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

France has had a formal requirement for ALT testing {as well as Anti Hba) for several
years; Germany, the largest single market, requires ALT testing. The actual wording

of the German Regulations is not entirely clear, but to import plasma products into
Germany any plasma donations with abnormal ALT results must be withdrawn, ALT
testing of Plasma is also required in Austria, [taly [} fand Switzerland, and is Y D
preferred in several other countries, ¢.g. Belgium. duntries requiring ALT testing, "¢
it is possible that products from non-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 ALT tests on 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 in this country”.

1.4 Inordertosupply the clinical demand for Factor V111 inthe 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 vields) and by
1996 the potential surplus of immunoglobulin could be as great as 900 kg.

+5  Europe has not yet achieved self-sufficiency in blood products from voluntary uppaid
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. [ailure to
export means that the surplus products (or the fractions in which they are contuined)
would have to be destroyed.
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Qak House
Beeds Crescent
Watlord ‘ o

Herts Wi 10M
Tetephona: (923 212121 (8 lines)
Fax “0423 211031 e

One of the tests we carried out on the blood donation you gave on (date) was found to be
abnormal The test measures a liver enzyme called alanine aminotransferase (AL1). Higher
than normal levels may be found in persuns who drink & large amount of alcohol, who are
overweight or who take strenuous exercise. [t could indicate, however, that you have a liver
upset.

For this reason [ ask you not to give blood again at present and [ recommend that you visit
your General Practitioner 50 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 | have your
agreement to send the results to your doctor. T stress that the remainder of the tests we carried
out including the test for HIV ("the AIDS Virus") were entirely normal.

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

e o, - e

Name of DORor  ivmesrimmsmsismsssssin {completed at RTC)
Address of Donor e eREAeSedbenaseeans e en s annen s

Lagres that you can send the results of the ALT test carried out on my blood donation to my
Gencral Practitioner who is Dr: N

SUERBIUIE Lo vriiiiiosbrsies it eaiemtiabi fahy b ss 532 S emee s Date i vt i
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ible to reinstate you a
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NATIONAL BLOOD AUTHORITY

Oak House

Reeds Crescent

Watford
APPENDIX 3 Merts wor 1aH

Telephone, D923 212121 1B hines)
Fax 10923211031

Specimen letter to GP when donor ALT {s > [60 iy per litre

Date

Address

Dear D ovvimiricveineenvenens

Name of dOnor ..ot

Address of donor oo eisiniiens .

Your patient attended to donate blood on (date). We have found that a blood sample taken at
this tine showed an clevated alanine aminotransferase (ALT) result. The most common
reasons for abnormal ALT levels are 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). [ have withdrawn your patient's name from the donor panel and have recommended
that he/she consults you, since with this ALT level [ advise that he/she is referred to a
hepatelogist.

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 1o be eligible to resume blood
donations in 12 months time.

Thank you for your assistance.

Yours sincerely

Consulrant
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