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SNBTS/NIBTS MICROBIOLOGICAL QA GROUP 

EVALUATION OF ALT TESTING - F I N A L  REPORT 

1 •  INTRODUCTION 

T h i s  r e p o r t  p r e s e n t s  d a t a  o b t a i n e d  i n  a m u L t i - c e n t r e d  e v a l u a t i o n  o f  
t h 3  Eppindorff Epos system s u p p l i e d  b y  BDH. T h i s  e q u i p m e n t  was c h o s e n  
f o r  e v a l u a t i o n  f o l l o w i n g  a p r e l i m i n a r y  i n v e s t i g a t i o n  o f  s e v e r a L  

f s y s t e m s  u n d e r t a k e n  b y  t h e  GLasgow a n d  Wes t  o f  S c o t L a n d  B L o o d  
T r a n s f u s i o n  S e r v i c e .  

The s y s t e m  h a d  been  d e m o n s t r a t e d  a t  Law BTS t o  members o f  t h e  
M i c r o b i o L o g i c a L  QA Group  and t h e r e  was g e n e r a L  ag reemen t  t h a t  t h i s  
m a c h i n e  was L i k e L y  t o  p r o v e  s u i t a b L e  f o r  r o u t  i n e  t e s t i n g .  

BDH supplied each C e n t r e  w i t h  t h e  c o m p L e t e  sys tem i n c L u d i n g  a L L  
n e c e s s a r y  r e a g e n t s .  A f u L L  d e s c r i p t i o n  o f  t h e  e q u i p m e n t  a n d  r e a g e n t s  
s u p p L i e d  c a n  be f o u n d  i n  t h e  r e p o r t  b y  I M c V a r i s h  and  A B a r r ,  November  
1 9 8 7 .  

2 .  RESULTS 

2 . 1  E a s e _ 0 f _ U s e  

The e q u i p m e n t  was f o u n d  t o  be s i m p L e  t o  use  a n d  t h e r e  was no 
r e a s o n  t o  d o u b t  i t s  r e L i a b i L i t y .  R e p r o d u c i b i L i t y  was f o u n d  
t o  be e x c e L L e n t .  

2 . 2  I n t e r - C e n t r e  Comparab i L i t y  

E a c h  C e n t r e  u s e d  t h e  same r e a g e n t s  a n d  so  t h e  d a t a  s u p p L i e d  
f r o m  e a c h  r e g i o n  shouLd be directly comparable. T h i s  d a t a  
i s  s u m m a r i s e d  i n  TabLe 1 .  E a c h  C e n t r e  s u p p L i e d  d a t a  o n  t h e  
p r o p o r t i o n  o f  d o n o r s  t e s t e d  w i t h  A L T . v a L u e s  a b o v e  c u t - o f f s  
r a n g i n g  f r o m  > 3 1  i u / L  t o  > 100 i u / L .  I t  w iLL be n o t e d  t h a t  
t h i s  d a t a  i s  s i m i L a r  f r o m  C e n t r e  t o  C e n t r e .  

F u r t h e r  p o p u L a t i o n  s t a t i s t i c s  a r e  a v a i L a b L e  f r o m  f o u r  
C e n t r e s  who p r o v i d e d  i n f o r m a t i o n  o n  t h e  mean ALT v a L u e  a n d  
t h e  u p p e r  and  Lower L i m i t s  o f  n o r m a L .  I t  shouLd be n o t e d  
t h a t  t h e  mean and  s t a n d a r d  d e v i a t i o n s  w e r e  c a L c u L a t e d  f r o m  
t h e  Log  o f  each  i n d i v i d u a L  ALT  v a L u e .  The u p p e r  a n d  Lower  
L i m i t s  a r e  c a L c u L a t e d  a s  f o L L o w s :  

L o w e r  L i m i t  A n t i L o g  o f  ( L o g  Mean - 2 SD) 
Upper L i m i t  A n t i L o g  o f  ( L o g  Mean + 2 SD) 
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L i m i t s  o f  n o r m a l  f o r  each o f  
s i m i L a r .  

As  t h e r e  was r e l a t i v e l y  L i t t l e  i n t e r - C e n t r e  v a r i a t i o n ,  i t  
was c o n s i d e r e d  r e a s o n a b l e  t o  c a l c u l a t e  n a t i o n a l  d a t a  f o r  
e a c h  p a r a m e t e r .  T h i s  d a t a  i s  p r e s e n t e d  i n  TabLe 2 .  The 
d a t a  i n  t h i s  t a b l e  was c a L c u L a t e d  f r o m  aLL o f  t h e  o r i g i n a l  
raw d a t a .  Thus,  t h e  L a r g e  number o f  a s s a y s  f r o m  GLasgow 
w i L L  i n f L u e n c e  t he  d a t a  more s t r o n g l y  t h a n  t h e  Lower number 
o f  a s s a y s  p e r f o r m e d  i n  Dundee. T h i s  i s  c o n s i d e r e d  t h e  mos t  
v a l i d  c a l c u l a t i o n  o f  t h e  p r e m i s e  i s  a c c e p t e d  t h a t  t h e r e  i s  
no i n t e r - r e g i o n a l  v a r i a t i o n .  

I t  w i l l  be seen f rom T a b l e  J t h a t  t h e  n a t i o n a l  mean 
( c a l c u l a t e d  f rom d a t a  f r o m  f o u r  C e n t r e s )  i s  1 0 . 2  i u / L .  
V a r i o u s  c u t - o f f  vaLues have  been p r o p o s e d  f o r  use when 
s c r e e n i n g  bLood d o n o r s .  These have  i n c l u d e d  mean p l u s  .2 ,  
2 . 2 5  o r  2 . 5  s t a n d a r d  d e v i a t i o n s .  These c u t - o f f  vaLues  were 
c a l c u l a t e d  f rom t h e  mean d a t a  and a r e  aLso L i s t e d  i n  TabLe 
J .  

J .  . SUMMARY/CONCLUSIONS 

3 . 1  

3 . 2  

rJ 

i j |  I t  w i l l  be  n o t e d  t h a t  t h e  u p p e r  
m t h e  f o u r  C e n t r e s  a r e  remarkabLy  

2 . 3  Na t_i ona l _ D a  ta_Comg_i l a  t j o n  

I f  t h e  SNBTS/NIBTS d e c i d e s  t o  i n t r o d u c e  ALT t e s t i n g ,  t h e n  
t h e  ETpos s y s t e m  wou ld  c l e a r l y  p r o v e  s u i t a b l e .  The pu rchase  
o f  a common system wouLd c L e a r l y  be o f  advan tage  i n  te rms  o f  
e n s u r i n g  c o m p a r a b i L i t y  o f  d a t a  a n d  ease o f  e s t a b l i s h i n g  
N a t i o n a l  Q u a L i t y  Cont roL  Schemes. 

T h e r e  a r e  no a p p a r e n t  i n t e r - r e g i o n a L  d i f f e r e n c e s  and t h e  
e s t a b L i s h m e n t  o f  a common c u t - o f f  shouLd be a r e L a t i v e L y  
s t r a  i g h t f o r w a r d  e x e r c i s e .  A c u t - o f f  o f  mean + 2 . 5  SD wouLd 
Lead t o  t h e  e x c l u s i o n  o f  a p p r o x i m a t e l y  1.5% o f  d o n a t i o n s  
w h e r e a s ,  mean + 2 . 0  SD w o u l d  * n  f h a  p x c L u s i o n  o f  
a p p r o x i m a t e L y  5%. — " 

MR R ROBSON 
DR B CUTHBERTSON 
2 5 . 0 8 . 8 8  
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SyriNARY_OF_ALT_DAT^FRON_EACH_R£GION 

c e n t r e :  

GLASGOW 1 EDINBURGH 

NORTHERN 
IRELAND DUNDEE INVERNESS ABERDEEN 

NUMBER TESTED 5 , 0 0 0  1 1 , 2 8 4  1 , 7 0 6  7 9 6  9 2 4  1069 

MEAN ALT VALUE 7 . 8  / 1 4 . 8  N / A  N / A  15 1 7 . 0 5  

NORMAL RANGE 

LOWER 1 . 3 7  1 4 . 5 7  N / A  N / A  4 . 7 4  5 . 7  

UPPER 4 4 . 7  1 4 8 . 1  N / A  N / A  4 7 . 5  4 5 . 6  

% Above C u t -
Of  f 
> 3 1  i u / L  1 0 . 5  1 1 0 . 5  1 5 . 6 5  1 1 . 7 3  9 . 2  7 . 6  

> 4 1  5 . 3  1 5 . 5  6 . 9 5  4 . 7 3  3 . 6  3 . 4  

> 5 1  2 . 8  I 3 . 2  4 . 0 5  2 . 3 6  1 . 4  2 . 5  

> 6'1 1 . 8  1 1 . 9  1 . 9 5  1 . 2 4  1 . 0  1 . 8  

> 7 1  1 . 1  " 1 1 . 1  1 . 0 5  0 . 4 9  0 . 8  1 . 3  

> 8 1  0 . 8  1 0 . 7  0 . 7 5  0 . 3 7  0 . 6  0 . 7  

> 9 1  0 . 6  1 0 . 7  0 . 2 5  0 . 2 5  0 . 2  0 . 5  

> 101  0 . 4  1 0 . 4  0 . 1 5  0 . 2 5  0 . 1  0 . 1  
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IA8LE_2 

£OMBINED_ALl_DAT^RON_ALL_C£NTR£S 

1 NUMBER TESTED : 1 0 , 7 9 ?  

1 PERCENT > 3 1  i u / L  1 1 . 0  v. 

1 > 4 1  i u / L  : 5 . 2  Z 

1 > 5 1  i u / L  : 2 . 9 " /  

1 > 61 i u / L  1.7 % 

1 > 71 i u / L  i.o y. 

1 > 81 i u / L  0.7 'A 

1 > 91 i u / L  : 0 . 5  '/. 

1 > 101 i u / m L  0 . 3  /. 

IABLE .3  

MEAN ALT DATA FROM 4 CENTRES 

NUMBER TESTED 8 2 7 7  

"NATIONAL" MEAN 1 0 . 2  i u / L  

LOWER L I M I T  OF NORMAL : 2 . 3  i u / L  

UPPER L I M I T  OF NORMAL : 4 5 . 7  iu/L 

MEAN + 2 SD : 4 5 . 7  iu/L 

MEAN + 2 . 2 5  SD : 5 5 . 1  iu/L 1 

MEAN + 2 . 5  SD : 6 4 . 6  i u / L  1 
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