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January 13, 1994

Rosetta Virgilio
Office of State Programs
Mail Stop WF-3-D-23
U.S. Nuclear Regulatory Commission
Washington, DC 20555

Dear Ms. Virgilio:

This is in reference to the All Agreement States letter (SP-94-011)
from your office dated January 10, 1994. The Division of

Materials Licensing and Compliance of the South
RadioactiveCarolina Agreement State Program has not identified any files underin whichour authority which contain information on experiments
humans were deliberately exposed to radiation for purposes other
than radiopharmaceutical therapy.

If you have any questions regarding this information, please

contact me at (803) 737-7400.

Very truly yours,

- k. --

mes K. Peterson, Director
Division of Radioactive Materials

Licensing and Compliance
Bureau of Radiological Health
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Mr. Robert Quillin, Director
Radiation control Division
Colorado Department of Health
4300 Chorry Creek Drive
Denver, Colorado

Dear Mr. Quillin,

in response to your fax dated January 11, 1994, we are conducting
_ a search to determi ne it any individua ls were deliberately exponed'

to radiation, for purposes other than radi opha rmacoutic,tl
development, at Colorado State University during the years prior 1 o
1975. To the extent pocnible, we have interviewed former facultymembers and studento and are in the process of reviewing filen
The interest in radiation bioeffects and use of tracers inbiological research at CSU daten back to 1959. Dr. William Carluonwas the principal researcher involved in those areas at that time.
The Department of Radiological llealth Sciences (formerly Radiation
Biology) was established in 1964. Dr. Carlson was the firstdepartment head. He later bocame Dean of the College of VetorinaryMedicine and Hiological Sciences. Dr. Carlson loft CSU to becomePresident of the University of Wyoming in 1968. He and.othercurrent and formor CSU faculty members were interviewed bytelephone this week in regard to possible use of radionuclidos in
human volunteers in the paut.
Only two uuch incidents have been identified. One involved
adminintratior, of 1.0 microcurie of K-4 2 cach to approximately six
f acul ty members and, possibly, a graduato student, comotime betwenn
1.9 6 5 and 1967 for the purpose of calibrating the "Whole BodyCounter". Thin is a device which is used to measure radioactivityin humanu and animals. The CSU "Whole Body Counter" was originallyused for fallout and body composition studios.

The second involved exposure of several individuals to Rn-222 todetermine distribution of radon daughtern in the body inconjunction with research on radon daughter exposure to uranium
miners.

In both casen records have been roqueuted. More information willbe available within the next two weekr.. Each of these casesinvolved knowledgeable indiv idon lu pe rforming functions with whichthey worn familiar on the basin of their occupation and

!{ bvnlon 4 Aritning st rallt t se is is o
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professional training. Doses to these individuals were within the
occupational radiation dor,e limits in effect at that time.

incidents have been reported on an anecdotal basis, but
Two otherwe have found no evidence to verify them. According to Dr.

Carlson, at one time one or more animals were injected with
radioactively labeled steroids. The beef from the animals

apparently was ingested by volunteers and the radioactivity in the
volunteers measured in tho "Whole Body Counter". One other

individual recalled getting permission of the Colorado Department
of Health to consume meat from an animal used previously in
research simply so the meat would not go to waste. An incident

involving voluntary ingestion of milk containing 1-131 for the
purpose of calibrating the "Whole Body Counter" has also been
identified, although the individual who has been responsible for
the "Whole Body counter" since the time of. its construction does
not recall either incident. Other individuals who would have known
about such studies do not recall these particular incidents. At

this time, we have not located any written record of these
incidents.

No other radiation exposures pertinent to your request have been
identified in the interviews conducted to date. We are still
examining files, but are unlikely to uncover any other incidents
since most of the individuals who would have been involved in
research using radionuclides and can be contacted, have already

>

been interviewed.

After a revluw of the records, we will supplement the information
regarding the foregoing incidents. In addition, if we identify
additional information that in relevant to this request, we will
make it available to you. Please call me if you have any

-

quantions.

sincerely yours,

_ hwf |3
.

g

~ M4r, t-j.
anet A. Jpb6 son, PhD, CIH, Cif P

v' Interim Director

.

_ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _
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RADIATION CONTROL
DATE: January 13, 1994 DMS10N

Dr. Robert Quillen, Radiation Control Division, Colorado Department ofTO:
'

Health .

FROM: liarry M. Cullmgs, Radiation Safety Otficer

SU BJirl' . Information Regarding fluman Subjects Research with Radiation / Radioisotopes

Prior to 1975

Pusuant to your request, I have reviewed all of the relevant license and committee files in my
custody, with regard to the subject of possible early research involving radiation exposure to.
human subjects. I spoke with Dr. Conrad Riley, who was Chair of the very first "Ifuman
Research Committec," beginning in the late 1960's, at what was then the University of
Colorado Medical Center. An even more important resource is Dr. Marvin Daves, who is
still with our Department of Radiology, and was the Chairman of the Department 01
Radiology beginning in 1961, for over a decade, with continuing major involvement in the
" Institutional Radiation Committee."

The eattiest document in my licensing files is Amendment No. 24 to AEC License No. 5
902 5, which was issued by the AEC on January 4th, l962. The license file appears complete '

from this pomt forward in time By this indication, one would assume that the original AEC
license was probably issued in the late 1950't These licensing documents from the 1960's
indicate authorizations to use byproduct materials at several off-campus locations, including
the State llome and Training School in Wheatridge, the Colorado State Penitentiary, and '

Regis College. Based on the nature of these locations of use, especially the first two, one
might logically surmise that human study populations at those institutions would have been
involved. :

The Committee files in my custody go back to 1960, with a complete summary log of
authorized protocols begmning in 1970 (date, investigator's name, radionuclide, amount -
authorized, designation of human vs. non-human use), although I am not sure that we can
locate the text of the related applications. The files begianing in 1%9 indicate that, at least
by that time, the University of Colorado Medical Center committees were very progressive
with respect to radiation protection, including that of human subjects. An example document
from 1974 and 1975 is attached here.

!

I

-' +.a. ,% a ..s-w w ar, ew g,. .M *a

m --- ~- - - -- -- .- _ ---.-e - - - - - --______



::0[~c.so9 r.m g ,n ,j g,j_
-

g
01,'l U m -i m

.

.

Please let me know if further effor1 is necessary. Based on my understandmg of the files that
are available, any deuuled information on the early studies would probably require ardous
efforts at locating and interviewing faculty members from those times, in order to deternune
the names of the responsible investigators, and considerable research work in followup, if any

| records can he located at all. A more expeditious way to locate relevant records might be to'

locate the letters from the University of Colorado Medical Center to the AEC to request
license amendments to License No. 5-902-5, if they are in the AEC files, wherever those
files are located Unfortunately, we do not possess copies of these letters, to my knowledge.

Sincerely, .

) l- ^ % C _.U' QHarry M. Culhngs, M.S}.
Radiation Safety Officer

ec llCHSC Comge on Ionizing Radiation: UCHSC Environmental Health and Safety
Associate Dean for Research Affatrs, D rector DEHSComimuce:

i
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March 6, 1975
.

TC: i:a rry P. %ird , !1. D .
De c.n , Se t.ac.1 of M"dicine

Jchn N. Singic con , M.D.
Accooiats Dean for FacW ty Affatrs

and Human suoject Committee
FEOM: itadiat ion Sa fe ty Cc"mit tee

SUBJ ECT : Uce of Hediof rotcpes

reem1*.rm s nct jointly on
The ' tac a . len Sa f l. y una Ilu.an Subjoot
Novr.nber 1,197'a and January 10, 1975

There wn general acrc em !

on the fellow.irc rnints-
potentialj y damaging and will af fe:'radjation expocure IJ increazing the(1) A13 cell-beinz,of the general pcr-ulation by

inclaence of :anu c rad the free:
-. c y o f p,o n e t !'''1v dr.ri /g athe

conditjrns. T he r,e effects have t e:en documa nted ~Dy the Co r_?tv.
on fij o? ogi'.al T r fectc o f lonizinr RaJiation (BE H Reports),

.?

the 'N'.,itnal Academy of Science:.

ent'.iatic'- advisory grou; s cuch ac $
(2) "':ie c on s e ru u s o f v i r !.e.u s (IChi'), -Cc mis s Ion on Rao l '.u y;! cal ": e M c' lenInternationai Hadiat.2 en P":;t e c tion and E a nurexthe th:1cuel | uncil on

(NCIP) ir thtt healthy psople (i.' membe:. ; f' the ger.c r; .

.
xit.m xno * L F, 'lo s. e 11 r '

put li c ' >h0uld be aitbj ea t t o >t
to e s, c e e d 300 c.11 ] i re m per qua:- ,

500 n t '.1 t re.ns per yo2r, not
cyc2udin? rn;urni b e.ek g r ou n d ar.c a..Jical rW 2 t. i on f xp.n u r

.a '. .m a u re shou l d nc t e>.ceed theIdenily, tne ayer1p,tr.: ind .:
natu: 21 Oackr.;round radiat ier, of !?C tillir tns per :/ ear

_

This lini:thar 5000 millirems (5 rems) per lifetime.level of 200 millirmnre
con. pared to the t:Ecaground "adiaticePersons on a f.ranacontinen'.a! airpl..-be

per year in Ca2crado.
flight rective .2 n a d d i t .f o n a l 34 m i l ' i rems per round trio,

(3) Wit.h radoect t .- LN acti^ns cf the H a di a t i on S a f e 'a a nct H .g.eno J.M ny bo;.ncertain cencon criteria areUubjecL C e nt:.i t t. e t o for use o." x-r-,

c ot"'i t t. 2 c s in t.he evaluat ion o f P.r p l ica',1 Cnn
or radioicct;, ped in studica involving huma:i cubj e.^ tc .

conJidoration in wnether the cubjects area. An important In a patient - with seri ..patients or healthy individualr.
illaess, one might ce ichs net,1canL Lv %.l v / radiation Jv
diagnosis or t reatmer.t , or as part of San e xperimental
prctoccl, than in a patient with a lers serious or self-
11 mite-1 illness, at least if one were reasonably assurecef fc. :to radir. tion Wedd have no advcrse *that the wyposura of curvival. Se'' .

upon t,hc patient 'a con:lition er charce
diagnostic v wj:a or ra.n one t] ve i s. v t u e s cn used in hoc .H
control cuu|ects, the "need to r:now" mus: be 2;rcat enough

W - , , , . - - - . - - - - - - - - - - _ . - . . _ , , _ , ~ .
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Dean Wed , Tiean S i ngl e t.on Par,e 2
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T h << useto justify the risk from radlat-lon exposure
vf loLviatary pernonnoi 30 "c on t re il i" is tn re diacour-
aged.

L, . At',ethe r e m'us i de rat ion i s the a rra o f .s ub j e r.r.3 ,
for grcmple,

r ad i n i s n t.nr.e s in hnthere would be less henitation tc useindividuel nen: the end of nio life cpan, :and r ore relur-
tance te uce radiation in ind! vidon1 r. riurini; tue repro-
ductive years, and greatest reluctance in childrsn.
When e.'ually valid data can be cbtained w!th Sirilar'

c ''
raploit,3 oy mecovda .61 m L J ,., . ~ t . 4utve tu onrerunoc.

indiviout l o t o n'irli a t i nn , t hen t.hr rtt la 317,510 ,jv3tifiCF lon
for an investigator to une a procedure requiring "adiat'^r.
exposure.

of Individuale t o r a r' i a t ' n r .
(11 ) in any procedure involv!nb the eg.osure

the attending physician or the investigator must make a special
e f fo r t, to explain to the patient or research subject why rad.-
ntion exposure is necessary for the study, that there is no
reasonable alternallve piecedure t e. nequire t. h e camw inferra t 4 r 1 ,

and that a small but real risk accompanies the exposure to
radiation.

In the absence of better quantitative criteria "Or
radintion expocure, this '.ype or rieuiled explannien is ena ntall

The er.p anation should not rely up*jfor " informed consent". enm,nnrinnnaAllchttn",,,pgpvalent c
siloloading a t at oment s nr
the e lip n o u ro from n chssr r ray errr'nat.!nn.,," Or , , , g Q 3 0.1 1

an exposure as to be negligible. ."

(p) N N l l u ll .'. D a f s t y U * an t t t 0 0 un, mmren inn j ui i i a no i I ;n i i, n'''

reaeutch prv'ouvle m.'. An i r. d i '' M u o l
continue to review oua evaluatebes13 with the question of benefit versus risk kept foremos: in
mi nd . This revieu and evaluati n wi'1 hv enndue.t.nr1 uithcM
e t t a h 1 ( e h=.e ta.4 er opooifJn limi t s rnr raril at, : in exngnyrc, gy,;yc tr
t' tat for guidance, re fe rence w112 ce made c o . t '. *nu s u a i ,, to P.'::M-
trendations of radiatlun advisory ryoupa such ac the ICRP ar.d ine
h C HI' W shall requi re. thn*, all ;cr: r. a who ucc radiation ,

~

i esdioac t i ve meterialo wolgh cavalujiy rne ennsegoryn.., v f ;.; ..

radiation arposnee f or p a r. ! e n t,3 and rg:carch pub,jects.
l t N o.,- .

A~ ,('

_.&~ K- /w

dar N. Prasad, Ph.D. Melvin M. Newman, M.D.
Chaluw n Human " inh jert, Comni7.T66

01'. a i r e. s ta. , Onmmittco on
Ionizing Radiation
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January 14, 1994

Mr. Bob Quilin
Division Director of Radiation Control
Colorado Department of Health
4210 E. lith Avenue
Denver, Colorado 80220 ;

)
Dear Mr. Qu11in,

I am writing t.his l e t t.e r to exploss my support of President
Clinton's and the Nuclear Regulat.ory Commission's efforts to
connance a full and comprehensive review of the nation's nuclear
medicine activities and records.

As you knew. this records search is part of an intetagency effort
to identify intentional experimentation on humans with ionizing
iadiation from 1944 to t he present. . I believe iL is necessary t. o

determine whether such research was performed in the past in
Colorado.

T Tecognize this task is difficult, especially in tight of the
t.rert.endous demands placed en heal th care and research staff. J

wou l d a z ecit l y appr eci a te it if your office wnuld provide my
office with t.h e resulta of records searches tri Cotarado as soon
aS po881ble.

Acroen t.ne nation, citizens are looking t.o you and t.he f ederal
govern ent for leadership during this challenging time. ThankT
you for ytur attention to this matter.

,

Sincerely,
I l'

9~

L
_

Ben highth ra Campbell
U.S. Senat *
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