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204 Sigma Drive
RIDC  Park
Pittsburgh, PA 15238

(1-800-366-6777)

Center for Organ Recovery & Education- o P - : - : S o

1-800-DONORS-7 ™ Sy

May 23, 2001 1 -

' L

Lmda Miller
Bio-Rad Laboratories
6565 185" Avenue NE

.- Redmond, Washington 98502

425-881-8300

Dear Linda,

On April 25 and May 19 we tested cadaver blood in our lab for Hepatitis B surface Ag
and thg samples tested initially reactive and negative on duplicate repeat testing.

The data tapes from both runs are enclosed for your review.

Again, I’ appreciate any help you can give me in resolving these continued problems.

If you have any questions feel free to call me.

Smcerely,

Karen A Brown, B.A. MT ASCP) . - N
Director of Regulatory Affairs & Laboratory Serv| ces

[

A Nonprofit Medical Service.




S0P Nicroplate fssay Testing Systes V4. B2 AVD V4,83 PRD v4.81 - Corplete Results:

Run # 1 (Rasays Usen(Bsfn) Plate 10: GIUR-1MN-G338 Naster letnuber: BSOUMI Exp. date: 30-MV-01 T\ )
Cutaff calculation: MK + 0,070 = 0,111, EX = 8641 T = 1864 PCIK = 0309 T
Cutoff relationship:, { Reactiveis greater than or equa tocuteff) Validation protacsl: ESBHBsﬂg EIR2.8, Ver 1.00
Reader type: {SDP PR2108 V1.88) Dual wavelength reading‘: {Sample filter: 450 na, Reference filter: 630 nw)
Load direction: A-}H Leading sethed: BANAL Curve fitsethod: NONE
Eunction Tech Name dart Tise End Tiae Elapsed Tize (Rssay date ¥ time:13-MAY-B185:30)
enter infoz= M . . ‘ (Read date & tire: 19-MaY-91 85:39)
load plate W . ‘ } (Print date & tine: 19-MAY-B1 86:31)
inc 1 NH . B3:45 84243 1:01
inc 2 a 04153 25:53 1:08
inc 3 . s % . 83 (Total assay time: 2:46)
Key: = ‘«« NUn-reactive Rt . . Reactive — .. 2af 3 tests Non-Reactive # .. Vaue Over Range

& .. N&reactivetray Zone. Re- .. Retest:Nan-reactive | ++..(2 or 3) of 3 tests Reactive | { .. Vaueunder Range

B+ . . Reactive Bray Zone | R2+. . Retest Reactive 79%... Error INV .. fssay Invaid
Wel| Sanple |D 0:D.  Result {Well Sample 1D 0. b. Result {Well Sample ID O.D. Result
Al POB  CTRL 1.853 R+ Ok El K& CIR 0.031 - ok HI 010561861 B.828 -

Bl POS CTRL  1.874 R+ ok FI N8 CWRL @83 - ok a2 _eiesieee 0.147 R+ A
Cl POS CTRLI  0.400 R+ ok 61 NE6 CTRL ~ 2.228 - oK B2 8151803 2.938 - .
DI PS CTRLL  @.378 R+ ok . f

Test ing center: CORE
204 sigma Drive
Pittsburgh,PA 15238

END" OF REPORT




§0P Wicroplatefssay Testing Systes V4. 82 AVD V4.83 PRD \V4.81 - Cosplete Resul ts .

ST~ (e
Run # 2 (Bssay: User(HBsAn) Plate ID: BEUE—I‘)HRY-M Master lot number: 059UMI  Exp. date: 30-NOV-81 _

.
Cutoff calculation: oY + 8.070 = g. 148 NCX = 0.070 PEX = 2.001 PE1X = 0.495
cutoff relationship: [Reactiveisgreater than or equal \tu cutoff) Validation protacal: BSC HBsAg ‘EIA 2.0, Ver 190
Reader type: (5P PR21@8 Vi.001 Dual wavel engthreading: (Salplefllter. 458 ns, Reference filter: 630 nw)
Load direction: A=} Loading method: MANUAL Curve fit method: N&‘Ei

\ :

Function Tech N Si‘.art Tise End| Tiee Elapsed Tine {Assay date & tire: 19-MAY-81 83:29)
enter info N ‘ ¢ (Read date & tiwe: 19-H#AY-01 89:29) .
load plate 1 ' o ‘ (Print date & time: 19-MAY-81 09:29)
inct Lo Bitb 076 L0
inc 2 a 87:32 83:52 1:08
inc 3 . 08:38 0597 . 83l s {Total assay time: 2:43)
wee = o - Non-reactive M+ . . Reactive — .. 2.0f. 3 tests Non-Reactive ¥ Valdeyﬁv‘é;r:Ranqe

&-.. Non-reactiveBray Zone Re- . . Retest Non-reactive | +++ .. (2 or 31 of 3 tests Reactive  { .. Value Under Range

B+.. ReactiveCray'Zone | Re+ .. Retest Reactive 7. Ereor | INV.. AssayInvalid
WellSample|D 0.0 Result Well Gample D 0.D. |Result Well Sample D 0.D. Result
Al POS CTRL  1.996 R¥ ok DI POS CIRLL  @.485 B+ ok 51 M6 CTRL  9.851 -, ok . .
Bt POS CIRL  2.012 R+ oK El MB LT 8.877 |- OK H 01051802 e.#e5 - - :
Cl PS CTRI  0.504 R+ ok FI NG CTR 0081 - ok a2 01051802 0.043 - 4

Testing center: CORE
224 Sigma Drive
Pitt sburgh, PA 1.?238

END OF REPORT




SDP Microplate fssay Testing Systes VV4.PAVD V4.83 PRD V4.81 - Conplete Results.

Run % 1 Assay: User(HBsfg) Plate ID: 01Ue-24APR-2349 Haster lot numbers G18UM Exp. date: L2-OCT-01

‘Cutoff calculation: NCX + 8,078 5.0.122 NEX = 0.052 Ptisf = 1.790 PC1X = 0.388

Cutoff relationship: (Reactive is greater than or equal te cutoff) Validation protocol: 85C HBsﬂfEIﬁ 2.8, Ver .08

Reader type: {SpP PR2160 ¥1.88) Dual wavelength reading: (Sasple filter: 438 na, Reference filter: 638 na}
Load direction: A-H  Loading wethod: #INUAL Curve fit sethod: KONE

Eunction Tech Name tart Tise End Tire Elapsed Tire {Assay date & tise: 25-APR-01 82:36)
enter info W ’ [Read date & time: 25-APR-01. 82:36)
load plate . 65 (Print date & time: 25-APR-B1 02:37)
inc 1 W . 23:52 B0:33 1:80
inc 2 M 82:38 2159 1:88
inc 3 @2:83  02:35 9:3 (Total assay tine: 2:44)
Key:- .. Non-reactive B+l Reactive . -— .. 2 of 3tests Non-Reactive ¢ ..VdueOver Range

G- ..Non-reactive Gray Zone | Re- . . Retest Non-reactive | ++ . {2 or 3) of 3 tests Reactive | { .. Vaue Under Range

B+.. ReactiveGray Zone Re+ . . Retest Reactive 77%... Ermror INV . .fssay Invalid

Well Sample ID 0.0, Result {Well Sasple ID O.D. Result Well Sasple ID 0.D. Result
fit ps CTRL 1.866 R+ ok |1} 1 ETRLI 0.368 R+ Ok 61 M5 CTRL a.855 - ok
Bi POS CTRL 1.714 R+ ok El N6 CIRL @.182 - High Hi  Di@s2ase 3.185 Rt
Cl PDS CTRLL  8.407 R+ OK Fi MR CflRL 0.243 - ok

Testing center: CORE

Z@4 Sigma Drive.
Pittsburgh,PA 15238

- END OF REFORT




SD-PHicroplate Assay TestingSystes V4.02/VD v4.83 PRD V4,81 - Casplete Results:

Run # 2 fssay: User{tBsfn) Plate ID: @2U2-2SAPR-824] Blaster |Otnusber: 818UM1 Exp. date: 12-0CT-@1

Cutoff calculation: NCX + 0.070 = 2.138 NCX = 0,088 PEX = 1.630 BCIX = 0.383

Cutoff relationship: (Reactive is greater than or equal’ to cutoff) Validation protocol: B5C HBsﬂg EIR 2.0, Ver 1.00

‘Reader type: (sop pr21@8 \/1.001 Dual wavelength reading: {Sasple filter: 438 ns, Reference filter: 630 na}

Load direction: A-}H  Loadingwethad: MANUAL Curve fit Method: NONE

Function Tech Nase Start Tise End TireElapsed Ti_r_1e

enter info NH - |
load plate M

{Assay date & time:25-APR-8105:19)
{Read date & tine 25-APR-81 #5:19)
(Print date & tine: 25-APR-21 85:20)

Inc | NH p2:42 03:42 1:00
inc 2 NH 83:46 446 1:00
inc 3 . ‘pa:m 05:19 «  9:20 {Tetal assay tine: 2:37)
Key: = . . Non-reactive R+ . . Reactive —-.. 2 0f 3tests Non-Reactive ¥..Value Over Range
B-.. Non-reactiveBray Zone t Re- . , Retest Non-reactive { ++ . . (2 or 3} of 3 tests Reactive { { .. VaueUnder Range
6+ .. ReactiveBray Zone R2+ .. Retest Reaﬁtive M2, .. Eror INV.. fssayInvalid
Well Sample ID  O.D. Result {Well Sasple/ID O.D. Result \Wel| Sasple ID 0O.D. Result
Al POs GTRL 1.717 R+ ok {p Pos CTRU 8361 R+ 0K 61 NE6CTRL  @.881 - ok
Bi POS CTRL 1.542 R+ ok El MNE ETRL 0.096 - ok Hi  oles2aep 2.895 -
C1 POS CTR  8.484 R+ Ok | F1 NE6 u;TRL p.e8 - ok A2 ple42402 0.062 -

|
Test ing center: CORE ‘
234 Sigma DY"an(

Pittsburgh, PA 1‘ S8

END OF REPORT
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