Per Capita payments for clinical trials

Sir?Much research and development in district gen-
eral Yogpitals is financed by 'profits! from commis-
sioned clinical trials. Traditionally these are usually
financed on a per capita basis. We admit an interest,

but are very concerned about both the practical and

ethical jpplications ©f suggesting that per capita pay-
ments, other than for clearly identifiable expenses, 2%
unethical. In the addendum to the Guidelines on the
practice of ethics committees in medical research involving
human subjects (second edition), it is stated that practi—
tioners or their departments may P given fair reward
for extra work arising from research. The easiest yay
to ensure falr reward is payment for work done. Any
system which distorts this is likely to have not only
practical but also its own ethical difficulties.

Where recruitment is predictable and gagy, the dif-
ference between the gyggested method, lump swm
based on the estimated work, and per capita payments
is purely cosmetic. The difficulty arises where recruit-
ment is uynpredictable, particularly where = large
amount of work is involved which represents = large
proportion of the researcher's cash flow. In this situa-
tion the range ©Ff recruitment of equally competent
centres mgy be wide.

From the practical point of yiew, are the centres who
to recruit more than the median number to

are lucky
prij_de their services free for the excess patients, or is

the commissioning firm to pay °ver the odds so that

there is a fair payment for the centre which happens
to recruit the most patients" Neither seem realistic

propositions. Any adjustments upwards or downwards
in the lump sums ©on the basis of actual recruitment

would be effectively per capita payments.

From the ethical point of view, it is true that per
capita payments may induce the unscrupulous *°
recruit too papy, but what are the implications of the

alternative? Some researchers pmagy DRave an ethical
objection to receiving = lump =um for little ox no work,
despite their best endeavours to recruit. More gybtly,
the optaining of commissioned work depends =@ @
good reputation for recruitment. The prepayment of a
1ump sum might increase rather than reduce the pres-
sure to achieve a target. Certainly this is how we per-
sonally would feel.

We would gyggest that there are sufficiently strong
arguments for the College t° reconsider its new Guide-
lines. The proposals distort the relationship Petween
the researcher and the commissioner, and could only
be jystified if they were shown to have overwhelming
ethical or practical advantages ©ver 3 payment for
actual work done. We submit that they do not. In
reconsidering the revision, we dO suggest that the Col-
lege give firm guidance With regard t° practices which
are far more difficult to jystify ethically, eg ™ pay-
ments for subjects withdrawn because of failure of
therapeutic response, °* high premiums f°o* complet-
ed patients. We would guggest that payments Should be
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°on a pro rata basis for patient attendances, including
attendéﬂCéS of patients Who do not eventually satisfy
the criteria for the gydy, Given good faith of both
investigator and commissioner, and the eventual loss
g .
of reputation if too many unsuitable subjects are
recruited, we feel that this is the most Satisfactory solu-
tion both from the practical and the ethical point of

view.
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