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FROM : 1 F B Porchase

70 2 M Rose & Octodber 1976
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TWO YEAR (IIRONIC ORAL TOXICITY OF PARAQUAT IN ALBINO RATS
INDUSTRLAL B1OTEST LABORATORIES RLPOKT.

4 1 have examined this report in order to sec whether it conforms
. to wodern regulatory test requircments. My comments sre:

o) Only 30 anjmals/sex/group were used. Hodern requirements demand {
at least 50 and preferably 7S or 100 animals/group.

b) The nucber of animals cxamined histologically is remarkably swall I
(control group 1, 22 out of 60; control group 2, 26 out of 60; test
group 3, 23 out of 60) . Thns conpounds the point a) made lbwe.

€) There was & high mortality in the cxperiment and this iz not taken
into account in‘reporting the tumour incidencfes. It could be argued
that the mortality was so high that it involidates the study ac a
carcinogenicity study.
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d) From table & it appears that only 13 tumours vere dugnoud in
300 aninals. By wodern standards a tumour incidence of about &2
would be considered ludierous as wost rat studies have final tumour
ineideneies in the 30 - 702 range. 1t could be deduced from.this
that the methed of identifying and reporting tumours vas -inadequate.

e) On page 6 it is mentioned that almost all deaths were ascribed
to respiratory illness. In the light of the fact that parazquat is
2 pulunonary toxin one vould have expected a more detailed analysis
of this aspect of the experiment.

f) ﬂ-ere is nothing in the hacmatological data to supgest that paraquat
preoduced ‘any effect on the hac-mopoxene system. Therefore it might be
necessary  to re-cxanine this effect in a further study.

Hy overall impression is that the Biotest rrport, which was prcpared ia
1964, will not meet up to modern requirements and nor would it vithstand
cntiul scrutimy.
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