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[
Tos Members of the Interim Advisory COnmitteo on Isotopo

Distribution Polioy.

Inclosed are minutes of the initial meetings of the Sub-
Committee on Alloaa'cion and Distribution and the Sub-Committee on-
Human Apvlications. !

The recommendations of these sub-gé'mifteea have been given
‘the general approval by Dr. ‘Lee du’Bridge, Chairmen of the main oom-
mittee. Allocation and distribution will be effected according to the
principles set forth in these minutes unless ‘modifications are suggested
by the Committee members. As the need arises, policy docisions can be
obtainod from the main comnit‘tee. )

Several allecations of radioisotopes have already been made
and the materials cad be shipped as soen.as the supplier receives the
formal purchase order and the sighed “Agreement fer Order and Receipt
of Radioactive Materials". 1t is expected that the distribution program
.will soon begin to "roll"s- ' ' '

(KOHL@ Glj}mhbu

PAUL C. AEBERSOLD,*

2 Incls.: . Secretary,
l. Minutes of Meeting ‘oo Allocation - Interim Advisory Committee on
2. . Minutes of Meetin; on "Human Appli- - Tsotope Distribution
" sation. . A - B ‘Policy. .
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- 1B-29, _ADVISORY SUB-COMMITTEE ON HUMAN APPLICATIONS

of the

INTERIM ALVISORY COMITTEE ON ISOTOPE DISTRIBUTiON POLICY

,.mnutos of Initial lieeting - Held June 28, 1946; Oak .Ridge, Tennessee
Mombers Present: 'A. H, Dowdy, Chairman
G, Feilla : |
Member | Absent: H. L, Friedell
Others Present: P, C. Aesbersold, Secretary of the Coumittee
W, E, Cohn, Consultant on Clinton Laboratories Produotion
K., Z. Morgan, Consultant on Bealth—Physios
Main Items Discusoedz, _ .
1., Report an the Heeting of Sub-Committee on Allocation
2, Fonctions of ohe Su}:-bommittee on Human Applications
3. Production Allocation for Therapeutic and Diagnostic Uses
“ 4. Allccation of Availeble Liaterials by Ins'!.;itut'ibn
a. Rogulor basis
b Temporary irregular basis
5. Allocation of Available Laterials by Intended Use
s, Types of Uses | |
. be Specific Uses for Certain Isotopes

6. Mechanism for Handl ing Requests

1, Report on lieeting of Sub-Committee oo Allocation

. Dr. Aebersold reported on the discussions and conclusions of the
initial meeting of the Sub-Committee on Alloccation. These are contained rather
completely in the final minutes of the meeting and will not be repeated here.
The conclusions on the related functioning of tbo two sub-committees are given
in the next sectlion, - . '
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2. Functions of the Sub-Committee on Human Apﬁlicationa.

These functions as interpreted by the Sub~-Committee on Lllocation

were revieved (see Conclusions on Discussion Item 4, Minutes of Sub-Committee

\ on Allocation). The recommendations of the Sub-Committes on Allocation were
- adopted. One comment was added, however; namely, although it is desirable that
the Sub-Committce on Allooation make the priority ratings on requests for tracer
(non—diagnostic) experiments in humans, members of the Sub-Committee on Human
Applications can recommend high priority for experiments they feel particularly
worthwhile. _ :

Functions of the Sub-Committee, other than the exercising of a veto
power on allocation for human application, were then considered. Thess
logically are: ‘

a. Recommend for main ocommittee action the relative production
effort to be placed on isotopes for therapeutioc and diagnostio application,

" b. QRecommend for Isoébpea Branch action the allocation of avail-
able materials for therapeutic and diagnostic applications.

These functions are considered in the next sections.

3. Production Allocation for Therapeutic and Diagnostic Use.

At the present time a discussion of the production effort to be placed
on radioisotopes for therapeutic and diagnostic uses as compared with othsr uses
narrows down to a consideration of the production effort to be placed on a few
isotopes, which are at present in most apparent demand, namely I 131, P 32,

\ Sr 89, €0, Co 60 and Na 24. This does not mean that radioisotopes other than
—" . +these five will not be useful fer therapeutic and diagnostiec purposes, but only
that such usefulness of others is as yet highly investigational and problem-
atical, The dermand for other radioisotopes for human use, even if for the
purpose of finding oub therapeutic and diagnostic possibilities, will be initially
for tracer irvestigations and will probably not involve routine regular supplying
of material,

I 131, This isotope, because of its very specific absorption in thyroid’
tissue, gives promise of being more uniquely useful (i.e., more specific in
results in certain malfunctions) than mey be the case for the other four above
listed isotopes. Some of the previous successful therapeutic applications of
radioiodine heve been with 1 130, which has only a 12,6 hour half-life (not
made with the pile). The 8 day I 131 requires a different dosage technique and
there is some question concerning possible effects on the kidneys of the longer
period radistion. HNevertheless, I 131 has promise of being quite useful in
certain cercinomns of the thyroid and in exophthalmic goiter (Grave's disease).

Fission production I 131 is not as readily available a source of radio-
iodine as the uninitiated might believe. Irradicted uranium is generally "cooled"
for a fairly long time to avoid the hazards and other difficulties of working
with "hot" material. A great desl of the radioiodine .is therefore necessarily
lost by decay alone, The Clinton pile is used nainly for experimentation and
cannot be considered a regular source of discharged uranium. Recovery of radio-
iodine from the plutonium prccess at Hanford would require a considerable
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~4nstallation (also time). RNapid shipping of radioiodine from Hanford for
processing and distribution.at Clinton would be expensive and at best several
half-lifes mi~ht pass before actual delivery to the roquestor., This adds up

_to making irradicted tellurium the most readily evcilable source of I 131,

. The limitation on I 131 from Teo ct present is in manpower and ex-
- troction facilitics. Dr, Cohn estimated that up to 50 mo/day -of oarrier frce ~—
separated I 131 could be made by pushing the present oxtraction facilities,
tore I 131 than this might be made available in irradicted Te to thoso with
satisfactory extraction facilities, In the futuro the limitation on I 131
production may be the competition for pile neutrons in tho making of ~other

" domanded isotopos, : .

The sub~-committee felt that this I 131 production should take care of
the most legitimnte, immediate demands. As the demand becomes more clear in the
future, the apportionment of production effort (neutrons absorbed plus manpower)
between various isotopes and their uses can be determined by the main committees,

P 32 , The high specific activity most generally demanded for thera-
peutic ‘use of this isotope ocan be met by the Clinton pile only by the irrad-
iation of sulphur, In order for this method of ‘production not to detract
seriously from the pile production of other radioisotopes, not more than two
curies/month of P 32.cen be produced. Routine large soale facilities are under
development for the extraction of P 32 from S, but at present P 32 in'quantities
for clinics can be furnished to requestors only“in the irradiated S. Some
quantities of extracted P. 32 will now be available for tracer work, and later
increasing amounts for therapy: The -schedule and rate of extracted P 32 pro--
duction cannot be predicted until more experience is gained in production
development: . : .

Since not mary clinics have facilities for extracting P 32 from irrad- —_—
iated sulphur, the allocation of production effort on P 32 will not become a
problem until extracted P 32 can be supplied, The anticipated production should
.supply 20 or more qualified clinics for the most appropriate uses of the isotope,

Sr £9,90, This fission~product radiostrontium may be used as a sub-
stitute for P 32 in certain cases end may have especially desirable irradiation
properties of its own. Sr 8% has a 53 dey half-life which is sufficiently long
to make it necessary to be cautious with t he quantities administered, Sr 90
of about 25 year half-life will alsob e present in radiostrontium extracted
from fission products, Since Sr €0 decays to Y 90, which has a short half-life,
the Sr 90 can result in a considerable rate of beta irradiation for a long period
of time. If the order of not more than 1% of the beta disintegrations result
from the presence of Sr 90, the material can probably be used safely f or thera-
peutic investigations. This may mean the processing of rather newly irradiated
uranium (not "cooled" long encugh for Sr 89 to decay appreciably).  Since the
therapeutic techniques of using this-materiel will have to be developed and

" since equipment is already available at Clinton Laboratories for its extractionm,
it is not anticipated 'that allocation of production effort will be an immediate
problem in makin‘ Sr 89,0 available for therapeutic investigations. ‘

Co 60, The demand for this 5,3 year half-life isotope is mainly for
use as a substitute for radium gamma ray sources. Co 60 has an advantage over
radiun in some uses because of its almost monocenergetic speotrum of.gamma radiation
(1.1-1.3 Xev) and its soft mon. ~nergetic beta rays (0.3 Xev)., The therapeutic '
~ . . ’ e’
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demand would be . - ) substitutes for radium needle. nd packs for cancer
thetapy. Although this may be a practical and wortlwhile application of

an induced radioisotope, it is not an application which oan be uniquely
performed by the use of this radioisotope. Radium and supervoltage X-rays
are now available for concer therapy on a rather largs scale, If the Co 60
sources could be made cheaper and more convenient to use than radium sources,
therc would be a legitimatc demand for Co 60 whish might take a sizable
fraction of the overall production effort., It is not anticipated that the
problom will bo immediate, sinco a dosego and application technique would
heve to be doveloped for Co 60 sources which might take considerable timo.
Tho sub-committce voted not to considor alloontion of Co 60 for thorapeutic
use until it bocamo cloar that production for this purpose would not inter-

_fero with production for.ihighpriority applicctions of mdioiaotopea.

Ha 24, This 14,8 hr, half-1life isotope is useful for giving

- whole-body Irradiation of patients and for studying blood circulation in

certain diagnostic applioations., Because of its short half-life there

" wwould be considerable difficulty in efflcient wide-scale distribution.

The yield of ‘the isotope is rather high, however, and the production rela-
tively éasily achioved. It is not anticipated thereofore that the allocatim
of production offort on Na 24 for thorapeutic and diagnostio uses will be
an immediate problem.

It appoars, oconsequently, that the most immediate problem of
allocation of production cffort will ariso for I 131, As soon as oxtractod
P 32 is availablc the problem may also aride in this case, Tho problem
might not becomc acuto until more institutions havoe staffs and facilitics

‘suitablo for therapewtic application of such isctopes, When the nocessary

production effort to meot such demands begins to intorferc approciably with
that for morec fundom ontal uscs of radioisotopes, a polioy docision on
allooction of produotion effort will have to be mado by the mnin ocommitteo,
The sub-cormittocs may however moke rcocommondations on such mnttcrs.

In casc confusion mey arise os to whethor or not o request is fa’
therapcutic purposcs, tho following definitions woro mando;:

: - Therapeutic usc - & use in which there is e definite attempt
to curc or nllcvintc ¢ melfunctien, (A treccor dosc in genoral, even if
usod in studying a malfunction, could not be acriously considored as afford-
ing radiction trcutments.)

: b, Dicgnostic or thercpeutic test - a tcst made in 2 human beoing,
which mey bo mdo with lerger than usual trocceor cmounts, to determine .
malfunction cnd/or the dosircbility of some form of trcctment (Excmplos:
circulction in & gengrenous cxtrémity and uptake of 1 131 in o carcinom
of the thyroid )

4. Allocction of Awnilabis Materials by Institution.

Q. Regulnr besis

As pointed out previously the production cnd extrnction of P 32 and
I 131 for thercpeutic use is still under development. No satisfactory
aschedule cnd rate for the production of the extracted isotopes con now be
given, It is obviously too early therefore to make committments concerning
a reguler or ’pcrﬂcnent“ rcte of cllocetion of these iaotopea, or for that

" matter any otherc. to be used in largoe qunntitien.

13-29 . ’ -4_
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The sub-committee recommended that, before any allocation
committments are made for a regular olinical supply, a survey be made
of the actual needs of the clinical institutions which are known to be
carrying on a program or to have expressed a desirc to initiate a program’
for the proper clinical usc of radioisotopos. Although same sketchy
surveys have becn made previously, the proposcd one will be moro thorough . I
Korcover, it will bo basod on actual domands, inasmuch as price lists, . \\_//"
prosurcment regulautions, and request forms will be rurniahed the in-
etitutions onnvassod, X
A list of the clinicel invostigation institutions that will be

included in thc survey is apponded. It is not known to what oxtont other
institutions mey be intercsted and qualified,

Dr. Dowdy submittecd thc following.recomrcndutions as e besis for
radioisotopc distribution for human cpplicutions., Thcy wero wholcheartedly
ndopted by thosc precsent, They will be mnde known to the canvassed in-
stitutions cs boing the policies of the sub-committces on allocation and on
huncn epplications in regurd to the clinicel use of radiolsotopes, Only
thosc institutions whish cun 'qualify under thosc policics will be cligiblo
for allooation. The cmounts rcgularly allocated would bo apportiomed on a
fair bcsis among the 1nstitutions finally scleoted on the basis of the
survey.

_Eggcstcd Recommendations on Allocntion for ‘Hunan Applications: '

y . "The follawing recomecendations, if mado policics by the Intorim
Advisory Committcc on Isotope Distribution Policy, I beliove, would greatly
facilitate the cquitable cnd cffeetive distribution of isotopos for human
usc, .

(1) The Committce should initially sclcot a group of accrcdited !
modiccl schools, hospitals, tnd clinics who mey be cligiblc to rooccivo rzdio-
cctivo isotopos, -

(2) Bach selcoted hospitel, medicul school, cond clinic should be
invitcd to appoint o loccl committce composed of & Cheirmen cnd whatcver
aumbcr of members they should sce fit to pess upon cll requests origincting
from their institution,

(3) All isotopc requests to the Isotopes Branch of the Rescarch
- Division of thc Manhcottan District for humcn usc for their pnrticular in-
stitution should bec initiated by the local Choirman,

: (4) The Comittcc should rucommend to the sclected ingtitutions
thrt the mcmbership of the locel committcc include (&) a physician well
verscd in the physiology tnd petholagy of tho blood forming orgens; (b)
a physicicn well versed in motabolism and motcbolic disorders; (c) o
compctent biophysicist, radiologist, or rcdiation physiologist qualificd
in the tochnigues of radioicotopes,

Ihcsc rcoummcndctions, if ccrried out, would have tho following
cdv_nttrcs'

(1) Thc Interim Advisory Commi ttce would at onco eircumseribe |
thc distribution of rcdiocctive iamotopes to well-qualificd institutions. o

.
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\ )
(2) The loccl institutionzl committee would cccomplish the
folloring: (c) rcducc the corrcspondcnce to one individucl per in-
ctitution. This would freciliticte intclligent cpplication requestasg
(b) frcilitcte tho instituzion's contrectucl rclrtionship with tho
District; (c) in casc of ¢ limitcd supply of cny particuler isotope,
1t wvould wllo? the institution tuv cpply its vwn prioritios,

(3) It would inasurc c morc judicious cnd safc usc of tveile
cble moterial,

(4) Thc offorts of the Sub-Committce on Humen Applications

would be morc coonumicclly cxnended ond the responsibility for cn cquit-

eblec locel distribution would bc shured by the hospital, mcdice:l school, .
or clinic irnvolved." | : .

/S/ Androw H, Dudy,
Androw H, Duwidy, H.D., Chcirmcn,

The institutional survey and the adoption of the above recommend-

' ations will enable a system of allocation to be adopted as follows:

(1) Institutions will then be selected by the Sub-Committee
on Human Applications as qualified to undertake therapeutic and diagnostio
investigations with each of the following isotopess ]

a, ,I 131 .
b. P 32 .

' o. Sr 89,90
d. Ma 2¢

These are not mutually exclusive; some institutions may qualify on all four,

(2) The total actual demand for each of these isotopes will
then be made known to the Clinton Laboratory authorities who will decide
what level of production they mey be able to maintsein on each. In case
the demands for all four connot be met, the relative weight to be assigned
to each isotope for therapeutic and diagnostio purposes will be recommended
by the Sub~Committee on Juman Applications to the main Committee for final
decision. It is assumed thzct insofer as feasible Clinton Laboretories
will align the rcletive production with rogard to tho assipgned weighted

'(3) 1If, on thc bcsis of 2 above, the production level of an
isotopo will not satisfy the actual demaonds of tll tho soclected institutiams,
the Sub-Committec on Human Applications will make a priority seloction or
rating among the groups qurlified for each isotope, such that the dcemands
of. the highest priority group can be met. Each institution of the first
priority group will be made en cllooation of up to a certain limit por -
period (weck, month, etc., dopending on isotope), insofar as-gonoral

‘6-
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committments con be made by Clinton Loboratorics for such a supply.
The sccond priority group will roccivo material on an irrcgular allocation
basis, when and if availablo abovorthe amounts actunlly ordcrod- by the
top priority group from its allotment.

(4) 1Institutions nowly requesting will be passcd upon
by the Sub-Cvnmittcc on Human Applicntions for cach isotope thoy wish
to usc, Onco approved for the use of cn isotopo, the institution can
rcocive this isotope rogularly insofar es the supply and cllocation will
pcrmi~, provided thc local "isotope committeo" is mnintnined.

(5). The local "isotope comittee" at the institution
will decide upon the allocation of the received material for various
clinical investigetions at the institution. The Sub-Committee on Ruman
Applications will not therefore have to decide priorities on individual
casec and uses, ‘Once the overall allooation is made to the 1nstitution
the local isotope committee governs the applications.

(6) The material is not to be distributed by the in-
stitution to secondary users outside the direct observation of the in-
stitutionj(i.e., not to private doctors outside the staff of the instit-
ution or to othor institutions unloss passed upon by tho Sub~Committoe
on Human Applications as qualifiocd to use the particular isotope).

(1) 1r the pool of an isotopo obtained for untioipntod
thernpeutic end diagnostic neceds is .not being used up as expocted and is
in danger of loss by decay, safe amounts of the lsotope can be allocated by
the looal isotope committec for tracer invostigations within the instit-
ution, or the Sceretary of the Sub-Committoe on Allocation can give
approval for transfor of the matorial to another institution, provided all
uscrs are covered by a proporly ncgotieted "Agroement for Order and Receipt
of Redioactive Moterials®,

b. Allocation on Temporary Irrcgular Besis.

" Uatil the .recommended overall survey is mode concerning a regular
allooction to qunlifiled institutions, it was considercd highly desirable
by the sub-committoo in the mcentime to use whatever matarials become ovail-
eble for ellocctions on c temporary besis (no committmont on routine
rate of supply).

Permission to cllocate I 131 was approved; without committment
regarding & rcguler rate of supply until completion of the institutional
survey, to the following clinioel institutions:

(1; University of California liodical School and Hospital

(2) Univorsity of Chicago Mediocl School ,* Billings Hospitanl

(3) University of Columbic 3edical School Prosbytorian Hospital
(4) Evcns Mcmoricl Hospital,- Boston, Hnss.

(5) Herper Hospitel, Dctroif, Mich.:

(6) Momoricl Hospitol,New York, N.Y.-

(7) Montefioro Hospitzl, New York,. N.Y.

(8) Massachusctts General Hospitcl, Boston, Mess,

(9) University of Rochester Modical School, Strong Memorial
Hospital

'EIDMR-6 : -
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(10 Vanderbilt University ledical Sohool

(11§ Viashington University Medioal School, St. Louis, Mo.

(12) Viestern Reserve University Mediocal School, lakeside
Hospital., . A .. '

The Secretary of the Sub-Committee on Allocation was given
authority by the Sub-Committee on Human Applications to allocate I 131

. to the above approved institutions for the use of the persons at these

institutions who are recognized for their experience with human applic-
ations of radioisotopcs. '

Pending the overall survey and the availability of extracted
P 32, no aotion was takon on a list of approved institutions for P 32
clinical use, Institutions will probably not wish to chango from the
prescent cyolotron supply (which most are dopendent upon), until there

'is some hope of obtaining o regular supply in a form which requires

1ittle processing by the inwtitution. :

Ho cction mas tcaken r;gardinc othor isotopos; rllocction will *
be appfoved Ly the SubiCommittce onHuman.-Appliciations by isuvtopo ond bl
snstitution cs thc demend-ctises. _ .

Also on'c tefporary besis. it wes rocbmmonded thet of thethera-

peutically-usced isotopes up to 20/ of.aviilablo.mcterial be reservod for
trocer applications (if there is a demand®for such). If over 20% of the

aveilable stock is being requostod for tracer purposes, a policy decision
will be obtained from-the main committoo, :

5. Allocation of Available Matericls by Intended Use.

a. Priority bfr' Intendod Use.

As a guide for allocation in case of conflicting demends for I 131,
the priority for intended use wes epproved as follows:

First: A carcinoms thet has been demons.fratod to take up iodine,
Second: Grave's diseaso or exophthalmic goiter,:
Third: Bonign edenommtc of tho thyroid,

The following order of priority for intonded use of P 32 was cm-
sidered logiccl, but not formally approved: ) :

First: Polycytemia Vera .

Sccond: Chronic myelogecnous leukemia

Third: Chronic lymphetio leukemin . : )

Fourth: Others «(cxcept no cllocation while P 32 scarce for surface
bete ray irradiction, i.c., superficial lesions.) :

After an institution has a local ".iootOpe committee"” and is regularly
receiving metericl, the priority of use by the institution will be deter-
mincd by this local committoo. .

EIDUK-6
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be Specific Uses for Certain Isotopes.

In addition te the highest priority.uaoc 1istah in "a", the ad-
visability of scme other human applications of isotopes was disoussed.

P 32. Allecation of P 32 for the treatment of superfioial leaions
was vetoed until production for this purpose would not reduces the supply ef
all isotopes for fundamental researches or for the higher priority clinlocal
applications. This action was based en the successful treatmsnt of such
lesions with readily available X-ray equipment. Should a lecal beta ray
spplication be shown te be more convenient or more suitable for the treat- -
ment of soms lesions, the guestion was raised whether (1) lower specific
activity (n,gamma) material could be used and (2) ancther mere available
beta emitter could be substitutod for P 32,

- C-l14. The opinion was generally expressed that, even though
the acarcity of C 14 is a major factor to be considered, the use of this
material in a human being should not be sanctioned until its absorption
and elimination properties is olearly damonstrated in animals. The very
long half-life of the material makes caution desirable. :

Au 199« The use of colloidal radiogold has been proposed for
the treatment of leukemias and for tracer studies in arthritis, BHere
again a human application should be based on proper studies of this
material in animals.

5489, 50. Since this deposits to a great extent in the bomes
and has been shtwn readily to produce bene saroomas in mice with a clinical
ploture like that of radium poisoning, mach care should be exeroised in
the human use of this material. In particular, the Sr 90 (and Y S0
daughter) should not contributsd in excess af 1% to the tetal rate of beta
disintegration. Experience in the effects of long half-life beta emitters
in animals and humsn is essential for the safe use of this material.

X 1, UX 2. This naturally radieactive pair behaves chemically
as UX 1, a thorium isotepe (Th 234). Proposals have been made to extract
the X 1, UX 2 from uranium and investigate its possible therapeutic use~
fulness. Aside from the danger of bone damage, the material would have te
be used with muoch oaution because of likely kidney:damage. No advantage
could be seen in. the use of radiothorium over the use of oertain other
beta ray emitting radioisotopes which deposit in bone. The Manhattan
Project might be able to make the material available for investigations in
animals provided there were a sufficient demand.

Co 60. As pointed out previously, this might be useful as a
substitute for radium gamma ray sources, particular .in therapeutically-

‘used needles and packs. This use would not constitute an unique form of

treatment. Radium and X-ray equipment are considered to be sufficiently
available and satisfaotory for those therapeutic uses in which Co 60 might
be substituted. 1f redioisotope production capaclty becomes sufficiently

-great, the use of Co 60 as a substitute for radium might be encouraged
‘and become very important.

EIDMK-6
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6+ lechanism for’Handling Requests. g

Two copies df eash request for material for human appliocation will go
to each member of the sub-committee, One copy will de returned from eagh
member to the Isotopes Branch with a "yes"™ or "no" vote en whether the in-
stitutien and investigator should use the requested isotope in a human
being. The other copy may be retained for possible future reference. If
there is a "no" vote from qany one member, the request will not be-approved.
A "yes” vote does not need to have any accompanying remarks, unless required
as in cases of assigning a priority te a therapeutic application or to a
clinical institution, A "yes" vete on a tracer request may be accompanied,
at the option of the mamber. by an opinion on the proposed investigatiom
and on the adbility of the investigator. This will not be essential, how-
ever, since human tracer requests will generally classify under {undamental
solence and will be graded by the Allocation Sub-Committee.

A "no" vote should be accompanied by brief reasons {or the "ne®, If
the Isotopes Branch discovers only one "no" on a request and a possibly
misunderstood reason for the "no", an Attemptndll be made to resolve the
situation. In cases of more than one "no" vote, no further reference is
necessary.

Requests oonoerning therapeutioc and diagnostie applioations will be
handled as discussed in main Item 4 (parts "a" and "b"). Upon return from
the sub-committee, the Isotopes Branch can_act for the Allocation Sub~Com~
mittee in making an allocation. No referral to the Allacation Sub-Cemmittee

18 necessary unless a confliot develops with needs For the same isotope 1n

£illing allocations fer fundamental solentific investigations.,

Requests for human tracer experiments, if net veteed;, will be referred
to the Allocation Sub~-Committee for prierity rating., Suoh requests are the
only ones requiring the action of both sub-committees..

In gemeral, there is more of a need for speed in handling requests.
for human applicaticns than for others because:. (1) therapeutioc action
may be needed urgently, (2) the case may be an exceptienally good one for
some purpose and may only be available for study immediately (for examples,.
the ohance to obtain tracer samples resulting from s special operatiom)..
Consequently, the action on these requests should be confined by sach sub-
committee member (both sub-committees in some cases) to only & few days,. if

ossible. If not acted upon within a week, the member's sesretary should
be 1nformed te.return a copy of the request to the Isetopes Branch with a
note that the uwmber was unable to vote on the roquest., Action will then
be taken upon the basis of the voting mombers.. ’

SUIMARY: - , .

’1. All requests for material for human application must be passed-
upon by’ "the Sub-Committee on Human Applications before allocation can be
effected., This Sub-Gormittee will veto requests in case: .

a. The requestors are not sufficiently qualified to guarantee
a :afe and trustworthy investigation. .

b. Insufficient knowledge exists to permit a »afe application
of the material in the propesed human cases.

BIDMK-6
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2. Requests for tracer experiments in human beings, which are not
vetoed, will be referred to the Sub-Committee on Allocation to be given
a priority rating in competition with other solentiflc .investigations,
Although only a "yes" or "no"™ vote is required on such requests by the
members of the Sub-Committee on Humsn Applications, their remarks on the
merits of the request will be welcomed.

3. Requests for therapeutic and diagnostic applications will be
handled entirely by the Sub~Committee on Human Applications, without sub-
sequent reference to the other sub-committee. The Isotopes Branch will co-
"ordinate the balancing of allocation for therapeutic and diagnostio pur-
poses with that for othor demands by referral of conflicts to the Allo-
cation Sub-Committee or to the main Distribution Policy Committee.

4. Reoommendations adopted by the Sub-Committee for the dllocation
of isotopes for human use are, as follows:

8. The aub-committee will initially select a group of medical
schools, hospitals, and clinics who may bs eligible to receive radiocsctive
jaotopes (see appended list). ‘

b. Each initially selected, or later requesting,hospital,
wedioal school, and clinic should be invited to appoint a local committee
.compesed of a ohairman and whatever number=of members they should see fit
to pass upon all isotepe requests originating from their institution.

. o+ -All isotepe requests from the institution would be 1nit1nted
by the looal chairman or his designated alternats.

' de The membership of tho local .committee should inolude at
least (1) & physician well-versed in the physiology and pathology of the
blood-ferming organs, (2) a physician well-versed in 'metabolism and meta- —
bolic disorders, and (3) a compotent biophysioist. radiologist, or radiatier
physiologist qualified in the techniques of radioisotopes,

5. Mo allocations of isotopes routinely used therapeutically and
diagnostically (P 32, I 131, Na 24) will be made on the basis of a regular
supply (number of mc per wesk or month) untils .

-as  Clinton Laboratories can establish its level of production
(production methods are still under development; a routine operatioms
staff is boing accumulated; special circumstances may alter production;
the Clinton pile and facilities are primarily for research and the isotope
capacity is subject to the .research program).

be A survey is made of the: institutions on the appended list
concerning their qualifioation under 4 and thoir actual isotope demands.
(Previous surveys were not complets and not based on economic and actual
use factors. ) .

»

6+ Pending the survey (5,b) allocations will only be made as
material is available without commitment as to regularity of supply.

EIDMK-6 N
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* 7. Each institutioh, qualified as in 4, will be passoa upon for each
isotops it desires to use. G©nce the institution is approved for tho use
of a ocertain isotope under the guidance of the local isotope committes, it
can oontinue to receive available allotments of the -isotopes for which
approved, provided the local committoe is maintained:

8. Allotments on a routine basis (whon the desired materials bacome
routinely available) will be apportioned by the Sub-Committee on Human Ap-
plications among the approved institutions. Up to a maximum emount per
unit pariod (week, month, etsc:) will be allocated to each approved jinsti-
tution. (The routine regular receipt of material under the allotment cannot
be guaranteed, sinoe special circumstances and the research program of the
supplier, Clinton Laboratories, may alter production:)

9 In case the preduotion level will net routinely supply the
legitimate demands of all the approved institutions, a priority system
will have to bo'set up by the Sub-Committee on Human Applications on the
basis of the typs and number of treatments undertaken and the facilitles
of the institution. First priority institutions may recelve regular allot-
ments. Socond priority institutions may receive allotments when mterial
is available above the first groups allocation.

10. Allotted radioisotopes are not to be distributed by the insti-
tution to secondary users outside the direct guidance of the local isotops
comnittee (which under the Federal Food and-Drug Administration Regulatioms
covering “new drugs", will be the responsible, qualified group directing
the use of the matorial), Approval may be obtained for a common allotment
to or for transfer of materials between approved institutions.

11. Since the allotment of an isotope for therapy or diagnosis may
not always be totally oamsumed for the alloted use, the local isotope com-
mittee may dispense safe amounts of unneeded material for investigations
in other than human beings, provided the recipients are connected with the
institution (or & cooperating institution) and are specifically named in

"the offiolally documented “Agreement for Order and Receipt of Radioactive

Materials". -

12, To expedita the handling of requests for therapeutic end diag-
nostio applications on a temporary basis, so that available isetopes will
not be wasted and sudden demaends can be fulfilled, the Isotopes Branch was °
given authority to allocate I 131 to a list of institutions appreved by the
sub-committee, provided the material was allotted for the use of the lnown

radioisctope group at the institution. To resolve conflicts, a priority

order was also provided for uses of the isotope» A similar arrangement can
be made for P 32 when it becomes routinely availeble in extracted form.

@ ot

PAUL C. AEBERSOID, Secretary,
Interim Advisory Committee on
Isotope Distribution Policy.

"11 July 1946

‘o
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List of Institutions which may be Imediatelx Interested in and Qualified for
linical Investigations with Induced Radioactive Isotogeg.

(NOI‘E: This list my not be complete, Omisaion from it does not necessarily
meen lack of qualifications for the use of radioisotopes.- The listed
institutions either are carrying on a-program or have expressed a .
desire to initiate a progran for the proper clinical use of radioisotopes. )

Califcrnia Medical School, University of; San francisbo, California

California Radiation laboratory, University of; Berkeley, California

Chicago iaedical School, University of; Chicago, IJ.U.nois
Billings Hospital, Chicago

Ghildren's Hospital, Boston, Hassnchusetts
Cleveland Clinic, Cleveland, Ohio ‘

Columbia Medical School, University of; New York, .N. Y,
Presbyterian Hospital, New York © e

Cornell Medical School, Univarsity of, New Iork, New York
Duke University School of Ir.ed:lcine, Durham, N. G.

Emory University Medical School, Atlanta, Georgia

Harper Hospital, Detroit, Bichigan .
Barvard University ledical School, Boston; ﬁassat;husetts
Tllinois Medical School, University of; .cméééo, I11inois

~ Towa -Medical College, University of; Iowa City, iowa

Jefferson Hedical College and Hospital, Philadelphia, Pennsylvania
Loyola University School of Medicine, Chicago, Illinois
idassachusetts General Hospital, Boston, Massachusetts

Massachusetts Memorial Hospitals, Boston, Massachusetts

~ Evans Memorial Hospital, Boston, lhssgcmsett‘s
eyo Clinic, Rochesf.er, Hinnesota |
Memorial Hospita.:l., New oni:; He X, -
‘Hichigan Medical School ard Hospital, University of;; Ann Arbor, Eﬁchigan
tinnesota Hedical School, University of ; kinneapolis, iinnesota

Y e
-

Montefiore Hospital, New York, N. Y.
\ . i

\
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New England Deaconess Hospitnl, Boston, l:!assachnsetts

T Northwestern University Hedical School, Ghieego, Illinois

Ohio State University Medical School, Colunbus ’ Oh.io

Pennsylvania hedicel School, University of H Philadelphia, Pennsylven:ln

Prsshyterian, Hospital, Philndelyhiu, Pennsylvania
Rochester Medical School, University' of; Rochestor, New York
Swedish Hospital, Seattle," ?'ashington o
Tenmple University Hedical School, Philadelphin ’ Pennsylvania
Tennessee Medical School, University of; 'Le'mphis, Tennessee
Texas hHedical School, University of; Galveston, '.l‘exas .

Tulane University Bedical School, Now Orleens, Iouisiam

Vanderbilt University Hedicel School, Nashville, Tennessee

Wake Forest College, Winston Salen, N. C.
Bovman Gray School of Medicine i . .

ﬂashington University Medical School, St. louis, Missouri
Barnard Free Skin and Cancer Iiospital
Barnes Hospite.l

Western Reserve University Hedical Schcel, Glevelan:l ’ Ohio
Lakeside Hospital

Yale University Medical School, New Haven, Connecticut .
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