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To: Advisory Board on Medicine and Biology.

Subject: MEDICAL FOLICY. b

It is the desire of the Medical suvisor's Gffice of the Cak Ricgze

gt

Directed Cperations to present certain matters of medical policy to the

Advisory bBoard on Biology and leaicine for their consideration. In view of

the extremsly important relationship of health protection and the medical’
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program to practically all of the Commission activities, and in a largser sens
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to national welfare, it is izperative to obtain tasic medical policy decision
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as rapidly as possitle. The degree of suc¢cess which the Commissien's prograa
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Lttains may well aepend in a large measure on the adequacy ana soundness of
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ts medical, health-physics and tiological programs.
Acciordingly , the following questicns .nc tentative soluticns are
~submitted for your review and expression of opiniorn.
Dr. Albert H. Holland, Jr., Acting uedical udvisor of the Cak Riage
Directed Cperations, will be available for subsequent meetings of your Eoard
to provide further information if jou so desire.

a. There are approximstely twelve cooperating universities

g;g é participating in the Cak Ridge Institute of Nuclear Stucies,
: ' which is a group established under the laws of the State of

Q g 5 Tennessee to conduct fundamental research using the facilities

5 “ available at vlinton Naticnal Laboratories. aAlthough these

facilities are necessary for much of the ticlociczl resezrch

D e

work, a great _.ezl of octher work can ve performed at the indi-
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vidual universities. any competent qualifisd sciantists
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from theses universities have apolied through this office
for funds to cohduct various problems in biochemical, medical
and biological research. Some of these suggested researches

. are extremely‘pertinent to the activities of the Commission,
as for axample, Or. Alfred Chanutin at the University of
Tirginia 2iochemical Latoratory wishas to establish a program
for the elactro-hor~tiz studr of plasma proteins following
irradiation, If in his studies he can esta?lish a constant
nattern chanze vhich can e correlated with radiation exposure,
we 7ill then 2033ess 1 new diaznostic methed which cap readily
be used in the orotection 92 2ur personnel throuzhout the
atomic industrv. This tvee of problem, while Sundamental in
nature, can also b: considered as aprlied or "prozramatic”
research, since it is intended to atiimpt to provide us with 1
definite answer to an extremely pertianent problem.

Accordingly, the juestion arises as to wshether or not 1
regional Medical Advisor can initiate fundamental and/or
“programatic" researsh at facilities »ithin his area or wih
universities within his general seograchic rezicn? It is
aprarent tha% each, Medical Alvisor has 2 more intimate knowlet-e
of the nroblems within his arsa; and Sherefore {t seewrs Zecirtls,
sutject to “he ap-ro7il of tha Atomic “nerzy Commission Vadizal
Firector and the iiAiorv 3card on 3{oloyy nd ledicine, thacs

he have *he anthorisr to nerotiate with univrersities within

kis resgion “9r the exsress curpnse of conductins tosh fundz-

mental and "programatic” research,
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A second problem arises when one considers what responsibilit:

the Afomio Energy Cormission bears for the human administration

of isotopes, This question can be subdivided into two phases:

(1) When the materials are administered by private bhysicians
and institutions outside the Project and (2) when given by
physicians and researchers within the Project. This latter
category inéludee contractors' persomnmnel employing Atomic Energy
Commission funds (indirectly) to perform tracer research, some

of which is of no immediate therapeutio value to the patient,

Jt therefore becomes desirable to oatablish.tcoeptable medico-

legal criteria for future human tracer research,

e ———

Careful consideraticn of this problem seems to indicate
that once a recipient has been deemed "qualified” by the Isotopes
Branch and their advisory committees to receive and use radio-
isotopes, the Commission bears little if any respomsibility for
hunan administration. Past uedléb-logal experience provides
numerous instances of claims and suits againstmedical institu-
tios for the use of experimental drugs. In practically every
case the physician involved has taken the sole responaibility
and therefore may or may not be guilty of malpractice, but the
institution 1is exonerated. This analogy might well apply to
our preseat problem.

The secand part of the question is more difficult since

much of our research is motivated by human applicstion and human

effects., If the expressed opinion of the Msdical Board of Review,

———

which convened last June, is accepted in establiskng criteria
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for hmn# administration, then obviocusly a greet deal of our

present human tracer studies must be discontinwed. The pertinent

facts of the case, pro and.con, seem to be these: Pro -

Sk )
(2)

(3)

(4)

Tracer research is fundamental to toxicity studies,

The adequacy of the health protection which we afford our
present employeses may in a large measure depend upon inform-
tion obtained using tracer techniques,

New aad improved medical applicatiou.s can only be developed
through careful experimentaé#d and clinical trial.

Tracer techniques are inherent in the radioisotope distribution
program.

-
-~

Moral, ethical and medico-legal objections to the administra- .
tion of radicactive materials without the patient's knowledge

or consent,

. There is perhaps a greater responsibility if a federal agency

condones humsn guireapig experimentation._

Publication of such researches in some instances will compromi s ¢
the best interests of the Atomic Energy Commission.

Publication of experimenta done by Atomic Energy Commission

contractors' personnel may frequently be the source of 1liti-

.gation and be prejudicial to the proper functioning of the

Atomic Energy Commission Insurance Branch,

c. The radioisotope distribution program is increasing in sco;bo very

rapidly. As a result certain questions arise for consideration to

determines

(1)

What part the Atomic Energy Commission Medical Division will




2lay in the _isotopé arogram?
(2) ‘mat responsibilities does the Atomic Enerzr Commissicn bear
for the safe nandling by the recipient for the more hazardous
igotopes7
’ (3) hat responsibilities does the Atomic Znergy Commission bear
for radiocactive raste disposal?
| (4) Vhat part, if any, should the Atomic Energy Cormnission take
/4/(', ‘HV-SP ‘[‘1«44 with respect to cyclotron produced isotopes at the various
L? '}'L AE i> universities throughout the country?
n.«‘mswers to the ab~cve questions cannot immediately be set fortn.
Hovwiever, the following caments appear in order:

It is felt that the Atomic Energy Cornmission l'2dical Civiszion
should prébab];r bdear compleﬁe responsibility for all of “nhe medical
and health-physics phases of the Cormi:zsicn's activities, The
medical and health aspects of the isotipe prozram therefore is a
subject of some concern to the ledical lJirector. The estab].ishment
of broad ze=neral nolicies of personnel »>rotection, codes, and
other related information may well fall within the score =f the
Lhdical Dirision's activities,

\iith reszect to safe iandling of 4the zore hazaf:ious .;soto;:es,
as for example, Strontium 70, Calciunm L5 and Carbon 1L, many facrors

arise which increase tne dirficulty of sclution. These are listed

belows
We wed /7 J4 “ (1) Under the .tomic Znergy Act does the Comission re%ain moral
L Hoo —
(”/'7 ‘ resgonsizility Zor the application of these substances?

(2) How can the Aitcnic Znergy Cormission sroperly enforce saife

randling?
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(3) The U. S. Public Healtn Service has no legal authority withip
state boundaries and therefore can only act {n an advisory
_oapacity. Further, there does not appear to be a sufficient

number of qualified men to initiate suoch a Publioc Bealth service
(4) State Public Health officera do have, in most instances, suffi-

" clent legal authority to enforce safe handling. However, few
men are qualified at the present time to assume this responsi-
bility.
(5) The Advisory Field Service of the Isotopes Branch provides

"in the fleld" free consultation. A number of isotope recip-

ients have availed themselves of this service. However, sug-

gestions or recommendations requiring the expenditure of money
for laboratory design in the interest of safe practice are not
always received in a cordial manner.

Radioisotopes with a short half-life, such as Phosphorus, p32
and 1131, do not present a severe hazard in Qoat cases. Howerver,
some substances may be of primary concernm to an entire community if
handled improperly. Some system of control is vital if extensive
use of .meao substances is contemplated,

Intimately associated with the above problem is the question of
radiocactive wasts disposal. As you no doubt are awars, many sug-
goestions l_uvé been proposed by verious peopls. Some of these are:

(1) Disposal at sea.

(2) Diasposal by burial,

(3) Storage in vaults \'mtil decay has progressed to safe limits

(4) A system of garbage can collections and subsequent burial

in federal burial grounds.

(5) Sealing the more %zard‘o‘us contaminated wastes in suitable
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containers and disnateiring ther by intzsrplans®ary rocizs
) out inZo snace,
Taile some of these suggestions appear sormsvhat eitirams and otiars

s-ear quite reasonndle, nurerous -trobvlens crise concerning tmste
disposal, Cround Zuiial is a.*_b progsent in use av sone installations,
Horever, ground water and soil contaminstion and subseque:wt sel:zcii-e
absorption by various ~lants and animal organisms is a serious ot=-
jection to this matiod of digsposal, -urizal at ssa is not =Z7houl

sone .hazard —hen cne considers such a zsrogran extanding over 2 long

nunber of :3ors,.

Yumercus isotare surchassrs receiwe ratoriel whieh i ust

suitable for .2iuiisn -nd Jsposal in eity sevmz? systaic. L ;
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consieraticn must o jiven as o vhal res-onsidilities vz Lenr -t

]

resn3cy o

(1) Rndicncsive -2s5%e dis-ocal,

-

(2) Sstadlisizent of criteria . dignosal,

(S) Desired 2%lsis of enforcezont, LI 2y,

“7ith ressoct o lio cjclotron -roltced Isofcpes at tas Tmri: 3

wmivarsitias and rasonrch ingsiTiicms sixeuglend the Thited -t i,
i% aight be daziradlse to have Tho some salety coces and rercoriiil
nrotection measurcs ~dorted. I cyclotraen rroduced isotores 77 Lo

ourchaged, diztriuised anid iondled at +ill Siroughout She TniZed

N

N :

tates, the alierss o tha lortugsion o maindaia s2l3 TrocT ces

=ay be sarisucly lnidica-rede Cuviously, This is o mert lellzns

-

question Jor vm 9 no% wish in any wmy So omersach uronm The ssiiine

ifle liversy of ‘ree instiiutions.
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become a considerable task. All rssearchers iro anxious to
have their work appear in the journals as soon as possible.
When critical process ateps or materials are involved the

problem 1s greatly simplified, since all must abide by secu-~

rity. However, there a large number of papers which do not

d

violate security, tut do cause considerable concern to the

_Atonmic Enorgy‘COmmilsion Insurance Branch and may well com-
promise the public prestige and best interests of the
ommissian,

~ Fpmrn e

——

Papers referring to levels of soil and water contamination

————

" surroundhG Atomic Energy Commiseion installations, idle

e ——————————

_ speculation on the future genetic effects of radistion and
.,____'_’_,‘_—-————-W

. papers dealing with potential process hazards to employees are
> employess 3re

B
definitely prejudicial to the best interests of the goverament.

e B b it e

Every such release is reflected in an increase in insurance claimé.

inoreased difficulty iam labor relations and adverse public sentime

Following consultation -ith.ths Atomic Energy Commission

Insurance Branch, the following declassification criteria appears

T ——

desirable. If specific looations or activities of the Atomic Ener:
Rbitasiudit

Commission and /or its contractors are closely associated with
statements and information which would invite or temd to encourage

claims against the Atomic Fnergy Commission or its contractors,

such portions of articles to be published should be reworded or

deletsd. The effective establishment of this poliocy necassitates

g

review by the Atomic Znergy Commission Inﬂuraggg_ﬁrggghl_Gijfgil_f!

by the Medioal Division, prior to declassification,
,____.._._._—————-‘_""'———‘_’- -




sur=ary, it should te noiated cut that tl:is brial resme

In
t23 nsk atbemphed %o sommrehensitel;s ~resent all af the nrchlems whiici
exist, Ii —as deexed advisadle, hoveTer, o set forth scme of the

=g jor guestions for jour considerestsn, Twen im the sresentation of

+heze ~elor proolens, o -retext i3 :mde Dor cozpleteness, ZoTeTer,

Poow

an 8%t s mede to Uring oul tie salisa’ woinds in eecl lzsvance,

Irizarili-, She obleciive nas weea Lo call atiantion Lo Ziose lssues

~trica agpear to be fyadenmental to She estallisneani of 2 sound, Irozres-

T

3 2
siTe, coordirated 2adteal and biolssical jrogran for the Atonic <zergy

Corziszsion,
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