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Draft Esotocol f o r  the Medical Pollowqp of Oregon 

PSsoneS  Exposed t o  Ionizing Radiation and D x g s  
- . 

I a ' t he  weriments  of Dr .  -1 G, H e l l s  . 

I 

Z n  ;yanuary, 3988, the Oregon Departmept 05 Suman Resources 
I 

and the Oregon Departmezat of Cozrections asked the Center 5or 

3zwkonmental H s a l t h  and In jury  Control, Centers for  Disease 

Control t&C) t o  help develop a plan f o r  the medical followkp of 

prisonem who were exposed to io-hg raoiatian $a expe, -fments 
conducted at the Oregon- State Pen i t en t i a ry  (aSP) These 

prisoners w e r e  Subjects in ,experiments on the effects of i d z i n g  

. radiation oa the testes, w h f c h  ' w e r e  conducted by the late D r .  

Ca=& 6 ,  X e l l e r ,  

reseqrcher at the Pacif i~ N o r t h w e s t  R e s e a r c h  I,btitute in 

Seattle, Washington. 'This request was pursuant t o  House B i l l  

2914 of the 6 4 t h  Oregon Legislatibe AsSeaibiy, manat jag  the 

Department of Corrections t o  offer annual waluations of the 

co?lsequences of che radiation e q e r h e n t s  e prwide care or 

treatment fo r  a . q  condizion direct ly  related to such experiments. 

At-the t h e  of the e x p e r i t s ,  D r .  H e l l e r  was a 
* I  

\ 

Ln the process of redewing documents on the radiation 

e x p e r h a t s  at OSP, the O C  became aware of another research 

- azo- a s e c t e d  by D r .  f3eXler. 

of q e r h e a t s  on the effects of horzaopgs aizd other &nags on male 

reproc?uctLcz. 

Tkis p r o m  included a number 

A review of the &ta on -9s that were 

d 





the effects of horxnones and raaat-on at tbe Washington State 

Penitentiary in Wzlla WalLa,. Washington. 

his residacy -der Dr. Eeller'aod worked on thk honnone studies 

Dt. Pavlsen completed 

of the Uaive=sity.of 

began a research program on 

at OSP.. Eis radiation research in the walla W U a  prison was 

also supported by the Atomic ,Energy C d s s i a ,  and applecetly 

involved about sixty subjects. Dr, Paulsen reported that 

subjeccs.received testicular i,=radiation ac doses b e y  betwegn 

X2.S and 400 rads. He also conducted &qeri!nents with'hormones .. 

296 other fertility o r  anti-fesility m g s ,  but ipfonnation on 

the specific &rugs, doses, aad mnnher of subjects in the 

Corrections \ concluded that the possible long-tenn health effects 

of these &rihents should also be evaluated.. 'It was a lso 

concluded that if these experbents'subjected -tes to an 

increased' risk for disease, then they shwYd be offered a program 

of medical folSo&p similar to that those insthe maation 

werimmts. , 

Staff at CDC rettiewed the reco55s of Dr, 3ellez's 

...I sner-cy cfffces 

were funded. by 

fFle at the OSP, those stared 'at tbe DepaZaw3t of 

in- acfilane  ashi ins on ( d e  maation, expezimeits 

-e ~ t m , i c  b e - T  c=riAsion, the' predecessor of 



I I 

I -  , 

I 

podriahed. Fo~uer  colkldborators i’o 
Dr. ElelleYs ocperlments were also contacted by the CDC in order 

toirequest records a& dements# clarify de&s of the - 

eacpeliments, and to iaehtity ‘other research w h i c h  was not 

he was on the’ faculty o f  the University of Oregon. 

inmates who have been identified aa partickpants or possible 

participants in either the drug or  d a t i o n  q w t s .  This 

review provided little infozaation on the drugsor dosages of  

drugs administered to inmates. Ilowever, the review did help 

.identify other W t e s  involved in ‘these experiments0 as memos 

authorizing gasses to the prison medical C:lUc included the , 

names of all the, resebrch subjects who visited the cl-c .on any 

given day. b e  medi’cal  records of indivirlual innates also 

included orders for testicular biopsies snf3 s m e  notes made about 

, 
The CDC bas reviewed the prison medical records of those , I  

, 

d 
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AppescSx A lists descziptiorrs o f  tbe  drpgs and doses of 

cJese m g s  that were admidstered by Dr. Belle= in experiments 

a t  OSP. 

recozds, zecords in the files of the m d &  a; OSP, and from the 

sc ien t i f ic  publications of Dr.'%eller and his associates. ' 

A l l  data i o r  in&vidursl &-ug acpomres were zbstracted from 

These data were o5tained 2- D r .  ZeLlerc's personal 

the foraeatioaed'sources and recorded on a computerized database 

designed for . t h i s  project . If  specific doses t o  5sdivMaals were 

recorded, they wire summarized and recorded on U database. 
/ 

. Consultants t o  CDC rev5ewed the data on drug exposures and 

concluded that some of  the drugs, pasticuliuly rniimgeps, 

adxniaistered over long time periods, raised tbe risk for 

neaplasia i n  the testicles and prostate. [INDSCX'S FOR 

the arrckagens. 

participated in the'dnzg experiments are iaccmq?lete, and that it 

is  not possible t o  accurately d e t e d n e  the m s  or 'drug dosages 

The CDC has dete-dned that recora for the subjects who 

received by perso&.id&tified as having yarticipated in the 

as possible par t ic ipmts  fn the dzug experkneP'.s. 

, .  
, 



d , 

Because t+ Oregon State Legislature e t e a  a m e a d  . 

followup for all radiation subjects, there i s  so peed t o  jus t i fy  

this ef for t  frum a scientific gt&poht. A r e v i e w  of the X - z y  

apparatus and ea@osure procedure by CDC ePa it's ConsultantS 

suggests that w a t i o n  w o s u r e  to orgars or t i s p e s  other than 

the testides is negligible. mere is CuzrexatZy debate about the 
1 I health risks asrsociated w i t h  testicular irrzWation. Based on 

theoretical considerations, any q o s u r e  to ionizing radiation 

increases the r i s k  €or testicular cancer. It 3s not clear t o  

w h a t  extent doses ,of 600 rads or less w o u l d  increase the r i s k  for  

cancer- 

: 
a g h  doses of ionizing radiation can p w e a t l y  destroy 

I 

hormone-producisg tissue iri the testicles, 

damage may require periodic aihninistzatioa of t es tos teme.  

Perssl\a w h i t h  such 
'. 

It 

is not cleiy whether doses of 600 rads o r  less iara high enough t o  

produce this  effect. F 

1 Because of the theoretical risk and the unc&ainty of the 

magnitude of this risk, nJost c l h i c i a h s  and scientists who were 

consulted a s e e d  that offering qmnual medical exams is 

appropriate . 
Tbe CDC has obtained al;l records of X-irsadiation tbat were. 

stored with the 'DOE. 

of the r a e a t i o n  dose a&aiaistered fo r  most  &Sects. A review 

of all a d l a b l e  data inaca tes  that a11 fonnez subjeczs in the 

. radiation expe=bepts csa be identified by oame. All dosimet,=y 

These'records include the o r i g i n a l  zeco,ds 

eata hzve Seen recorded f o r  the subjects on a c v u t e r l z e d  



~ 

dataase  d e s i e a  for this project. 

Definition df igibility for 
Meatal Rmlwt P ions 

Because 0% t h e  w i l i t y  to accurately &tezznine drug 

exposures for f o m r  res-ch 'subjects, tbe CDC zecozxtends that 

medical e d u a t i o n s  be offered to all Anmates who have been 

identified as poslo'ibXy having partic5pated Fa the research 

projects. 

participants, only those fo r  w h i c h  there is ewidence o f  

non-participation w U 1  not be eligible f o r  pwodic medical 

evaluation and treahmnt. 

same ewmipatiaas to the foxner subjects ip the eadiation 

experiments and to W s e  identified as possibly biwing 

paraticipated i n  the drug experheats. 

O f  the p e r s o ~ l  identified on tbe list of all possible 

The CDC a s 0  r e c m  offering the 

This definitiop of e l ig ib i l i ty  probably includes persons who 
, 

were nQt actua&ly in the drmg escpekimeats. It i s  also possible 

that there are other foner subjects who c m o t  be identified 

through existing records. 

incomplete, thaxe is no way to identify additional subjects. 

Because recards of the experiments are 

d e  CDC will prepare a final list of eligible subjects and 

provide this list to the OSP and the Oregon fIealth Division. 

D C  will a lso  provide the Oregon Zealth Division w i t h  a 

The 

cmqutezized database conrahing all the data zbsracted f o r  each 

eligible pe=son. 





2. A routbe physictl exmmza 4 tion will 5e peeuzzned asd 
will Laclude a fundobcopic ‘ tlon of 50th eyes, an 

exzminasion of tbe neck for masses m d  tbFoid 

e=laxLg-t o r  aodularity, M ewPiaatirm of tbe 

breasts, aad ap abd- exam With  as assesment of 

lives slze., 

3. G e t d l  tion (To be perfo2zued by, a board-certified 

. urologist) 

1. A suzvey of s a  function should be *e. m g e s  in . 

l i b i d o  and erectile function should’be descdbed. 
/ * \  

Subjects should be asked aspeEificdly abaut the 

administ=ation of any hozmonql w p y  or tbe 

nerfonvrPce - of hamone asgays, and records of these 

should be retrieved, if possible. 

I 

, 
The history of 

expcrsce to heat, chemicals (pk-ticularly petrolem 

distillates and pesticides) , and lower d r y  tract \ .  

izfection, parZiCula=ly orchitis QZ e2ididpitis should 



. c. 

4. 

5 .  

6 .  

7 .  

Teslicles should be examined for consistency ( f i n ,  

sofr, o r  110-1) and testicular volume measure& w i t h  an 

armdometer. I 

D i g i t a l  exaxbatioz*of the prostate shopld be doze azid 

consistancy, dargement, asymmetry aad aodularity 

assessed. 

I 

+ 

Testicular ultrasonowphy should be.perfosmed to 

document testicular volume for assessing fertility 

potential ghd to screen f o r  o c d t  testiNar tumors. 
\ 

\ 

On the initial QxamfaatioP, two semen smples should be 

obtained and analyzed for any !mbjett who has aot be- 
. -  

- _- 
. 4 '  

L) 

a.  Testidular biopsy, from at least one testis, may be 

offered to'those ttasectaraized parients who desire 

fuxthet documentation of fertility statw . 
I 

I ,  

Clinical Laboratory Tests 

1. Serrmm FSH, LltI (performed on pooled, sera from tkee 

samples collected over 60 minutes), testosterone, 

pro lkc th ,  and .estraciol should be pe,-formed -ually. 



I 

IdcotificatiOP~ f r o c a t f ~ &  -d 
iotif ication of -Osee 

an oppor~unity to receive apnt?al m e d i d  duatio-, ea& w i l l  

have to be located. 

In ozder to offer former subjects in tbe Belqer experiments 

The most -efficient szratesj. , f o r  locating 

*&em is to have the Federal Bureau .of Investfgation (->I) search 

computerized files fo r  recent arrest records aad jdl sentences 

or probation terms for each fonnex rnibject. 

forewarding fiagerprints and other personally idestifyhg 

information to the FBI, a d  awaiting ,the results of these 

searches. 

this Search can be perfornred w i t h  * 

T b i S  sepch imrolves 

I 

' 

Since OSP has maintained these records on all inmates, 

'L cost aad effort. 
Persons wira have sot be- arrested recentAy will hawe to be 

f d  through. traditioaal- techniqves incLu&ng motor vehicle 

licensure reccrrbs and credit infomtioa s d c e s .  The O r e p n  

aedth Division dii prepare a wzritten plan for locating foxmer 

research subjects, utilizing resources they deea appropriate. 

Once former subjects have been Located, +ey will be 

,notified of the availability of the medice followup. This 

notification will be done ixa a manner that assures that the 

former subjects upderstaPd corqlecely the reasons for which they 

hcve been located and tbat they are made fully aware of the 
diagnos_tic and treatment services that are, offered. 

. 

The Oregon . 

* Bealtb Didsion, consdtation w i t h  t!ze CDC, d l 1  prepare a 

+.: r - L b e ~  cc p l a  for notiryins e l i sa l e  pe,rsolis. 

I 
Zlisible persons who are hicarcskated k an Ozegoo prison at 

the time of a scbedqed medical e x a ~ ~  4nation 611 be offered the 

c?tiozl of haV;,ng the exazAsatfon performed at the prison, or .tke 



. 

~ 

I '  

I 

I 

3 op+ion of be*g transported to a cmruxudty medical facility for 

e%amination. Simf1a.z arrangenests e!, be made fQr former 

subjects incaxcarated outside the state of Oregon- 

The Oregon Health Division will work with'each eligible 

person to se lek t  local physfciaas who are appropriate f o r  

administering the specifies examinations and tests. 

Sealth D I v b i o p I  dl1 also make azrangompmts $or transporting 

eligible persons to h e  medical facilities selecfed for the 

examinations and tests, 

The Oregon 

.providing Ccrra and *.eatme& fur C o p c U t I o w  
RcsultiPg fm Participatias in Sxpefi=mcnt& 

House Sill 2914 directs the Cone ~ p 9  Division of the 

Oregon Department 6f Human Resources to prwfde m,,,care or 

treatment f o r  any coxxdition directly relaced to such , I 

. experiments,m The CDC has a lso  interpreted this b i l l  tb include 

additional diapostic tests deemed necessazy by clilnicians 

conducting the annual d n a c i o n s .  I n  addition, the Oregon 
i 

Corrections Division has' extended the coverage of House B i l l  2914 

who were ixwolved,in the drug to include those subjects 

experiments at OSP. - 

The dete-tLon of whether a diagnosed medic@ condftioa 

has resulted from past participation in  the e x p e r a t s  will be . 

made by the M v i s o r y  and OverBight Coxamittee. This committee 

will establish a procedure f o r  reviewing the m e d i d  aagnoses 

f o r  each subjett who is examt, 'ned. .They will consider meaical 

evidence and exposure records, as well as evid&ce in the 

scieatific literature before making a decision. The criteria for 



i 

participation io ,the experiments. 

The Ccxmittee may c o a t  w i t h  experts of its choosing to 
* 

receive assistasce in. makiog +ese #eta-> 

Div5sion of Cozzeczioirs will pay far these services. 

tions, and the 

Forme2 pZkcipants’,iii tbe experiments: can % B p a  any 

decision of the Advisory and Oversight C d t t e e ,  provided the 

appeal is in writiag and made no later than s iXtg  ( 6 0 )  &ys aft= 

the o r i g u  decisiaa. 

. .  

Advisory and Ovasight C d t t e e  

The successful OllEtint-ce o f  the loag-term followup depends 

‘upon full coaperation of f0-z d j e c t s  azd upon the routine 

adherrence to all procedures described in  t4e protocol. The . 

diagnostic procedures should be acceptable to t$e former 

subjects, who should a lso  be &le t o  have --t on the design af 

all aspects of the followup. The OSP should also have assurance 

that the followup is bebg conducted according to accepted 

standards . I 

For tbese reagons, an wersisht c d t t e e  Will be 

established to perioc?fcally evaluate the long-term followup, to 

recommend changes that are appropriate h l ight  of pew diogposthc 

and therapeutic te&que$, a d  to tesp 

coqla inzs  of subj ects  in I the f ollowup. 

Include oae focfmer rese’ach subjec:, %medical epidemiologist, a 

to nsy sus9estions O= 
s c d t t e e  should 

urologist wi*A:  w e r i e r r c e  ia evaluating sexual function, an 




