
behaviour. Ten acquired acute HCV infection within 3 months of an

Results iatrogenic exposure; 3 had confirmed iatrogenic infection, and 4
had no other risk factors identified. The spontaneous viral
clearance rate after 6 months of infection was 18% (95%
confidence interval, 11%-31%). The rate of viral clearance varied
significantly by sex (34% vs. 3% for women vs. men; P<.001).
High-risk sexual or iatrogenic exposures may be important
contemporary risk factors for HCV infection. The spontaneous viral

Comments clearance rate (18%) in this contemporary study was similar to that

reported for past studies of transfusion-associated HCV infection.
Women were more likely to clear acute HCV infection than men.




ID

PM-U113

Buffington, Joanna and Murray, Paula J and Schlanger, Karen and

Authors Shih, Linda and Badsgard, Tracy and Hennessy, Robin R and Wood,
Robert and Weisfuse, Isaac B and Gunn, Robert A

Title Low prevalence of hepatitis C virus antibody in men who have sex
with men who do not inject drugs.

Journal Public Health Rep.

Issue 122 Supple 2:63-7.

Year 2007

Study design Case control study

Assay Enzyme immunoassay

Sample size 5154

Study setting and
period

During 1999-2003, public health STD clinics or HIV testing
programs in Seattle, San Diego, and New York City offered
counselling and testing for anti-HCV for varying periods to all
clients.

Characteristics of
study subjects
(Gender, age, ...)

Men Who Have Sex with Men Who Do Not Inject Drugs.
Male=1699, Average age= 40 years

Sampling method NA
Outcome Anti-HCV
Data collection Blood collection
method
Anti-HCV prevalence among IDUs (men and women) was between
47% and 57% at each site, with an overall prevalence of 51%
Results (451/887). Of 1,699 non-IDU MSM, 26 (1.5%) tested anti-HCV
positive, compared with 126 (3.6%) of 3,455 other non-IDU men
(prevalence ratio 0.42, 95% confidence interval 0.28, 0.64).
The low prevalence of anti-HCV among non-IDU MSM in urban
Comments public health clinics does not support routine HCV testing of all

MSM.
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ID PM-U114

Authors McMahon, James M and Pouget, Enrique R and Tortu, Stephanie

Title Individual and couple-level risk factors for hepatitis C infection
among heterosexual drug users: a multilevel dyadic analysis.

Journal J Infect Dis.

Issue 195(11):1572-81

Year 2007

Study design Cross sectional study

Assay anti-HCV screening assays

Sample size 265

Study setting and
period

The analysis was performed on risk exposure and HCV screening
data obtained from 265 drug-using couples in East Harlem, New
York City between February 2001 and July 2003.

Characteristics of
study subjects

drug-using heterosexual couples recruited by outreach workers
from the streets of East Harlem, New York City.

(Gender, age, ...) Age=40.3+7.8

Sampling method NA

Outcome Anti- HCV

Data collection Blood collection

method
In multivariable analysis, significant individual risk factors for HCV
included a history of injection drug use, tattooing, and older age.

Results At the couple level, HCV infection tended to cluster within couples,
and this interdependence was accounted for by couples’ drug-
injection behaviour. Individual and couple-level sexual behaviour
was not associated with HCV infection.
Our results are consistent with prior research indicating that sexual
contact plays little role in HCV transmission. Rather, couples’

Comments

injection behavior appears to account for the clustering of HCV
within heterosexual dyads.




ID PM-U117
Neaigus, Alan and Gyarmathy, V Anna and Miller, Maureen and

Authors Frajzyngier, Vera and Zhao, Mingfang and Friedman, Samuel R and
Des Jarlais, Don C

Title Injecting and sexual risk correlates of HBV and HCV seroprevalence
among new drug injectors.

Journal Drug Alcohol Depend.

Issue 89(2-3):234-43.

Year 2007

Study design Cross sectional study

Assay HCV enzyme immunoassay test

Sample size 259

ID PM-U118

Authors Cagle, Henry H and Jacob, Jack and Homan, Chriss E and Williams,
James L and Christensen, Carol J and McMahon, Brian J
Results of a general hepatitis C lookback program for persons who

Title received blood transfusions in a neonatal intensive care unit
between January 1975 and July 1992.

Journal Arch Podiatry Adolescent Med.

Issue 161(2):125-30.

Year 2007

Study design Retrospective cohort study

Assay Enzyme-linked immunosorbent assay and PCR

Sample size 1797

Study setting and
period

Between February 1999 and February 2003, cross-sectional data
were obtained from new IDUs recruited in the Lower East
Side/East Village area of New York City

Characteristics of
study subjects
(Gender, age, ...)

Among new drug injectors. Male n=176. Age=23.3 (3.2)

Study setting and
period

To notify persons who received a blood transfusion in a neonatal
intensive care unit between January 1975 and July 1992 of their
risk for hepatitis C infection and to encourage them to seek
hepatitis C antibody testing.

Sampling method

NA

Characteristics of
study subjects
(Gender, age, ...)

persons who received blood transfusions in a neonatal intensive
care unit between January 1975 and July 1992.

Outcome

Anti- HCV

Sampling method

NA

Data collection
method

Blood collection

Outcome

Anti- HCV

Results

Seven (2.7%) participants (three women and four men) tested HIV
seropositive, while 20% and 32%, respectively, were seropositive
for HBV and HCV, with men significantly more likely to test HBV
seropositive, and women HCV seropositive. The most frequently
co-occurring seropositive tests were for HBV and HCV. Among the
seropositive, those who self-reported ever being infected included
3 of 7 (43%) who tested HIV seropositive, 13 of 50 (26%) who
tested HBV seropositive, and 31 of 83 (37%) who tested HCV
seropositive.

Data collection
method

Blood collection

Results

Alaska Native Medical Centre (n=401) and private sector (n=1396)
persons were targeted for notification. Letters were mailed to 277
Alaska Native Medical Centre (69%) and 374 private sector (27%)
persons, with 151 (55%) and 65 (17%) screened for hepatitis

C, respectively. Among those screened(n=216),7(3%) were
hepatitis C antibody positive, with 6 (3%) also hepatitis virus—
RNApositive.Amongl47personswhoresponded, 75 (51%) were
unaware they had received a transfusion.

Comments

In this new IDU sample, HBV and HCV seroprevalence differed by
gender and were considerably higher than HIV seroprevalence.
Early interventions, targeting injecting and sexual risks and
including HBV vaccination, are needed among new IDUs to prevent
HBV, HCV and, potentially, HIV epidemics.

Comments

Compared with the private sector, a higher proportion of persons
were identified and tested from the integrated health care system
and more than half of respondents were unaware of their
transfusion history. It would be prudent to screen neonatal
intensive care unit patients who received transfusions before July
1992 for hepatitis C virus infection.
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ID PM-U120
Dowd, Kimberly A and Hershow, Ronald C and Yawetz, Sigal and

Authors Larussa, Philip and Diaz, Clemente and Landesman, Sheldon H and
Paul, Mary E and Read, Jennifer S and Lu

Title Maternal neutralizing antibody and transmission of hepatitis C
virus to infants.

Journal J Infect Dis.

Issue 198(11):1651-5. doi: 10.1086/593067.

Year 2008

Study design Case control study

Assay Enzyme-linked immunosorbent assay and PCR

Sample size N=63

Study setting and
period

Study subjects were participants in the Women and Infants
Transmission Study(WITS)[2].From 1989 to 2005, HIV-infected
women were enrolled at institutions in New York City, Chicago,
Boston, Houston, and San Juan, Puerto Rico

Characteristics of
study subjects
(Gender, age, ...)

Study subjects were participants in the Women and Infants
Transmission Study. Average age=37 week

Sampling method NA

Outcome Anti-HCV

Data collection Blood collection

method
Ofthe63caseandcontrolpatients,59mothershad paired visits (for 4
subjects, plasma was available only from a single visit). Of these 59

Results subjects, 51 (86.44%) had ID50 values that were identical (35
subjects [59.32%)]) or that differed by 1 dilution (16 subjects
[27.12%]). The ID50 values of the remaining 8 subjects (13.56%)
differed by 2 dilutions.
We and others have found that the risk of MTCT of HCV is
increased in mothers with a higher HCV load and in those with

Comments

concomitant HIV infection. In some, but not most, studies, the
mode of transmission also appears to be a factor

Authors Name]

Title Acute hepatitis C virus infections attributed to unsafe injection
practices at an endoscopy clinic--Nevada

Journal MMWR Morb Mortal Wkly

Issue 57(19):513-7

Year 2008

Study design Case control study

Assay Enzyme-linked immunosorbent assay and PCR

Sample size 120

zteur(iigdsettmg and Unsafe Injection Practices at an Endoscopy Clinic --- Nevada, 2007

Character}stu:s of People who had procedures at the endoscopy clinic.

study subjects Age= 37-72 vears

(Gender, age, ...) g ¥

Sampling method NA

Outcome Anti-HCV

Data collection Blood collection

method
he six persons with acute hepatitis C had onset of symptoms in late
October 2007 and November 2007, 35--90 days after undergoing
procedures at clinic A (Figure 1) and within the typical incubation
period of 15--160 days. None had significant risk factors for HCV
infection and none had other common exposures. One of the
procedures was performed in July 2007; the other five were
performed on the same day in September 2007. Five persons (four

Results with procedures on the same day) for whom blood specimens
were available at the time of this report had HCV genotype 1a. The
four who had procedures on the same day had viral sequences
with 99%--100% genetic similarity at HVR1, pointing to a common
source of infection. The viral sequence from the HCV-infected
person who had the procedure in July 2007 was not genetically
related to the other cluster, suggesting a separate transmission
incident.
Most outbreaks of health-care--associated HCV have involved
patient-to-patient transmission attributed to unsafe injection
practices (3,5). The reuse of syringes and needles or mishandling of
medication vials usually have been implicated (6--8). In some
situations, syringes or needles used on HCV-infected persons were

Comments

directly reused on other persons. In other instances, syringes or
needles used on HCV-infected persons were reused to draw
medication from a vial from which medicine was then drawn and
administered to multiple persons, as was found in this
investigation.




ID PM-U124
Lessa, Fernanda and Tak, Sangwoo and Devader, Shannon R and

Authors Goswami, Rekha and Anderson, Mary and Williams, lan and
Gensheimer, Kathleen F and Srinivasan, Arjun

Title Risk of infections associated with improperly reprocessed
transrectal ultrasound-guided prostate biopsy equipment.

Journal Infect Control Hosp Epidemiology

Issue 29(4):289-93.

Year 2008

Study design Case study

Assay HCV enzyme immunoassay test and PCR

Sample size 409

Study setting and A healthcare facility in Maine from January 30, 2003, through

period January 27, 2006.

Characteristics of We offered testing for HBV, HCV, and HIV infection to patients who

study subjects had undergone prostate biopsies.

(Gender, age, ...)

Age= 48-88 years

Sampling method NA
Outcome Anti-HCV
Data collection Blood collection
method
Of the 409 patients who were tested for HCV infection, 407
Results (99.5%) tested negative for the HCV antibody; 2 (0.5%) who tested
“borderline positive” for the HCV antibody had HCV RNA—negative
serum samples.
This investigation provides a better understanding of the risks
associated with improperly reprocessed transrectal ultrasound
Comments

prostate biopsy equipment and serves as a methodologic tool for
future investigations.
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ID PM-U125
Latka, Mary H and Hagan, Holly and Kapadia, Farzana and Golub,

Authors Elizabeth T and Bonner, Sebastian and Campbell, Jennifer V and
Coady, Micaela H and Garfein, Richard S and Pu, Minya and
Thomas, Dave L and Thiel, Thelma K and Strathdee, Steffanie A
A randomized intervention trial to reduce the lending of used

Title injection equipment among injection drug users infected with
hepatitis C.

Journal American Journal of Public Health.

Issue 98(5):853-61.

Year 2008

Study design Randomized trial

Assay HCV enzyme immunoassay test and PCR

Sample size N=418

Study setting and
period

The Study to Reduce Intravenous Exposures (STRIVE) was
conducted from 2002 through 2004 in Baltimore, Maryland; New
York City; and Seattle, Washington

Characteristics of
study subjects
(Gender, age, ...)

Among Injection Drug Users Infected with Hepatitis C. Male n=319.
Age=18-35 years

Sampling method NA

Outcome Anti-HCV

Data collection Blood collection

method
Compared with the control group, intervention-group participants
were less likely to report distributive risk behaviors at 3 months

Results (odds ratio [OR]=0.46; 95% confidence interval [CI]=0.27, 0.79) and
6 months (OR=0.51; 95% CI=0.31, 0.83), a 26% relative risk
reduction, but were no more likely to cite their HCV-positive status
as a reason for refraining from syringe lending
This behavioural intervention reduced unsafe injection practices

Comments

that may propagate HCV among injection drug users.




ID PM-U126

Authors Neaigus, Alan and Zhao, Mingfang and Gyarmathy, V Anna and
Cisek, Linda and Friedman, Samuel R and Baxter.
Greater drug injecting risk for HIV, HBV, and HCV infection in a city

Title where syringe exchange and pharmacy syringe distribution are
illegal.

Journal Journal Urban Health

Issue 85(3):309-22.

Year 2008

Study design Retrospective cohort study

Assay HCV enzyme immunoassay test

Sample size N=526

Study setting and
period

This study compares the parenteral risk for HIV and hepatitis B
(HBV) and C (HCV) infection among IDUs in Newark, NJ, USA,
where syringe distribution programs were illegal during the period
when data were collected, and New York City (NYC) where they
were legal in 2004-2006 years.

Characteristics of
study subjects
(Gender, age, ...)

Participants were recruited from May 2004 through December
2006 for a study of the neighbourhood and social network context
of HIV and hepatitis risk among IDUs and their sex partners. Male
n=397. Age=32.8 (8.8)

Sampling method NA
Outcome Anti-HCV
Data collection Blood collection
method
Participants who self-reported a positive serostatus included 32%
Results for HCV. Of those tested 320 (66%) HCV positive. HCV positive
(82%vs.53%;A0R=3.0;95%ClI=1.8, 4.9).
In localities where sterile syringe distribution is illegal, IDUs are
more likely to obtain syringes from unsafe sources and to engage
Comments in injecting risk behaviours. Legalizing and rapidly implementing

sterile syringe distribution programs are critical for reducing
parenterally transmitted HIV, HBV, and HCV among IDUs.
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ID

PM-U127

Hahn, Judith A and Page-Shafer, Kimberly and Ford, Jamye and

Authors Paciorek, Alan and Lum, PaulaJ

Title Traveling young injection drug users at high risk for acquisition and
transmission of viral infections.

Journal Drug Alcohol Depend.

Issue 93(1-2):43-50.

Year 2007

Study design Cross sectional study

Assay HCV enzyme immunoassay test

Sample size N=355

Study setting and We conducted a cross-sectional study of young (under age 30) IDU

period in San Francisco (2004-2006).

Characteristics of

study subjects Traveling young injection drug users. Age=15-19 years

(Gender, age, ...)

Sampling method NA

Outcome Anti-HCV

Data collection Blood collection

method
In an analysis of interactions with travel, younger travellers were
more likely to be HCV positive than younger non-travellers. The 51

Results who were eligible but not enrolled were similar to the 89 enrolled
in age (p=0.57), sex (p=0.20), and self-reported HCV status
(p=0.23).
Traveling young IDU are at exceptionally high risk for acquiring and

Comments transmitting viral infections, while their mobility makes it

challenging to effectively deliver interventions.
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Authors Burt, Richard D and Thiede, Hanne and Hagan, Holly

Title Serosorting for hepatitis C status in the sharing of injection
equipment among Seattle area injection drug users.

Journal Drug Alcohol Depend.

Issue 105(3):215-20.

Year 2009

Study design Cross sectional study

Assay HCV enzyme immunoassay test

Sample size N=337

ID PM-U128
Frederick, Toni and Burian, Pamela and Terrault, Norah and Cohen,

Authors Mardge and Augenbraun, Michael and Young, Mary and Seaberg,
Eric and Justman, Jessica and Levine, Alexandra M and Mack,
Wendy J and Kovacs, Andrea
Factors associated with prevalent hepatitis C infection among HIV-

Title infected women with no reported history of injection drug use: the
Women's Interagency HIV Study (WIHS).

Journal AIDS Patient Care STDS.

Issue 23(11):915-23.

Year 2009

Study design Cohort study

Assay HCV enzyme immunoassay test and PCR

Sample size N=3636

Study setting and
period

We surveyed Seattle area IDU recruited by respondent-driven
sampling as part of the National HIV/AIDS Behavioural Surveillance
system in 2005.

Study setting and
period

Women were recruited from six national sites (Los Angeles, San
Francisco, Chicago, two sites from New York City, and Washington,
D.C.) from HIV clinics, street outreach, referral from other studies,
and word of mouth. Between October 2001 and November 2002.

Characteristics of
study subjects
(Gender, age, ...)

Among Seattle area injection drug users. Age= 15-30 Years

Sampling method

NA

Characteristics of
study subjects
(Gender, age, ...)

Among HIV-Infected Women with No Reported History of Injection
Drug Use. Age= average age 35 years

Outcome

Anti-HCV

Data collection
method

Blood collection

Sampling method NA

Outcome Anti-HCV

Data collection Blood collection

method
Among 3636 women with HCV results, 31.5% were HCV antibody
positive (HCV) including 13.5% with no reported history of IDU or
blood transfusions. Multivariate logistic regression analyses

Results stratified on IDU showed that among women with no history of
IDU, sex with an IDU male was independently associated with HCV
positivity (odds ratio [OR]%2.8, 95% confidence [Cl]%2.1, 3.8,
p<0.0001).
In conclusion, our study demonstrates an overall HCV prevalence

Comments of 6.5% among HIV-infected and high-risk HIV negative women

without a history of IDU or receipt of blood transfusions.

Results

Of 337 participants, 91% reported ever having been tested for
HCV. Fifty-three percent of participants who shared any injection
equipment in the last 12 months reported knowing the HCV status
of the last person with whom they shared injection equipment.
Thirty-seven percent of self-reported HCV-positive participants
reported that their last injection equipment sharing partner was
also HCV-positive and 7% reported a HCV-negative partner. Among
self-reported HCV-negative participants, 11% reported a HCV-
positive partner and 23% a negative partner. The disproportionate
tendency to share injection equipment with a partner of like HCV
status persisted after control for characteristics associated with
HCV positivity in stratified and logistic regression analyses. Among
participants sharing injection equipment, 39% reported that they
had intentionally shared injection equipment with a partner based
on knowledge of their concordant HCV status.

Comments

We conclude that a measurable degree of serosorting by HCV
status is occurring among Seattle area IDU. Promotion of
serosorting among HCV-positive IDU may be a useful harm
reduction strategy for IDU who continue to practice sharing
injection equipment. If judged efficacious, serosorting would
provide a further rationale to encourage and support HCV testing
among IDU.




ID PM-U132
Centers for Disease Control and Prevention (CDC), [Collective

Authors
Name]

Title Hepatitis C virus transmission at an outpatient hemodialysis unit--
New York, 2001-2008

Journal MMWR Morb Mortal Wkly Rep.

Issue 58(8):189-94.

Year 2009

Study design Cross-sectional

Assay EIA followed by recombinant immunoblot assay or nucleic acid
testing for HCV RNA

Sample size 162

Z::(iig/dsettmg and One New York City hemodialysis unit, from 2001—2008

Characteristics of

study subjects Haemodialysis patients

(Gender, age, ...)

Sampling method NA

Outcome Anti HCV

Data collection Medical records

method
Of the 162 patients, HCV infection status at hemodialysis unit
admission could be documented through medical records and
previous test results for 110 (68%). Twenty (18%) of the 110 had

Results chronic HCV infection at admission. Ninety (82%) were anti-HCV
negative at admission, of whom nine (10%) were determined to
have acquired incident HCV infection, seroconverting to anti-HCV
positive during 2001-2008.

Comments
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ID PM-U133

Authors Russell, Marcia and Chen, Meng-Jinn and Nochajski, Thomas H and
Testa, Maria and Zimmerman, Scott J and Hughes, Patricia S
Risky sexual behavior, bleeding caused by intimate partner

Title violence, and hepatitis C virus infection in patients of a sexually
transmitted disease clinic.

Journal Am J Public Health.

Issue 99 Suppl 1:5173-9

Year 2009

Study design Case-control

Assay HCV antibodies with Abbott anti-HCV EIA 2.0
(Abbott Laboratories, Abbott Park, IL).

Sample size 515

Study setting and Inner-city STD clinic in western New York State, from January 2001

period through January 2004

Characteristics of

study subjects STD clinic patients. Males=323

(Gender, age, ...)

Sampling method N/A

Outcome Anti-HCV

Data collection . . .
Blood collection and interviews

method
Multivariate analyses indicated that Black race (odds ratio [OR] =
2.4; 95% confidence interval [Cl] = 1.3, 4.4), injection drug use (OR
=20.3; 95% Cl = 10.8, 37.8), sharing straws to snort drugs (OR =
1.8; 95% Cl = 1.01, 3.0), sharing razors (OR = 7.8; 95% Cl = 2.0,

Results . .
31.0), and exposure to bleeding caused by intimate partner
violence (OR = 5.5; 95% Cl = 1.4, 22.8) contributed significantly to
the prediction of HCV infection; risky sexual behavior and exposure
to blood or sores during sexual intercourse did not.
The cross-sectional design does not allow any conclusions to be
drawn about the temporality of the observed associations, and

Comments

some of the risky behaviors observed could have occurred after
patients had acquired their HCV infection.
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Christian, W Jay and Hopenhayn, Claudia and Christian, Amy and

Authors Mclntosh, Deana and Koch, Alvaro

Title Viral hepatitis and injection drug use in Appalachian Kentucky: a
survey of rural health department clients.

Journal Public Health Rep.

Issue 125(1):121-8

Year 2010

Study design Cross-sectional
The local health departments where this research was

Assay conducted generally used an HCV antibody (anti-HCV)
screening test to detect exposure to HCV

Sample size 92

Study setting and The surveys were administered from September

period 2006 to April 2007

Character}stlcs of Health department clients in Appalachian Kentucky. Males=33.

study subjects Mean age=32.9 years

(Gender, age, ...) ’

Sampling method Random

Outcome Anti-HCV

Data collection
method

Data collection activities specific to this study consisted of a survey
instrument that was self-administered by participating subjects.
This survey was linked to a prescreening questionnaire routinely
administered at the

health departments to anyone receiving HBV or HCV testing, and
which becomes part of their medical file at each health
department.

Results

In total, 92 health department clients participated in the study
survey. Of these, test results were available for 80 of the clients.
Very few subjects who enrolled in this study tested positive for
hepatitis B. Twelve out of 80 participants (15%) tested positive for
previous exposure to hepatitis C. No participants reported having
human immunodeficiency virus.

Comments

Participants in the study might differ substantially from those who
were tested but elected not to participate.

360

ID PM-U147
Centers for Disease Control and Prevention (CDC), [Collective
Authors
Name]
Title Notes from the field: risk factors for hepatitis C virus infections
among young adults--Massachusetts, 2010.
Journal MMWR Morb Mortal Wkly Rep.
Issue 28;60(42):1457-8.
Year 2011
Study design Cross-sectional
Assay NA
Sample size 28

Study setting and
period

Massachusetts Department of Public Health (MDPH), from July to
December 31, 2010.

Characteristics of
study subjects
(Gender, age, ...)

Mean age of the 28 respondents was 21.9 years (range:

19-24 years); 15 (54%) patients were female, 23 (82%) were white,
nine (32%) did not finish high school, nine (32%) were
unemployed, and 25 (89%) had health insurance

Sampling method NA

Outcome NA

Data collection .
Cross-sectional

method
Twenty-six (93%) had used drugs; of these, 100% reported
marijuana use, with a median age of initiation of 13 years (range:
9-17 years); 92% reported opioid analgesic abuse (oxycodone
and/or Oxycontin), with a median age of initiation of 17 years

Results (range:12-23 years); and 89% reported heroin use, with a median
age of initiation of 18 years (range: 14-21 years). Nearly all
respondents (95%) used opioid analgesics before switching to
heroin. During the preceding 6 months, the most frequently
injected drugs among respondents were heroin (50%) and opioid
analgesics (30%).
Only a small number of persons agreed to be interviewed, which

Comments

limits the ability to generalize these findings.




ID PM-U149

Authors Centers for Disease Control and Prevention (CDC).

Title Sexual transmission of hepatitis C virus among HIV-infected men
who have sex with men--New York City, 2005-2010.

Journal MMWR Morb Mortal Wkly Rep. .

Issue 60(28):945-50

Year 2011

Study design Case-control

Assay NA

Sample size 74

Study setting and Mount Sinai Medical Center in New York City, from October 2005—

period December 2010

Characteristics of

study subjects HIV-infected MSM, Median age=39 years

(Gender, age, ...)

Sampling method

NA

Outcome

HCV RNA

Data collection
method

Blood collection and interview

Results

Results from the multivariable analyses showed that receptive anal
intercourse with no condom and with ejaculation of the partner
(adjusted odds ratio [AOR] = 23.00 (2.17-243.84)) was significantly
related to acquiring HCV infection

Comments

The findings in this report are subject to at least three limitations.
First, recall of events such as ejaculation by sex partner up to 12
months before HCV diagnosis can be imperfect. For example, the
findings should not be interpreted to definitively exclude
acquisition of HCV by some men through unprotected receptive
anal intercourse without ejaculation, even though this variable did
not exert a significant independent effect on HCV infection in the
multivariable analysis. Second, refusal to acknowledge injection-
drug use is not uncommon, and other types of stigmatizing risk
behavior also might be underreported. Such social desirability bias
was addressed by using a self-administered questionnaire and
assuring each patient that his responses would not be shared with
his primary-care provider. Finally, study investigators relied on
patient referrals from HIV-care providers outside Mount Sinai, and
referral bias might have occurred; however, the number of
referring providers was fairly sizable (n = 35).
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ID

PM-U152

Ison MG1, Llata E, Conover CS, Friedewald JJ, Gerber S, Grigoryan

Authors A, Heneine W, Millis JM, Simon DM, Teo CG, Kuehnert MJ; HIV-HCV
Transplantation Transmission Investigation Team.

Title Transmission of human immunodeficiency virus and hepatitis C
virus from an organ donor to four transplant recipients.

Journal Am J Transplant

Issue 2011 Jun;11(6):1218-25

Year 2011

Study design Case study
HCV Matrix (Abbott Laboratories) or RIBA 3.0 (Chiron Corporation,
Emeryville, CA, USA). Viral RNA was

Assay extracted from serum and a segment of HCV NS5b region,
encompassing positions 8275.8616, was amplified using real-time
nested PCR.

Sample size 4

Study setting and Hospital in the US, in 2007

period

Character}stlcs of Transplant recipients from an HCV and HIV positive donor.

study subjects Males=2

(Gender, age, ...)

Sampling method NA

Outcome HCV RNA

Data collection Medical chart and blood collection

method
In October 2007, a deceased donor renal transplant recipient who
was sero-negative for HIV and HCV pretransplant, tested positive

Results for both viruses 10 months after transplantation. 4 patients
received his organs (kidneys, liver, heart and). All 4 developed HCV
and HIV.
Recognition of recipient infection was delayed by lack of

Comments awareness of potential donor-origin of the infection and by

reliance on serology instead of including NAT for recipient testing.




ID PM-U155
Moore, Zack S and Schaefer, Melissa K and Hoffmann, Karen K and

Authors Thompson, Susan C and Xia, Guo-Liang and Lin, Yulin and
Khudyakov, Yury and Maillard, Jean-Marie and Engel, Jeffrey P and
Perz, Joseph F and Patel, Priti R and Thompson, Nicola D

Title Transmission of hepatitis C virus during myocardial perfusion
imaging in an outpatient clinic.

Journal Am J Cardiol.

Issue 108(1):126-32.

Year 2011

Study design Case report

Assay Ortho VITROS anti-HCV chemiluminescent immunometric assay

Sample size 5

Sthiy setting and North Carolina, 2007

period

Characteristics of

study subjects Myocardial Perfusion Imaging Patients

(Gender, age, ...)

Sampling method NA

Outcome HCV RNA

Data collection . .
Blood collection, Interviews

method
Reports of health care--associated viral hepatitis transmission have
been increasing in the United States. Transmission due to poor
infection control practices during myocardial perfusion imaging
(MPI) has not previously been reported. The aim of this study was
to identify the source of incident hepatitis C virus (HCV) infection in
a patient without identified risk factors who had undergone MPI 6
weeks before diagnosis. Practices at the cardiology clinic and
nuclear pharmacy were evaluated, and HCV testing was performed
in patients with shared potential exposures. Clinical and
epidemiologic information was obtained for patients with HCV
infection, and molecular testing was performed to assess viral
relatedness. Evidence of HCV transmission among patients who

Results had undergone MPI at the cardiology clinic on 2 separate dates
was found, involving 2 potential source patients and a total of 5
newly infected patients. Molecular testing identified a high degree
of genetic homology among viruses from patients with common
procedure dates. The nuclear medicine technologist routinely drew
up flush from multidose vials of saline solution using the same
needle and syringe that had been used to administer
radiopharmaceutical doses. Multipatient use of vials was not
observed, but a review of purchasing invoices and interviews with
staff members suggested that this had occurred. No evidence of
transmission via contamination of radiopharmaceuticals at the
nuclear pharmacy was found. In conclusion, transmission of HCV
occurred because of unsafe injection practices during MPI.

Comments
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ID PM-U156
Shimokura, Gayle and Chai, Feng and Weber, David J and Samsa,
Authors Gregory P and Xia, Guo-Liang and Nainan, Omana V and Tobler,
Leslie H and Busch, Michael P and Alter, Miriam J
Title Patient-care practices associated with an increased prevalence of
hepatitis C virus infection among chronic hemodialysis patients.
Journal Infect Control Hosp Epidemiol.
Issue 32(5):415-24
Year 2011
Study design Cross-sectional
Immunoblot assay (RIBA® HCV 3.0 SIA, Chiron Corporation,
Assay X
Emeryville CA)
Sample size 2933

Study setting and
period

Equal-probability 2-stage cluster sampling was used to select 87
facilities from all Medicare-approved providers treating 30-150
patients; 53 facilities and 2,933 of 3,680 eligible patients agreed to
participate. 2000-2001

Characteristics of
study subjects
(Gender, age, ...)

Chronic Hemodialysis Patients. Males=1605. 43.9% were<60 years

Sampling method

Cluster sampling

Outcome

Anti-HCV

Data collection
method

Blood collection, interviews

Results

The overall prevalence of HCV infection was 9.9% (95% confidence
interval [Cl], 8.2%-11.6%); only 2 of 294 HCV-positive patients were
detected solely by HCV RNA testing. After adjusting for non-
dialysis-related HCV risk factors, patient-care practices
independently associated with a higher prevalence of HCV
infection included reusing priming receptacles without disinfection
(odds ratio [OR], 2.3 [95% Cl, 1.4-3.9]), handling blood specimens
adjacent to medications and clean supplies (OR, 2.2 [95% Cl, 1.3-
3.6]), and using mobile carts to deliver injectable medications (OR,
1.7 [95% Cl, 1.0-2.8]). Independently related facility covariates
were at least 10% patient HCV infection prevalence (OR, 3.0 [95%
Cl, 1.8-5.2]), patient-to-staff ratio of at least 7 : 1 (OR, 2.4 [95% Cl,
1.4-4.1]), and treatment duration of at least 2 years (OR, 2.4 [95%
cl, 1.3-4.4])

Comments
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1D PM-U157

Authors Nurutdinova, Diana and Abdallah, Arbi B and Bradford, Susan and
O'Leary, Catina C and Cottler, Linda B

Title Risk factors associated with Hepatitis C among female substance
users enrolled in community-based HIV prevention studies.

Journal BMC Res Notes

Issue 4:126.

Year 2011

Study design Prospective cohort

Assay Third-generation enzyme immunoassay (EIA-2.0; Abbott
Laboratories, Abbott Park, IL)

Sample size 782

Study setting and St Louis, Missouri, between 1998 and 2004.

period

Character}sncs of Substance abusing predominantly African American females. Mean

study subjects age=37.240 years

(Gender, age, ...) o

Sampling method Random

Outcome Anti-HCV

Data collection Blood collection and questionnaire

method
This large community-based sample of predominantly African
American substance abusing women showed high prevalence of
HCV Ab positivity and low awareness of their HCV serostatus. Our
study demonstrated that in addition to intravenous drug use (IDU),

Results - . . e
other factors were significantly associated with HCV Ab positivity
such as having a tattoo and a lifetime history of crack use. Other
potential routes of HCV transmission should be further studied
among high risk female populations

Comments




ID

PM-U161

Allison, Robert D and Conry-Cantilena, Cathy and Koziol, Deloris

Authors and Schechterly, Cathy and Ness, Paul and Gibble, Joan and
Kleiner, David E and Ghany, Marc G and Alter, Harvey J
A 25-year study of the clinical and histologic outcomes of hepatitis

Title C virus infection and its modes of transmission in a cohort of
initially asymptomatic blood donors.

Journal J Infect Dis.

Issue 206(5):654-61

Year 2012

Study design Prospective cohort

Assay Third-generation recombinant immunoblot assays (RIBA HCV2.0
SIA; Chiron, Emeryville, CA)

Sample size 686

Study setting and American Red Cross (ARC) and the National Institutes of Health

period (NIH), from 1990 to 1994

Characteristics of

study subjects Blood donors. Mean age=40+10 years. Males=375

(Gender, age, ...)

Sampling method

Convenience

Outcome

Anti-HCV

Data collection
method

Blood collection, interviews

Results

Of 738 anti-HCV—positive subjects, 469 (64%) had positive RIBA
results, 217 (29%) had negative results, and 52 (7%) had
indeterminate results. Primary independent risk factors were
injection drug use (odds ratio [OR], 35.0; P <.0001), blood
transfusion (OR, 9.9; P <.0001), and intranasal cocaine use,
including 79 “snorters” who repeatedly denied injection drug use
or blood transfusion (OR, 8.5; P <.0001). Classification and
regression tree and random forest analyses confirmed these risk
factors.

Comments

Only volunteer blood donors were enrolled, this may constitute a
selection bias.

ID PM-U158
Williams, lan T and Bell, Beth P and Kuhnert, Wendi and Alter,

Authors -
Miriam J

Title Incidence and transmission patterns of acute hepatitis C in the
United States, 1982-2006.

Journal Arch Intern Med

Issue 171(3):242-8.

Year 2011

Study design Case report

Assay NA

Sample size 2075

zteur(iigdsettmg and 6 US county health departments, from 1982 to 2006

Characteristics of

study subjects Acute HCV patients

(Gender, age, ...)

Sampling method NA

Outcome Anti-HCV

Data collection S .
Blood collection, interview

method
Of 2075 patients identified, the median age was
31 years, 91.5% had ALT values greater than 7_ULN,
77.3% were jaundiced, 22.5% were hospitalized, and 1.2%
died. Incidence averaged 7.4 per 100 000 individuals (95%
confidence interval [Cl], 6.4-8.5 per 100 000) during 1982
to 1989 then declined averaging 0.7 per 100 000 (95%
Cl, 0.5-1.0 per 100 000) during 1994 to 2006. Among

Results 1748 patients interviewed (84.2%), injection drug use
(IDU) was the most commonly reported risk factor. The
average number of IDU-related cases declined paralleling
the decline in incidence, but the proportion of IDUrelated
cases rose from 31.8% (402 of 1266) during 1982
to0 1989 to 45.6% (103 of 226) during 1994 to 2006.
Among IDU-related cases reported during 1994 to 2006,
56 of 61 individuals (91.8%) had been in a drug treatment
program and/or incarcerated

Comments HCV-positivity was based on blood collection and clinical signs




ID

PM-U163

Hellinger, Walter C and Bacalis, Laura P and Kay, Robyn S and

Authors Thompson, Nicola D and Xia, Guo-Liang and Lin, Yulin and
Khudyakov, Yury E and Perz, Joseph F

Title Health care-associated hepatitis C virus infections attributed to
narcotic diversion

Journal Ann Intern Med.

Issue 156(7):477-82.

Year 2012

Study design Case study

Assay TagMan HCV analyte-specific reagents (Roche Molecular
Systems, Branchburg, New Jersey)

Sample size 3444

Study setting and Outpatient integrated multispecialty clinic in the U.S, from 2004 to

period 2010

Characteristics of

study subjects Patients treated by an HCV-infected health care worker.

(Gender, age, ...)

Sampling method NA

Outcome HCV RNA

Data collection Blood collection and medical records

method
Three transplant patients were unexpectedly found to
have incident HCV infection. The HCV identified in all 3
patients had close genetic relatedness to the HCV identified
in a technician in an interventional radiology area

Results where the patients had received fentanyl. The technician
admitted to diverting fentanyl in a manner that could
cause contamination of syringes used for patient care.
Nearly 4000 potentially exposed patients were screened,
and 2 additional cases of HCV were identified.
6132 patients were identified as being at risk for exposure to HCV
from the healthcare worker. Of these, 2203 (35.9%) had died. As of
9 March 2011, 3444 of the 3929 living patients (87.7%) had

Comments

submitted blood specimens for HCV screening. The low rate of
blood specimen collection among patients at risk may
underestimate the number of infected patients.
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ID PM-U169
Wagner, Karla D and Simon-Freeman, Rebecca and Bluthenthal,
Authors .
Ricky N
The Association Between Law Enforcement Encounters and
Title Syringe Sharing Among IDUs on Skid Row: A Mixed Methods
Analysis
Journal AIDS Behav.
Issue 17(8): 2637-2643
Year 2013
Study design Cross-sectional
Assay NA
Sample size 187
Study setting and Los Angeles, CA; from 2008 to 2009
period
Characteristics of
study subjects Intravenous drug users. Males=121. Age range=19-67 years.

(Gender, age, ...)

Sampling method NA
Outcome Self-report
Data collection Interview
method
Participants had a median age of 44 years, range= 19-67 years and
Results 35 % was female. The sample was ethnically diverse.
Of 187 IDUs, 81 (43.3%) reported that they were HCV-positive.
Results of HCV was based on self-report, leading to a risk of huge
Comments

classification bias.




PM-U172

Terrault, Norah A and Dodge, Jennifer L and Murphy, Edward L and

Authors Tavis, John E and Kiss, Alexi and Levin, T R and Gish, Robert G and
Busch, Michael P and Reingold, Arthur L and Alter, Miriam J

Title Sexual transmission of hepatitis C virus among monogamous
heterosexual couples: the HCV partners study.

Journal Hepatology.

Issue 57(3): 881-889. d0i:10.1002/hep.26164

Year 2013 March

Study design cross-sectional study

Assa enzyme immunoassay-say (EIA 2.0) (Abbott Laboratories, Abbott

Y Park, IL)
Sample size 1000

Study setting and
period

monogamous heterosexual couples

Characteristics of
study subjects
(Gender, age, ...)

median age of 49 years

Sampling method

Convenient

Outcome

Anti- HCV

Data collection
method

Blood sample and questionnaire

Results

Overall, HCV prevalence among partners was4% (n520), and nine
couples had concordant genotype/serotype. Viral isolates in three
couples (0.6%) were highly related, consistent with transmission of
virus within the couple.

ID PM-U178

Authors Larry Keen Il, PhD1, Maria Khan, PhD2, Lisa Clifford, PhD1, Paul T.
Harrell, PhD3, and William W. Latimer, PhD1

] Injection and Non-Injection Drug Use and Infectious Disease in

Title . . .
Baltimore City: Differences by Race

Journal Addict Behav

Issue 39(9): 1325-1328. doi: 10.1016/j.addbeh.2014.04.020

Year 2014 September

Study design N/A

Assay ELISA

Sample size 482 IDU and NIDU

Stuéy setting and Baltimore, US

period

Characteristics of

study subjects Black and white race PWID, 59% of 482 are men

(Gender, age, ...)

Sampling method N/A

Outcome Ant-HCV

Data collection Blood sample

method
Stratifying by race, injectors were much more likely to be HCV-
infected than Crack/Nasal Heroin users between both Whites (X2
(2) =35.37, p =.001) and Blacks (X2 (2) = 88.06, p=.001). Among
Whites, polydrug injectors accounted for nearly three-quarters of
HCV diagnoses. Among Blacks, the distribution of HCV diagnoses

Results between drug use subgroups was similar to the distribution
presented in the White sample, with the highest rates seen in the
polydrug injection subgroup and lowest rates in the non-injection
smoking crack/nasal
heroin subgroup. Across drug use subgroups, the prevalence of
HCV was significantly higher among Whites compared to Blacks, X2
(2) = 140.87, p = .001, respectively.
The current findings provide further support to the notion of

Comments injection drug use as an exceedingly high-risk behaviour for HCV

and coinfection, specifically those who are polysubstance injectors.

Comments

The results of this study provide quantifiable risk information for
counselling long-term monogamous heterosexual couples in which
one partner has chronic Coinfection. In addition to the extremely
low estimated risk for HCV infection in sexual part-nears, the lack
of association with specific sexual practices provides unambiguous
and reassuring counselling messages.




ID

PM-U180

Blair C. McNamara, Phyllis T. Losikoff, Linda Huguenin,

Authors Grace E. Macalino, Josiah D. Rich, and Stephen H. Gregory

Title Increasing Hepatitis C Prevalence and Associated
Risk Behaviors among Incarcerated Young Adults

Journal Journal of Urban Health

Issue 91(2):376-82. doi: 10.1007/511524-013-9807-x.

Year 2014

Study design N/A
HCV viral load tests (COBAS AmpliPrep/COBAS Tagman HCV test;

Assay Roche Diagnostics, Indianapolis, IN) and genotype determination
(Versant HCV genotype assay2, Siemens Healthcare Diagnostics
Inc.)

Sample size 68

Study setting and Rhode Island Department of Corrections (RIDOC) prison

period Facility from August 2010 to December 2011

Characteristics of

study subjects The mean age of all participants was 24 years

(Gender, age, ...)

Sampling method N/A
Outcome Anti-HCV
Data collection L .
Blood collection, interviews
method
Results The overall rate of HCV infection in this
population was 24 %. — 17 inmates
HCV is the leading cause of liver failure and hepatocellular
carcinoma in the US. Despite a decline and levelling in HCV
Comments incidence nationwide, alarming increases in HCV rate among

adolescents and young adults have been reported during the
period between the years 1992 and 2005.
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ID PM-U181
Chew, Kara W and Blum, Martha L and Javanbakht, Marjan and
Authors Clare, Laurel E and Bornfleth, Lorelei D and Bolan, Robert and
Bhattacharya, Debika and Gorbach, Pamina M
Low prevalence of hepatitis C co-infection in recently HIV-infected
Title minority men who have sex with men in Los Angeles: a cross-
sectional study
Journal BMC Infectious Diseases
Issue 15:538
Year 2015
Study design Cross-sectional
Assay Superscript |l Reverse Transcriptase (Invi-trogen)
Sample size 185
Study setting and Recently or newly HIV-infected MSM. The Los Angeles LGBT
period Center. Between February 2009 and May 2012
Characteristics of Median age (interquartile range, IQR) was 28.3 (24.7-35.0 years)
study subjects and the majority were of minority race or ethnicity (66.9 %) and
(Gender, age, ...) recently HIV-infected (57.8 %).
Sampling method N/A
Outcome HCV RNA
Data collection Lo )
Blood collection, interviews
method
Results Only 3 (1.6 %) subjects had detectable HCV RNA. HCV
viral load ranged from 67,000 to 2.2 million copies/ml.
This study found a lower than expected prevalence of HCV
Comments

infection in LAC HIV-infected cohort of MSM.




PM-U187

Suryaprasad, A and Basavaraju, SV and Hocevar, S N and
Theodoropoulos, N and Zuckerman, R A and Hayden, T and Forbi, J

Authors C and Pegues, D and Levine, M and Martin, S | and Kuehnert, M J
and Blumberg, E A and Organ Transplantation Hepatitis C
Investigation Team

Title Transmission of Hepatitis C Virus From Organ Donors
Despite Nucleic Acid Test Screening

Journal American Journal of Transplantation

Issue 15(7):1827-35. doi: 10.1111/ajt.13283. Epub 2015 May 5.

Year 2015

Study design N/A

Assay Roche Molecular Systems, Branchburg, NJ.

Sample size 12

FSJZurtingdsettmg and HCV transmission from donors at increased risk for HCV infection

Characteristics of

study subjects Organ recipients from donors at increased risk for HCV infection

(Gender, age, ...)

Sampling method N/A

Outcome HCV RNA

D llecti

ata collection Epidemiologic investigation and checking for HCV NAT

method

Results 6 of 12 recipients who receive organs from 3 donors with high risk
of HCV (IDU)
molecular evidence of transmissioncould not be established in one

Comments

investigation.
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ID PM-U190

Authors Grau, Lauretta E and Zhan, Weihai and Heimer, Robert

Title Prevention knowledge, risk behaviours, and seroprevalence
among nonurban injectors of southwest Connecticut

Journal Drug Alcohol Rev.;

Issue 35(5): 628-636. doi:10.1111/dar.12396

Year 2016 September

Study design Prospective cohort

Assay Bio-Rad Laboratories, Hercules, California.

Sample size 462

Stuéy setting and November 2008 and January 2012

period

Characteristics of

study subjects among people who inject drug

(Gender, age, ...)

Sampling method

convenience

Outcome Anti-HCV
Data collection Blood sample
method
Results 39.2% - 193 person infected by HCV
The sample is one of convenience, and therefore the findings may
Comments have limited generalisability. PWID with higher incomes maybe

under-represented.




ID

PM-U191

Ann C. Gaffey, MD, Stacey L. Doll, MPH, Arwin M. Thomasson, PhD,
Chantel Venkataraman, BA, Carol W. Chen, MD, Lee R. Goldberg,

Authors MD, MPH, Emily A. Blumberg, MD, Michael A. Acker, MD, Francis
Stone, Pavan Atluri, MD

Title Transplantation of "high-risk" donor hearts: Implications for
infection.

Journal The Journal of Thoracic and Cardiovascular Surgery

Issue 152(1):213-20. doi: 10.1016/j.jtcvs.2015.12.062. Epub 2016 Jan 22.

Year 2016

Study design Prospective cohort study.

Assay Anti-HCV

Sample size 55 heart transplant recipients (heart from high-risk donor)

Study setting and The patients who received HRD grafts September 2008 to

period September 2014

Characteristics of 55 heart transplant recipients

study subjects The average recipient age was 53.6 + 11.3 years and the majority

(Gender, age, ...) of patients were male (n= 40, 72.7%)

Sampling method N/A

Outcome Anti-HCV

Data collection

method N/A

Results Only one patient (1.9%) was noted to have Hepatitis C Virus
This potential source of suitable donor organs is shown to lead to
excellent survival, without an increased incidence of perioperative

Comments or postoperative complications. Furthermore, the risk of

transmission of infection from donors in this subgroup seems to be
minimal.
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ID PM-U192
Danica E. Kuncio, E. Claire Newbern, Caroline C. Johnson, and
Authors .
Kendra M. Viner
Title Failure to Test and Identify Perinatally Infected Children
Born to Hepatitis C Virus—Infected Women
Journal Clinical Infectious Diseases
Issue 62(8):980-5
Year 2016 (15 April)
Study design Retrospective cohort study
Assay N/A
Sample size 84 children

Study setting and
period

children who were born to a Philadelphia resident during January
2011-July 2013 from HCV + mothers and already tested for HCV-
RNA (study period is January 2011-

February 2015)

Characteristics of
study subjects

children who were born to a Philadelphia resident during January
2011-July 2013 from HCV + mothers and already tested for HCV-

(Gender, age, ...) RNA up to 20

Sampling method All

Outcome HCV RNA

Data collection Blood sample and medical record

method

Results 4 of 84 children had HCV RNA
These findings illustrate that a significant number of women giving
birth in Philadelphia test positive for HCV and that most of their at-
risk children remain untested. To successfully identify all HCV-

Comments

infected children and integrate them into HCV specific care,
practices for HCV screening of pregnant women and their children
should be improved.




ID

PM-U193

Daniel Muleta, MD1; Marion A. Kainer, MBBS1; Loretta
MooreMoravianl; Andrew Wiese MPH1; Jennifer Ward MSc1;

Authors Sheila McMaster, MSN2; Duc Nguyen, MD3; Joseph C. Forbi, PhD4;
Tonya Mixson-Hayden, PhD4; Melissa Collier, MD

Title Hepatitis C Outbreak in a Dialysis Clinic — Tennessee, 2014

Journal MMWR Morb Mortal Wkly Rep.

Issue 64(50-51):1386-7. doi: 10.15585/mmwr.mm6450a5.

Year 2016

Study design Retrospective cohort study

Assay PCR

Sample size 62

Stuéy setting and 2003-2012

period

Characteristics of

study subjects Hemodialysis patients

(Gender, age, ...)

Sampling method All
Outcome HCV RNA
Data collection
method N/A
Results 15% (9 of 62) of patients were infected HCV
No specific event or practice was identified at the dialysis centre
Comments

that could have led to HCV transmission.
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ID PM-U194
Nguyen, Duc B and Gutowski, Jennifer and Ghiselli, Margherita and
Cheng, Tabitha and Bel Hamdounia, Shadia and Suryaprasad, Anil

Authors and Xu, Fujie and Moulton-Meissner, Heather and Hayden, Tonya
and Forbi, Joseph C and Xia, Guo-Liang and Arduino, Matthew J
and Patel, Ami and Patel, Priti R

. A Large Outbreak of Hepatitis C Virus Infections in a

Title AN
Hemodialysis Clinic

Journal Infect Control Hosp Epidemiol.

Issue 37(2): 125-133. d0i:10.1017/ice.2015.247.

Year 2016

Study design Retrospective cohort study

Assay PCR

Sample size 66

Stusﬂy setting and PCR testing of patients April 2013

period

Characteristics of

study subjects Hemodialysis patients

(Gender, age, ...)

Sampling method All
Outcome HCV RNA
Data collection .
Review document.
method
Results 26 (39%) were infected with HCV
This outbreak highlights the importance of rigorous adherence to
Comments

recommended infection control practices in dialysis settings.




ID

PM-U197

Irwin, Linda and Kotton, Camille N and Elias, Nahel and Palafox,
Julie and Basler, Debra and Shao, Sarah H and Lester, William and

Authors Zhang, Xiaofeng and Kimball, Brendan and Trencher, Carrie and
Fishman, Jay A
Utilization of increased risk for transmission of infectious disease

Title donor organs in solid organ transplantation: Retrospective analysis
of disease transmission
and safety

Journal Transpl Infect Dis.

Issue 19(6). doi: 10.1111/tid.12791. Epub 2017 Nov 3.

Year 2017

Study design retrospective cohort study

Assay NAT PCR

Sample size 257

Study setting and
period

257 adult organ transplant recipients received organs from donors
meeting the definition of “increased risk” (either CDC 1994 or PHS
2013 definition) from January 1, 2011 through December 31, 2016

Characteristics of
study subjects
(Gender, age, ...)

Organ transplant recipients

Sampling method N/A
Outcome HCV RNA
Data collection .
Data review
method
Results 0 of infected by HCV
This single-center study is limited by the relatively limited sample
Comments size and may not reflect the risks for viral transmission in other

regions or on a national level.
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ID PM-U198
Gupta, Gaurav and Kang, Le and Yu, Jonathan W and Limkemann,
Ashley J and Garcia, Victoria and Bandyopadhyay, Dipankar and

Authors Kumar, Dhiren and Fattah, Hasan and Levy, Marlon and Cotterell,
Adrian H and Sharma, Amit and Bhati, Chandra and Reichman,
Trevor and King, Anne L and Sterling, Richard
Long term Outcomes and Transmission Rates in Hepatitis C Virus

Title Positive Donor to Hepatitis C Virus Negative Kidney Transplant
Recipients: Analysis of United States National Data

Journal Clin Transplant

Issue 31(10).

Year 2017

Study design Retrospective cohort study

Assay ELISA

Sample size 421

Stus:ly setting and HCV + donor/recipient HCV-kidney transplants

period

Character.lstlcs of Male - 303 (72.2%)

study subjects

(Gender, age, ...)

Mean age - 55.8 (12.26)

Sampling method All

Outcome Anti-HCV

Data collection Blood sample and questionnaire

method
Nevertheless, 5- year patient survival from the time of wait
listing was superior for D+/R- when compared to waitlisted
controls (68% vs 43%; P < .001). Of the 126 D+/R- with available

Results . . ) .
post-transplant HCV testing, HCV seroconversion was confirmed in
62 (49%), likely donor- derived. Five-year out-comes were similar
between D+/R- that seroconverted vs D+/R- that did not (n = 64).
Limited data suggest that HCV transmission occurred in half of HCV

Comments D+/R- patients, although this might not have been the primary

factor contributing to the poor observed outcomes.




ID PM-U201
Eckhardt, Benjamin and Winkelstein, Emily R and Shu, Marla A and
Authors Carden, Michael R and McKnight, Courtney and Des Jarlais, Don C
and Glesby, Marshall J and Marks, Kristen and Edlin, Brian R
. Risk factors for hepatitis C seropositivity among young people who
Title L . . - .
inject drugs in New York City: Implications for prevention
Journal PLoS One.
Issue 12(5):e0177341
Year 2017
Study design Cross-sectional
HCV EIA2.0, Abbott Laboratories, Abbott Park, IL
Assay HCV 3.0 ELISA and RIBA HCV 3.0, Ortho Clinical Diagnostics,
Raritan, NJ)
Sample size 714
FSJZurtingdsettmg and Lower East Side of Manhattan, New York City; from 2005 to 2012
Characteristics of Young people who injected illicit drugs, and were age 18 to 35 or
study subjects had injected drugs for up to 5 years

(Gender, age, ...)

69% male, mean age 24.9 years

Sampling method

Convenience

Outcome Anti-HCV

Data collection Standardized questionnaire and test for HCV antibody

method
Of the 714 participants, 343 (48.0%, 95%Cl 44.4-51.7) had a

Results positive HCV antibody test, indicating either past or present HCV
infection; 163(47.5%) of these, based on self-report, were new
diagnoses.
The study relied on self-report, which is known to suffer from
imperfect recall and socially desirable reporting.

Comments

The cross-sectional nature of the study does not allow to conclude
on the causality.
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ID

PM-U208

Chappell, Catherine A and Hillier, Sharon L and Crowe, David and

Authors Meyn, Leslie A and Bogen, Debra L and Krans, Elizabeth E

Title Hepatitis C Virus Screening Among Children Exposed During
Pregnancy

Journal Pediatrics.

Issue 141(6). pii: €20173273

Year 2018

Study design Retrospective cohort

Assay ELISA and PCR

Sample size 83

Study setting and Magee-Womens Hospital of the University of Pittsburgh Medical

period Center, between January 1, 2006, and December 31, 2014

Characteristics of

study subjects Infants born to HCV positive mothers. Age=20 months to 7 years

(Gender, age, ...)

Sampling method N/A

Outcome HCV RNA

Data collection Medical records

method
HCV RNA was present in 7 (8.4%) of the 83 exposed children

Results receiving well-child care and with interpretable HCV test results. Of
these 7 HCV-infected children, only 3 had optimal screening tests.
ICD-9 diagnostic codes were used for case identification of HCV in

Comments the pregnant women, which may have resulted in underreporting

or inaccuracies in the diagnosis of HCV.




ID

PM-U209

D. C. Des Jarlais1*, H. L. F. Cooper2, K. Arastehl, J. Feelemyerl, C.

Authors McKnight1, Z. Ross3
Potential geographic "hotspots" for druginjection related
Title transmission of HIV and HCV and for initiation into injecting drug
use in New York City, 2011-2015, with implications
for the current opioid epidemic in the US
Journal PLoS One.
Issue 13(3): e0194799.
Year 2018
Study design Cross-sectional
Assay Abbott HCV enzyme immunoassay (EIA) 2.0
Sample size 910
Study setting and New York City, from 2011-2015.
period
Characteristics of Injected drug users entering Mount Sinai Beth Israel substance use
study subjects treatment programs. Male=737 (81.0%)

(Gender, age, ...)

Mean age=40+10.4 years

Sampling method

Snowball sampling

Outcome Anti-HCV
Data collection . . .
Blood collection and interview
method
Results 62% HCV seropositive for HCV
Recruitment occurred through community outreach and
Comments “snowball” sampling, in which current participants are asked to

recruit new participants.
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ID PM-U210
Staton, Michele and Ciciurkaite, Gabriele and Havens, Jennifer and

Authors Tillson, Martha and Leukefeld, Carl and Webster, Matthew and
Oser, Carrie and Peteet, Bridgette

Title Correlates of Injection Drug Use Among Rural Appalachian
Women

Journal J Rural Health.

Issue 34(1):31-41

Year 2018

Study design Case-control

Assay OraQUICK ADVANCE® Rapid HCV Antibody Test (OraSure
Technologies, Inc., Bethlehem, Pennsylvania)

Sample size 399

Study setting and 3 jails in rural Appalachian counties, from December 2012 to

period August 2015

Characteristics of

study subjects Incarcerated Appalachian women. Mean age=32.8+8.2 years

(Gender, age, ...)

Sampling method Random

Outcome Anti-HCV

Data collection . . .
Blood collection and interview

method
75.3% of the sample reported lifetime IDU. 62 patients were never
injected.

Results Recent (70.1%) and past (63.6%) injectors were more likely to
screen positive for HCV antibodies, relative to non-injectors
(26.7%, P <.001).
Self-report data included sensitive information like drug use and

Comments

injection, which may increase the social desirability response bias.




PM-U213

Abara, Winston E and Trujillo, Lindsay and Broz, Dita and Finlayson,
Teresa and Teshale, Eyasu and Paz-Bailey, Gabriela and Glick, Sara

Authors and Al-Tayyib, Alia A and Robinson, William T and Masiello-
Schuette, Stephanie and Sey, Ekow K and Anderson, Bridget J and
Poe, Jonathon and Braunstein, Sarah
Age-Related Differences in Past or Present Hepatitis C Virus

Title Infection Among People Who Inject Drugs: National Human
Immunodeficiency Virus Behavioral Surveillance, 8 US Cities, 2015.

Journal J Infect Dis.

Issue 220(3):377-385

Year 2019

Study design Cross-sectional

Assay OraQuick HCV Rapid Antibody Test (OraSure Technologies)

Sample size 4094

Study setting and
period

8 cities (Chicago, Illinois; Dallas, Texas; Denver, Colorado; Los
Angeles, California; Nassau-Suffolk, New York; New Orleans,
Louisiana; New York City; and Seattle, Washington), in 2015

Characteristics of
study subjects
(Gender, age, ...)

People Who Inject Drugs
Male — 2877 (70.6%)
Age are not given

Sampling method NA
Outcome Anti-HCV
Data collection Questionnaire and blood collection
method
2,258 (55.2%) were anti-HCV positive.
1085 reported condomless anal sex in the past 12 months and
Results among them 530 (48.8%) were HCV positive
Anti-HCV prevalence was 61.4% (1356/832) among IDU sharing
syringe and 52.1% (2714/1413) among those who did not.
The findings from this analysis may not be generalizable to all
Comments People Who Inject Drugs because the participants are not a

representative sample of all PWID.
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ID IC-F007

Authors B &—ER

Title 7479 7 vHAERGRONREEEFICBET 2 =87 =17
7 == (]p) 25 oEMEEIcoWT

Journal

Issue

Year 2002

Study design T W9

Assay

Sample size 7220

ID IC-FO04

Authors TEEF AR, N B, 14K 1R

Title 74 7Y =7 vikic X 2 HERD ¢ B o FERFEA
Journal M ZIRIRBEE R,

Issue

Year 1991

Study design FEFIER S

Assay

Sample size 9

Study setting

Study setting

Characteristics of study
subjects (Gender, age,

..)

PR AFHERE CHIFEEZ A 7=k 9 & CHFA4FH  29.0 0

Characteristics of study
subjects (Gender, age,

)

74 7Y 77 v EEIER RS

Sampling method

Sampling method

Outcome

i

Outcome

Hev ik

Data collection method

Tyt

Data collection method

HERD 7 4 7Y ) =7 vk RRREE 2 b CTFL 9
Bl o EMFEA ARG Lz, MKEAI R 513, FEHR O Bk L
THFEYH, &flic 74 7Y 7 =4 V35, 5 Fliclimofs 247

74 70 77 v BIF DA R R OME 2 D ERTIC T L, Y
HLEHIR 5.8 ORFRFERE IO WTT v — P (EIUH
FRFRL 13 4E4 H 30 H) 2#EfiL 7=, 74 7V 77 v SFIEFE

Results iz, 7470 7 =7 v otk5813 28 32 . 5g 256 ], 10g
BLHITH o 7=,
JEBERECH O, 747V 27 VI K 5 HOV OERRE A 5 L
Comments

T RE TR,

Results
BlgUE, B FRE+RD 7220 FCH Y. 2 OO RFEFIRUIL.
229FTH Y FFRFEEFIT32%L o T,

Comments AFHE D Outcome 1Z, CHIFFRTIZZARL, FRTH 5,




ID IC-FO08

Authors M EB= - Z2ERE . K N - o - &R
Title Ty MR X 0 A7 MG RFELE (B3 2 &%
Journal ERN kA

Issue 14 %% 4,56 5

Year 1967

Study design HEWTIITSE

Assay

Sample size

Study setting KRBT

Characteristics of study

subjects (Gender, age, i g

)

Sampling method

Outcome JIF 48

Data collection method

ID IC-FFO09

Authors TZER - EAECE - KB B 5 2 41 B A2 ek - R R
Title FATEEERELE <R ETERT BT 5 WigE
Journal ERN kA

Issue 16 % 4,5 7,

Year 1968

Study design FEBIER S

Assay

Sample size

Study setting JbE

Characteristics of study

subjects (Gender, age,

)

Sampling method

Outcome JIF 48

LR & FFR OFAEICOWTHIHE L /2 & 2 A, HRIME I CHT
RERFL mdboofic7 4 70 7 7 vEFHIORE R Thbh T

Data collection method

Results -2k, BgsRlc 7 4 70 7 v EEIO RS %% 72 6 JER D
5 b A EFICIFR O F R 280, 2 OBK| o it % R,
Comments AFHE D Outcome 12, CHIFFRTIZZARL, FRTH 2,

MBI R FEEDRIICOWT, 74 7Y 7 7 vEF 2L L
boohT, 3fliconcHEL#DAL LT, T I3SHMY

Results FLL R BRMEDZ L2, 3DREFICR L TiTbhiz7 4 7Y
77 vERIOBIRE LERGIIKAETRE S 0 LIRIE,
Comments AFHE D Outcome 1Z, CHIFFRTIZZARL, FRTH 5,




ID IC-FO16
RAIR - A - 75 B - /B Bt - BRI = -

Authors Bedb 5 - SR ARE] - gk FE - OREF B - RHBE= -
L MR

Title M Fibrinogen BT X 3 HCV RGP DT

Journal Il (k)

Issue 44 %, pA430

Year 2003

Study design R

Assay

Sample size 13

Study setting

Characteristics of study
subjects (Gender, age,

)

1986-1987 4EIC Fibrinogen BHI 2% 5 & h iz BE

Sampling method

Outcome

HCV-RNA

Data collection method

L

Results

1986~87 £ LK D Fibrinogen &l % AF L, 055 D
HCVRNA O Hi % 3% 72, & 512 41 Fibrinogen BH| 2315 5 X 7=
13 A0 BHFIMIEA & RNA Z il L CHiREt L 72, 1986~87 4F
I T B & 7= RN S OB, X o iR o B
13 %2> & informed consent D JG, I & N7z IfLiE % W 72,
SepaGene fili H kit % JfI\»T HCV-RNA % filiH L, 5-UTR & NS5B fEIH
® RT-PCR IC THERRTE, cloning % T W EIRIAHN @ genotype D IEHE %
MET L 72, ¥ 13 A0 MIEETH b HCV-RNA 28 i S iz, &
[EfiFHT % 7T o 72 [F U Lot. No. D8I % % 5 & 7z AIEEME A3 3 C i
W 4 ZDIMiEFR D genotype 134T 1a TH > 7z, cloning DFEHE.
Fibrinogen B iC &4 & 117z genotype 1 1a. 1b, 2b TH o7z, H
TRFB LY 4 DN 3 A IEMEELH] X b i X 4172 clone &
cluster L, EYS/RIBE N7z, GS-RTD PCR D& 2> & JEHNZAELH
Tld 1a D7 4 NV ZEHD genotype & LR TEETH - 72,

Comments

LHETH Y, HRHWROWHS TS
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ID IC-FO18

Authors B T A R - B K - )1 A

Title FEMAMA RS R T HA D G 2 5bn - BED c WFR Y 4 v
ARZ ) ==V IR

Journal JIElE DR RS

Issue 44 %, pA430

Year 2003

Study design ETgE

Assay

Sample size 105

Study setting VN E N

Characteristics of study
subjects (Gender, age,

..)

BED L OB WA DY Z AR ERRAST KRR S OHLH
MEFHTET, HEINLRCODH 5 EE (B31,474)

Sampling method

BEILOBCEDERH Y, HEHDH 2 EH

Outcome

$T HCV,HCV-RNA

Data collection method

1) 227 ) —=v I/REE2ZIZEED S B, HCV JURBG TR
12.4%., HCV ¥+ U 712 95% TH o7z, 2) ALTHRENTE-E
FHoHRcid, FEMEMMIBEEE R 7855 o i 3R T & o

Results 720 3) AATRBICE VT, FilizZF=RIED D 5 8E T HCY
PUAIGIEE 12, W% 20 Tz, 4) WMESHERCE-ZBED
Hev FiiRBME#R 12 333% TH D, HCV 7 A L2 F % U 713 13.3%
THoTz,
FEIEM AR E A T 3H o B 53R & . A 2 2 B
Comments

ICEEHRIT HOV R FAE L T Tz,




ID IC-FO19

Authors S GE - I —5 - WHFE— - WE E— - D h

. 747 )5 WA G & AR B B C R
£ 4 NV A D genotype

Journal HAGRM A AR [Saks]

Issue 45 % 2 5 Page236

Year 1999.04

Study design EWTIT S

Assay

Sample size 49

ID IC-F020

Authors FIR &

Title 74 7Y 77 BRI %R0 2 AR E I 1T 5 c Lk
U GHIIFR Y A LR ITDWT

Journal A I A aMEemE [kl

Issue 44 % 2 5 Pagel55

Year 1998

Study design HEWTIITSE

Assay PT-PCR i

Sample size 38

Study setting

Study setting

Characteristics of study
subjects (Gender, age,

.

M HCV-RNA 23[51E T & - 7= & MRS B 49 fl, MNERIZ &M
Y Vo IE(ALL6 B - S PERTE SR B e (APL)9 Bl AtEE
Bl FTIMIR (APL % B < )9 Bl FER 2 % v U v o<JiE(NHL)25 f51(B AL
Y vosiE 22 il BN T HIRE A/ D v oHE 1 il U v e EERR
Y v 2 )

Characteristics of study
subjects (Gender, age,

)

1992 4ELAREIC ARE L 72 ALL. APL &

Sampling method

Outcome

HCV-RNA

Data collection method

PR

Sampling method

Outcome

HCV-RNA

Data collection method

A, 7470 7 BFIO#REREE 12 Fl(ALLS . APLE fil
NHL1 ) Ic 32 72, SJERFIIC I % genotype D73 1E 1/1/1/IV/AS
BH=9/30/6/1/3 Bl TH 57z, Fbg WAL GIELZIET 5 & KEE
(+)FETIX 11/ A BA=6/5/1 B, BE5FEFE T 1/n/m/1v/AH

Results

4= 38 fHlH. HCV-RNA (% 15 f51(39.5%). HGV-RNA (Z 11 {5l(28.9%)IC
Bt & 7z, 12 Bl(ALL/APL=6/6)IC Fbg BFILGERH Y, ZD S
H 11 f§(91.7%. genotype; I/1Il/ABA=5/5/1)iC HCV &% w7z, Z
ikt U Fog SUHIFER S 26 53 4 f511(15.4%.  genotype; I/1I/AH]
=1/2/1)IC HCV &G % 5@ 7z, Fbg WHIIL 5 E D B 2 HEF]IE Hev J&
PRI EICE 2 2 72(p<0.0001), 4= 38 FlIC DV T Hev &G &
HGV S ICBE S % fE R R 1 % A BT CIRET L 72 & © A, Hev
JEHIC D\ T Fog BUFI R 51 & 1992 4F 2 H LART OB 25
HGV B IC D W TR ORI SG BEO A MK T L E 2 bh
720

Results =3/25/6/1/2 flCH Y . 1 BB GEHHCERCEHE TS -
720 Fbg G TE(+)THIC B\ THREIC Hov(I B R D SEE 237 < . i
A% FRE & U 72 I3 miEH% 5 & DBIfRIC O W TR 3032
LEZ LN,
74 7Y 77 vEFIOBGEERNC 72 HCV B3 @ HCV Genotype 48
Comments

Comments

Fog BUA% 58D Hev B (11712 : 91.7%) & Fbg BIFIIER 58
D Hev S (4/26 : 15.4%) DEW X D Fog %525 HoV KD &
IR Ic b 2 L ZRE L7,




ID 1C-F022

Authors FIR &

Title 74707 =7 VvEERKG L CBIFR Y A v RIEGR
Journal HA M~ 24 (&)

Issue 43 % 2 5 p198

Year 1997

Study design HEWTIITSE

Assay

Sample size 20

Study setting

ID IC-F023

Authors H 1% I

Title 0 R R -8 & 2 FEIMAN HIV/HCV JE&SeE 4 3R 1 Aot
Journal HARAIRH A RS [Saik]

Issue 7 % 3 5 Page480

Year 1995.10

Study design HWsE (7 v 7 — FAE)

Assay

Sample size 1325 filig%

Characteristics of study
subjects (Gender, age,

)

1992 FELIBEIC ABE L 72 ALL B35

Study setting

Sampling method

Characteristics of study
subjects (Gender, age,

)

200 KEL Rtk &4 L, 20/ NURH 3 5 fiik

Outcome

HCV-RNA

Sampling method

Data collection method

Outcome

Results

20 fildr, FIF2IE HCV-RNA(-) T & - 729EHNIZ 11 B, A8 9 i, T
DR TIZ 20 FlH 5 FI2BGEET. 5 B 3 BRI RIEETH Y |
FEEH T HOV-RNA 2SIBTE(L L 7= 2 & 2SR a s, 2D 30D
HCV @ genotype (33 XTI BICH - 72(Z DAt 2 Flix§ =T n Hl),

| Bk & 7z 3 il 2 Bl Foo BFI D e 5 E % R, o 2 4l
ICOWTHIHIICRIE I T L 2R 2 BET L7z & 2 A, HCV-
RNA 725 Fbg BIFIP: 5.5 2 2 1%, 3B OMEKTIIL® TR
P LT WB 2 e 2ER L, D 261Tld HCV-RNA 2SE3TEIL L
72RHICIZIE—3L <, IFHEEREE S Bl L T /e, Ffic
HCV-RNA(-) T & - 7z 15 JEfI O PRI Fbg B 0 5.7 L 13 fil,
R 241TH - 72,

Data collection method

Tyt

1987 4F ¥ CICHIXH FHEARMEA ZEIE L 722 235 5 L HE

L7=DiE, 41 i TH - 7z, ik & iz BEBUL, 10 BIRRS 32
Mgk, 10~50 B3 5 fid%. 50 A L2% 2 fagk. AEFIE D FLHEH 7%
B o e DH 2 Mgk T, 10 BILAT 1 4], 10-50 % 10 5. 50 LA E

Comments

Hevl B3R & 7z 2 il C D Fog AT X 2 HeV R T REME 28
REI T

I

Results 250l (HL. BHEEATEEA TS L CHREOT) &L
TEHRET 2L, <& &b 201 HILAEICRBFI S T
Too REZRFEMEL 72 9 fiZ% T, H 57212 9 fHld Hev BEE AR >
Do T3,

Comments I e E R T BAIC X 2 FEMAHE HIV/HCY R o 2 EF A




ID IC-F024

Authors LA BRI - AR A - S SEER - EH W E - BT -
B et s AR

e AR % O % DEEBIEIBIBH 1 X 5 CBUIF48 7 4 v R (HOV)Hitk
DR

Journal H A A s DR

Issue 37 % 15 Pagel-6

Year 1991.02

Study design HEWTIITSE

Assay ELISA

Sample size 167

Study setting

Characteristics of study
subjects (Gender, age,

)

1978 £ 2 A5 1990 4E 7 A D MAR K N 2 DMFFIEEERE 167
i

ID IC-F025

Authors LA EIN

Title BT 4 7Y ) =7 vElFIIc X 2 L BbnbsIEAIEBEIFAD
1 4

Journal HASHAL S E e MEns (2]

Issue 85 % 8 %5 p1618

Year 1988

Study design SEI

Assay

Sample size 1

Sampling method

Study setting

Outcome

Hev Fiik

Data collection method

Characteristics of study
subjects (Gender, age,

.)

Results

MR e S % D JER IR BB R 167 BliC 2 & Hev Fiik o lIE 21T -
720 1) HCV FUARRG MR (I AR A 126 il 82 f3ll(65%). [N B 17
B 10 B1(59%). vwD 17 B 8 fl(47%). S O e Rk Mt g i
HE 7 B 1 B1(14%) TH o 72, 2) HoV FLik & Hiv-1 Uik o B
T OMBIZEED SN o 7z, 3) HCV FUABG MR © o IiGEEE K
T8I 0 IR 58 1% 37,570 Hifiz & FRERED 23,689 HfTIC
FEUBHS 22 2% b o 72, 4) HOV TUARIGESR 1L 10 B 1. 50 A
ORI IC B 3 FElipfE CEid o oo 5)REEHIC Hev ik A
et b U 7z ks A ER 5 Bl & . s Bfsib L 7z 1mkm A 4 v e
X —REHIA 1 BB S ntz,

Sampling method

Outcome

Data collection method

Results

BT 4 7Y 5 vEFIIC X 2 L BB IEAFEBRIFRD 1
il

Comments

DB TH Y| JEGIOTE R S OERAR

Comments

HCV TG PEREAS FE PR 1T FE -~ C e [ (A7 B o0 S35 4R R %
HEBS W LWL DITR o7,




ID IC-FO26

Authors I I &Eg

Title MBVLEE T 4 7Y 7 =5 V8 (747D 7 =7V HT (IF
V) ) ik sk A RAFRD 5

Journal HANEBl MG (2]

Issue 78 % 5 5 p726

Year 1989

Study design FEBIER S

Assay

Sample size 5

Study setting FEIRAEL

Characteristics of study
subjects (Gender, age,

)

Sampling method

Outcome

Data collection method

PERLC s Zictk G e iz maEAic x> ce8 (54) PIEAJESB

Results
BURF 2 FIE L 720 PN 2 A ICIIMASHER E Tz,
Comments Kk CH V| FEFI O R L oA R
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ID Animal-01

Authors Wyke RJ et al
Transmission of non-A non-B hepatitis to chimpanzees by factor-IX

Title concentrates after fatal complications in patients with chronic liver
disease.

Journal Lancet

Issue 1(8115):520-4

Year 1979

Study design Experimental

Assay NA

Sample size 3

Study setting

London School of Hygiene and Tropical Medicine

Characteristics of study
subjects (Gender, age,

)

Young male chimpanzees

Sampling method

NA

Blood Coagulation
Factor

Factor-IX concentrate (1500 units) and Plasma (NANBH carrier) (2ml)

Deactivation method NA
Outcome Non-A Non-B

All developed hepatitis after 10 weeks’ incubation. Liver biopsy when
Results serum-aminotransferase was at its highest level showed features

consistent with acute hepatitis.




Animal-02

ID Animal-03

Authors Bradley DW et al

Title Non-A/non-B hepatitis in experimentally infected chimpanzees: cross-
challenge and electron microscopic studies.

Journal Journal of medical virology

Issue 6(3):185-201

Year 1980

Study design Experimental

Assay NA

Sample size 8

Authors Yoshizawa H et al
Virus-like particles in a plasma fraction (fibrinogen) and in the circulation

Title of apparently healthy blood donors capable of inducing non-A/non-B
hepatitis in humans and chimpanzees.

Journal Gastroenterology

Issue 79(3):512-20

Year 1980

Study design Experimental

Assay NA

Sample size 4

Study setting Tokyo(Japan)

Characteristics of study
subjects (Gender, age,

)

Chimpanzees

Study setting

Four of these animals, Don, Bern, P’nut, and Bill were housed and
maintained at the HLD and three (DS, BM, and SE) were used under
contractual agreement between Abbott Laboratories, North Chicago,
Illinois, and LEMSIP, Sterling Forest, New York, and Vilab 11, Liberia. The
remaining animal, George, was housed at the primate Unit of the London
School of Hygiene and Tropical Medicine.

Sampling method NA
Bl i
ood Coagulation Fibrinogen
Factor
Deactivation method NA

Characteristics of study
subjects (Gender, age,

..)

Chimpanzees

Sampling method

NA

Outcome Non-A Non-B (Virus-like particles)
Inoculation to 4 chimpanzees of an etiologic agent in a fibrinogen
Results preparation derived from pooled plasma, which had been implicated for

hepatitis in 2 humans. All 4 chimpanzees developed Non-A Non-B
hepatitis.

Blood Coagulation
Factor

Factor VIII, Factor IX and “H” stain

Deactivation method NA
Outcome Non-A Non-B

Inoculation of eight chimpanzees with factor VIII, factor IX, or “H” strain
Results plasma resulted in enzymatic and histopathologic evidence of non-

A/non-B hepatitis in all eight animals.




Animal-04

Authors Wyke RJ and Williams R

Title Clinical aspects of non-A, non-B hepatitis infection.
Journal J Virol Methods

Issue 2(1-2):17-29

Year 1980

Study design Experimental

Assay NA

Sample size 2

Study setting London(UK)

Characteristics of study
subjects (Gender, age,

)

Chimpanzees

Sampling method

NA

Blood Coagulation
Factor

Factor IX concentrate

Deactivation method NA
Outcome Non-A Non-B

Administration to 3 chimpanzees of factor IX concentrate from both
Results commercial and non-commercial, that caused non-A, non-B hepatitis in

humans.
All 3 chimpanzees developed Non-A Non-B hepatitis.
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ID Animal-06

Authors Stephan W and Prince AM and Kotitschke R

Title Factor VIl concentrate from cold sterilized human plasma.
Journal Dev Biol Stand

Issue 54:491-5

Year 1983

Study design Experimental

Assay NA

Sample size 4

Study setting

Characteristics of study
subjects (Gender, age,

)

Chimpanzees

Sampling method

NA

Blood Coagulation
Factor

Factor VIIl concentrate

Deactivation method

B propionolactone and UV irradiation

Outcome Non-A Non-B
2 chimpanzees received factor VIl concentrate treated by
propionolactone and UV irradiation and 2 received untreated product.
Results The 2 chimpanzees that received the treated product did not develop

Non-A Non-B hepatitis.
However, the 2 control chimpanzees developed Non-A Non-B hepatitis.




ID Animal-07

Authors Tabor E et al

Title Transmission of agent of post-transfusion non-A, non-B hepatitis by
cryoprecipitate prepared from plasma of symptomless chronic carrier.

Journal Lancet

Issue 1(8314-5):63-4

Year 1983

Study design Experimental

Assay NA

Sample size 1

Study setting

This chimpanzee had been born in a U.S. breeding colony, had had no
prior exposure to sources of hepatitis, and had not been previously
inoculated with any blood, plasma, or plasma derivatives.

Characteristics of study
subjects (Gender, age,

)

Chimpanzees

Sampling method

NA

Blood Coagulation
Factor

Cryoprecipitate

Deactivation method NA
Outcome Non-A Non-B

This study shows that the NANB hepatitis agent transmitted by blood is
Results not excluded from cryoprecipitate, and hence may also be present when

cryoprecipitate is processed further into FVIII concentrate.
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ID Animal-08

Authors Hollinger FB and Dolana G and Thomas W and Gyorkey F

Title Reduction in risk of hepatitis transmission by heat-treatment of a human
Factor VIl concentrate.

Journal J Infect Dis

Issue 150(2):250-62

Year 1984

Study design Experimental

Assay NA

Sample size 6

Study setting

California(US)

Characteristics of study
subjects (Gender, age,

)

Chimpanzees

Sampling method

NA

Blood Coagulation
Factor

Factor VIIl concentrate

Deactivation method

Heating (60 degrees Celsius for more than 10 hours)

Outcome Non-A Non-B
4 chimpanzees received factor VIIl concentrate treated by heating (60
degrees Celsius for more than 10 hours) and 2 received untreated
product.

Results

The 4 chimpanzees that received the heated product did not develop
Non-A Non-B hepatitis.
However, the 2 control chimpanzees developed Non-A Non-B hepatitis.




ID Animal-10

Authors Heldebrant CM et al.

Title Evaluation of two viral inactivation methods for the preparation of safer
factor VIl and factor IX concentrates.

Journal Transfusion.

Issue 25(6):510-5

Year 1985

Study design Experimental

Assay NA

Sample size 7

Study setting

California (US)

Characteristics of study
subjects (Gender, age,

)

Chimpanzees

Sampling method

NA

Blood Coagulation
Factor

Factor VIIl concentrate

Deactivation method

Heating (60 degrees Celsius for 20 hours or 98 degrees Celsius for more
than 30 minutes)

Outcome Non-A Non-B
2 chimpanzees received factor VIl concentrate treated by heating (60
degrees Celsius for 20 hours). None of them developed Non-A Non-B
Results hepatitis.2 chimpanzees received factor VIIl concentrate treated by

heating (98 degrees Celsius for more than 30 minutes). None of them
developed Non-A Non-B hepatitis.1 chimpanzee received untreated
factor VIl concentrate and developed Non-A Non-B hepatitis.
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ID Animal-12

Authors Nainan.OV and Lu L and Gao FX and Meeks E and Robertson BH and
Margolis HS

Title Selective transmission of hepatitis C virus genotypes and quasispecies in
humans and experimentally infected chimpanzees.

Journal J Gen Virol

Issue 87(Pt 1):83-91

Year 2006

Study design Experimental

Assay Nested RT-PCR

Sample size 12

Study setting us

Characteristics of study
subjects (Gender, age,

)

Chimpanzees (1978-1991)

Sampling method

NA

Blood Coagulation
Factor

Factor VIIl concentrate

Deactivation method NA
Outcome HCV RNA
Inoculation to 5 chimpanzees of a commercially available human anti-
haemophilia factor VIIl concentrate, manufactured in the 1970s, and
Results implicated in the transmission of non-A, non-B hepatitis to a female

patient.
All 5 chimpanzees developed non-A, non-B hepatitis. Genotyping shown
that all chimpanzees were infected by HCV genotype 1.




ID

PM-F002

Authors Solomon, C and Gréner, A and Ye, J and Pendrak, I
] Safety of fibrinogen concentrate: analysis of more than 27 years of
Title pharmacovigilance data.
Journal Thromb Haemost.
Issue 113(4):759-71
Year 2015

Study design

Review of Case reports

Assay

Not mentioned

Sample size

106

Study setting

Worldwide, from January 1, 1986 to December 3, 2013

Characteristics of
study subjects
(Gender, age, )

Patients with fibrinogen deficiency who received Haemocomplettan
P/RiaSTAP®.
Males: 49, Mean age: 38.0 £ 21.7 years

Sampling method

Outcome

Hepatitis C

Data collection method

This study evaluates spontaneous reports of potential adverse drug
reactions (ADRs) that occurred during post-marketing

pharmacovigilance of Haemocomplettan P/RiaSTAP®, a fibrinogen

Results

concentrate.

106 adverse drug reactions were reported.

15 reports were suspected cases of hepatitis C transmission.

The study is a review of reports of adverse events that occurred
Comments worldwide during the study period. It may not be exhaustive due

to possible underreporting of adverse events.
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ID PM-F008

Authors Spotnitz, W D and Dalton, M S and Baker, J W and Nolan, S P

Title Successful use of fibrin glue during 2 years of surgery at a
university medical center.

Journal Am Surg.

Issue 55(3):166-8.

Year 1989

Study design

Cross-sectional

Assay

Not mentioned

Sample size

413

Study setting

University of Virginia Medical Center (U.S) from 1985 to 1986

Characteristics of
study subjects
(Gender, age, )

Patients undergoing surgery

Sampling method

Outcome

Non-A non-B hepatitis

Data collection

Not mentioned

method

No case of hepatitis secondary to the use of fibrin glue has been
Results

reported

The main goal of this study was to report the success of the use
Comments of fibrin glue. The safety (blood-borne infection, including

hepatitis) was less explored.




ID

PM-F009

Rousou, J and Levitsky, S and Gonzalez-Lavin, L and Cosgrove, D

Authors and Magilligan, D and Weldon, C and Hiebert, C and Hess, P and
Joyce, L and Bergsland, J
Randomized clinical trial of fibrin sealant in patients undergoing

Title resternotomy or reoperation after cardiac operations. A
multicenter study.

Journal J Thorac Cardiovasc Surg

Issue 97(2):194-203.

Year 1989

Study design

Randomized clinical trial

Assay

N/A

Sample size

33

Study setting

Patients in 11 centers in the United States.

Characteristics
of study
subjects
(Gender, age,

N/A

Sampling

method

N/A

Outcome

Non-A non B hepatitis

Data collection

Blood Sample

method
Results No patient had non-A, non-B hepatitis.

Fibrin sealant is safe a safe topical hemostatic agent from the
Comments

point of view of transmission of viral diseases.
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ID PM-F012

Authors Lupinetti, F M and Stoney, W S and Alford, W C and Burrus, G R
and Glassford, D M and Petracek, M R and Thomas, C S

Title Cryoprecipitate-topical thrombin glue. Initial experience in
patients undergoing cardiac operations.

Journal J Thorac Cardiovasc Surg.

Issue 90(4):502-5.

Year 1985

Study design

Cross-sectional

Assay

Not mentioned

Sample size

26

Study setting

Vanderbilt University Hospital and St. Thomas Hospital, Nashville
(U.S) between April 1 and June 30. 1984

Characteristics of
study subjects
(Gender, age, )

Patients undergoing cardiac operation, 14 men and 12 women

aged 30-79 years.

Sampling method

Outcome

Non-A non B hepatitis

Data collection

Patients were followed 9-12 months

method
Cryoprecipitate-topical thrombin glue was used in patients
undergoing cardiac operations who demonstrated bleeding that
Results could not be safely controlled by placement of suture material,
cautery, and surface application of collagen haemostats.
Comments No case of hepatitis has been reported




ID

PM-FO13

Authors Lee, C A and Kernoff, P B and Karayiannis, P and Thomas, H C
) Acute fulminant non-A, non-B hepatitis leading to chronic active
Title hepatitis after treatment with cryoprecipitate.
Journal Gut.
Issue 26(6):639-41.
Year 1985
Study design Case Report

Assay RAI antigen/antibody system.
Sample size 1
Study setting N/A

Characteristics of
study subjects
(Gender, age,

The patient, a known carrier of haemophilia A with a basal level
of 16 U/dl factor VIII: C, was 52 years old when she slipped and

fell heavily on her right knee.

Sampling N/A
method
Outcome Non-A non B hepatitis

Data collection

Blood Sample

method

Results A diagnosis of post-transfusion acute NANB hepatitis was made.
The patient infused cryoprecipitate. The fibrinogen was not

Comments

clearly mentioned.
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ID PM-F014

Authors Fukumoto, T and Matsushima, Y and Tomita, S and Inaba, Y
Title [The use of fibrin glue in neurosurgical operations].

Journal No Shinkei Geka.

Issue 13(4):367-73.

Year 1985

Study design Case Report

Assay NA

Sample size 22

Study setting

Tokyo (Japan), from 1982-1983

Characteristics of
study subjects
(Gender, age, )

Neurosurgical patients, Males=11

Sampling method

Outcome

Non-A non B hepatitis

Data collection

Blood Sample

method
Results No hepatitis nor inflammatory was observed during the study.
Comments No information about hepatitis assessment




ID

PM-F016

Sugg, U and Frosner, G G and Lissner, R and Stunkat, R and

Authors
Schneider, W
) Post-transfusion hepatitis and its association with pooled
Title clotting factors.
Journal Eur J Clin Microbiol.
Issue 2(2):135-40
Year 1983
Study design Prospective

ID PM-F017
Authors Tremolada, F and Chiappetta, F and Noventa, F and ValfrA~, C
and Ongaro, G and Realdi, G
) Prospective study of posttransfusion hepatitis in cardiac surgery
Title patients receiving only blood or also blood products.
Journal Vox Sang
Issue 44(1):25-30.
Year 1983

Assay

Hepatitis A: anti-HAV IgM (Abbott Laboratories)

Study design

Prospective Study

Sample size

Hepatitis B: HBsAg (Ausria II)

Assay

N/A

Study setting

97

Sample size

297

Characteristics of
study subjects
(Gender, age, )

University Surgical Clinic of Tubingen (Germany) between

January and May 1979

Study setting

Cardiac Surgery Department

Sampling method

Patients undergoing open heart surgery

Characteristics
of study subjects
(Gender, age,

open-heart surgery patients

Outcome

Data collection

Increase of ALT>55IU/I between day 14 and day 180 after

Sampling N/A
method
Outcome Hepatitis

Data collection

method surgery, without detection of hepatitis A or B

Blood specimens were collected before surgery and 1, 7, 14 and
Results 42 days after surgery. Specimens were then taken at four-week

intervals up to the 30th week.

12 patients received clotting factors: fibrinogen only (1), factor
Comments IX complex only (1), fibrinogen and factor VIII (2), fibrinogen

and factor IX complex (3), fibrinogen, factor VIII and factor IX

complex (5) from different manufacturers.

method
4 out of 18 who received fibrinogen developed hepatitis and this
Results incidence was not statistically different from that observed in
recipients of blood units only
Comments Risk Factor: patients who received at least one unit of whole blood

or blood components while undergoing open-heart.




ID

PM-F020

Yoshizawa, H and Akahane, Y and Itoh, Y and Iwakiri, S and

Authors Kitajima, K and Morita, M and Tanaka, A and Nojiri, T and Shimizu,
M and Miyakawa, Y and Mayumi, M
Virus like particles in a plasma fraction (fibrinogen) and in the

Title circulation of apparently healthy blood donors capable of inducing
non-A/non-B hepatitis in humans and chimpanzees.

Journal Gastroenterology.

Issue 79(3) :512-20

Year 1980

Study design Case report

Assay Hepatitis A: anti-HAV IgM (immune adherence hemagglutination)

Sample size Hepatitis B: HBsAg (passive hemagglutination method)

Study setting

2

Characteristics of
study subjects

(Gender, age, --*)

Tokyo (Japan)

Sampling method

Not mentioned

Outcome

NA

Data collection

Increase of ALT without detection of hepatitis A or B

method

Patients were followed 2 years with regular collection of biological
Results

samples

Report of 2 patients who developed signs and symptoms of non-A

non-B hepatitis at 3 and 8 weeks after they received purified
Comments fibrinogen concentrate before its release as a commercial product.

They were the only patients who received the preparation and the

product was immediately withheld.
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ID PM-F025

Authors Polesky, H F

Title Post-transfusion hepatitis: a review and prospectus
Journal Hum Pathol.

Issue 2(3):441-51.

Year 1971

Study design Case Review

Assay N/a

Sample size 61

Study setting

Minneapolis War Memorial Blood Bank

Characteristics of
study subjects
(Gender, age, )

Hepatitis Patients

Sampling method N/A
Outcome Hepatitis
Data collection N/A
method

23 patients among the 61 hepatitis patients had the history of
Results o

receiving fibrinogen.

The post transfusion hepatitis rate needs to be evaluated. The
Comments

study outcome is Hepatitis. We assume that is was hepatitis C.




ID

PM-F030

Authors Boeve, N R and Winterscheid, L C and Merendino, K A
Title Fibrinogen-transmitted hepatitis in the surgical patient.
Journal Ann Surg.

Issue 170(5):833-8

Year 1969

Study design Prospective

Assay NA

Sample size 72

Study setting

University of Washington Hospital (U.S)

Characteristics of
study subjects
(Gender, age, )

Patients undergoing open heart surgery. 36 males and 36

females

Sampling method

Outcome

Clinical signs and symptoms of hepatitis and elevation of SGOT.

Data collection

method

Regular data collection from surgery to a minimum of 6 months

after

Results

72 patients undergoing open heart surgery were followed up
to 6 months after the surgery. 32 received fibrinogen
transfusion. 10 cases of hepatitis were observed in those who
received fibrinogen (10/32) and no case in those who did not
(0/40).

Comments

Hepatitis diagnosis was based on the clinical signs and
symptoms and elevation of SGOT. No serologic or virologic test

was done to confirm the type of virus
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ID PM-F032

Authors Mainwaring, R L and Brueckner, G G

Title Fibrinogen-transmitted hepatitis; a controlled study.
Journal JAMA.

Issue 195(6) : 437-41.

Year 1966

Study design Case report

Assay NA

Sample size 9

Study setting

University of Washington Hospital (U.S)

Characteristics of
study subjects
(Gender, age, )

Patients who received fibrinogen for bleeding following surgery

or delivery

Sampling method

Outcome

Clinical signs and symptoms of hepatitis and elevation of SGOT.

Data collection

Monthly data collection

method
Results Report of 9 patients who received fibrinogen for bleeding and
followed monthly for 6 months.
Hepatitis developed in 5 of these patients. 4 patients received
Comments both whole blood and fibrinogen, and one received fibrinogen

only




ID

PM-F034

Authors CRONBERG, S and BELFRAGE, S and NILSSON, I M
Title Fibrinogen-transmitted hepatitis.

Journal Lancet.

Issue 1(7288) : 967-9.

Year 1963

Study design Case series

Assay NA

Sample size 15

Study setting

Hospital of Malmo (Sweden), between 1957-1961

Characteristics of
study subjects
(Gender, age, )

Patients who received fibrinogen for bleeding following surgery
or delivery. Six men and nine women. Age range: 22 to 77

years.

Sampling method

Outcome

Clinical signs and symptoms of hepatitis and elevation of SGOT.

Data collection

method
Report of 15 cases of hepatitis following administration of
highly purified fibrinogen that contains 93% coagulable

Results substance. The interval between administration of fibrinogen
and onset of the disease was on the average more than 3
months.

Comments
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ID PM-F035

Authors ZAINO, E C

Title Homologous serum hepatitis following the administration of
fibrinogen.

Journal Obstet. Gynecol.

Issue 15:404-5

Year 1960

Study design Case Report

Assay N/A

Sample size 2

Study setting N/A

Characteristics of
study subjects
(Gender, age, )

Pregnant Women

Sampling method | N/A
Outcome Hepatitis
Data collection Blood sample
method

All pregnant women had serum hepatitis positive after treated
Results o

with fibrinogen.

The study outcome is Hepatitis. We assume that is was hepatitis
Comments

C.




ID

PM-F036

Authors RETTEW, P L and MEHARG, J G and BRUBAKER, E R

Title Hepatitis following therapy for afibrinogenemia; report of three
cases.

Journal Obstet Gynecol.

Issue 10(2):169-71.

Year 1957

Study design Case report

Assay NA

Sample size 3

Study setting

Reading hospital, Pennsylvania (U.S) from 1954 to 1956

Characteristics of
study subjects
(Gender, age, )

Women undergoing obstetric procedure (childbirth or abortion)

Sampling method

Outcome

Clinical signs and symptoms of hepatitis

Data collection

Medical records

method

All 3 women developed clinical signs and symptoms of hepatitis
Results 3 to 4 months following the administration of fibrinogen.
Comments Diagnosis of hepatitis was based only on Clinical signs and

symptoms. No laboratory test was performed.
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ID PM-F037

Authors SKINNER, J S

] Serum hepatitis:  occurrence following the use of human
Title fibrinogen

Journal Mo Med.

Issue 4(8):740-4.

Year 1957

Study design

Cross-sectional

Assay

N/A

Sample size

17

Study setting

Eight St Louis (U.S), from 1954-1956

Characteristics of
study subjects
(Gender, age, )

Patients receiving fibrinogen and who survived 3 months or

more. Age range:23-44 years.

Sampling method N/A

Outcome Hepatitis

Data collection Blood Sample

method

Results Serum Hepatitis occurred in 6 of the 17 cases (35%).
Comments The study outcome is Hepatitis. We assume that is was

hepatitis C.




ID

GR-F012

Blanchette VS, Vorstman E, Shore A, Wang E, Petric M, Jett

Authors
BW, Alter HJ.
Title Hepatitis C infection in children with hemophilia A and B.
Journal Blood.
Issue 78(2):285-9.
Year 1991
Study design Prospective

Assay

Ortho HCV ELISA Test System (Ortho Diagnostics System, Inc,
Raritan, NJ)

Sample size

54

Study setting

Hospital for Sick Children, Toronto (Canada) from 1987 to
1989

Characteristics of
study subjects
(Gender, age, )

Haemophilic children less than 18 years

Sampling method

Outcome

Anti-HCV

Data collection

At least 12 months follow-up with collection of clinical and

biological data. Sera were stored at -70°C and tested for anti-

method

HCV Ab later

25 patients received single or limited dry heat-treated factor
Results concentrates or regularly unheated or dry heat-treated factor

VIII or IX concentrates. 23 developed hepatitis C.

Hepatitis occurred in 2/3 children who had a single exposure
Comments

to dry heat-treated factor VIIl or IX concentrates.
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ID GR-F020
Authors Colombo M, Mannucci PM, Carnelli V, Savidge GF, Gazengel C,
Schimpf K.
) Transmission of non-A, non-B hepatitis by heat-treated factor
Title VIII concentrate.
Journal Lancet.
Issue 2(8445):1-4.
Year 1985
Study design Prospective

Assay

Hepatitis A: anti-HAV IgM (Abbott Laboratories)
Hepatitis B: HBsAg (Abbott Laboratories)

Sample size

13

Study setting

Multicentric (Milan/Italy, Heidelberg/Germany, London/UK, and
Paris/France), from 1982 to 1984

Characteristics of
study subjects
(Gender, age,

Patients with haemophilia A aged 3 months to 58 years who were
treated with factor VIII concentrate. They never received blood

or blood products

Sampling

method

Outcome

Increase of ALT>2-5 times the upper normal limit, without

detection of hepatitis A or B

Data collection

12 months follow-up with collection of clinical and biological data:

2 weeks during the first month, every 3 weeks for 6 months, and

method
thereafter monthly until the end of the year’s follow-up.
| NANB hepatitis developed in 11 (84%) of the 13 patients who
Results
were regularly followed up.
Sample size low. Enrolment of only patients previously untreated
with blood or blood products allowed to control bias due to
Comments

previous exposure conferring protection against new attacks of

NANB hepatitis.




ID

RF-FO01

Rickard KA, Batey RG, Dority P, Johnson S, Campbell J,

Authors
Hodgson J.
Title Hepatitis and haemophilia therapy in Australia.
Journal Lancet.
Issue 2(8290):146-8
Year 1982

Study design

Cross-sectional

Assay

Hepatitis A: Not mentioned

Sample size

Hepatitis B: HBsAg (Ausria II)

Study setting

243

ID RF-F002
Authors Yokoi Y, Mizuno A,Sudo K et al.
) Gyouko inshi seizai to jutsugo kanen no hassei ni tsuite. [Plasma-
Title derived coagulation factors and postoperative hepatitis. ]
Journal Jpn J Transfus Med.
Issue 30: 370-71.
Year 1984
Study design Case report
Assay
Sample size 83

Characteristics of
study subjects
(Gender, age, )

Royal Prince Alfred Hospital (Australia) from January 1977 to
June 1981

Study setting

Tokyo University hospital (Japan), in 1981

Sampling method

Haemophilic patients (226 men, 17 women) aged 1 to 71

Characteristics
of study subjects
(Gender, age,

Patients undergoing cardiac surgery

Outcome

years (mean 28 years, median 30 years) who were treated

with cryoprecipitate

Sampling

method

Data collection

Outcome

Non-A non-B hepatitis

method

Increase of ALT>100 IU/L, without detection of hepatitis A or
Results

B
Comments Retrospective study of the patients’ medical records

Data collection

Criteria for postoperative hepatitis : GOT and GPT values that

have been normalized after surgery have risen to more than 200

method

units each after the second week

Among the 83 patients undergoing cardiac surgery, 14 were
Results given blood and unheated fibrinogen. 8 developed post-

transfusion hepatitis.

It is also related to the amount of blood transfusion. From this
Comments

study, hepatitis incidence tends to increase above 2000 ml




ID

RF-FO03

ID RF-FO04
Authors Hasegawa I, Tanaka Y, Orito E, et al.
) Ketsueki fi brinogen seizai niyoru HCV kansen no kentou. [HCV
Title infection due to fibrinogen concentrate.]
Journal Kanzo
Issue 44 (suppl 2): A430
Year 2003
Study design Case report

Authors Inoue N, Inoue A, Komatsu O, et al.
Kanetsu shori fiburinogen seizai niyoru hi A hi B gata kanen no go

Title rei. [Five cases of non-A non-B hepatitis due to heated fibrinogen
concentrate.]

Journal J Jpn Soc Intern Med.

Issue 78: 726

Year 1989

Study design Case report

Assay

Sample size 5

Study setting

Nagano Prefecture (Japan), 1987

Assay RT-PCR, SepaGene extraction kit
Sample size 13
Study setting Japan

Characteristics
of study
subjects
(Gender, age,

Women undergoing obstetric procedure, aged 27-38 years

Characteristics
of study
subjects
(Gender, age,

Patients treated with heated and unheated fibrinogen

Sampling

method

Sampling

method

Outcome

Non-A non-B hepatitis

Outcome

HCV RNA

Data collection

method

Data collection

Results

5 women treated with heated fibrinogen for obstetric bleeding

5 women developed Non-A non-B hepatitis

Comments

method

13 patients given unheated or heated fibrinogen
Results

13 had hepatitis C virus RNA in blood sample
Comments -




ID

RF-F005

Authors A.M. L Lever, D Brown, A.D. B Webster, H.C Thomas
) Non-A, Non-B Hepatitis Occurring In Agammaglobulinaemic
Title Patients After Intravenous Immunoglobulin
Journal Lancet.
Issue 8411, 10 November 1984, Pages 1062-1064
Year 1984

Study design

Cross-over trial

Assay

N/A

Sample size

12

Study setting

London (UK)

Characteristics
of study
subjects
(Gender, age,

Patients with hypogammaglobulinamia

Sampling N/A
method
Outcome Non-A, Non-B

Data collection

Blood Sample

method
Results One patient had non-A, non-B.

It was assumed that the patient with non-A, non-B hepatitis had
Comments

acquired the virus from previous plasma therapy.
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FDA LICENSE EVALUATION FOR RiaSTap™

Trade name: RiaSTap™

Blood product: Fibrinogen Concentrate (Human)
DATE OF LICENSE APPROVAL: 16 January 2009
LICENSE NUMBER: 1765

MANUFACTURER: CSL Behring GmbH (Germany)

INDICATION: Treatment of acute bleeding episodes in patients with congenital
fibrinogen deficiency, including afibrinogenemia and hypofibrinogenemia

PRODUCT COMPOSITION

Fibrinogen: 900 to 1300 mg

Albumin: 400 to 700 mg

Arginine hydrochloride: 375 to 660 mg
Sodium chloride: 200 to 350 mg
Sodium citrate: 50 to 100 mg
BACKGROUND

Fibrinogen for intravenous use was marketed in the United States by several
companies in the twentieth century. It was used to treat not only congenital
fibrinogen deficiency, but also to treat obstetric (post-partum) bleeding. The FDA
revoked all licenses for fibrinogen concentrates in 1977 because of the risk for
hepatitis infection and a suspected lack of effectiveness in obstetric use. Several
fibrin sealants are currently licensed in the U.S., but no fibrinogen for intravenous
use is currently licensed.

RIASTAP™ manufacturer has been producing human fibrinogen concentrate since
1956 under the trade names “Human Fibrinogen Konzentrat” and “Human
Fibrinogen = Behringwerke  Konzentrat”. The product was renamed
Haemocomplettan™ P in 1985, coinciding with significant improvements in purity
and safety, particularly with regard to the implementation of a pasteurization step.
The basic manufacturing process has remained unchanged from this time.

2 FDA website : http://wayback.archive-
it.org/7993/20170723024925/https:/www.fda.gov/BiologicsBloodVaccines/Blood Blood Pro
ducts/ApprovedProducts/Licensed ProductsBLAs/FractionatedPlasmaProducts/ucm094
010.htm
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At the time of license submission, Haemocomplettan™ P was licensed in 7 European
countries since 1986 and there has not been any proven viral transmission to
treated patients. For the US market, RIASTAP™ will be used as the trade name.

SOURCE OF PLASMA DONORS AND SCREENING

Only plasma sourced from the US and Germany is used in the manufacture of
RIASTAP™.

All plasma used in the manufacture of RIASTAP™ is tested using FDA-licensed
serological assays for hepatitis B surface antigen and antibodies to Human
Immunodeficiency Virus (HIV)-1/2 and Hepatitis C Virus (HCV). Additionally, the
plasma is tested with FDA-licensed Nucleic Acid Testing (NAT) for HCV and HIV-1
and found to be non-reactive (negative). For Hepatitis B Virus (HBV), an
investigational NAT procedure is used; however, the significance of a negative result
has not been established. In addition, the plasma has been tested by NAT for
Hepatitis A Virus (HAV) and Parvovirus B19 (B19). Only plasma that passed virus
screening is used for production, and the limit for B19 in the fractionation pool is set
not to exceed 105 IU of B19V DNA per mL

VIRAL INACTIVATION PROCESS

The manufacturing process has been demonstrated to reduce the risk of virus
transmission in an additive manner: pasteurization (600C for 20 hours),
cryoprecipitation, and other absorption/precipitation steps that have been
validated in a series of in vitro experiments for their capacity to inactivate or remove
a wide range of viruses of diverse physicochemical characteristics including: HIV,
HAV, B19, West Nile Virus (WNV), Herpes Simplex Virus type 1 (HSV-1), and the
following model viruses: Bovine Viral Diarrhea Virus (BVDV) as a model virus for
HCV and Canine Parvovirus (CPV) as a model virus for B19.

BASIS FOR FDA LICENSURE

Licensure was based on clinical studies as well as findings from post-marketing
experience in Europe from 1986 to 2008.

Six studies evaluating the efficacy and safety of RIASTAP™ were considered for the
licensure. 5 were already completed and 1 was ongoing. Two completed studies
(B13023_2001 and CE1221_1) and one ongoing study (B13023_3001) are
conducted under a U.S. IND to support the indication. Additional studies conducted
in Europe are supportive for safety and efficacy in the proposed indication.

The following studies were considered (details in annexes):

- Study 7D-402XX-RS (Annex 1): collection of additional viral safety data from
an earlier study conducted in subjects with congenital fibrinogen deficiency in
Europe between June 1985 and June 1987.

- Study 7MN-501FM (Annex 2): Retrospective Phase 4 to evaluate the efficacy
of Hemocomplettan™ P in congenital deficient patients including dysfibrinogenemia,
between May 1985 and February 1992.

- Study 7MN~-101FM (Annex 3): open-label, uncontrolled, prospective Phase
1 study in Europe, conducted between April to November 1993.

- Study CE1221_1 (Annex 4): retrospective physician survey conducted and
provided data from 31 physicians regarding 100 patients that will be used as the
historical control for a post-marketing study.
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- Study B13023_2001 (Annex 5): prospective, open, uncontrolled trial to
collect PK and safety data and demonstrate hemostatic efficacy, conducted between
July 2007 and May 2008.

- Study No. B13023_3001: ongoing post-marketing study (prospective, open,
historically controlled Phase 4 study in 23 evaluable subjects) to validate a
correlation between MCF the surrogate efficacy endpoint used in Study
B13023_2001, and clinical efficacy of stopping acute bleeding.

In addition, the sponsor reported findings from post-marketing experience in
Europe from 1986 to 2008 (Annex 6).

FDA CONCLUSION

Safety: There was no proven viral transmission to treated patients since the use of
Haemocomplettan™ P in 1986. FDA concludes that the safety profile appears to be
acceptable. However, additional safety with regards to thromboembolism have to be
evaluated in the Phase 4 study.

Efficacy: Overall, FDA concludes that when patients with congenital fibrinogenemia
are given 70 mg/kg of RIASTAP, the expected in vivo recovery and half-life is
observed when compared to the literature and other studies conducted with the
product. MCF, the surrogate efficacy parameter, was increased in congenital
deficient patients after RIASTAP administration, to levels that correlated well with
expected fibrinogen levels. The clinical significance, i.e. correlation with hemostatic
efficacy, will be evaluated in Phase 4 post-marketing study.

POST-MARKET RECOMMENDATION:

The study No. B13023_2001, uses maximum clot finnness (MCF), as detennined by
thromboelastometry as a surrogate endpoint to demonstrate hemostatic efficacy.
The assay for MCF as determined by thromboelastometry, using a method that
abolishes platelet function, and measures clot firmness or strength (maximal
amplitude of the clot in mm.) was validated by the sponsor as a measure of
fibrinogen function in vitro. FDA accepted MCF as a surrogate marker that would
likely predict clinical outcomes during treatment of bleeding episodes in patients
with congenital fibrinogen deficiency. The surrogate endpoint will be validated by
showing a correlation between MCF and clinical efficacy in a post-marketing Phase
4 study (Study No. B13023_3001). This post-marketing protocol has been
submitted to study sites for institutional review board (IRB) approval to initiate
the study.
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ANNEXES: SUMMARY OF CLINICAL STUDIES FINDINGS.

The original articles for studies 7MN-101FM and 7D-402XX-RS were not found. The summary
of the results of these studies are, based on the FDA Blood Products Advisory Committee
Meeting report.

ANNEX 1: STUDY 7D-402XX-RS

Study design Additional virus safety data from an earlier study conducted in
subjects with congenital fibrinogen deficiency
Objective To assess the safety of Hemocomplettan™ P

Sample size

6

Study setting and period

Europe, between June 1985 and June 1987

Results

This study was primarily a viral safety study. Six subjects were
evaluated for viral seroconversion. No subject seroconverted.

ANNEX 2: STUDY 7MN-501FM

Authors Wolfhart Kreuz, Esther Meili, Kristiina Peter-Salonen, Sabine
Haertel, Jan Devay, Udo Krzensk, Rudolf Egbring

Title Efficacy and tolerability of a pasteurised human fibrinogen
concentrate in patients with congenital fibrinogen deficiency

Journal Transfusion and Apheresis Science

Issue 32:247-253

Year 2005

Study design Phase 4 open, multicentre, non-controlled retrospective study

Sample size

12

Study setting and period

Europe between May 1985 and February 1992. Age range=1
day to 29 years.

Characteristics of study
subjects (Gender, age,

)

Patients suffering from afibrinogenaemia, haemostatically
relevant hypofibrinogenaemia, or dysfibrinogenaemia
associated with bleeding tendency.

The dose for adults was 1-2 g, and for children 15-30 mg/kg
body weight. For all patients included in the study, further
infusions were administered as required.

Sampling method NA
Outcome Safety: The clinical efficacy was judged by the participating
physicians.

Efficacy: The haemostatic efficacy was assessed by both
laboratory parameters and clinical observation.

Data collection method

Blood samples were obtained before fibrinogen administration
and between 30 and 60 min after the infusion.

Results

Safety: A reversible anaphylactic reaction with severe
hypotension, cyanosis of lips and extremities, abdominal pain,
and pain in the back was reported in one subject.

One SAE was reported for a subject with afibrinogenemia who
developed venous thrombosis and non- fatal lung embolism
after treatment outside of the study. The patient was being
treated for a “collum femoris” fracture and received heparin
treatment.
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There was no evidence for viral transmission in any patient.
Efficacy: 89 infusions for prophylactic purposes were
recorded, 86 of which were given to a single subject. The
clinical efficacy was estimated as good in all 26 bleeding
episodes and in 10 of 11 surgical interventions. In 1 case (a
subject with pylorotomy), the efficacy was judged as moderate.
The mean increase (i.e. the incremental IVR) of 1.5 mg/dL,
(range 0.8 -2.3 mg/dL) was similar to that seen in the pivotal
study B13023_2001.

Comments

Small sample size.
Non-controlled study.

ANNEX 3: STUDY 7MN-101FM

Study design

Open-label, uncontrolled, prospective Phase 1 study

Objective

To determine the pharmacokinetics of a single IV dose
70mg/kg of Hemocomplettan P

Sample size

6

Study setting and period

Europe, from April-November 1993

Results

Six subjects were enrolled in the study. Six Adverse Events
were observed in four subjects: dyspnea (mild, possibly
related), elevated temperature (mild, possibly related), pain
along the vein (mild, not related), pallor, nausea, shivering
(moderate, not related), dizziness (mild, possibly related).
All the AEs were considered to be non-serious and needed no
intervention.

There was no report of viral transmission in any patient.

ANNEX 4: STUDY CE1221_1

Authors Peyvandi F, Haertel S, Knaub S, Mannucci PM.

Title Incidence of bleeding symptoms in 100 patients with inherited
afibrinogenemia or hypofibrinogenemia

Journal ] Thromb Haemost.

Issue 4(7):1634-7.

Year 2006

Study design Retrospective clinical survey

Sample size

34 physicians and 100 patients

Study setting and period

Canada and USA and 8 European countries, between October
2002 and March 2003.

Characteristics of study
subjects (Gender, age,

)

Physicians known to treat patients with fibrinogen deficiency
and 100 patients (53 males and 47 females, age range= 7
months to 75 years).

Sampling method

Convenience

Outcome

Efficacy and safety based on physicians’ report

Data collection method

Questionnaire and medical records

Results

A total of 517 bleeding episodes (322 spontaneous, 100
trauma-related, 79 surgery-related and 16 ‘other’ or
‘unspecified’) were reported.
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Of the 74 surgical procedures 52 (70%) were minor and 15
(20%) major, seven (10%) procedures were not specified. The
types of replacement material were fibrinogen concentrates (in
52% of the procedures), and cryoprecipitate (in 42%).
Fibrinogen concentrate and cryoprecipitate were judged to be
equally effective (excellent/good haemostatic efficacy>90%).
There was no report of viral transmission in any patient.

Comments

The study was retrospective and based upon a questionnaire,
and has therefore all the limits and biases of this type of
analysis.

This study was not designed to collect safety information.

ANNEX 5: STUDY B13023_2001

Manco-Johnson M], DiMichele D, Castaman G, Fremann S,

Authors Knaub S, Kalina U, Peyvandi F, Piseddu G, Mannucci P for the
Fibrinogen Concentrate Study Group.
Title Pharmacokinetics and safety of fibrinogen concentrate
Journal ] Thromb Haemost
Issue 7:2064-9
Year 2009
. Prospective, open-label, uncontrolled phase II study of FCH
Study design (Haemocomplettan™ P and RiaSTAP; CSL Behring)
Assay NA

Sample size

15

Study setting and period

Multinational, multicenter, at 10 centers in the
USA and Italy, between July 2007 and May 2008.

Characteristics of study
subjects (Gender, age,

)

Patients with afibrinogenemia, five female (33.3%) and 10
male (66.7%). The population was 86.7% Caucasian, and the
mean age was 30 years (range: 8-61 years).

Each subject received a single intravenous infusion of 70
mg/kg of RIASTAP™

Sampling method

NA

Outcome

Safety was assessed on the basis of adverse events, changes in
vital signs and physical examinations, and clinical laboratory
assessments. Virus safety assessments included testing for
human immunodeficiency virus (HIV-1 and HIV-2), hepatitis
viruses A, B, and C and parvovirus B19 in blood samples that
were collected before as well as 9 and 44 days after infusion.
Efficacy: efficacy was assessed based on a surrogate endpoint,
defined as the measuring maximum clot firmness (MCF) 1 h
after infusion as compared with baseline.

Data collection method

Plasma samples for PK analysis were collected before infusion
and 0.5,1, 2,4, 8, 24 and 48 h as well as 4, 6, 9 and 13 days
after infusion.

Virus safety assessments were collected before as well as 9 and
44 days after infusion.

Results

Safety: Two patients experienced four treatment-emergent
adverse events (TEAEs), none of which was serious or led to
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discontinuation from the study. All the TEAEs occurred
between 2 and 13 days. All TEAEs were mild and not related to
study medication except for one (headache) that occurred
within 72 hours after infusion.

There was no evidence for viral transmission in any patient.
Efficacy: The difference in the mean change in MCF from
before infusion to 1 h after infusion (8.9 mm) was statistically
significant (P < 0.0001). MCF was zero at baseline for all
patients, and increased to between 6.5 and 16.5 mm at 1 h after
infusion of FCH.

Small sample size.

Non-controlled study.

Comments

ANNEX 6: POST-MARKETING ADVERSE EVENT DATA IN EUROPE: PASSIVE REPORTING

CSL Behring has received a total of 45 adverse event reports for Hemocomplettan P since it
began marketing in Europe (1986-2008), corresponding to one report for every 3,414 doses
distributed over this time period. Of the 45 AEs reported, there was 14 cases of suspected
transmission of infectious disease. 13 cases were considered unrelated and 1 with insufficient
data.

Time Co-suspect
Case | Age Indication for between HFC Lab Event (year) | Plasma/Blood
No. | (yrs) | treatment Dose and
Products/Events
Event
. Non-virus
\'A 40 CD dysfib 9 yrs. from 1st | Anti-HCV+ inactivated
dose (1995)
products
V2 61 AD, cardiac 10 rpos. from Anti-HCV+ Plasma, PRBCs
surgery dosing (1995)
. Hep C dx .
V3 NA AD, gynecologic immediately Anti-HCV+(1988) No baseline test
surgery done
after surgery
Va4 68 AD, hemorrhagic | 5 yrs. from HBsAg+ and 5Uplasma, 14 U
shock dosing HBcAg+(1996) PRBCs
AD,
V5 NA chemotherapy NA HCV+ (1994) PRBCs, platelets
AD, heart NA (treated in
Vé 40 surgery 1996) HCV+ (NA) Platelets
26 U PRBCs, 29U
platelets,
AD, Hep B+ immunoglobulin
V7 22 chemotherapy 11 mos. (1997) ATIIL human
for ALL .
albumin from
06/96 to 08/97
PRBCs, PCC for
. 21 mos. from massive
V8 71 AD, hip surgery dosing HCV+ (1997) intraoperative
bleeding
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AD, 26 mos. from | HCV+ (06/96)
e 10 chemotherapy last dose in (HCV negin PRBCs, platelets
for ALL 04/94 05/96)
AD, Reported 14 HCV+ Plasma, patient was
V10 | NA surger yrs. from (NA) a nurse
sery dosing
4 mos. from Hep B serology PRBCs, plasma,
AD, consistent with
V11 | 28 . dose on . . human
C-section 12/31/01 older infection albumin
(03/02)
Multiple other
V12 | 49 NA NA HCV+ (NA) blood products
V13 | NA CD NA HCV+ (NA) Plasma
AD, 25 to 37 mos.
V14 | 44 DIC/multiple from single I(-IZCO\E;L) iiﬁ?s’ platelets,
trauma dose on 11/01
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2) 2017 FICAERIN T« 7Y /5 VEHE (FIBRYNA®) ([CBIT 2 FDA OiRE:

FDA LICENSE EVALUATION FOR FIBRYNA®), Fibrinogen (Human)

L. Product Name
FIBRYNA®, Fibrinogen (Human)
IL. Indications

FIBRYNA is a human fibrinogen concentrate indicated for the treatment of
acute bleeding episodes in adults and adolescents with congenital
fibrinogen deficiency, including afibrinogenemia and hypofibrinogenemia.
FIBRYNA is not indicated for dysfibrinogenemia.

III. Composition

Each bottle contains approximately 1g of fibrinogen. The diluent for
reconstitution of the lyophilized powder is sterile Water for Injection.

The nominal composition of FIBRYNA is as follows:
- Human Fibrinogen: 20 mg
- Sodium Chloride 6 mg
- Sodium Citrate Dihydrate 1.5 mg
- Glycine 10 mg
- L-Arginine Hydrochloride 10 mg
IV. Background

There is another human fibrinogen product licensed in the U.S. for the
treatment of congenital fibrinogen deficiency CFD - RiaSTAP®,
manufactured by CSL Behring (CSLB). FIBRYNA will be the second product
available in the U.S. for the treatment of bleeding episodes in adults and
adolescents with CFD, including afibrinogenemia and hypofibrinogenemia.
FIBRYNA has been approved by FDA in June 17, 2017. It has not been
approved outside of the U.S.

V. Transmissible Infectious Agents and Control

FIBRYNA is made from human plasma. Products made from human plasma
may contain infectious agents (e.g., viruses and the C]JD agent that can cause
disease. Also, unknown infectious agents may be present in such products
(see Patient Counseling Information). The risk that such products will
transmit an infectious agent has been reduced by screening plasma donors
for prior exposure to certain viruses, by testing for the presence of certain
current virus infections, and by a process demonstrated to inactivate
and/or remove certain viruses during manufacturing.

3 U.S. food and drug administration, approved blood product, fibrinogen. Retrieved Jan
29, 2020, from https://www.fda.gov/vaccines-blood-biologics/approved-blood-
products/fibryna
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VL.

Production processes are controlled and monitored by specified process
control parameters. Production processes have been investigated and
validated concerning their ability to reduce microbes and prions. Residual
microbes are reduced by in-process filtration steps and removed by the
validated final bulk solution. Thereafter, aseptic filling is performed, and the
product is freeze-dried. The final release tests include those for sterility and
endotoxin.

To minimize the risk of transmissible spongiform encephalopathy (TSE)
agent transmission, donors who are potentially at risk are excluded from
plasma donation as specified in the current FDA guidance regarding
donations collected in the U.S. Furthermore, the manufacturing steps
including, and nanofiltration may contribute to the removal of potential TSE
agent contamination.

As stated above, all plasma donations, mini-pools and manufacturing pools,
are tested for viral markers in compliance with the requirements of FDA.

The results are sufficient to support the effectiveness of viral clearance in
the commercial manufacturing process.

Furthermore, two studies formed the basis for the safety and efficacy of
FIBRYNA for the proposed indications: FORMA 01 and FORMA 02.

Clinical Study

The safety, pharmacokinetic (PK) and pharmacodynamic (PD) data from
one completed clinical study (FORMA 01) were provided as supportive of
the data from FORMA 02 study. FORMA 02 is an ongoing study ongoing
(projected conclusion Quarter 4, 2020) in adult and adolescent subjects for
the treatment of acute bleeding and perioperative prophylaxis.

Trial #1: FORMA 01: “Pharmacokinetic, Efficacy, and Safety Study of Octafibrin

Compared to Haemocomplettan/Riastap”.
a phase 2 crossover pharmacokinetic (PK) and PD
Study type: Interventional.

Study design: Allocation: Randomized; Intervention Model: Crossover
Assignment; Masking: None (Open Label); Primary Purpose: Treatment

Condition: Congenital Fibrinogen deficiency, Afibrinogenemia
Intervention:

Biological: Octafibrin

Biological: Haemocomplettan® P or RiaSTAPTM

Enrollment: 22

14 (64%) White, 8 (36%) Asian

6 were 12 to <18 years of age; 4 were 12 to 16 years of age

15 females (68%) and 7 males (32%)
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The sample size was small. However, there were no notable differences
in the post treatment plasma fibrinogen levels achieved either based
on sex or by age. There were no deaths, no thrombotic events,
hypersensitivity reactions or immune related adverse events noted in
this study. There were no serious adverse events that were related to
FIBRYNA.

Trial #2: FORMA 02: “Efficacy and Safety Study of Octafibrin for On-demand

VIL

Treatment of Acute Bleeding and to Prevent Bleeding During and After
Surgery”.

an ongoing uncontrolled Phase 3 safety and efficacy study of FIBRYNA
Study type: Interventional

Study design: Intervention Model: Single Group Assignment; Masking:
None (Open Label); Primary Purpose: Treatment

Condition: Congenital Fibrinogen Deficiency.
Intervention: Drug: Octafibrin

Enrollment: 25

9 (69%) White, 3 (23%) Asian, 1 (8%) Other (Arab)
1 was Hispanic/Latino

2 were 12 to <18 years of age

6 (46%) females and 7 (54%) males

There was no difference in clinical hemostatic efficacy when the data
were analyzed by sex or race, and there were no apparent differences
by age.

The primary efficacy was to be assessed based on the outcomes of the
first bleeding event or during the perioperative period for any surgery.
The pre-specified endpoint for study success was based on achieving a
lower bound of the two sided 90% Blyth-Still-Castella CI of > 0.70.

Among 25 subjects, all 13 treated subjects are included in the safety
population. No deaths or study discontinuation due to adverse events
occurred in this study.

Conclusion:

The efficacy and safety data are adequate to support marketing approval for

the treatment of minor and major bleeding in adults and adolescents.

Due to the limitations of the biologics license application (BLA) safety data,

and the known risks from the published literature, the review team
recommends a required post-marketing study to further characterize the
thrombotic risks of FIBRYNA.

There was no anti-fibrinogen antibody development and no deaths. The two

adverse events related to FIBRYNA were mild, including one event of
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pyrexia and one hypersensitivity reaction. Overall, based on FORMA-01 and
FORMA-02, the safety profile of FIBRYNA is acceptable.

VIII. Recommendation/Risk Benefit Assessment
a) Recommended Regulatory Action

The review committee recommends approval of this BLA. The
manufacturing process for FIBRYNA, Fibrinogen (Human), is validated and
adequately controlled. The clinical data for FIBRYNA provide substantial
evidence of effectiveness and support a favorable benefit/risk
determination for the use of FIBRYNA for adults and adolescents (= 12
years) with CFD, including afibrinogenemia and hypofibrinogenemia, for
the treatment of acute bleeding episodes. FIBRYNA is not indicated for
dysfibrinogenemia.

b) Benefit/Risk Assessment

FIBRYNA treatment results in replacement of plasma fibrinogen levels that
control major and minor bleeding episodes in patients with congenital
afibrinogenemia and hypofibrinogenemia. The risks of FIBRYNA are
hypersensitivity reactions and thrombosis. Although there were not
thrombotic risks from FIBRYNA in the two studies, the anticipated risks of
thrombosis of FIBRYNA relate to the risks associated with FRT.

Overall, the benefits described above outweigh the risks related to
FIBRYNA for the proposed indication.
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Systematic review and meta-analysis on the HCV transmission route in Japan
List of excluded articles

Serial Reason for
No. Lang. | Title Authors Details
number exclusion
J Acquir Immune Defic
Characteristics of patients with chronic infection | Ishida, Yuki and Hayashida, Tsunefusa and
Syndr. 2019 Mar 1;80(3):350- Not about
due to hepatitis C virus of mixed subtype: | Sugiyama, Masaya and Tsuchiya, Kiyoto and
PM-J002 E 357. doi: transmission
prevalence, viral RNA concentrations, and | Kikuchi, Yoshimi and Mizokami, Masashi and
10.1097/QAI1.0000000000001 | route of HCV
response to interferon therapy. Oka, Shinichi and Gatanaga, Hiroyuki
919.
A consensus for  occupational health J Occup Health. 2017 May
management of healthcare workers infected with | Ishimaru, Tomohiro and Wada, Koji and | 25;59(3):304-308. doi:
PM-J003 E Review article
human immunodeficiency virus, hepatitis B virus, | Smith, Derek R 10.1539/joh.16-0275-OP.
and / or hepatitis C virus. Epub 2017 Apr 5.
World J Gastroenterol. 2013
Transmission of hepatitis C virus: self-limiting
PM-J004 E Saito, Takafumi and Ueno, Yoshiyuki Nov 7:;19(41):6957-61. doi: Review article
hepatitis or chronic hepatitis?
10.3748/wjg.v19.i41.6957.
Significant background rates of HBV and HCV | Tani, Y and Aso, H and Matsukura, H and | Vox Sang. 2012 Not about
PM-JO06 E infections in patients and risks of blood | Tadokoro, K and Tamori, A and Nishiguchi, S | May;102(4):285-93. doi: transmission

transfusion from donors with low anti-HBc titres

and Yoshizawa, H and Shibata, H and JRC NAT

10.1111/j.1423-

route of HCV
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or high anti-HBc titres with high anti-HBs titres in
Japan: a prospective, individual NAT study of
transfusion-transmitted HBV, HCV and HIV

Screening Research Group, [Collective

Name]

0410.2011.01561.x. Epub
2011 Nov 14.

infections.
5. Pellicano, R and De Angelis, C and De Luca, L
Risk factors for HCV infection. Focus on ethnic and Minerva Gastroenterol
PM-JO11 and Smedile, A and Berrutti M and Not in Japan
cultural characteristics. Dietol. 2009 Jun;55(2):159-62.
Astegiano, M and Rizzetto, M
6. Tanaka, Junko and Mizui, Masaaki and
Incidence rates of hepatitis B and C virus Intervirology. 2008;51(1):33- Not about
Nagakami, Hideki and Katayama, Keiko and
PM-J012 infections among blood donors in Hiroshima, 41.doi: 10.1159/000118794. transmission
Tabuchi, Ayako and Komiya, Yutaka and
Japan, during 10 years from 1994 to 2004. Epub 2008 Feb 29. route of HCV
Miyakawa, Yuzo and Yoshizawa, Hiroshi
7. Risk of authoritarianism: fibrinogen-transmitted Lancet. 2007 Dec
PM-J014 Yasunaga, Hideo Review article
hepatitis C in Japan. 15:370(9604):2063-7.
8. SuA,owicz, WA,adysA,aw and Radziszewski, | Hemodial Int. 2007
PM-JO16 Hepatitis C virus infection in dialysis patients. Review article
Andrzej and Chowaniec, Eve Jul;11(3):286-95.
9. Infectious risks associated with the transfusion of
Int J Hematol. 2004
PM-J019 blood components and pathogen inactivation in | Satake, Masahiro Review article
Nov;80(4):306-10.
Japan.
10 https://www.ncbi.nlm.nih.gov
PM-J024 Hepatitis C virus infection: an overview. Hwang, S J Review article

/pubmed/11825001
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11 Umemura, T and Alter, H J and Tanaka, E and
J Infect Dis. 2001 Nov Not about
Association between SEN virus infection and | Yeo, A E and Shih, J W and Orii, K and
PM-J025 15;184(10):1246-51. Epub transmission
hepatitis C in Japan. Matsumoto, A and Yoshizawa, K and
2001 Oct 10. route of HCV
Kiyosawa, K
12 Kawatani, T and Suou, T and Tajima, F and
Incidence of hepatitis virus infection and severe Not about
Ishiga, K and Omura, H and Endo, A and | EurJ Haematol. 2001
PM-J026 liver dysfunC30:S30ction in patients receiving transmission
Ohmura, H and lkuta, Y and Idobe, Y and | Jul;67(1):45-50.
chemotherapy for hematologic malignancies. route of HCV
Kawasaki, H
13 Effectiveness of manual cleaning and disinfection
Not about
of gastroendoscopes with 3% glutaraldehyde for | Sakai, N and Tatsuta, M and lishi, H and Yano, | Am J Gastroenterol. 2001
PM-J027 transmission
decreasing risk of transmission of hepatitis C | H and Osaka, S and Aoki, A Jun;96(6):1803-6.
route of HCV
virus.
14
Not about
Hepatitis C virus in blood and dialysate in | Noiri, E and Nakao, A and Oya, A and Fujita, | Am J Kidney Dis. 2001
PM-J030 transmission
hemodialysis. T and Kimura, S Jan;37(1):38-42.
route of HCV
15 Intrafamilial transmission of hepatitis C virus: a J Viral Hepat. 2000
PM-J033 Ackerman, Z and Ackerman, E and Paltiel, O Review article
systematic review. Mar;7(2):93-103.
16 Tanaka, H and Tsukuma, H and Hori, Y and Not about
The risk of hepatitis C virus infection among blood J Epidemiol. 1998
PM-J036 Nakade, T and Yamano, H and Kinoshita, N transmission

donors in Osaka, Japan.

and Oshima, A and Shibata, H

Dec;8(5):292-6.

route of HCV
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17

Characteristics of patients with chronic infection

due to hepatitis C virus of mixed subtype:

Toyoda, H and Fukuda, Y and Hayakawa, T

Clin Infect Dis. 1998

Not about

PM-J040 and Takayama, T and Kumada, T and Nakano, transmission
prevalence, viral RNA concentrations, and Feb;26(2):440-5.
S and Takamatsu, J and Saito, H route of HCV
response to interferon therapy.
18 A 20-year case study of a kidney transplant
Ichikawa, Y and Kyo, M and Hanafusa, T and Not about
recipient with chronic active hepatitis C: clinical Transplantation. 1998 Jan
PM-J041 Kohro, T and Kishikawa, H and Fukunishi, T transmission
course and successful treatment for late acute 15;65(1):134-8.
and Nagano, S and Shinji, Y route of HCV
rejection induced by interferon therapy.
19] Role of screening for hepatitis C virus in children Not about
Tada, K and Tajiri, H and Kozaiwa, K and | Transfusion. 1997
PM-J043 with malignant disease and who undergo bone transmission
Sawada, A and Guo, W and Okada, S Jun;37(6):641-4.
marrow transplantation. route of HCV
20 Nephrol Dial
Epidemiology of HCV infection in the general 5
PM-JO50 BottA®©, C and Janot, C Transplant. 1996;11 Suppl Review article
population and in blood transfusion.
4:19-21.
21 Higashi, H and Matsumata, T and Hayashi, J
Detection of hepatitis C virus RNA in the Not about
and Yanaga, K and Shimada, M and Shirabe, | BrJ Surg. 1994
PM-J0O55 ultrasonic dissector irrigating solution used in transmission
K and Taketomi, A and Kashiwagi, S and | Sep;81(9):1346-7.
liver surgery. route of HCV
Sugimachi, K
22 Tanaka, K and Hirohata, T and Koga, S and
Hepatitis C and hepatitis B in the etiology of Not about
Sugimachi, K and Kanematsu, T and | Cancer Res. 1991 Jun
PM-J065 hepatocellular carcinoma in the Japanese transmission

population.

Ohryohji, F and Nawata, H and Ishibashi, H
and Maeda, Y and Kiyokawa, H

1;51(11):2842-7.

route of HCV
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23 [Hokkaido igaku zasshi] The
PM-J067 [Transfusion-transmitted diseases]. Shimoyama, Ryushi Hokkaido journal of medical Review article
science
24 Rinsho byori. The Japanese
PM-J068 [HCV infection in medical environments]. Yano, K and Yatsuhashi, H and Yano, M Review article
journal of clinical pathology
25 Not about
Rinsho byori. The Japanese
PM-J069 [Viral hepatitis in hemodialysis patients]. Yanai, M transmission
journal of clinical pathology
route of HCV
26 [Hepatitis C: epidemiology and therapy--with Not about
Rinsho byori. The Japanese
PM-J070 special reference to long-term prognosis after IFN | Fujiyama, S and Tanaka, M transmission
journal of clinical pathology
therapyl]. route of HCV
27 Not about
Rinsho byori. The Japanese
PM-J072 [The blood-born viral infections]. Nakamura, Y transmission
journal of clinical pathology
route of HCV
28 Kansenshogaku zasshi. The
Kidouchi, K and Kashiwamata, M and Not about
[The basics for establishing a needlestick injury Journal of the Japanese
PM-J073 Nakamura, C and Katoh, T and Mizuno, Y and transmission
prevention program in hospitals]. Association for Infectious
Watanabe, S route of HCV
Diseases
29 Not about
Kuroki, T and Murai, J and Fujino, K and | Rinsho byori. The Japanese
PM-J074 [The screening of hepatitis virus and its efficacy]. transmission
Ozaki, S and Nakagishi, M and Toukaiya, M journal of clinical pathology
route of HCV
30 [Epidemiological study of hepatitis B and C virus Rinsho byori. The Japanese Not about
PM-J0O75 Kashiwagi, S

in Okinawa and Kyushu, Japan].

journal of clinical pathology

transmission
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route of HCV

31 Kansenshogaku zasshi. The
Not about
[Sexually transmitted disease infection in HIV | Ishikawa, K and Takebe, Y and Kishimoto, R | Journal of the Japanese
PM-J077 transmission
carriers]. and Kurata, T and Kawana, T Association for Infectious
route of HCV
Diseases
32 Nihon rinsho. Japanese
PM-J078 [Hepatitis virus C infection in children]. Miyoshi, Y and Tajiri, H
journal of clinical medicine Review article
33 [Hepatitis C virus infection as a sexually Nihon rinsho. Japanese
PM-J081 Kato, Hideaki and Mizokami, Masashi Review article
transmitted disease]. journal of clinical medicine
34 [HCV infection among Nihon rinsho. Japanese
PM-J082 Wada, Kiyoshi Review article
narcotics/methamphetamine abusers]. journal of clinical medicine
35 B AF&PK(0047-1852)46 &
(JEAJEB BFFROMIRE T EAEBER | e A -
IC-J001 e . REF MER(RRKE F1KWH) 12 5 Page2729- Review article
FF 26 DRREEARRR & FBh
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