A 4

{E% NAT B0 MECHABA L RO R S Z R T Bk T 5
M3 R E A RS EAE I BT SRV >WT

XA B 2 FEROREM TR R AEEFOEEIIoWTi, PR I5E9F 11
EIf BAF-FFEBGINCRRUAEBD TT. 405, FDA #4 F 34 L oo0ifijfH
MI(CTRYMIZEWT, 22 ) — o v PR T & Ao - = i B fihr 2T,
MEZBHAADER L LTEL /= A ERATH S P4, BHIERTY M L ABk: - &
BLEAEENSILNG2 7SV 74y (W) THLUBMLEATVLET, R,
LS EEEOMIREECAGSh, BRIIEEZRTWET,

feds. RETREOAOEIZ>WTH HBY NAT REREZ ATV A

b FDA/CBER, Memoranda to Blood Establishments, 7/19/96' Recommendations for
the Quarantine and Disposition of Units from Prior Collections from Donors with
Repcatedly Reactive Screening Tests for Hepatitis B Virus (HBV), Hepatitis C Virus
(HCV) and Human T-Lymphotropic Virus Type I (HTLV-D: HBV., HCV. B.{f HT LV-
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# FDA/CBER, Guidance for Industry, 9/23/98: Current Good Manufacturing Practice for
Blood and Blood Components: (I) Quarantine and Disposition of Units from Prior
Coliections frem Donors with Repeatedly Reactive Screening Tests for Antibody to
Hepatitis € Virus (Anti-HCVY, (2) Supplemental Testing, and the Notification of
Consignees and Blood Recipients of Donor Test Results for Anti-HCV: 618 B 0l
B3 ® cGMP (1) HCV Hifk A2 ) — o v B EE 08 LBt X0 BHoit o 7
ToyF4r (B RURRINTEHY . (2 REnHgtoBRmRTE. H2AR
U 5 A4

® 21CFR610.46: "Lookback™ requircments! M- v # M » # X #; 21CFRG610.47:

"Lookback" notification requivements for transfusion services: Sl Y — £ 2D =5HO
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