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Introducticn

The Directive sets cut to impoze strict liability on msnufscturers for
their producis and 1nc1dentally alters doctors! liability to their patients
These axre two separate problems which should be considered indepe ndeatly.
In the U.K, at present, tna COmn ittee cp/TRIREY of Medicines and the
Medicinzs _ns,ec*ora*e prersee maNIarfurers Wder the Medicines Act and
the professicn's liabi 1ty is largely based on Mezal megligence. It is

-important to mumintain }his distinction in order to uvoid an uwnintended and

disastrous deterfUlstion in medical practice.

The Transfusiin Service witimately depends on unuaid volusieers who att as
0h7ﬁ0u51v, the introducticn of strict liabkility for\domers
is impractifal as it weuld shertly result in tie collapre of ‘the Sekgice.
The relgficnship beiween the donor and the doctor who takes his biood is
one of (trust; . the dector attampta to prevent the dlsq vination ef gAsemse
from éealyr to r2cipient by a combination of quastions asnd la boratory tests.
Unfortrndgely, & deacr may daliberately conceal vital 1r£e mat¥En: or merely
neglec. toyprovide it. The donztion is exmmined in tke-laboratopy tut it

1 m

is imprag¥ical to ecarry out a comprehensive rangs of tests in 8\ time
availpdfie before the blood is required. It is net even possikiz fbr the

laboyatory to identify carriers of certain diseases which are icioyh to be
nitted by transiusicn, e.g. Non-A, Kon-B Repatitia. US L the

iz excused liability, it is ineguitable to hold thie dgafor liable
has been negligent, e :

Thé modern Trinsfusion Centre issues wholz blcod and componkrnis. The latter
ere inert plagma and concentrates of livines cells e.ge red pslls, white
cells and pladtelets. I firesh placme is separated and staffsd under

aporopriste cordtbiess—at the Centra, the risk of/disease following its
infusion emanates directy frem the donor. Liviys cells are 1n1}n1tely
verizble and P_ll bicod coystituent Z o] e-d;rg F sonsitive to cb.é,nggs in

conditions of storages. ThA Coptfe may\gontr €evaration and storage en
site but nout the inkersnt viability amd NEction of 11 ving cells, tke
donditionz o during transit, or peripheral storage arrangements. Thare =rc

no strictly accepted criteria for good quality products; dindeed, clinical
efficocy may be sacrificed in the pursuit eof acsolLte sufety. The intrinsic
variability of bluod as a living prcduct is similar to that of nrizary
agr1cu;*ura. products which are exempted from liability by Article 1 of
the. Directive.

The Treansfuszicz Service su:nlies:

(1) A contral Flood Products Taborptorw with fresh donor wlazsee for the
prebaratlon 9i Albunin, P, Pe-., specific 1rmuuo—;obv1‘ ng snd concentrates
* - of the various cozgulation factors. Meny off “these procducts are non-~

. physiological cencentrates ef unimewn composition which are ubilised .
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