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1- Background. 

1.1 Despite the fact that the EC have no requirement for the ALT Testing of Plasma for 
fractionation, the National Authorities in several European Countries demand ALT 
tests on such plasma prior to the importation of products. 

1.2 France has had a formal requirement for .ALT testing (as well as Anti HheJ for several 
years; Germany, the largest single market, requires ALT testing. 1 he. actual wording 
of the German Regulations is not entirely clear, but to import plasma pioducts into 
Germany any plasma donations with abnormal ALX-r-eajIts must be withdrawn- ALT 
testing of Plasma is also required in Austria, Itaiy/spaiif and Switzerland, and is *v 

pre ft-red in several other countries, e.g. Belgium, h t-countries requiring AL r testing, 
it is possible that products from nor:-ALT tested plasma may occasionally be given 
exemption to permit import under special licence for a limited period to alleviate a 
local shortage, but product registration and long Term import is not possible. 

1 3  Testing of Blood Donations for ALT is not required in the UK The Advisory 
Committee for the Virological Safety of Blood has considered the introduction of 
routine A I T  tests cm several occasions. On the final occasion, on 21 February 1922, 
they concluded that"... there was insufficient reason to justify a recommendation to 
Ministers that ALT screening of donated blood should be introduced tn this country". 

i' 

n c  A 

i .4 In order to supply the clinical demand for Factor V111 in the NHS, BPL has to 
fractionate a quantity of plasma which realises surpluses of albumin and 
immunoglobulin above the NHS requirements With respect to albumin the potential 
surplus is 12,650 kg (which could rise to 14,000 kg with improved yields) and by 
1996 the potential surplus of immunoglobulin could be as great as 900 kg. 

i 5 Europe has not yet achieved self-sufficiency tn blood products from voluntary unpaid 
donations as envisaged in the Directive 89/381 EEC, An export market is available, 
therefore, for surplus albumin and immunoglobulin which would benefit the NHS by 
an estimated £14 million. 
Such exportation is dependent upon ALT testing of the plasma donations. Failure to 
export means thai the surplus products (or the fractions in which they are contained) 
would have to be destroyed 
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Proposal. 
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(iii) 
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A sample of serum/plasma from ALL donations should be dispensed into an 
appropriate micropiate under controlled conditions to a prescribed specification which 
is cncoded to ensure positive identification of each sample and sent to BPL for testing. 

The rrucropla'.cs should be placed in a freezer at -30® C or below and despatched to 
SPL  with, the corresponding plasma donations with an accompanying data disc to link 
the donor samples in the micro plates to specific donations. BPL will determine the 
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Knot will be 100 in  per litre. 
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- Plasma .ALT > 100 in per litre 
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withdraw the plasma donation m d  destroy 
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Adopt a donor deferral policy based on that proposed by the A A 8 8  on  
1 O O l  A e tlixir.-' Jp . . ' J  ^ j- ,1 I | C  A aiL—# j • 1 y y j . utcriirf ijs cviucipw<s n u m  i i i v  o / " \  UiicPt t i i sn iy  uaj i iu i is  w i u i  o i m u  

abnormal levels, 
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(Appendices 1 to 4). : 

The  donor's record will be flagged if the ART is > 100 < 160 iu per hire, f t  the donor 
has a normal ALT 12 months after the date of  l i e  second ALT  result at this level, 



ttitt. When the ALT is ^ I (50 iu per litre, the donor is withdrawn. 
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3. 

3 4  B lood T rails fusion Centres. 

i) Staff 0.5MLA £4,500 + on costs +• (London W e i g h t i n g ) _  54,000 

par year ^ 138,550 ^ <* - in * •* •* Jr* v 
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0.24%> 100 < 160 iu per litre. j " AEoaymous study l 
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Each RTC will acxse a standard national once for this service I «.Tkr *, ,*u«r »* »• * *•»(•.»« ** V trvut u a. trMtM »M • MM fc# » • ̂  %r *. W • «-»«•*»• 1 

-

Capital £200,000 (devalued over 5 years) 
Staff £60,000 per year i 
l"™1 nnfltl mm nU1«»c C fl —.a^ fjunf ' V/UH 5 UI11 aUiCa i,U,Z.U p e l  IC31 : 

Mntnwnanrr f 90 OflO n#r v«»r ; 
I'ICIHJ iWllUlJiVV JwMfa VslMr%#V |J%#» ¥ WCU : 

per year ; 
Total Annual cost is m the order of £J .06 million. 

£ 
a A a h a  40,000 
60.000 

T i f t ,  500,000 
"**) |**| jTiOfV 

620,000 

All estimate for contracting out the ALT testing was £! 50 per lest 1 n-housc testing is 
fiillv iiwtifi€ci at £0 62 mr I mi ; 
4.UU • j jVUVUiVU «*% A/V/V4 J^vl VVj l .  : 



themselves with the various 

B T C i  to develop and implement an operational plan. 
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NATIONAL BLOOD AUTHORITY 

APPENDIXJ 

SB^jgmMgJLMiiQO<?r of w^gje ^kjgsLarilh ALT > „1,6Q, in,per litre 

Dale 

Address 

Dear 

One of the tests we carried our on lite blood donation you gave on (date) was found to be 
abnormal The test measures a liver enzyme called alanine aminotransferase (ALT). Higher 
than normal levels may be found in persons who drink a large amount of alcohol, who are 
overweight or who take strenuous exercise. It could indicate, however, that you have a liver 
upset 

For this reason 1 ask you not to give blood again at present and 1 recommend that you visit 
your General Practitioner so that he/she can advise you if you need further investigation or 
treatment. Could you please complete the form at the foot of this letter so that 1 have your 
agreement to send the results to your doctor. I stress that the remainder of the tests we earned 
out including the test for HIV ("the AIDS Virus") were entirely noimal. 

It may be possible to reinstate you as a blood donor in 12 months time if your ALT level is 
within normal limits. I should like to thank you for your support to the Blood Transfusion 
Service. 

& w 
NBA 

Oak House 
Reeds Crescent 
Watford 
Herts WD) i q h  
TflleotiOfMr 0923 212121 (8 dries) 
Fax 0323 211031 

Name of Donor .. (completed at RTC) 
Address of Donor 

I agree that you can send the results of the ALT test earned out on my blood donation to my 
General Practitioner who is Dr; ............................. 

Signature Date 
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APPENDIX 2 

Oak HoLse 
Reeds Crescent 
Watford 
Herts w d i  sqh 
Telephone 0923 212121 (8 fines) 
Fa* : 0923 2H031 

SpectmsiLletter to d o m i ^ f  whole Mood with 2 ALXjssulr$->J-QQ. < 16Qiu perJitrg 

One of the tests we carried out on the blood donations you ga%'e on (date) and (date) was 
found to he abnormal or. both occasions. The test measures a liver enzyme called alanine 
aminotransferase (ALT). Higher than normal levels may be found in persons who drink a 
large amount of alcohol, who arc overweight or who take strenuous exercise, (t could 
indicate, however, that you have a liver upset. 

For this reason 1 ask you not to give blood again at present and 1 recommend that you visit 
your General Practitioner so that he/she can advise you if you need further investigation or 
treatment. Couid you please complete the form at the foot of tMs letter so that I have your 
agreement to send the results to your doctor, I stress that the remainder of the tests we carried 
out including the test for HI V ("the AIDS Vims") were entirely normal. 

It may be possible to reinstate you as a blood donor in 12 months time if your ALT level is 
within normal limits. I should like to thank you for your support to the Blood Transfusion 
Service. 

Name of Donor (completed at RTC) 
Address of Donor 

1 agree that you can send the results of the A1.T test carried out on my blood donation to my 
General Practitioner who is Dr: 

Date 

Address 

Deai 

Signature Date 
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APPENDIX 3 

Oak House 
Reeds Crescent 
Watford 
Herts wot 1 QH 
Telephone. 0923  212121 «8 ho#s) 
f i r  . 0 9 2 3  211031 

Date 

Address 

Dear Dr 

Name of donor ............................. 
Address of donor......................... 

Your patient attended to donate blood on (date). We have found that a blood sample taken at 
this time showed an. elevated alanine aminotransferase (ALT) result. The most common 
reasons for abnormal ALT levels arc excessive intake of alcohol, regular strenuous exercise, 
obesity and liver disease. 

The ALT value for your patient was iu per litre (the upper limit of normal is usually 50 iu 
per litre), I have withdrawn your patient's name from the donor panel and have recommended 
dmi he;she consults you, since with this ALT level I advise that he-she is referred to a 
hepatologist. 

If the ALT level falls below 100 iu per litre and remains consistently so, and no abnormal 
liver pathology is found, it may be possible for your patient to be eligible to resume blood 
donations In 12 months time. 

Thank you for your assistance. 

Yours sincerely 

Consultant 
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Oil both, occasions we found 

The two ALT values for your patient were iu per: litre and in net litre The • ',*r * ^ 

Vrtfi -<srt t1*iaf VAii f f t r t  j y u .  -aw1 lufiiri. jri,#** vhjui 

i found, it may be  possible for your patient to be eligible to resume blood 
i in 12 months time. i 

TThsirfclr v a i i  firir im i t r 1  '• * wxuln  J U U  i u i  j u u i  : 

Yours sincocly i 

Cil apjf ultant 
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