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Therapeutic Goods Administration Ly Sk SR G

Operations Biochemistry - SCS Manual

Procedure SCS - 15 - Prekallikrein Activator Assay - Worksheet
Written
Authorised
Date issued 30/09/2016
Revision # 3
SCS - 15 - Prekallikrein Activator Assay— Worksheet
Analyst Date v Basie  BoPE

Sample Information

All standards, controls and samples should be measured in REPLICATE.

Standard:  *% \yo p, PR Date Calibrated: te s D
LIMS# YooY oo/ Sbo B# AE I MpPpUI! M eone J7 2 ”/v/"—f(v ‘»1
IHC: P s B B Date Calibrated: 10 )05 /) 204 ofo3)1#)
LIMS# taey e loSs <R3 BY e sl e A 4
/ 7
Sample 1. oy | L, LIMS# |/ osgco2190 B# 43094 secc | CONC 500y 2000/ Ju )
Sample 2: JV\L.M.:N ¥ LIMS#  |L100020 54 1O
Sample 3:  p/, ,:Jem LIMS# Lo
Sample 4: ) LIMS#

Reconstitution of Reagents/Samples

All lyophilised samples and reagents should be brought to room temperature before reconstitution. _
' Keep all reconstituted samples/reagents at room temp. until use (no longer than 2 hours - Complie(Y—/ N)

Reagents
Prekallikrein Substrate (PK Fraction)(CoaChrom "
) . Lot# Expiry
Diagnostica, Art#C0OA0022): SYqugy Vo ]oz2] 17
Working Dilution: \s Zzoul Pl Fmikion Shck + 2850 ud "{ 2 %5 ¢
Substrate S-2302™ (Chromogenix,
Cat#CX00082034039): Lot# 4 3% 36 Expiry ,0/03 | 13
Working Dilution: 1r use G ig | X loaak: St + ool By B
Buffer B (& “Buffer B Reag”) Lot# ‘-!.,{7 laas 3613 ' Expity  §itilosas 17
CA Clean | (Siemens, Cat# 10445689)  Lot# Abob D Expiry 4 7l 173
toQ b () Orucee
TR
¢l - ob - 20{ ]
Record Details R16 621976 SCS - 15 - Prekallikrein Activator Assay - WORKSHEET(2)
Last Editor ? Edit Date 30/09/2016 12:55 PM
Print Date 18/01/2017 11:28 AM Page 1of 2




INIEKNAL UdE UNLY

Samples/Standard/Control

IN CUNFIDENLLE

** Samples/Standard to be reconstituted as per manufacturer’s product information **

S l Concentration Volume of Final Concentration Appearance
arae (1U/vial) ddH,0 (1U/mL) (after 15 min)
SCS Pipetting Volume

e Buffer B Rea: (blanks only) 90uL * SY4les by > b
e PK Fraction: (tests only) 90uL » I u 3
e blanks and tests: ‘ ‘ .
e Chromogenic Substrate (Sub $-2302): 75uL x > ot il
e Buffer B: >0uL 6t 1 wd
e Cleanl: >0pL

Dilutions

e Samples/Standard/Control are to be mixed gently. Do not vortex

¢ Final volume of dilutions should be no less than 450pL for 4mL cups and 0.9mL for 5mL tubes.

Forimmun

1., Sample 1:

Sample 2:
Sample 3:

Sample 4:

ulin and
i uL of g/L+
150 uL of g/L+
g2 ulL of fao g/L+
uL of g/L+

Yo

dilute to 30g/L (3%) with Buffer B before assay.

uL of Buffer B = 30g/L > -

uL of Buffer B = 30g/L

Select appropriate dilution profile on SCS (eg., N-2-4 for most samples).

See SOP for Standard and Control dilution profiles.

Standard: SCS dilution profile =
Control: SCS dilution profile =
Sample 1: SCS dilution profile =
Sample 2: SCS dilution profile =
Sample 3: SCS dilution profile =
Sample 4: SCS dilution profile =
Pipettes Used (LIMS#): 5/, 4 < 3 2%

Entered by

QA Checked

N-2-4-8-16 »2-

N-2-4

Signed

Date

Record Details

Last Editor
Print Date

R16 621976 SCS - 15 - Prekallikrein Activator Assay - WORKSHEET(2)

18/01/2017 11:28 AM

Edit Date

30/09/2016 12:55 PM
Page 2 of 2

45
uL of Buffer B=30g/L * * “¥

uL of Buffer B = 30g/L *¥ =%
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Record Details R15 709003 SCS - 15 - PKA Spreadsheet - Version 10
Edited by

Print Date 182012017

o g Australian Government
s 23 W Laboratories Branch
Therapeutic Goods Administration
Witten By J . = - = - - - - — LMS No. 30002
- o —
_Revison No: 10 Valdation Due 1000872017
is, lo Neat Abs I NeatBlank | 1in2Abs | 1in2Blank | 1indAbs | 1m4Blnk | 1in8Abs | 1in 'E!'__ILEL"_‘_'" 1in 16 Blank I
Std 1 00216 0.0067 00108 00033 00055 00017 00027 0.0008 00015 o003 |
Std 2 00224 0007 00108 00034 00057 00018 0003 0.0008 0.0016 00004 { 1
Mean|  0.0220 ! 0.0069 0.0109 l 0.0034 0.0056 I 0.0018 0.0029 [ 0.0008 0.0016 I 0.0004
tomiak ek 0.0152 0.0075 0.0039 0.0021 0.0012
M
IHC 1 00134 00086 0.0068 00032 00036 ooorr A i 2
IHC2 00138 0.007 00069 00034 0.0037 00017 4
Mean|  0.0136 l 0.0068 0.0069 T 0.0033 0.0037 —[ 0.0017
it b XT 0.0068 0.0036 0.0020 ‘
Sample 1-1 00014 00015 0.0008 00007 0.0006 00007 ¥ 3
‘Sample 1-1 00014 00015 00008 00007 00005 00003 o
Mean|  0.0014 0.0015 0.0008 ] 0.0007 0.0006 0.0005
Ruesh (a0 0.0001 0.0001 0.0000
T
Sample 2-1 0005 00082 0.002¢ 00029 00014 ooorn] 4
|Sample 2-2 0005 00063 00028 0003 00u1s T
Mean|  0.0050 ] 0.0063 0.0025 0.0030 0.0015 ] 0.0014
R Smaal=L <1 0.0013 -0.0005 0.9000
’ 3-1 00004 00002 0.0004 00001 0.0003 0 . 5
’3-2 00004 00002 0.0003 00001 00003 o A
Mean| 0.0004 ] 0.0002 0.0004 [ 0.0001 0.0003 0.0000
Bael be B, ‘1 0.0002 0.0003 0.0003
!s_a_“_mk 41 8
Sample 4-2 =
Mean| ‘ z
Result (Abs- BIK)
[
Cone Abs Blank Abs - Blank Intercept 0.00017, |
| 52 _oszz0 oo | oo1s2 5 Stope] 00040 | o=
186 00309 00034 00075 Correlation Coefficiant 0og07] " /4 d | oo
93 00056 0.0018 0.003¢ ‘ g 0.0120
(- 47 0.0029 0.0008 0.0021 g 0.0100
23 00016 0.0004 0.0012 Diln tactor Abs (extr) Bik (xtr) é’ 0/0080
00136 0.0068 0.006¢ 1 3350 16.54 15,54 1895 ®
0.0060
00069 0,033 0.0036 2 B3R 1561 16.85 g
00037 0.0617 0.0020 4 3470 15.24 17.74 5 S
8 0.0020 -
16 D'mo'n 100 00 00 “@o
Aue 3384 1579 17.04 Concentration (IU/mL)
‘ 0.0014 0005 | 0000 1 306 331 | Outoefrange 05 g — S
0.0008 0.0007 0.0001 2 Outofrange | Outofrasge | Outofrange | ¥
00006 0,005 0.0000 4 Outofrange | Outofrange | Outof range
8
16
Awerage 306 331 SOV
00050 0.0063 0.0013 1 1204 15.16 Out of range -162 v
0.0025 n,m; 0.0005 2 1151 1386 Out of range |
00015 0.0014 0.0000 4 1275 1225 Out of range |
[
16
Average 1213 1376 #0vo! v
0.0004 0.0002 0.0002 1 Outofrange | Outofrange | Outofrange #DNIO!
00004 0.0001 0.0003 2 Outofrange | Outofrange | Outofrange |
0.0003 0.0000 0.0003 4 Outofrange | Outofrasge | Outofrange |
8
16
Avtage sONU! OVA! sOVD!
1 #0ON0!
-
A
8
1 | | A
#DND! sV #OVO!

Page1of1




I:\apps\OLSS Databases\Biochemistry\Combi.s Working Files\Current Testing Results\IgG Sun. -2017 - PKA\PKA Raw Data - 18Jan2017 RJ

Sample No.
S1
C1
R1
11
P1
S2
C2
R2
12
P2

PKA T neat
0.0216
0.0134
0.0014

0.005
0.0004
0.0224
0.0138
0.0014

0.005
0.0004

PKA B neat
0.0067
0.0066
0.0015
0.0062
0.0002
0.007
0.007
0.0015
0.0063
0.0002

PKAT?2
0.0109
0.0068
0.0008
0.0024
0.0004
0.0108
0.0069
0.0008
0.0026
0.0003

PKA B2
0.0033
0.0032
0.0007
0.0029
0.0001
0.0034
0.0034
0.0007
0.003
0.0001

PKAT4
0.0055
0.0036
0.0006
0.0014
0.0003
0.0057
0.0037
0.0005
0.0015
0.0003

PKA B4 PKATS

P

0.0017 0.0027

0.0017

0.0007

0.0014
0

0.0018 0.003

0.0017
0.0003
0.0014

KAB8
0.0008

0.0008

PKAT16 PKA B 16
0.0015 0.0003

0.0016 0.0004

FTAS ]
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