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With regard to the attached letter from Dr. Bond at Brook-
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haven Natlional Laboratories, commenting on the report of the
FDA Radloactive Pharmaceuticals Advisory Committee, I agree
entirely with Dr, Bond that setting a maximum permissible level
for the population at large of 1/100th of the radiation dose
permitted radiation workers 1s rather arbitrary and certainly
would restrict the execution of many important physiologic
studles in normal human subjects. I concur with Dr. Bond that
each proposed experiment should be evaluated on its own merits

without recourse to some overall arbitrary radiation dose ywx’ {
limitations. v

We missed you at the first meeting of the FDA Radioactive
Pharmaceuticals Advisory Committee, and hope that you are good
as new at this point. Merrill Bender did a very good job of
chairing the session, and I think a great deal was accomplished.
I frankly am much more optimistic about what the committee can
do after the meeting, than I was before.

There are of course a number of areas in which the committee
can be helpful, but I would like to bring one to your attention
that I am sure you have given some thought to before. This
involves the type of guidance the FDA might be furnished with
respect to radiation dose that might be acceptable when radio-
active pharmaceuticals are used for strictly investigative
purposes, particularly in normal individuals. I can quote from
a letter that Walt Shreeve here at Brookhaven received recently
from the FDA, which indicates their current opinion:

"The International Commission on Radiation Protection
has set the maximum permissible levels for the population
at large as 0.0l of the amount permitted radiation workers.
Normal volunteers who derive no therapeutic benefit from
-isotope use must be considered as belonging to the population-
at-large group.”

If taken at face value, this rules out, for example, experi-
ments in which of the order of 100 uCi of carbon-14 might be
used, and as such is quite restrictive. One can adopt the
attitude that with any type of investigative work one balances
"risk versus gain", and that no firm numbers should be established.
On the other hand, some type of guidance probably must be fur-
nished. It seems to me this was one of the many questions that
this committee should consider.

With very best regards, and I look forward to seeing you at

the next meeting. Sincerely yours,

3't‘4;
V. P. 'Bond, M.D.

Associate Director
swf
cc: Merrill Bender
Dictated by Dr. Bond but typed, signed and sent in his absence.
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