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Hanufncturinq of Antiserum agninst Haemoglobin F/Batch-No. 2456

Antiserum against human haemoglobin F has been produced by Behringwerke sin-
ce about 1971. It is produced by injecting a number of rabbits with
purified haemoglobin F. The rabbits produce antibodies to haemoglo-
bin F in their bloodstream. After six to eight weeks selected rabbits
are killed and their serum is collected and pooled after testing for
activity and specificity. To remove unwanted antibodies in the serum
if necessary, absorptions are carried out. For instance absorption
with haemoglobin A is performed to remove antibodies to the alpha
chain, which is common to haemoglobin A and haemoglobin F and also
with human plasma. After completing guality control procedures, stabi-
lization and sterilization, the pool of absorbed antiserum is given

an identification batch-number, such as 2456.

The antiserum against haemoglobin F is then dispensed into bottles,
each containing a 1 ml portion, which are frozen and maintained at
a temperature lower than - 20°C. From time-to-time, depending on de-
mand, bottles of antiserum are supplied for use. Bottles of antiserum

with the same identification batch=number, contain identical antiserum.
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Our company  records evidence that bottles of antiserum against
haemoglobin F from batch number 2456 were supplied to the Australdan
distributor from April 1975 to September 1982.

Antiserum against haemoglobin F is neot listed in our commercial cata-
logue since it is produced as a special laboratory product which does
not have defined uses. Therefore, the application and suitability for
use of the antiserum is the responsibility of the user. Behringwerke
does not guarantee that the anti-haemoglobin F antiserum will react
only with haemoglobin F in all test conditions.

Following enquiries received from Professor B. Boettcher a series of
tests on antiserum to haemoglobin F was conducted, mainly in the pe-
riod of March and April, 1983. The repeated results of the tests de-

monstrate the following conclusions:

Firstly, the antiserum has been adjusted to bae gspecific when reacted
against plasma proteins in the agar gel double diffusion {Quchterlony)

technique and immunoelectrophoresis.

Secondly, the antiserum might react with other proteins e.g. with cell
proteins that have entered the plasma.

Thirdly, nen-specific immune reactions can be observed under certain
conditions due to denaturation of haemoglebin A in adult bleood or due
to alteration of the relative concentrations of antigen and antibody.

Fourthly, the antiserum against haemoglebin F of Behringwerke, there-
fore, is not suitable on its own for thea identification of foetal/in-
fant blood and adult blood,
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This statement is made by Behringwerke AG by duly authorised officers
namely Dr. rer. nat. Klaus Stdrikeo, General Marnager for Preduction
of Diagnestics and Dr. rer. nat. Siegfried Baudner, Production Manager

and Head of the Plasma Protein Research Laboratory.
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Dr.¥Stiriko r., Baudner
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