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Dear Linda,

On April 25 and May 19 we tested cadaver blood in our lab for Hepatitis B surface Ag
and the samples tested initially reactive and negative on duplicate repeat testing.. . , . .
The data tapes f?om 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 ~fiee to call me.

Director of Regulatory Affairs & Laboratory Services

-

.w

A Non~rofir  Medical Service.



SDP Nicroplate Rssay Testing System W4.8 BUD V4.03  PRD V4.81 - Corplete Results I _ .

We.lD: 0lU2-19BW0330 Master let nwber: 059Wl Exp. date: 30-NOV-01
.

Cut5ff calculation: NCj! * 0070 = 0 111 NEX = 0041 PI? = 1.854 PClX = 0.389,
Cutoff relationship:, {Reactive is zer than or equal be cutoff1 Validation prutecol: 6% HB;C$‘EIFI 20,” Ver 1.00

-%.

Reader type: (SDP, PR2100  Vl.001 Dual wavelength readind: 6aaple filter: 450 ne, Reference filter: 630 nrl
Load direction: R-IH Loadinq rethod: MNORL  Curve fit Method:  NONE _~

Function Tech Name dart Tiee End Tiae Elapsed Tiee #Issay date & tiae: 19-RDY-01  06:301
enter info ,.e;’ HH t. . i (Read date h tire: 19-RRYM L:301

’load plate t0l
NH :

. (Print date h tine: 19-RRY-01,06:311
inc 1 0$:45 e4:45 1:01
inc 2 a 0+53 0553, 1:00
inc 3 1 759 06:29 ‘ 0:31 f (Total assay time: 2:461

Key: - 'C* Nun-reactive
6 ,, N&reactive @ay Zone. R2- . . Retest ,Non-reactive

I

R+ l . Reactive *

I

- #. 2 af 3 tests Non-Reactive * ., Value Ove~,RanDe
+I+ I, (2 or 31 of 3 tests Reactive

I
( . . Value Under Range

6+ . . Reactive 6rii Zone R2* . . Retest Reactive 337. . . .* Error INV . . f&say Invalid
.

Well Saeule ID -&D. Result IWell Saeple ID O. D. Result \Well Saeple ID O.D. Result
RI PE CTRL 1.853 R+’ ok El M6 C’(RL 0.031 - ok Hl 010561861
Bl POR CTRL 1.874 R+ ok Fl NED CTRl 0.63 - ok a 2  01051a02
Cl Pas CTRl.1 0.400 R+ ok 61 NE6 CTRL 0.028  - ok 82 01051883 0.838 -
Dl POB CTRLl 0,378 R+ ok .I

Test inq center: CORE
.~';,:.: .;:. 204 Sigma Driver Pittsiiurgh,P~  15238

1 : ",?a?-jj,.. .,
END' OF REPORT
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SIP Wicroplate &say Jestinq System U4.82 CIVD  V4.03 tXD V4.81 - Cerplete Results .

Cutoff calculation: N&i + 8.070 = 0a NCZ = 0.070 I$ = 2.001 Pclx = 0.495
Cutoff relationship: [Reactive is greater than or equal ~to cutoff) Validation pratocel: 6sc liB~&iEICt 2.6; Ver 1.@!

Reader type: (BDP PR2100  Vi.001 Dual wavelength readi& (Basple filter: w Refet-ence filter: 63 nd
Luad direction: WH Loading method: kll#N@L Curve fit rethod: NoHE

1
Function T e c h  Naee
enter info JL .I
load plate 3L ’
inc 1 JL :
inc 2 a
inc 3 1

I
start Tile, End I Tiee Elapsed Time &say date # tire: 19-MY-01 09:291

I t# (Read date &tire: lS-t$JY$l  09:291.,:
(Print date & i&e: 19*Y*l  09:2991  %:’

+I:46 07+ 1:@4
6752 iMy2 1:86
fi@8 es:p l 6:3I T (Total assay time: 2~431

,_..,i ../,
Key: - l * Non-reactive Ri . . Reactive . - i.. 2 of 3 tests Non-Reactive * . . Value IJver Ranqe

6 ., Non-reactive Bray Zone
I

R2- . . Retest Non&active 31 of 3 tests Reactive 1 ‘... Value~tJ&& Range
6, . . Reactive Gray ‘Zone R2+ . . Retest Reac, ive+!- I INV . . Assay Invalid

b

Well Baeple ID -&D. Result IWell Baeple ID 0. D. i Result Uell Saeple ID O.D. Result
Rl POS CT%' 1.996 R+ ok Dl WS CTRLl 0A8F'W ok
Bl p(3s CTRL 2.012 R+ ok El NE6 CTRL 0.@7 I- ok

61 M6 CTRL 8.fim -.ok *
Hi 01051802 0.025 -

Cl Ws CTRLI 0.504 R+ ok Fl Ns CFRL B.881 ~- ok a2 01051802 0 . 0 4 3  -m z
,I

T e s t i n g  c e n t e r :  C O R E
284 S i g m a  Drive1
P i t t  sbttrgh,  PR 15230 .,:,.i’

END OF REPORT



SDP Pticroplate &say Testing Syster V4.P CIVD V4.83 PRD V4.81 - Complete Results . .

Run # 1 assay: Oser(~&&~) Plate ID: 0W-24#PR-2349, Master l&t number: 0MlRl &p. date: L2-OCT-01

'Cutoff calculation: NGacX + 0.070'= 0 122 NG;il=  0.052 PGF = 1.790 PGlX = &383
Cutoff relationship: (Reactive is ser than or equal lto cutoff) Validation protocol: 6%. i&R~‘EII 2.0;’ Ver 1.0Q

Reader type: fSDP PR2100 VI.04) Dual #avelength reading: Gatple filter: 4% nr, Reference filter: 638 na)
Load direction: AHi Loading ‘wethod: PUYWL Curve fir rethod: HME

Function Tech Name Start Tiwe End Tire Elapsed Tire U&say date & tine: ,25-RPR-R 412:3b)
enter info N3l ,I * [Read date & tile: 25#R-01.~:&)
load plate 65 ’ Print date & tile: 2S-WR-01 p:37)
inc 1 NH : 2352 0053 NJ0
inc 2 Nli 0&56 6159 1:I
inc 3 . q2:n f&:35 I 0:34 (Total assay tile: 2:~

I Key: - .= Non-reactive R+ . . Reactive .

I I

- . . 2 of 3 tests Non-Reactive

I

l ., Value Over Range
I 6.. Non-reactive,Fray  Zone R2- . . Retest Non-leactive ++t . . I2 or 3) of 3 tests Reactive ( ., Value Under Range

6-k . . Reactive Gray Zone R2t . . Retest Reacfive 177. . . . . Error INV . . &say Invalid
<

Well Sample ID ‘O.D. Result Mel1 Sample  iD O.D. Result Well Sample ID O.D. Result
I f-l1 POS CTRL 1.866 R+ ok 1 D1 POS @RLl 0.368 R+ ok I 61 NE6 CTRL 0.055 - ok

81 PO3 GTRL 1.714 Rt ok
Cl PfIS CTRLl L407 R+ o k

1;; E G& 0.3. I !gh,, IHL 01042W 0.165 Rt

T e s t i n g  c e n t e r :  C O R E
iI 284 Sigma Dr ive .

Pittsburgh,PQ 152’38
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SD-P tiicroplate Assay Testing Syster V4.02 FiVD V4.83 PRD: V4.81 - Ceaplete  Results I . .

Run % 2 Rssav: IlserlMBsW Plate ID: 0.2&Y!-mRa4C  Blaster lot nunber: $l@Bl Exp. date: l2-0GT-N
.

Cutoff calculation:  NCi + 0.070 = 0.158 NCi = W00D P@ = 1.630 PCii = 0.383 ; -.
Cutoff relationship: JReactive is greater than or equa

‘i
to cutoff) Validation protocol: SS!Z HDsclD EIR 2.0, Ver 1.00

‘Reader type: WJP PWI00 VI.001 Dual wavelength reading: OZaeple filter: 456 nr, Reference filter: 630 nel
Load direction: P-1H Loading rethod: l@MJfJL  Gurve f{t Method: Nil&E

I
Function Tech l&e itart Tine End Tire Elapsed Tinet &say date & tiee: rAdpR-01  0S:i91
enter info NH ,, I I (Read date ic tine: 2S@R%l 85:19)
load plate NH . ‘.
inc 1 NH
inc 2 NH
inc 3 1

I (Print date b tile: 25-&R-01  05201
%2:42 %3:42 180
03:46
b:40

04:46 f:%%
05:19 * Em (Total assay tine: 2:371

Key: - . . Woweact  ive

I

R+ . . Reactive i

I

- ., 2 of 3 tests Non-Reactive + ‘, Value Over Range
G- ,. Non-reactive Sray Zone R2- . , Retest Nonlreactive t++ . . (2 or 31 of 3 tests Reactive

I

( . . Value Under Range
6+ . . Reactive gray Zone R2+ .* Retest Rea ‘tive

a f
'1w. . . . . Error INV ,, &say Invalid

blell  Saeole ID O.D. Result
1
Hell Sample  /ID O.D. Result

Rl POS GTRL 1.717 R+ ok Di POS $TRLi L3-61 R+ ok
El POS _ GTRL 1.542 R+ ok

I

El NE6 kTRL 0.096 - ok
Cl I%=5 CTRLl 8.4%‘~ R+ ok Ff NE6 +TRL 0.886  - ok ~I

Tes t  inq  center-: CORE
~

2?84 Sigma Drive’
Pittsburqh,.P(-lr  l(5238

END OF REPORT

_ Well Sample  ID O.D. Result
61 NE6 CTRL 0.081 - ok
Hi #10424@ 0.895 -
a? %i%424%2 0.062 -




