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Ident. No. 61 

APPLICATION FOR THE USE OF HUMANS AS EXPERIMENTAL SUBJECTS 

To : COMMITTEE ON HUMAN STUDIES 
Oak Ridge Associated Universities and 
Oak Ridge National Laboratory 

Date October 2 4 .  1980 

Principal Investigator: C. C. Lushbaugh, M.C. 

Co-Investigators: Shirley A. Fry, M.B.. Ch.B. 

Title of Project: The DTPA Registry Follow-Up Program 

I. Objectives of Experiment 

The program objective is to study the long-term or delayed human health 
effects of the calcium and zinc salts of diethylenetriaminepentaacetic acid 
(DTPA) in order to increase our knowledge of the actions of these pharmacruti- 
cals and to identify any long-term or delayed adverse or side effects associated 
with their use in the treatment of persons with internally deposited or incor- 
porated radionuclides. 

11. Methods of Procedures 

Individuals treated with calcium and/or zinc DTPA by co-investigator physi- 
cians at remote sites are identified to the DTPA Registry maintained at REAC/TS, 
Oak Ridge, TN, by individual co-investigators on the FDA-IND for DTPA managed by 
ORAU, (C. C. Lushbaugh, M.D., Principal Investigator), under the terms of that 
IND. With the informed consent of recipients of DTPA therapy, their health 
status will be reviewed at regular intervals through the current plant physician 
for persons still employed at the site at which DTPA was administered or, if 
employers will permit us to contact their former employees, by contact with 

I f  ~ terminated employees directly or indirectly through their personal physician. 
-- Consent to the release of pertinent medical, employment and/or exposure records 
-.-- t- may be requested (copy to be attached). It is intended that the follow-up 

program should continue throughout the life time of individual participants. - ., .i 
c.- 
-- c 
- 111. Possible Hazards and Their Evaluation 

It is not anticipated that there will be any clinical or psychological 
hazards associated with this study. Participants will have consented to their 
inclusion in the follow-up program at the time they are treated with DTPA. 
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IV. Radioisotopes and New Drugs 

I Treatment with DTPA is a prerequisite for inclusion in the follow-up 
program and not a part of that program, However, DTPA is approved for human use 
under the terms of the FDA/IND managed by ORAU; a consent form previously 
approved by the ORAU/ORNL Committee on Human Studies is used. 
or new drugs will be used by REAC/TS physicians in the course of obtaining 
medical follow-up information on persons treated with DTPA. 

No radioisotopes 

V. Responsibility of Principal Investigator 

An individual's consent to participate in the follow-up medical program of 
the DTPA Registry is sought by the co-investigator physician at the time of the 
initial DTPA treatment (copies attached). The co-investigator physician will 
explain and discuss the follow-up program with a potential participant. 
data collected for the Registry follow-up program will be encoded and entered 
into the password-protected computerized data bank maintained at ORAU as part of 
the DOE Record System as described in the Federal Register, August 30, 1979. 
Hard copy data, including medical records, will be stored, protected, and used 
at REAC/TS according to the rules and regulations of the DOE Record System, of 
the Privacy Act (1974), the Privacy of Medical Information Act (1979), and of 
the Freedom of Information Act (1966). Participants will not be identified in 
any reports, presentations, or publications associated with the program. 

All 

The principal investigator will follow the procedures of the Committee on 
Human Studies in obtaining "informed consent'' from the subjects under study. 
The investigator recognizes that he retains the primary responsibility for safe- 
guarding the interests of the participants under study. Any significant changes 
in methods of procedure or of the development of unexpected risks will be 
brought t o  the attention of the  Committee on Human Studies. 

Starting Date: 10/30/80 
0 i I 7 

j "\ , li Principal Investigator Signatures : < ,i __ , -J.. i: -. 

8 .  % .  Co-Investigator I r -  

1 1  

1 1  
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DIVISION REVIEW: 

The application described above has been reviewed and approved for submission to 
the ORAU/ORNL Committee on Human Studies. 

Institution Oak RidRe Associated Universities 

Date October 2 4 ,  1980 



ORAU/ORNL COMMITTEE ON HUMAN STUDIES 

T i t l e  of Proposa l :  

P r o p o s a l  No, : 6 1  P r i n c i p a l  I n v e s t i g a t o r :  C. C .  Lushbaugh, M.D.  

Date of Approval:  10/30/80 Date of Disapproval :  

THE DTPA REGISTRY FOLLOW-UP PROGRAM 

S i g n a  t u r  e 

Date 



, 
I 

( T h i s  forr ,  has been approved f o r  use  of n o n i n s t i t u t i o n a l  phys i c i ans  by t h e  
OrXU/OF,iiL C o r n i t t e e  on I:urLian S t u d i e s ,  Ozk Ridge , Tennessee and DOE Eiomedical 
Resecrch D i v i s i o n  of S a f e t y ,  S t cnda rds ,  and Co:ql innce.)  

I , hereby  r e q u e s t  and a c t h o r i z e  
ii.D. t o  g i v e  t o  

tLe dru;; tr isoti iu, . i  c ~ l c i u n  d i e thy lene t r i a iL l inepen taace t s t e  (Ch-GTPA) i n  an . 
a t t e m p t  t o  enhance t h e  renoval  of f r o n  my 
body. I u n l e r s t s n d  t h a t  I have been invo lved  i n  ai; i n c i d e n t  vhe re  I vas 
exposed  t o  r a d i o a c t i v e  and 
may have been c o n t a u i n a t e d ,  t o  S O i i i e  d e z r e e ,  by t k i s  exposure.  Tile above nailed 

t h a t  one ne thod  of t r ea t z i en t  i s  t h e  u s e  of t h e  drug  Cb-DTPA. I unde r s t and  t k a t  
I aay r e q u i r e  repeateci doses  of t h i s  d rub  s e v e r a l  t i m s  a week arid may need t o  
g e t  a d d i t i o n a l  treatr . ;ents r r i t h  a d r u ~  c c l l e d  Zn-5TPAY dependin& on t h e  l e v e l  of 
contax i ina t ion  t h 2 t  I have expe r i enced ,  s h o u l d  I I c c i d e  t o  cccep t  t h i s  ciethod of 
t r e a t z x n t  . 

(oyse l f  1 

' p h y s i c i a n  has  c o n s u l t e d  v i t h  cle concern ing  t h i s  c o n d i t i o n  and has  adv i sed  me 

I undcrstai id  t h a t  CA-DTTA i s  an investigational drug  and not a v a i l a b l e  f o r  
g e n e r a l  use .  Tile t e r a  " invesL iga t lona1  drug" neans  t h a t  t h e  drug  i s  cndei t ;oing 
i n v e s t i g a t i o n ,  under FrjA c o n t r o l ,  t o  de ' ie rz ine  i t s  e f f e c t  on huclacs. It lias 
beer, explnii:ed t o  -;le t l i s t  t k i s  CoiiiponnC has t h e  a b i l i t y  t o  b ind  wi th  sone heavy 
n e t a l s ,  i n c l u d i n g  i r o n ,  l e a d ,  glutociurn,  ar.6 n r ~ e i i c i u ~ : ,  and h e l p  t h e  body t o  
e x c r e t e  theii. L tlave been c o l d  t t a t  CA-fiTPA e s p e c i s l l y  vihsn g iven  i n  h igh  
doses  f o r  prolonged p e r i o d s  of t i x e  t e a d s  t o  r e m v e  z i n c  from t h e  body.  For 
t h i s  r eason  t r e s t i zen t  i s  switched f r c n  CA-DTPA t o  Zn-DTPh i f  prolonged 
t r e z t i x n t  i s  necessary. 1 uiicerstaiid t k a t  a l l  r i s k s  r a y  not  b e  known and t h a t  
u n f o r e s e e a  r c s u l t s  i.xy occilx. O n  t t e  o t h e r  hznd ,  i t  lias been  exp la ined  t o  :.le 
tkst ti:e rish of' i e v e l o p i n g  adve r se  l a t e  e f f e c t s  froxi ecti i i i .de i n c o r 2 o r a t i o n  i s  
dec reased  [ ; i t 1 1  CI:-TJT;'h fol io- . :e l  by  Zn-DTPfi t i i e rapy ,  acd 1 r e a l i z e  t h s t  t h i s  
t r e z t a e n t  i s  o f f e r e d  t o  r?e on ly  a f t e r  c s r e f u l  d e l i b e r a t i o n  by 
D r  . and c o l l e a g u e s .  

- 

http://ectiiii.de


i n v e s t i g a t o r s .  I an r e s e r v i n g  t h e  r i g h t  t o  wi thd rav  a y  permiss ion  a t  any L i m  
w i thou t  pre  juciiciiig my f u r t h e r  medic21 c a r e .  D r .  has 
a l s o  cEEered t o  answer any  a d d i t i o n a l  q u e s t i o n s .  

Signed : 
( p a t i e n t )  

Wit ne s s : 

The fo rego ing  consent  w a s  r ead ,  d i s c u s s e d ,  and s igned  i n  my presence ,  and i n  ny 
o p i n i o n  t h e  pe r son  s i g n i n g  d i d  so f r e e l y  and v i t h  f u l l  knowledge and 
unders tanding .  

Ui tness :  

Date : 

Add end u a  : 

D r  . h a s  a l s o  exp la ined  t o  m e  t h e  p o s s i 3 l e  
e f f e c t s  on a f e t u s  t h a t  riay occur  fror.1 prolonged t r e a t n e n t  w i t h  Ca-DTPA. 

Sigried : 
( p a t i e n t )  

, \  



1 

i 

(Th i s  f o m  has  been approved f o r  u se  of n o n i n s t i t u t i o n a l  p h y s i c i a n s  by t h e  
OFSiLJ/OXJL Cocmit tee  on I!uman S t u d i e s ,  Oak F,idge, Tennessee,  and DOE 
Biomedical kesea rch  D i v i s i o n  of S a f e t y ,  S t anda rds ,  and Compliance.) 

INFOXED COX SEXT FOE.11 
FOE USE CF ZH-DTPA, All IIIVESTIGATIOITAL DRUG 

I , hereby r e q u e s t  and a u t h o r i z e  
i4.D. t o  g i v e  t o  

(myse l f )  
t h e  d r u g  trisoGiu::i z i n c  d i e t h y l e n e t r i a u i n e p e n t a a c e t a t e  (Zn-DTPA) i n  a n  
a t t e m p t  t o  enhcncc the  r enova l  of f r o n  x y  body. 
I uncierstand t h a t  I ila17e been involved  i n  3n i n c i d e n t  where I was exposed t o  
r a d i o a c t i v e  and nay have been 
c o n t a o i n a t e d ,  t o  saxe Gegree,  by t h i s  exposure .  'ine above naned p h y s i c i a n  
h a s  c o n s u l t e d  w i t h  ne concern ing  t h i s  c o n d i t i o n  and has  advised  r,e t h a t  one 
metho6 of t r e a t r i e c t  i s  t h e  use  of t h e  drug  Zn-DTPA. I uriderstarid t h a t  I m a y  
r e q u i r e  r e p e a t e d  doses  o f  t h i s  drug  s e v e r a l  t i a e s  a week f o r  up t o  s e v e r a l  
months dependin2 on t h e  l e v e l  of c o n t a n i n s t i o n  t h a t  I hhvi? expe r i enced ,  
should  I d e c i d e  t o  acceTt  t h i s  ne thod  of t reat i . !ent .  

I unders tand  t h e t  Zn-DTPA i s  an  i n v e s t i g s t i o n a l  drug  and no t  a v a i l a b l e  f o r  
ger ,e ra l  u s e .  The term " i n v e s t i g a t i o n a l  d r u ~ "  n e a c s  t h a t  t k c  d r u g  i s  
undergoing i n v e s t i g a t i o n ,  under FCA c o n t r o l ,  t o  determine i t s  e f f e c t  on 
hutiniis. It has  been exp la ined  t o  me t h a t  t h i s  conpound has  t h e  a b i l i t y  t o  
b ind  w i t h  sone heavy n e t a l s ,  i n c l u d i n ~  i r o n ,  l e a d ,  plutonium, and ariiericiun, 
and 1;elp t h e  body t o  e x c r e t e  then.  There a r e  no knorin iclinediate r i s k s  a t  
t h i s  t i n e  i i i  talcin& Zn-DTPA wit'ii d a i l y  doses  of  u p  t o  2 g r a m .  Xowever, I 
ui lcers tand t h z t  a l l  ris;;s nay not  be !mom and  t h a t  unforeseen  r e s u l t s  may 
occur .  On tile o t h e r  l i znd ,  i t  has b e e n  e x p l a i n e d  t o  m e  t h a t  t h e  r i s k  of  
deve loping  ;dvcrse l a t e  e f f e c t s  f r o =  a c t i n i d e  i n c o r p o r a t i o n  i s  decreased  w i t h  
Zn-i;T?A t i icrapy,  and I r e a l i z e  t h a t  t h i s  d r u g  i s  o f f e r e d  t o  ne only  a f t e r  
c a r e f u l  d e l i b e r a t i o n  by  fir. and c o l l e a g u e s .  
l)r . has i n d i c x t e d  t o  x e  t h a t  t he  f i r s t  o r  
tile f i r s t  few doses  o f  ET?;, a r e  i n  soi,\e c a s e s  g iven  a s  Ca-DTFh f o l l o w e d  by 
swi t ch ing  t o  Z~I -ETIJ ;~  f o r  e.utended t!:crapy. 



i d e n t i f i e d  i n  any way. 
follow-up s t u d i e s  a r c  deemed a p p r o p r i a t e  by niy phys i c i an  a t  whatever  

t o  withdraw n y  per rJ i ss ion  a t  any t i n e  wi thou t  p r e j u d i c i n g  my f u r t h e r  s e d i c a l  

a d d i t i o n a l  q u e s t i o n s  a b o u t  ti.,is drug.  

I f u r t h e r  ag ree  t h a t  I w i l l  p a r t i c i p a t e  i n  whatever  

I i n t e r v a l s  a r e  found s u i t a b l e  by  tlie i n v e s t i g a t o r s .  I an r e s e r v i n g  t h e  r i g h t  

t c a r e .  D r .  has a l s o  o f f e r e d  t o  answer any 

Signed:  
( p a t i e n t  1 

Witness  : 

The fo rego ing  consent  vas  r e a d ,  d i s c u s s e d ,  and s igned  i n  my presence ,  and i n  
my op in ion  t h e  person  s i g n i n g  d i d  s o  f r e e l y  and 1:itil f u l l  knowledge and 
uilder st anding.  

Wi tness :  

Date  : 



ORAU-ORNL COMMITTEE ON HUMAN STUDIES VOTING RECORD 

861 - The DTPA Registry Follow-Up Program Proposal Number and Title 

Principal Investigator Dr. C. C. m y h  

VOTE OF COMMITTEE 

Signature Approve Disapprove Comment Date 

1. 

2. 

3. 

4 .  
r 

5 .  

6 .  

7. 

8. 

9. 

10. 

11. 

1 2 .  

13.  

14. 

Chairman's statement of Committee consensus: 

7 0 / ? 0 / 8 0  
DATE 



RADIATION EMERGENCY ASSISTANCE CENTER/TRAINING SITE 

Medical and Health Sciences Division 
Oak Ridge Associated Universities 

Oak Ridge, TN 

REAC/TS STUDIES AND FOLLOW-UP PROGRAM 

CONSENT TO RELEASE INFORMATION PROTECTED BY THE PRIVACY ACT OF 1974 

( 5  USC 522 et. seq.) 

I am asked to consent to and authorize the release of copies of my 
records from those physician(s) (Attachment 11, hospital(s) (Attachment 21, 
and diagnostic laboratory(ies) (Attachment 3 )  identified by me, together with 
all copies of my medical radiation exposure, and any bioassay records 
maintained by those employer(s) (Attachment 4 )  also identified by me, for the 
exclusive use of the DTPA Registry* (hereinafter referred to as the 
Registry). 

(affiliation) . The potential 
benefits of my release of this information to the Registry have been 
explained to me also. 

The purpose and extent of my involvement with the Registry have 
been explained to me by of 

I have been advised that: 

1. The primary purpose of the DTPA Registry is to compile 
complete clinical histories of individuals who have been 
treated with the calcium or zinc salts of diethylenetriamine 
pentaacetic acid (DTPA), as a basis for long-term 
epidemiological studies. 

2 .  The information will be used without identification or 
identifiers by the REAC/TS staff, physicians, and other 
health care personnel to provide medical care for patients 
with real or suspected internal deposition or incorporation 
of radionuclides. The information may be icluded also, in 
professional presentations, scientific publications, and 
other official reports. 

3 .  The information contained in the Registry is retrievable by 
name or other individual identifier; however, I will not be 
individually identified unless I give my consent 
subsequently. 

4 .  I may be contacted on an annual or other more agreeable 
basis concerning the status of my health and may be 
requested to release copies of my most recent medical 
records to the Registry. 
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5. All expenses in obtaining copies of my personnel and medical 
records will be borne by the Registry. 

6 .  I further understand that neither the U. S. Department of 
Energy (DOE) nor Oak Ridge Associated Universities (ORAU) 
assumes any financial responsibility for me or for the 
expense of my health care. 

7. The potential benefits of  this program, if I choose to 
enroll, are: 

a. My physician will have available to him the medical 
expertise of other physicians who are associated with 
the Registry. 

, 

b. The physicians associated with the Registry will, upon 
my request, provide to my present attending physician or 
any physician whom I may engage in the future any copies 
of my medical history in their possession. 

8. I may cancel this authorization and/or withdraw from any 
part or all of the activities of the Registry at any time. 

Therefore, based upon my discussions and understanding of the material 
herein set forth, I do hereby consent t o  and authorize the release of the 
aforementioned records from the sources identified by me (see attachments) 
to of the Medical and Health 
Sciences Division, Oak Ridge Associated Universities, Oak Ridge, TN. 

Signed: 

Date : 

Witness : Date: 

Witness: Date: 

Attachments 

*The DTPA Registry is operated for' the Department of Energy by the Radiation 
Emergency Assistance Center/Training Site (REAC/TS), a subunit of the 
Medical and Health Sciences Division of ORAU. 
in the P,EAC/TS Registry System established to provide a data bank of the 
effects of accidental and some occupational exposures of humans t o  ionizing 
radiation on a world-wide basis. 

It is one of the registries 



ATTACHMENT 1 

AUTHORIZATION FOR RELEASE OF INFORMATION 

Physicians authorized by me to release copies of my records to 
of the Medical and Health Sciences Division of Oak Ridge Associated Universities. 

1. Name 

Ad dr es s 
B Street City State zip 

Approximate period of care 19-- 19-. 

2. Name 

Address 

il Street City State z i p  

Approximate period of care 19- 19-. 

3.  Name 

Address 

# Street City State Zip 

Approximate period of care 19-- 19 - . 

4. Name 

Address 

B Street City State Zip 

Approximate period of care 19 - 19 . - - 

Signed: 

Date: 

If additional space is required, please attach another sheet. 

I I 4 [E is -1 ‘1 



ATTACHMENT 2 

AUTHORIZATION FOR RELEASE OF INFORMATION 

H o s p i t a l s  a u t h o r i z e d  by m e  t o  release c o p i e s  of my r e c o r d s  i n c l u d i n g  f a c e  

s h e e t s ,  d i s c h a r g e  summaries, h i s t o r i e s ,  and p h y s i c a l s ,  x-ray r e p o r t s ,  

r e p o r t s  of o p e r a t i o n s  and/or  procedures ,  pa thology r e p o r t s ,  a l l  l a b o r a t o r y  

d a t a ,  p h y s i c i a n s '  p r o g r e s s  n o t e s ,  p h y s i c i a n s '  o r d e r s ,  n u r s e s '  n o t e s ,  and 

r e s u l t s  of any s p e c i a l  tests t o  of t h e  

Medical  and H e a l t h  S c i e n c e s  D i v i s i o n  of Oak Ridge Assoc ia ted  U n i v e r s i t i e s .  

I f  a p p l i c a b l e ,  I a l s o  a u t h o r i z e  t h e  l o a n  of any x-ray f i l m s ,  microscopic  

s l i d e s ,  p a r a f f i n  b l o c k s  o r  o t h e r  s p e c i a l  materials r e l a t i n g  t o  t h e  above 

h o s p i t a l i z a t i o n  t o  t ! ! ~  above mentioned i n d i v i d u a l .  

1. 

2. 

3 .  

If 

Hosp it  a1 

Address 

/i S t r e e t  C i t y  State  Zip 

Approximate p e r i o d ( s )  of care: i n p a t i e n t  ( ) 
o u t p a t i e n t  ( ) 

Ho s p  i t a 1  

Address 

/I S t r e e t  C i t y  S t a t e  Zip 

Approximate p e r i o d ( s )  of care: i n p a t i e n t  ( ) 
o u t p a t i e n t  

Hosp i t  a1 

Address 

11 S t r e e t  
~~~ ~~ 

C i t y  S ta te  Zip 

Approximate p e r i o d ( s )  of care: i n p a t i e n t (  
o u t p a t i e n t  

Signed : 

Date: 

a d d i t i o n a l  space  is  r e q u i r e d ,  p l e a s e  a t t a c h  a n o t h e r  s h e e t .  



ATTACHMENT 3 

AUTHORIZATION FOR RELEASE OF INFORMATION 

Diagnostic Laboratory(1es) authorized by me to release copies of the results 

of investigations performed on me to of 

the Medical and Health Sciences Division of Oak Ridge Associated Universities. 

1. Name (Laboratory) 

Address 

Street City State Zip 

Approximate dates of investigations: 

2. Name (Laboratory) 

Address 

// Street City State Zip 

Approximate dates of investigations: 

3 .  Name (Laboratory) 

Address 

i/ Street City State Zip 

Approximate dates of investigations: 

4 .  Name (Laboratory) 

Address 

# Street City State Zip 

Approximate dates of investigations: 

Signed : 

Date: 

If additional space is needed, please attach another sheet. 



ATTACHMENT 4 

AUTHORIZATION FOR RELEASE OF INFORMATION 

Employers or contractors authorized by me to release copies of my medical, 

radiation exposure or any bioassay records to 

of the Medical and Health Sciences Division of Oak Ridge Associated Univer- 

sities. 

1. Name of Company/Employer 

Address 
i/ Street City State Zip 

Approximate pei,od 4 of employment 

month/year - monthlyear 

2. Name of Company/Employer 

Address 
i/ State City State Zip 

Approximate period of employment 

month/year - month/year 

3 .  Name of Company/Employer 

Address 

il State City State Zip 

Approximate period of employment 

month/year - month/year 

Signed: 

Date: 

If additional space is needed, please attach another page. 



REVIEW AND ACTION 

ORAU/ORNL Comi t t e e  on Human Studies 

Principal Investigator C. C. L u s h b a u e h a .  Ident. No. 61 

roject  Title The DTPA Regis t ry  Follow-up Program 

In the opinion of this committee the rights and welfare o f  the 
subjects i n  this project or ac t iv i ty  will be protected. 
committee s t a t e s  t h a t  adequate safeguards against  any untoward 
e f fec ts  have been provided. 

The 

2. 

3. 

In the opinion of the committee the informed consent procedures t o  
be used i n  t h i s  project will  be both appropriate and adequate. The 
comi t t e e  a l so  finds tha t  no inappropriate psycho1 ogi cal o r  soci o- 
logical r isks  will ex i s t  for  the subjects involved i n  this project. 

The committee seeks conti n u i  ng communi cation w i  t h  the investigator( s )  
on th i s  project along the following l ines:  

Other cornmi t t e e  comments: 

Approve x 

Disapprove 

d , . .  1 .  

/ i h c + + j  /y %m,f 
I " Chairman o f  Cornrnitttd 

10/30/80 
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ORAU/ORNL COMMITTEE ON HLJMAN STUDIES 

TO : D r .  C.  C.  Lushbaugh 
i 

FROM : Dianne Gresham, S e c r e t a r y  - Committee on Human S t u d i e s  

RE : P r o g r e s s  Repor ts  

DATE : 3 /2 /81  

The g u i d e l i n e s  f o r  t h e  ORAU/ORNL Committee on Human S t u d i e s  require t h a t  
y e a r l y  a l l  p r i n c i p a l  i n v e s t i g a t o r s  of ongoing p r o p o s a l s  p r e s e n t  a 
p r o g r e s s  r e p o r t  t o  t h e  Committee on t h e  s t a t u s  of t h e i r  p r o p o s a l s .  Each 

t o  cont inue .  P l e a s e  answer t h e  q u e s t i o n s  below and add any o t h e r  i n f o r -  
rnation you f e e l  p e r t i n e n t  and r e t u r n  by 
(If a d d i t i o n a l  s p a c e  i s  needed, p l e a s e  u s e  t h e  back of t h i s  form o r  
a t t a c h  e x t r a  s h e e t s . )  

- p r o p o s a l  must b e  reviewed by t h e  Committee y e a r l y  f o r  r e s e a r c h  p r o j e c t s  

3/17/81  

T i t l e  of P r o j e c t :  THE DTPA REGISTRY FOLLOW-UP PROGRAM 

P r o p o s a l  No.: Date Approved: 101 301 80 

c U 
S i g n a t u r e  o f  P r i n c i p a l  I n v e s t i g a t o r  

1. Report p r o g r e s s  made i n  p a s t  y e a r .  
J I 

I :I< A ic*.: * . - .-% -, I -  ! 

2 .  Report  any c o m p l i c a t i o n s .  d f - - -  L' ' 
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3 .  A r e  t h e r e  any planned changes? k o 

4 .  Do you wish  t h e  p r o j e c t  t o  b e  cont inued?  LI,--, 
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'ARTMENT w M W G Y  b 

-Actof ~ S ? ~ ; P T O ~ O S ~ O ~ ~  - I 

MEMCX Department of Energy. 
Acnorcpropo8d~f thr8e naw ryrterm 
of rtcopdL 

SJUUARC The D e m e n t  of hergy ti 
proposing h e  new system of rrcardl 
subject to the Rlvrcy Act of imr (Pub. 
L 95.679: 5 usc sszlr(o)l. 
D A ~  Written cornmanta on or befom 
j ~ n e  a im. 

Writtm commenta should 
be dimted to the foliowing address: 
U S  Department ofhergy, Phillip M 
ICnnn.n. Attorney. Oace of Chief 
Cotmael P.O. Box E, Oak Ridge, 
Teaneaaee 97830 (6l5) 576-1201. 
FOR mrnm moamnow CONTACE 
U S  Department of Energy, Milton 
Jordap, Director, Divislon of FOI and 
Privacy Acts Activities, Fomstal 
Building, Room 1-L Waahingtos 
#)585,[202) 2523922 

A Suppiementny Znformation 

Rrtcordr. 
LReport on three New Systmm of 

4. System Notice DOG-Ths 

W. System Notice DOE-The 

: Comments Procedure. 

Radiation Accident Registry. 

Deparhnent of Energy W a t i u n  studv _- 
&??&try. 
V. Syrtem Notice DOE-The Us. 

mrPA Registry. 
L Badrground Thir Report of New 

Systems, consisting of three separate 
parts, b submitted by the D e p m  of 
Energy as required by the Privacy Act of 
19745 U S C  552afo). The Office of 
Management and Budget requires a 
Report on New Systerm'by a 
Government agency whenever a new 
system of records b proposed or certain 

established systems. The Department of 
Energy b submitting the Reports on New 
System required by OMB C i m h  A-108 

. concurrently with the publication of this 
F e d 4  Registar notice. At thin time. the 
Department of Energy is proposing to 
establish three system of records for 
whicb no notice has yet been published 
Their proposed designation8 are ad 
follows: 

(a] The Radiation Accident Registry 
(b) T h e  Department of Energy 

Radiation Study Registry 
fc) The U S M P A  Registry - DOE-71. the Radiation Accident 

Registry [a) Purpose: This system will 
serve primarily to provide complete 
dinical and accident histories an basis 

slgnscant changer occur to previously 

for clidcd upd epidemiological dndien 
of the Menme Ilmrbidlty of bdr3durl 
m d d e d y  expwed to acute dosa of 
ionidxq mdiatioa to provide drt. lar 
comparative studies of the ef3& of 
tha methodr and reghem usad La the 

radiation-induced hjurier, and to - 
u r rewurce of technical and m e d i d  
&ta for the eduction of phyrid.nr. 
Lealth phyridrtr md allied health 6 
paxwnnel. 

@) Authority: This BY& la - 
mtablirhed under the authodty rartcd 
in the stattary contained in 6 USC 
301 and W o n  644 of the DepartMnt 
of Energy Oxganization Act. Pub L Q3- 
m. to pmrcrik N& p r o c e d d d  
administrative d e r  as he m y  h 
necesray m appropriate to manage 
hct ionrvnt td  in him. 

tndtvidud privacy, md; 

dlrgaosir and therapy of .cuts 

(c) Potential comequerm an 

(d) Weguards against umutborhbd 
rcceas. 
The data in the system of ncordr Vm 

be available only to adentist8 uid 

will not identify the individuals to rrbam 
the data pertainr. Thw there will bs 
mini14 effect on the privacy of the 
individualr. Then wil l  be M o h  effect 
on any other pmanal or prom risht 
of the individuals. Thus, It b the 
evaluation of the Department that the 
proposed system will have no 
detrimental offed on federalism ar 
repamtion of power. 

I h e  wcords win be maintained in 
locked fi cabinets or on computer 
.torage drvicts in locked security amas. 
These areas an not accessible to 
members of the public. Only ncieuti~tr 
approved by the Department of 
will have to this informatkm 
Reports published bared on thin 
information not identify the 
individuals. It fr the Department's 
evaluation that the risk of unauthoritsd 
disclosure is minimat 
3. DOE-72 The Department of 

Radiation Study Registry. 
(a] h p s e :  This system wfll provide 

complete dinid histories as a basis for 
lifetime morbidity studies of civilianr in 
a defined popuiation whose expwure to 
ionizing radiation at one of DOES (or ita 
predecessdr) plant sitea laboratories. 
test stations, or audear naval baeea WOI 
at least 5 REM in any calendar year. 

established under the authority &d 
in the Seuetary contained In 5 U S C  
301 and Section 644 of the Department 
of Energy OrganizatioaAct. Pub L 85- 
w. to prescribe such phcedural and 
administrative d e s  as he may deem 
necessary or appropnate to manage 
functions vested in him. 

8 I J p p o w  8m. h y  repom p-ted 

@) Authority This system is 

potsntkt ~ u = u =  
h i iddud privacy. 

C DOE-n, Tbe US-UTPA Rtgirby: 

armplete clinical hlrtodtr of bdivldruL 
keatedwith - 
dlrLyleneMamtrrepeatnaceti~ add 
F A )  tn sithe) the ddum or doc 
flml md .rlminl.w htrrvmourly, 
btmmmculuiy,'arally, or by inhalation 
uf tiu .uorol preparation of the dxu& 
3uch hirtories will be the bash of 
rtudier by epidemiological methob b 
Ldmtlfv any longterm. adverse or side 
JlrctrofDTPk 

establishad under the authority vested 
in tht h b r y  contained In 6 US.C 

- m and Section 644 of the Department 
of Eneqy Organization A h  Pub. L Qs- 

to prcrcrtbe such procedural and 
rr)mini.trative 4- u be may deem 
necessary or appropriate to mann8e 

aCommeotsPocedun 
AJ provided by Section 3(e)(ll) of the 

Privacy Act of 1974 (5 US.C 552a(e)(ll), 
interested penom art invited to submit 

- written data views or arguments related 
b these proposal to: Phillip U Kannan, 
Attorney. U S  Department of Energy. 
Office of Chief Counsel P.O. Box E Oak 
Ridge. Tennessee 37830, (6l5) 576-1204. 

&menta should be identified on the 
outside of the envelope and on the 
documents tubmittcd to the Department 

- D e m e n t  of Energy Privacy Ad 
Systems Proposuls."These comments 
md nll other relevant information will 
ba considered by the Department of 
Energy before the various proposah are 
adopted in their final form. 

Any information or data considered 
by the person fumishmg it to be 
confidential must be so identified and 
submitted in writting. one copy only. 
The Department of Energy reserves the 
right to determine the confidential status 
of the information or data and to treat it 
w o r d i n g  to that determination. 

If no comments to the contrary are 
rtaived with rerpect to a particular 
propoled rystem. it is the intent of the 
Department of Eoergy to operate any 
such system as proposed at the 
expiration of the W a y  advance notice 
period for informing Congress and the 
Office of Management and Budget of 
proposed new systems. as defined in 

(&)-em ryrteln will provide 

@) A&n'@ Tbir system ia 

6 U l C t i O M  V d e d  in h h  

- uf with the designation 

OMB Circular A-108. 
The Department of Energy has 

determined that this document does not 
wntaLn a proposal requinng preparation 
of a d a t o r y  andysle under Executive 
mu 12WL 



System-location: oak Ridge 
opcra t im  office, P.O. Box E oak 
Ridge, 'k!nnesree 37830. 
Cotegone8 of hdMdu& Conred by 
the System 
I. Those peraons addentally ocpored 

to acute doses of io- radiation tu 
defined by expoaum dose criteria agreed 
to by the Department of Energy and the 
Nuclear Regulatory Commiaaion by an 
interagency agreement The doe criteria 
established by thia agreement inciude 
one or more of the following: (a] Greater 
than or equal to 25 REM (Roentgen 
Equivalent Man) to the whole body. 
active blood-forming organa or gonads. 
(b) greater than or equal to 800 REM to 
akin of whole body or extmnities (c) 
greater than or equal to 75 REM to other 
tissues or organa born an external 
aouscc: (d) greater than or equal to 35 
NCR.P maximum pexmiarible organ 
burden internally. all those medical 
misadminiatratiom of radioisotopes that 
result in a dose or organ burden equal to 
or greater than those given above. 
2 Those individuals known to have 

been hvolved in an went in which one 
or more other persans received a dose 
equal to or in excess of the DOE/MC 
aiteria but whose personal dose was 
less than these criteria. The histories of 
these individuals contribute control 
population data. 
Categones of Records in the System: 
1. Official accident reports induding 

reports of those accidents that ahve 
occurred within the jurisdiction of the 
Nuclear Regulatory Commission and 
which have been tranaferred to the 
D e p m e n t  of Energy for the Accident 
Registry according to the Department of 
Energy/Nuclear Regulatory Commission 
agreement 
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b (Rt*rqAdoflW4PllbL05-QR 1 Nun& addnrreh modal ucprlty bdivldualr whore ofEdrl dudes rcq* 
Dcputment of Energy m.nlutl- M 
L 9$91: E X O C C I ~ ~  oldar 
and *ow ruthodlea mbd in tlu 

rpandr 
tn-* bv of *' compiled at the time d the accident. ruthodtier contafned in the DOE -* Of Bnarl(y OllmlUMm 

hospital ncardr, diqportic and 
meaa-s described above p m p o s d  btmatow test laport* radiogrrphr. Energy M dcrtrvyed by shnddlas, 

EKGr et+ and radiation exporurcr 
SuppLEMENTARYINpoRMATION~ . u appropriate. 
nrpectivel~, ia l btins of the 4 wal or copier of medid 
Daputmmt of Gnugy syrtanr u o f i l l n a ~ h  arrmineti-. 

numben or other Identifiers. and vital 
ab  info^^^ a& u .gc 
mu, rtc 

access. 

Retention and Di.pOraL' 

Ordm 13u.1, "Rccordr Di~podtiou" 

12 FR 

3. Orlglnd or copied m e d i d  r t ~ ~ d  Recorda retention urd diaposal 

Rccoda within the Department of 

burning;or burial in a d t a y  hdha 

Sptem Mmagefln) and A d d  
The Manager of the Oak Ridge 

Operationr Office Ir the Syrtem 
Manag= 
Notifimtion Aocedun: 

detrrmine if a system of mzda 
contains tnformation about him or her 
should be directed to the Privacy Act 
Omcer, D e p m e n t  of Energy. P.O. Box 
E Oak Ridge, Tennessee 37830 in 
recordisme with tbe Department of 
Energy'r Privacy Act regulations (10 
CFR Part loo& 45 FR 6l57& September 
16,1s80). 
b Required identifying information: 

Name. rodal security number, and time 
period. 
€ZecordAccem Prowdures: 
a. Requesta by an individual for 

swan to a system of r e c o d  that 
containr information about him or her 
ahodd be h c t e d  to the Privacy Act 
Officer, Department of Energy. P.O. BOX 
E Oak Ridge, Tennessee 37830 in 
accordance with the Department of 
Energy's Privacy Act regdatiom (10 
CFR Part 1008.45 FR 61578. September 
la  Isso). 

b. Required identifying information: 
Name, social security number, and time 
period 
Record Source Categon'es: 

The individual, medical records, 
physicians, medical institutions, and 
reports of incidentlaccident 
investigations from private and public 
rources. radiation dosimetry records, 
recurity clearance records and 
employment records. 

Provisions of the A c t  None. 
DOE 72 

System name: The Department of 
Energy Radiation Study Registry. 

Security classification: Unclassified. 
System location: Oak Ridge 

e indude phyddan and 
In ~ h k d h m  of the forceaw the 

%t f O r h  below U -OM !&v Of 

* 

a. Requerta by an individual to 

Systems Exempted from Certain 

Operations Office, P.O. Box E Oak 
Rdge. Tennessee 37830 

induding mutiue follow-up exam. 
invertigationr, eic, that have occamd 
B ~ U I  the radiation ucpos~ra.  
L Photographa or fauimilea of 

radiatian-tnduced injurier. 
b Search and contnct information for 

regirtrants as ye: not 'Identified and/or 
located. 

7. Consent to releare information 
foxma completed by regiatranta. 

a Death d a t e r  [copier). 
0. Anecdotal information. 
10. Correspondence relating to the 

accident and/or the individuals 
involved; originals and copies. 
Authonty for Maintenance of the 
S.VSh?LZ 

6 U S C  X& Department of Eaersjr 
Organization Act lnduding authorities 
incorporated by reference in Title IU of 
the Department of Energy Organization 
Act; Executive order 12009. 
Routine Uses of Record, Muint4in.d in 
the S y n r ~ a  hdvding Cutesonen of 
U ~ u t  and &he Aupooes of Such Useg 
l. To provide a cumnt record of 

radiation accidents for use by the 
Deparknent of Energy. and its 
contracton and ~ o ~ u l t a n t r .  
2 To identify specific populations for 

use in epidemiological and clinical 
rtudier. 
3. To conduct medical fluveillance 

during the Iifetfme of the registrants. 
4. Additional uses 4,8,9,10. as listed 

in Appendix B to the Department of 
Energy publication of stems of 

Policies and Pmctices for Sbring, 
Retrieving, Accessing, Retaining, and 
Disposing of Rewds in the System: 

Stomge: Paper records. computer 
tapes, computer printouts, punched 
cards. discs, magnetic tape and 
microfilm. 

security number. 

in locked security areas in locked file 
cabinets. Access is limited to 

I 

ncords, Is FR 51125.87rn179. I 

Retrievability: By name and social 

Safeguards: Records are maintained 
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Catqpn-irrofzncMhabCorsrrd~ 

?&giBtrmts am thorn pmmt d 
herenqhyawdcoab&omafthr  
D c m d B = g Y . r d I t r  
p r a d - m - u t h .  
Manh.ttUlDWrid.UShBCmdE61DA 
andpmantdfonwrdv i l l . l l  
cmpblms to tbr DepartMlrt af Enmgy 
Naval Reactor Rogram wba naafvadi  
wbolebody nofionkfng 
radiation s o r b  ULQU d I RPX 

c b t q ? o r i e 8 a f n 8 c t w & b P & ~  
1. Rorten of names of hdMduat 

maethg the a h  crtteriaforhdndm 
in the Reghy rubmitted through thr 
Department ofEnergy field o p m h  
0 5 a r  from Depvtmcnt of-- 
owned and m t c d  f a d t l u  u¶d dter 
In nddttfan to l~amu of mcb hdMdn& 
rhea? meter8 fncluda d reautw 
uumber or otba iden- iu&xmatlaa 
WJL ract. date ofbirtb date md/m 
place of death, fvrt date at hire, lart 
dateoftennirutiosoontimdtyefhh 
year in which they received fimt doma, 
greater fh.nortqarl to SREM. 4 
radiation do= ia excess of 6 REM, t0t.l 
m e r  radiation esposure doK. 
2 Orig id  or copied lifetimi Mdical 

,aidam and bolrpttsh bsddiug 
muting p h y s i d  aaminaticxm, rrpatr 
QffcliagnMticandlabarstorf~ 
mdiographr EKGS etc, or abstracted 
portions of such rccardr as am nsq\ilnd 
far the purposes of &e study. 
3. saur75 and amtact fnformatloa fm 

registrants who M LID longer cmploytd 
at qu&d stter or who are dbcerued. 

CDeathCertificater. - 
Authon‘ry for Main&ntma of&e 

S p W  

b U y O M E o k o d s t P U .  . 

rda h m  plant and private 

system 
5 US.C 301: Department of Bnergy 

Organization Act including authorities 
Incorporated by reference in Title Ill of 
the Department of Energy Organization 
Act; Executive Order 12009 
Routine Uses of Recads Maintabmi in 
the System, hcluding categon‘ao of 
Users and the Puqmsea of SoGh U m x  

1. To provide a current r e d  of 
registr~ls for uae by Department of 
Energy, and its contractors and 
consultants. 

use in epidemiological m d  diaical 
stuhea. 

2 To i d e n e  specific populations for 

3. To conduct medical surveillance 
lg the lifetune of the rrglstrants. 

.. Addihonal uses 4. ti 9.10. u Msted 
in Appendix B to the Department of 

syIbmracmpkd/rOa,cadDiR - 

s p t a m ’ ~ : n l e u s m A ~ ~ .  
Sed~cl.hd6ChW”I.J~ 

Amirionr cf dm Act Now. 
-.pn.r mpn%?& 

Syrtem locatiorr: Oak W e  - -- 
Operotfob mcd P a  Box e OEk 
RSdga T-e ~ 7 8 3 ~ .  
& t e & m ~ ~ ~ ~ ~ ~ ~  
the syxknz 

becam of nsal or rumpected internal 
contamtnati- with tmnmmaic 
elements, have mchd 
e n s t r i a m i n ~ ~ t i c  d d  @”PA). h 
the ddum or zinc form during thc 
courw of chelation therapy. 
hdminiotrpm d tht .gent IYrPA is 
limited to physidanr who an CQ- 
fnvertigctnm with tbc DepmDalt of 
Energy con- s t d  m tk 
Investigative New Drq Lianw of the 
FOOdmdDIUgMCBiUiShtioa. 
Ca&ga&8 OfAeCunia in Lhe S- 

pbysicirn .dmhri.tsring DTPA in the 
event ofrn exposum that w a  hovn to 
have of IIU suspected of ha- m a d  
t r 8 n B d c a Y u t M n M  * tinnhtandy 
nqpkins~tionthurpyWithDTpA. 
lbucreomdrinclrreLackscripeimd 
the aposure the d b  of wrid 
bfwsays andtrtPcrtigatfDIlr caducied 
to evaloats the Iml of fntapll  
contamination and the efficacy of 
rutuequent chelation by DTPA. Ths 
form OlDTPA urd tba route and 
frequency of adsxini~trnti~m M 

effects of the therapy. 
2 Names, saAd recurfty rmmben ar 

other identifien and vital statu of 
treated pat.onr, The last kmwu 
a d h r e r  and the name8 of the mato 
phydciaru of individuals who have 
relocated oc w8a are no longer within 
the practice of the administering 
plrysidan[s) u e  lndnded In the M’PA 
Registry to faditate the aearch and 
contact of these individuals. 

3. Original of copies of medical 
RCO& of ikItsBe8. examinations, 
including mutiac followup 
examinations. investigationq etc, bat 
have occurred oince the initid 
administration of DTPA 

4 Death certification. 
Aothodyfar  MainteMnca of the 
System: 

s U.S.C. m: Department of Energy 
Organization Act mduding authonties 
incorporated by reference 111 Title UI of 
&e Dep-nt of Energy Organiratim 
Act hecutwe Order 12009. 

~ t r a n t r  are & O M  brttvldnalr w k  

i. The records compiled by the 

recordedtogctherwithan~ntoward 



\. 

Rourine Uses of Record# Maintained in 
the System, hcluding Cotegoriw of 
Users and the Puzposer of Such Use= 

L To provide a m n t  nxord of 
individualr treated with IYTPA for we 
by the Department of Energy and its 
contracton and COMdtUlt8. 
2. To identify by epidemiological 

metho& any long-term untoward effects 
associated with DTPA therapy, 

3. To provide information to FDA in 
accord with the WD. license and 
lsruancer. 

4. Additional WB 4,8,8,10, as lirted 
in Appendix R1 
Policies and Pmcti& for Storing, 
Retrieving A ~ s s ~ ,  Rebining, and 
Disposing of Ikcor&r in the Sp&m 

Stomge: Paper recorda computer 
tapes, computer printouk punched 
cards. disca. magnetic tape and 
miaofilm. 

Rern'evability: By name and social 
seenuity number. 
Sufegucll.ds: Records are maintainid 

in locked security areas in locked !Ye 
cabinets. Access ir limited to 
individuals whose official duties require 
access. 

Retention and Disposak Records 
retention and disposal authorities are 
contained in the DOE Order 1324.1, 
"Records Disposftion." Recorda within 
the Department of Energy are destroyed 
by shredding. burning, or burial in a 
sanitary landfin. as appropriate. 
System Manager(Bj and Address: 

The Manager of the Oak Ridge 
Operations Office is the System 
Manager. 

Notification Procedure: 

determine if a system of records 
contains information about him or her 
should be directed to the Privacy Act 
Officer, Department of Energy. P.O. Box 
E Oak Ridge. Tenneseee 37830 in 
accordance with the Department of 
Energy's Privacy Act regulations (10 
CFR Part 1008.45 FR 61578. September 
16, 1980). 

b. Required identifymg information: 
Name. social security number. and time 
period. 

Recod Access Pmedurps: 
a. Requests by an individual for 

access to a syetem of records that 

E Requests by an individual to 

contains i n f m d o n  about him or her 
rhculd be dkscted to the Privacy Act 
Officer, Department of Energy, P.O. Box 
E Oak Ridge Tennerrea 37830 fn 
accatdrnce with the Department of 
Energy's Privacy Act y l u l a t i o ~  (10 
CFR Part loOa45 FR 81578, September 
la leeo). 
b. R q u i n d  identifying information: 

Nnrne, redd recurity number, and time 
period. 

' 

Gmtes~RecordApcedwes: 

or amend the content of a record 
containing information about him or her 
rhould be directed to the Privacy Act 
Officer. Department of Energy, P.O. Box 
E Oak Ridge. Tennessee 37830 in 
accordance with the Department of 
Eneqy'r Rivecy 'Ad tegulationr (10 
CFR Part looS, 45 FR 61576, September 
18- 19801. 

I Requertt by an individual to WIT& I 

decision canccnting the briq or 
rrtention of an r m p l ~ ~ n ,  the LIIPU~CO 
of a recurity clearma, the let!@ of a 
contract or the irmmce of a Ucunrc 
pant OT other benefit 

3.Amcodfromthlrryrtem of 
recorda may be cfirdod .I a rootine 
we. to a Federal a#gcncy, in mrpoara to 
Itt nquer t  in copllcch 'on with the hidq 
or retention of M employee, tha 
hruanch of a d t y  deuurcs, the 
rrporting of UI hvsrtigatim of UI 
employee, tbe le- of a ton- oc 

benefit by the request.@ agency, to the 
rxtent that the Information 1s relevant 
and nscerur~, to the requesting 
~gency'r dedrion 011 Lbc matter. 

. 
rscordr nuykdidosed ,  aa a routine 
OK (a) b appmprhta parlies engaged in 
Btigatlon 01 tr preparation of pouible 

the h U l n c S  of 8 UCenra, lprnt OC OrhW 

4. A record from thfr -em of 

The Individual medical recordq 
physidana, medical institutions, and 
reporb of inddent/accident 
investigationr from private and public 
rources, radiation dosimetry recurd* 
recurity clearance records and 
employment records. 

Sptemo Exempted from Certain - 
Provisions of the Act. None. 
Appendix &-Additional R D U ~ U  Uses 

The following routine uses apply to 
and am incorporated by reference into 
each system of records as rtated therein: 

1. Ln the event that a record within 
thir rystem of records maintained by 
this agency indicate8 a violation or 
potential violation of law. whether dvil, 
criminal or regulatory in nature. and 
whether arising by general rtatute or 
particular program pursuant thereto. the 
relevant records in the system of records 
may be referred as a mutine use to the 
appropriate agency, whether Federal, . 
State. local or foreign, charged with the 
responsibility of investigating or 
prosecuting such violation or charged 
with enforcing or implementing the 
statute. or rule, regulation or order 
issued punruant thereto. 
2. A record from this system of 

recorda may be disclosed as a routine 
use to a Federal. State. or local agency 
maintaining civil. criminal, or other 
relevant enforcement information or 
other pertinent information. such as 
current licenses, if necessary. to obtain 
information relevant to an agency 

8 

testimony when necnrary; @) to coartr. 
magistrates or admini.tmtive tribunnk; . 
(c) to partier and their attorncyr for the 
purpose of proceeding with Litigation or 
settlement of disputes: and (d) to 
individuala reeking information by wing 
established discovery procedmr  
whether in connection with civil, 
CriminaL or regulatory proceedings. 

5. A ncord maintained by thir agency 
to carry out its fuoct jo~  which relates 
to civil and criminal proceedings may be 
&dosed to the n e w  media in 
accordance with guidelines contained in 
Department of lustice regulations 28 
CFR 502. 

6. A record maintained by thL agency 
to cany out i b  f u o ~ t i ~ ~  may be 
disclosed to foreign governments in 
accordance with treaty obligations. 

7. A record from this ttystem of 
records may be discloeed to the Office 
of Management and Budget in 
connection with the review of private 
relief legislation as set forth in OMB 
Circular No. A-19 at any stage of the 
legislative coordination and clearance 
process as set forth in that circular. 

8 A record from this system of 
records may be disclosed. as a routine 
use. to DOE oontractors in performance 
of their contracts. and their officers and 
employees who have a need for the 
record in h e  performance of their duties 
subject to the same limitations 
applicable to DOE officers and 
employee8 under tbe Privacy Act. 





TO : Dr. C .  C.  iushbaugh 

F"n0l.C: Dianne  Gresham, S e c r e t a r y  - Ccmitcee on Eman S t u d i e s  

RE : P r o g r e s s  R e p o r t s  

DATE : Fe3ruary 1 8 ,  1982 

The g u i d e l i c e s  f o r  t h e  ORAV/ORNL Committee on Human Studies r e q u i r e  t h a t  
y e a r l y  a l l  p r i n c i p a l  i n v e s t i g a t o r s  of ongoing p r o p o s a l s  p r e s e n t  a 
p r o g r e s s  r e p o r t  t o  t h e  C o m i t t e e  on t h e  s t a t u s  of t h e i r  p r o p o s a l s .  Each 

t o  cont jmue.  P l e a s e  answer t h e  q u e s t i o n s  below an?  edd any o t h e r  i n f o r -  
KEtior, you f e e l  p e r c h e n t  and r e t u r n  by Plarch 8 .  1982 
(If a d d i t i o n a l  s p a c e  i s  needed ,  p l e a s e  u s e  r h e  back  of t h i s  f o r m  o r  
ac:zch ex:trz s h e e r s . )  

- p r o p o s a l  nust b e  reviewed by t h e  C o m i t t e e  y e z r l y  f o r  r e s e a r c h  p r o j e c t s  

- .  i i t l e  of P r o j e c t :  T t e  DTPA R e p i s t r v  Fol lou-Up Froerem 

P r c p o s a i  X C .  : 6 1  Date Approved: 1 0 / 3 0 / 8 0  
/ /jj7,/- 
w - '  --- 
~ i g n a t u r e  of ? r iAc i?z l  I n v e s t i g a t o r  Date  S lgneZ 

- 1. p.eporr 7 r o g r e s s  z z i e  Ln p a s t  y e z r .  
A t  ORAU's r e q u e s t  c o - i n v e s t i g a t o r s  i n i t i a t e d  t h e  follow-up of 385 i n d i v i d u a l s  
t rea ted  w i t h  DTPA D r i o r  t o  FY 80. To d a t e ,  t h e  1 2  c o - i n v e s t i g a t o r s  involved 
have provided i n f o r m a t i o n  on 186 t r e a t e d  i n d i v i d u a l s ,  ' the m a j o r i t y  of  whom 
are  s t i l l  employed a t  t h e  f a c i l i t y  a t  which t h e y  were t r e a t e d .  



L 

7 2. .Axe there any planned chsnges? 
Follow-up will be expanded to include persons treated in FY 80 and FY 81. 

4 .  Sc YOU w i s h  ;he prcject t o  be continued? Yes. 

The DTPA Registry will continue to be maintained and operated to meet 
the requirements of the INDs and the programmatic needs of DOE and the 
Medical and Health Sciences Division. 

5. Cayzents. 
Active €allow-up of  terminated individuals will be conducted as part of  a 
single-contact interview designed to provide follow-up data f o r  the DTPA 
Registry and other registries at ORAU and for the plutonium workers study 
being conducted by the Epidemiology Group at Los Alamos National Laboratory. 
In preparation for interviewing terminated employees, efforts continued 
to determine the vital status and current location of these persons. To 
accomplish this, searchers utilize records o f  the Social Security Administration 
and the motor vehicle and driver's license departments of the appropriate 
states, as well as telephone directories. 



ORAU/ORNL COMMITTEE ON HUMAN STUDIES 
I /  

./ 2 . 1  ' ' 

TO : D r .  C. C. Lushbaugh, O U U ,  M&HSD 

FROM : Dianne Gresham, S e c r e t a r y  - Committee on Human S t u d i e s  

RE : P r o g r e s s  R e p o r t s  

DATE: March 23,  1983 

The g u i d e l i n e s  f o r  t h e  ORAU/ORNL Committee on Human S t u d i e s  r e q u i r e  t h a t  
y e a r l y  a l l  p r i n c i p a l  i n v e s t i g a t o r s  of ongoing p r o p o s a l s  p r e s e n t  a 
p r o g r e s s  r e p o r t  t o  t h e  Ccmnittee on t h e  s t a t u s  of t h e i r  p r o p o s a l s .  Each 
p r o p o s a l  must b e  reviewed by t h e  Committee y e a r l y  f o r  r e s e a r c h  p r o j e c t s  
t o  c o n t i n u e .  P l e a s e  answer t h e  q u e s t i o n s  below and add any o t h e r  i n f o r -  
mat ion  you f e e l  p e r t i n e n t  and r e t u r n  by A p r i l  6 ,  1983 
(If a d d i t i o n a l  s p a c e  i s  needed,  p l e a s e  u s e  t h e  back of t h i s  f o r n  o r  
a t t a c h  e x t r a  s h e e t s . )  

T i t l e  of P r o j e c t :  The DTPA R e n i s t r v  Fol10w-U~ P r o w  

Date Approved: 1 0 / 3 0 / 8 0  

S i g n a t u r e .  of P r i n c i p a l  I K v e s t i g a t o r  Date Signed 

1. Report  p r o g r e s s  made i n  p a s t  y e a r .  

T h i s  program cont inued  t o  manage f o r  DOE t h e  I N D ' s  f o r  b o t h  Ca-DTPA 
and Zn-DTPA, exper imenta l  c h e l a t i o n  d r u g s  f o r  d e c o r p o r a t i o n  of i n t e r n a l  
t r a n s u r a n i c  contaminants .  A t o t a l  of 18 persons  were t r e a t e d  w i t h  
DTPA drugs  d u r i n g  FY 82 by f i v e  of t h e  44 a u t h o r i z e d  p h y s i c i a n  co- 

d e s i r a b i l i t y  o f  o b t a i n i n g  NDA s t a t u s  f o r  ca-DTPA 
determined t h a t  such  a move 

Active follow-up o f  199 persons  p r e v i o u s l y  t r e a t e d  w i t h  DTPA awaited 
/rOMB a p p r o v a l  o f  t h e  q u e s t i o n n a i r e  developed i n  c o n j u n c t i o n  w i t h  t h e  

a t  Los  L41amos H a t i o n a l  Labora tory  f o r  use  i n  fol low- ! 
\" I " up of plutonium workers. 

L-- 

2 .  Repor t  any c o m p l i c a t i o n s .  
I 

None. 
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3. Are there any planned changes? h 

. .. 

v -  .. ' 
. L  1 .  

.. , . ' I  

4 .  Do you wish the project to be continued? 

Yes. 

5 .  C o m e n t s .  

choice f o r  decorporation of internally deposited actinide contaminants. 
Chelation therapy with DTPA drugs remains the nethod of 

e 
_ _ _ .  - 

Reports of new developments in chelation therapy will be monitored. 
When clinical trials of new agents or amended protocols for the existing 
agents are indicated, the appropriate I N D  applications or amendments w i l l  
be submitted through DOE to FDA. 



Oak Ridge 
Associated 
Universities Memorandum 

Dr. C. C. Lushbaugh From D a  Greshan, To 

Date June 22, 1983 copies to Dr. LanPe. File 
Dr. Fry, 

APPROVAL OF CONTINUATION OF PROPOSALS REVIEWED BY COMMITTEE ON HUMAN STUDIES Subject 

The Committee on Human Studies approved for continued study Proposals 52, 
55, and 60-64 .  Your request to name Dr. Shirley Fry as principal investi- 
gator on Proposals 60,  6 2 ,  and 6 3  was approved by the Committee; Dr. Fry 
is aware of the change in responsibility and will be requested to submit 
a progress report next year and to notify the Committee Chairman immediately 
of any changes or problems should they occur. 

Thank you for your assistance and cooperation. 



ORAU/ORNL COMMITTEE ON KUMAN STUDIES 

TO : 

FROM : Blanche Carden, Secretary - Committee on Human Studies 
Dr. C. C. Lushbaugh 

RE : Progress Reports 

DATE : April 2 3 ,  1984 

The guidelines for the ORAU/ORNL Committee on Human Studies requite that 
yearly all principal investigators of ongoing proposals present a . 
progress report to the Cormittee on the status of their proposals. Each 
proposal must be reviewed by the Committee yearly for research projects 
to continue. Please answer the questions below and add any other infor- 
mation you feel pertinent and return by M~~ 7. 1 9 ~ ~  
(If additional space is needed, please use the’back of this form or 

. attach extra sheets.) 

Title of Project: The DTPA Registry Follow-UD Pronram 

Proposal No. : , , 61 Date Approved: 10/30/80 

/fl?/LhLiLq\ May 9, 1984 
Signature of Principal Investigator Date Signed 

1. Report progress made in past year. 

This program continued to manage for DOE, the INDs for both Ca-DTPA and 
Zn-DTPA, experimental chelation drugs for the decorporation of internal 
transuranic contaminants. Seven of 47 co-investigators on the IND, 
administered Ca-DTPA (56 doses) and Zn-DTPA (55 doses) to a total of 24 
persons; 17 persons received Ca-DTPA only, one person received Zn-DTPA 
only and six persons received Ca-DTPA followed by Zn-DTPA. 

Active follow-up of all persons previously treated with DTPA is being 
initiated using the questionnaire developed in conjunction with the 
Epidemiology Group at Los Alamos National Laboratory for use in 
follow-up of plutonium workers and approved by OMB in.1983. This 
follow-up will be conducted in conjunction with the follow-up of DOE >5  
Rem Study participants as many persons are on both rosters. 

- 

2. Report any complicacions. 

No serious adverse effects were reported in persons treated with either 
Ca- or Zn-DTPA alone or in sequence. One patient developed faintness 
and syncope during treatment with Ca-DTPA (IV) for a contaminated 
wound. One patient complained of a sore shoulder following treatment 
with Zn-DTPA (IV) and of subsequent deminished urinary output. IM 
injection of Ca-DTPA resulted in considerable local pain for 6-8 hours 
in one patient. 
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3 .  Are there any planned changes? 

No. 

4 .  D o  you wish the project to be continued? 

Yes. 

5. Comments. 

Chelation therapy with DTPA drugs remains the method of choice f o r  
decorporation of internally deposited actinide contaminants. 

Reports of new developments in chelation therapy will be monitored. 
When clinical trials of new agents or amended protocols for the existing 
agents are indicated, the appropriate IND applications or amendments 
will be submitted through DOE to FDA. 

Current literature reports indicate that DTPA continues to be the 
chelating agent of choice f o r  the treatment of persons contaminated with 
transuranic elements. 



Oak Ridge 
Associated 
U n i ve r s i t ie s Memorandum 

Dr. C. C. Lushbaugh To Blanche Carden &,fA From 

Date June 12, 1984 copies to File, Committee on Human Studies 

PROPOSALS REVIEWED BY COMMITTEE ON HUMAN STUDIES 
Subject 

Proposals 5 5 , s a n d  6 4  were approved for continuation by the Committee 
on Human Studies on May 25, 1984. If there should be any changes or 
problems with these proposals, please report them to the.Committee Chairman. 

bbc 



Oak Ridge 
Associated Post Office Box 11 7 
Universities Oak Ridge, Tennessee 37831 -01 17 

Lfledicai arid 
Hcaltt- Sciences 
Division 

March 20, 1985 

M E M 0 R A N D TJ I1 

To : D r .  Lushbaugh 

From: Lynn Reeves, S e c r e t a r y  
ORAU/ORNL, Committee on 

S u b j e c t  : PROGRESS REPORTS 

The g u i d e l i n e s  for t h e  ORAU/ORNL Committee or. Human S t u d i e s  r e q u i r e  tha t  
a l l  p r i n c i p a l  i n v e s t i g a t o r s  of ongoing p r o p o s a l s  p r e s e n t  a y e a r l y  p r o g r e s s  
r e p o r t  t o  t he  Committee on the s t a t u s  of  t he i r  p r o p o s a l s .  Each p r o p o s a l  
must be rev iewed by the Committee y e a r l y  f o r  research p r o j e c t s  t o  c o n t i n u e .  

P l e a s e  answer the q u e s t i o n s  below and add any o t h e r  i n f o r m a t i o n  you f e e l  
p e r t i n e n t  and r e t u r n  by A p r i l  10, 1985. ( I f  a d d i t i o n a l  s p a c e  i s  needed ,  
please u s e  the  back  of  t h i s  form or a t t a c h  extra s h e e t s . )  

T i t l e  of P r o j e c t :  The DTPA R e g i s t r y  Follow-Up Program 

A Date Approved: 1980 

- 
Si'gna+ure %f' P r i n c i p a l  Inv4s t igaTZr  

1. Report  p r o g r e s s  made i n  p a s t  y e a r :  
Act ive follow-up of persons  p r e v i o u s l y  t r e a t e d  wi th  DTPA began i n  e a r l y  FY 85 
s t a r t i n g  wi th  r e t i r e d  and te rmina ted  persons  t r e a t e d  wi th  DTPA whi le  employed 
a t  D O E ' S  Oak Ridge f a c i i i t i e s .  The follow-up d a t a  are be ing  c o l l e c t e d  by means 
of  an OMB-approved comprehensive t e l ephone  i n t e r v i e w  q u e s t i o n n a i r e .  This  follow- 
up w i l l  b e  completed f o r  t h e  approximate ly  200 r e t i r e d  o r  te rmina ted  workers t o  
i d e n t i f y  any untoward long-term e f f e c t s  o r  p a t t e r n s  of e f f e c t s  t h a t  could be 
a t t r i b u t e d  t o  DTPA therapy .  
These d a t a  w i l l  be added t o  t h e  computer ized d a t a  base  of  t he  DTPA R e g i s t r y  f o r  
u se  i n  f u t u r e  s t u d i e s .  

2 .  Report  any c o m p l i c a t i o n s :  
None. 

The r e s u l t s  w i l l  be r e p o r t e d  i n  a p u b l i s h a b l e  document. 



-2- 

3 .  Are there any planned changes? 

No. 

4 .  Do you wish the project to be continued? 

Yes. 

5. Comments: 



STATUS REPORT ON RESEARCH PROPOSALS PREVIOUSLY REVIEWED AND APPROVED 
BY THE ORAU/ORl!E COMMITTEE ON HUMAN STUDIES 

( A p r i l  26, 1985) 

6 1  The DTPA Reg i s t ry  F o l l  ow-Up Program (Lushbaugh) 

P rogres s  

Ac t ive  f o l l o ~ i - u p  of persons  p rev ious ly  t r e a t e d  wi th  DTPA began i n  e a r l y  FY 85 
s t a r t i n g  w i t h  r e t i r e d  and te rmina ted  pe r sons  t r e a t e d  wi th  DTPA whi l e  employed 
a t  DOE’S Oak Ridge f a c i l i t i e s .  
of an OMB-approved comprehensive t e l ephone  i n t e r v i e w  q u e s t i o n n a i r e .  T h i s  
follow-up w i l l  be completed f o r  t h e  approximate ly  200 r e t i r e d  o r  te rmina ted  
workers  t o  i d e n t i f y  any untoward long-term e f f e c t s  o r  p a t t e r n s  of  e f f e c t s  t h a t  
could  be  a t t r i b u t e d  t o  DTPA the rapy .  The r e s u l t s  w i l l  be  r e p o r t e d  i n  a 
p u b l i s h a b l e  document. These d a t a  will be  added t o  t h e  computer ized d a t a  base  
of t h e  DTPA R e g i s t r y  f o r  u se  i n  f u t u r e  s t u d i e s .  

The follow-up d a t a  are  be ing  c o l l e c t e d  by means 

Complicat ions 

None. 

Chanqes 

No chanaes.  

Cont i n u a t  ion  

Keep a c t i v e .  

Comments 

Hone. 



o Oak Ridge 
Associated Post Office Box 11 7 
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a d  m 
Medical and 
Health Sciences 
Division 

A p r i l  17 ,  1986 

ORAU/ORNL COMMITTEE ON HUMAN STUDIES 

To: Dr. C. C.  Lushbaugh 

FROX: Lynn Reeves, S e c r e t a r y  
ORAU/ORNL Committee on H 

SUBJgCT: PROGRESS REPORTS 

The g u i d e l i n e s  f o r  t h e  ORAU/ORNI, Committee on Human S t u d i e s  r e q u i r e  t h a t  y e a r l y  
a l l  p r i n c i p a l  i n v e s t i g a t o r s  of ongoing p r o p o s a l s  p r e s e n t  a p r o g r e s s  r e p o r t  to 
t h e  Committee on t h e  s t a t u s  o f  t h e i r  p r o p o s a l s .  Each p r o p o s a l  must b e  reviewed 
by t h e  Committee y e a r l y  f o r  r e s e a r c h  p r o j e c t s  t o  con t inue .  Please answer the 
q u e s t i o n s  below and add any o t h e r  i n fo rma t ion  you f e e l  p e r t i n e n t  and r e t u r n  by 
w. 1986. ( I f  a d d i t i o n a l  space  is needed,  p l e a s e  use  t h e  back of t h i s  form 
or a t t a c h  e x t r a  s h e e t s . )  

T i t l e  of P r o j e c t :  
b 

The DTPA Registry Follow-Up Program 

Proposa l  No. 61 Date 1980 

S i g n a t u r e  o f  P r i n c i p a l  I n v e s t i g a t o r  Date Signed 

1. Report p r o g r e s s  made i n  t h e  p a s t  y e a r .  

2 .  Report any c o m p l i c a t i o n s .  
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3 .  Are there any planned changes? 

4. Do you wish the project to be continued? 

5 .  Comments. 



Associated Post Office Box 11 7 
Universities Oak Ridge, Tennessee 37831 -01 17 
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ORAU/ORNL COMMITTEE ON HUMAN STUDIES 

TO : Dr. C. C. Lushbaugh 

FROM: Becky Hawkins/Secretary, Committee on Human Studies 

RE : Status Reports on Active Proposals 

DATE: May 1987 

The guidelines for the ORAU/ORNL Committee on Human Studies require that all 
principal investigators of ongoing proposals present a progress report to the 
Committee on the status of their proposals each year. Each proposal must be 
reviewed by the Committee yearly for research projects to continue. 
answer the questions below and add any other information you feel pertinent and 
return by May 1, 1987. (If additional space is needed, please use the back of 
this form or attach extra sheets.) 

Please 

Title of Project: 61 The DTPA Registry Follow-Up P r w  
7 - - 

Proposal No. 61 Date Approved: 1980 

Signature of Principal Investigator Date Signed ~ ~ p o f  jrfic3 

l.tb 
t 3 # 

1. Report progress made in the past year. 6 T d u c S ? ~  9 A n W S  r p R  
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3 .  Are there any planned changes? 

4 .  Do you wish the project to be continued? 

5. Comments. 



June 30, 1988 

ORAU/ORNL COMMITTEE ON HUMAN STUDIES 

STATUS REPORTS ON ACTIVE PROPOSALS 

I n v e s t i g a t o r :  D r .  C .  C .  Lushbaugh 

T i t l e  of P r o j e c t :  6 1  The DTPA R e g i s t r y  Follow-Up Program 

Date Approved: 1980 

1. Report  p r o g r e s s  made i n  t h e  p a s t  yea r  

There were 46 c o - i n v e s t i g a t o r s  r e p o r t i n g  f o r  f iscal  y e a r  1986-87. There 
were 20 p a t i e n t s  r e p o r t e d  t o  be t r e a t e d  wi th  DTPA ( m e  p a t i e n t  w a s  from a 
p rev ious  r e p o r t i n g  p e r i o d ) .  These 20 p a t i e n t s  were g iven  35 doses  of DTPA, 
30 by I . V .  i n j e c t i o n ,  4 by a e r o s o l  and 1 by t o p i c a l  a p p l i c a t i o n .  O f  t h e s e  
20 p a t i e n t s ,  1 7  w e r e  t r e a t e d  wi th  CA-DTPA, 2 were treated w i t h  ZN-DTPA, and 
one p a t i e n t  w a s  t r e a t e d  w i t h  bo th  CA and ZN-DTPA. ( I n v e s t i g a t o r s  i n d i c a t i n g  
use  o f  DTPA inc lude  Hanford,  Los Alamos, Monsanto, Savannah R i v e r ,  Rocky 
F l a t s ,  and ORAU) .  

2 .  Report  any compl i ca t ions .  

None 

3 .  Are t h e r e  any planned changes:  

No 

4 .  Do you wish t h e  p r o j e c t  to be cont inued?  

Yes 

5 .  Comments. 



, Oak Ridge 
1 Associated Post Office Box 1 17 

Universities Oak Ridge, Tennessee 37831 -01 17 

ORAU/ORNL COMMITTEE ON HUMAN STUDIES 

TO : Dr. C. C. Lushbaugh 

FROM: Becky Hawkins/Secretary, Committee on Human Studies 

RE: Status Reports on Active Proposals 

DATE: April 6 ,  1989 

The guidelines for the ORAU/ORNL Committee on Human Studies require that all 
principal investigators of ongoing proposals present a progress report to the 
Committee on the status of their proposals each year. Each proposal must be 
reviewed by the Committee yearly for research projects to continue. 
answer the questions below and add any other information you feel pertinent and 
return by Mav 8. 1989. (If additional space is needed, please use the back of 
this form or attach extra sheets.) 

Please 

Title of Project: 61 The DTPA Registry Follow-Up Program 

Proposal No. 61 DATE APPROVED: 1980 

Signature of Principal Investigator Date Signed 
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3 .  Are t h e r e  any planned changes? 

4 .  Do you w i s h  the p r o j e c t  t o  be con t inued?  

5 .  Comments. 
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Public Heakh Service 
Centera for Disease Control 

DEPARTMENT OF HEALTH & HUMAN SERVICES 

National Center for Health Stattsilcs 
3700 East-West Htghway 
Hyattsville. MD 20782. 

THE NATIONAL DEATH 

Revised February 23, 1989 

(Further Revisions Pending) 

INSTITUTIOHAL REVIEW BOARD (LRB) FOR 

When an IRE4 Approval is Required for NDI 

A National Death Index ( N D I )  Application 
documentation that the applicant's study 

.. 'ME PROTECTION OF HUXAN SuaJECl'S 

Approval : 

Form must be accompanied by 
has a Current. valid IRB approval 

whenever the avrilicant vlans to verform death record followback investigations. 
(Of concern are any contacts made to next-of-kin, physicians, hospitals or 
other establishments based on information appearing on death certificates 
obtained via use of the N D I . )  
final approval of  the N D I  application will be delayed until such time as the 
applicant submits a copy of the I R B  approval. 

For a study involving death record followback, 

All other N D I  applicants are encouraged to submit an IRB approval because some 
State vital statistics offices may request such documentation before they will 
release copies of requested death certificates. 

Rationale : 

It is understood that most studies using the N D I  do not involve diagnostic, 
therapeutic, or any other forms of physical contacts with human subjects and 
consequently do not receive or need to receive I R B  approvals based on 
requirements set forth by their own institution or by the Federal IRB 
regulations promulgated by the NXH. On the other hand, the National Center for 
Health Statistics (NCHS) and many State vital statistics offices are concerned 
about the invasion of privacy, potential emotional harm, and undue respondent 
burden that can result (from contacts made to next-of-kin, physicians, 
hospitals, and others) 
are felt to be essential components of some studies. Because of this concern, 
N C H S  stresses that an IRB should at least review the followbeck methodology to 
be used in such studies, including review of all contact letters and/or 
telephone techniques, questionnaires, and consent forms (for release of medical 
records), as well as procedures for insuring that the information obtained 
remains confidential. Therefore, IREi approvals have been made a prerequisite 
for N D I  approvals for studies involving death record followback investigations. 
We are hopeful that IRES committees will be both supportive and responsive t o  
this requirement. even though reviews of such studies are neither customary nor 
required for other purposes and may even be "exempt" as defined by the N I H  
regulation 45 C F R  46,10l(b). 

as part of death record followback investigations which 

(over) 



Types of IRB Approvals Acceptable for NDI Applications: 

The NCHS will accept IRB approvals from institutions having MUltiDle Proiect 
Assurances or Single Prolect Assurances which have been approved by the 
National Institutes of Health. A full board o r  an exDedited IRB review and 
approval is acceptable. 

All IRB approvals must have been granted within the 12 months preceding the 
receipt of the NDI application by NCHS or must contain or be accompanied by 
some documentation indicating that the approvals are still valid. 
an IRB approval obtained from an organization other than the NDI applicant's 
organization is acceptable especially in situations where the NDI applicant's 
organization does not have a recognized IRB committee. 

Furthermore, 

&jOTE:d The approval document must contain some indication that the review of 
the study also included an assessment of any potential harm which may be caused 
by the study's death record followback investigations. Consequently, the 
approval document prepared by the IRB must include language similar to the- 
following statements (hut tailored to the study which was reviewed): 

, ?  2 
I have reviewed this study in conjunction with your application to use 
the N D I .  I am satisfied that the procedures to be used to obtain 
additional information on deceased study subjects (from next-of-kin, 
physicians, hospitals and/or others) provide appropriate protection to 
the respondents with respect to maintaining confidentiality, protecting 
their privacy and avoiding or minimizing any emotional or other harm 
that may affect the respondent. 

My review included an assessment of all existing and/or proposed contact 
letters, telephone techniques, questionnaires and consent forms used in 
the death record followback investigations. 
be satisfactory. 

These were all deemed to 

KDI APPLICANTS AND IRB COKHITTEES REQUIRING ADDITIONAL INFORKATION ON THE m V E  
REQUIRIHENTS S H O W  CONTACT THE NDI STAFF ON (301) 436-8951. 
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Division 

ORAU/ORNL COMMITTEE ON HUMAN STUDIES 

TO : Dr. C. C. Lushbaugh 

FROM: Becky Hawkins/Secretary, Committee on Human Studies 

RE : Status Reports on Active Proposals 

DATE: May 2, 1990 

The guidelines for the ORAU/OEWL Committee on Human Studies require that all 
principal investigators of ongoing proposals present a progress report to the 
Committee on the status of their proposals each year. Each proposal must be 
reviewed by the Committee yearly for research projects to continue. 
answer the questions below and add any other information you feel pertinent and 
return by May 17. (If additional space is needed, please use the back of this 
form or attach extra sheets.) 

Please 

Title of Project: 61 The DTPA Registry Follow-up Program 

Proposal No. 61 DATE APPROVED: 1980 

Date’ Signed 

1. Report progress made in the past year. 

In the reporting period June 1, 1988, through May 3 1 ,  1989, a total of 22 
patients was treated by authorized co-investigators (total 49) on 
DOE/ORAU‘s DTPA with FDA. Of these, 21 patients each received a single 
one-gram dose o f  Ca-DTPA alone and one patient received seven one-gram dose 
of Zn-DTPA alone. Ca-DTPA and Zn-DTPA were administered by intravenous 
infusion, direct intravenous push, aerosol inhalation, or topically. No 
side effects were reported following DTPA therapy. 
1988-1989 period was reported to the FDA. Follow-up of persons previously 
treated with DTPA continues through co-investigators and as part of the 
follow-up of the >5 rem/year study population and radiation accident 
survivors. 

DTPA usage for the 



2 

2. Report any complications. 

None 

3 .  Are there any planned changes? 

We plan to transfer responsibility for the Principal Investigator on this 
proposal from C. C. Lushbaugh, Ph.D., M . D . ,  to another ORAU physician 
(TBA) . 

4 .  Do you wish the project to be continued? 

Yes 

5. Comments. 

A proposal by DOE/OHER (Federal Register, November 1990) to extend the 
scope of routine use access to raw (identifiable) records maintained for 
DOE in this Registry, to include independent (non-contract) researchers w a s  
withdrawn in response to negative reviews. 



June 28, 1990 
ORAU/ORNL COMMITTEE ON HUMAN STUDIES 

STATUS REPORTS ON ACTIVE PROPOSALS 

Investigator: Dr. C .  C .  Lushbaugh 

Title of Project: 61 The DTPA Registry Follow-Up Program 

Date Approved: 1980 

1. Report progress made in the past year. 

In the reporting period June 1, 1988, through May 31, 1989, a total of 22 
patients was treated by authorized co-investigators (total 4 9 )  on 
DOE/ORAU's DTPA with FDA. Of these, 21 patients each received a single 
one-gram dose of Ca-DTPA alone and one patient received seven one-gram dose 
of Zn-DTPA alone. Ca-DTPA and Zn-DTPA were administered by intravenous 
infusion, direct intravenous push, aerosol inhalation, or topically. No 
side-effects were reported following DTPA therapy. DTPA usage for the 
1988-89 period was reported to the FDA. Follow-up of pereons previously 
treated with DTPA continues through co-investigators and a part of the 
follow-up of the 2 5  rem/year study population and radiation accident 
survivors. 

2 .  Report any complications. 

None 

3 .  Are there any planned changes: 

We plan to transfer responsibility for the Principal Investigator on this 
proposal from C. C. Lushbaugh, Ph.D., M.D., to another ORAU physician 
(TBA) . 

4 .  Do you wish the project to be continued? 

Yes 

5 .  Comments. 

A proposal by DOE/OHER (Federal Register, extend the 
scope of routine use access to raw (identifiable) r cords maintained for 
DOE in this Registry, to include independent (non-contract) researchers was 
withdrawn in response to negative reviews. 
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Division 

ORAU/ORNL COMMITTEE ON HUMAN STUDIES 

To: Dr. C. c. Lushbaugh 

FROM: 

RE: 

DATE : June 28, 1990 

Karl Hubner/Chairman, Committee on Human Studies K@ 
Committee Action on Active Proposals 

Your project number 61 “The DTPA Registry Follow-up Program’’ was reviewed and 
approved at our last meeting on June 28, 1990. 

Progress reports of all active proposals will again be reviewed at our next 
meeting to be held in the spring of 1991. 

bh 
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Oak Ridge Associated Universities 
Medical Sciences Division (Rcvkion 19 Aug 91) 

'ONSENT for CHELATION THERAPY using Ca-DTPA and/or Zn-DTPA, 
An FDA Investigational Drug 

INSTITUTION: DA'IWTIME: 

I have been involved in an incident in which I may have been exposed to radioactive material and may have been internally 
contaminated. My participation in DTPA chelation therapy is voluntary and I may stop at any time. 

I, (Patient) authorize Dr. (Physician) and his staff to administer 
chelation therapy utilizing the drug@) Calcium trisodium diethylenetriarnenepentaacetate (Ca-DTPA) andfor Zinc trisodium 
diethylenetriamenepentaacetate (Zn-DTPA) in an attempt to (1) determine if a medically significant amount of radionuclide 
is in my body and (2) to enhance the removal of these radionuclides if a medically significant amount is found. I know that 
DTPA is recommended as the preferred drug for radionuclide removal by national and international radiation protection 
councils. 

I am aware that there is no other approved treatment for removing transuranic radionuclides from my body. My alternatives 
are, therefore, (1) DTPA treatment or (2) no treatment. 

I understand that chelation therapy in general has become a part of widely accepted medical practice in removing heavy metal 
contamination firom humans. I am aware that DTPA has been used medically since 1958 but is not available for general use 
as a chelator, although it is available for general use for other medical purposes. DTPA remains on investigational drug status 
to help ensure accurate reporting of possible contamination accidents and to record any side effects. 

Dr. (Physician) and his staff have described the potential risks and benefits of chelation therapy 
'th DTPA and have described what the drug does which is, in my own words, to: 

I understand that if a large amount of contamination is found, treatment may require repeated doses of this drug several times 
a week for up to several months. The human experience with Ca-DTPA is limited; however, there are no known significant 
r i s k s  from a single dose of Ca-DTPA or Zn-DTPA. I have been told that there have been no known immediate risks in taking 
Zn-DTPA with daily doses of up to 2 grams. 

I have been told that long term therapy with Ca-DTPA may deplete the body of zinc and some zinc-dependent enzymes. 
Therefore, its use is avoided in the case of pregnancy, certain kidney disease, and if full growth is not completed. I will 
advise you if any of the above conditions exist. The drug may be injected, and injection of any drug can cause potential 
complications of bleeding and infection. Questions regarding current DTPA research or complications regarding its use may 
be directed to the Radiation Emergency Assistance CenterlTraining Site (REACITS) through the operator at Methodist Medical 
Center, Oak Ridge, TN (615)-481-1000. 

I give permission for general information relating to my case to be used in professional medical literature, in the interest of 
increasing medical JcnowIedge. I understand that confidentiality of my identity will be maintained, and I shall not be identified 
in any way. I know that FDA has the right to review my medical records pertaining to DTPA treatment. 

I am aware that further follow-up visits with my physician will be necessary. 

Patient: DateKime: 

Relative acting 
e qatient: Physician: 

Relationship: Witness: 
(This form htu been approved for usc by physicians by the ORAUlORNL Committee on Human Studies, Oak Ridge, Tennessee) 



Oak Ridge 
Associated 
Universities 

Post Office Box 1 17 
Oak Ridge, Tennessee 37831 -01 17 

ORAU/ORNL COMMITTEE ON HUMAN STUDIES 

TO: Dr. Fun Fong 

FROM: 

RE: 

DATE: September 7, 1991 

Dr. Karl HubnerKhairrnan, Committee on Human Studies 

COMMITTEE ACTION ON ACTIVE PROPOSALS 

Medical 
Sciences 
Division 

Your project number "The DTPA Registry Follow-Up Program was reviewed and approved at our last 
meeting on June 6, 1991. The committee has no objection to the continuation of this project. 

Progress reports of all active proposals will again be reviewed at our next meeting to be held in the spring 
of 1992. 

bh 
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ORAU/ORNL COMMITTEE ON H U W  STUDIES 

TO: Dr. Fun Fong 

FROM: Marta V. Riveraficretary, Committee on Human S t u d i e s w  

RE: Status Reports on Active Proposals 

DATE: May 12, 1992 

The guidelines for the ORAU/ORNL Committee on Human Studies require that all principal 
investigators of ongoing proposals present a progress report to the Committee on the status of 
their proposals each year. Each proposal must be reviewed by the Committee yearly for research 
projects to continue. Please answer the questions below and add any other information you feel 
pertinent and return by May 26. (If additional space is needed, please use the back of this form 
or attach extra sheets.) 

Title of Project: The DTF'A Registry Follow-Up Program 

Proposal No. 61 DATE APPROVED: 1980 

\L 
Signature of PrincipjI Investigator Date Signed 

1. Report progress made in the past year. 

-$L' I k  t 7 C d  lad 

2. Report any complications. 



Proposal 61 

1. 

2. 

3. 

4. 

5 .  

Report progress made in the past year. 

In the period June I ,  I990 - May 31, I991, 53 physicians (ORISE’s Principal 
Investigators plus 47co-investigators in the U.S. and I each in Canada, England, Brazil, 
Japan, and Spain) were authorized on DOE 3 IA?D to administer Ca DTPA and Zn DTPA 
for treatment of real or suspected intern1 contamination with plutonium and designated 
transuranic elements, In this period, co-investigator physicians at five facilities treated 
a total of 9patients with DTPA because of plutonium and/or americium contamination. 
Of these, 7patients each received a single (1) gram dose of Ca DTPA alone because of 
real or suspected Pu or Am contamination incurred during this period. One patient 
received one 1-gram dose of Ca DTPA and five I-gram doses Zn DTPA. One patient 
received 6 I-gram doses of Zn DTPA for continued chelation of americium that was 
inhaled accidentally in 1986 as previously reported. Administration in these cases war 
by IV direct push (Zn DTPA) and IV injkion or inhalation (Ca DTPA). 

Report any complications 

One patient was reported as experiencing a burning sensation at the vena puncture site 
after the administration of the fifth dose of Zn DTPA. 

Are there any planned changes? 

None 

Do you wish the project to be continued? 

Yes. Follow-up on the usage of Ca DTPA and Zn DTPA must continue to establish a 
patient safety proJle event if DTPA is no longer declared an investigational new drug. 

Com men ts. 



Oak Ridge 
Associated Post Office Box 11 7 
Universities Oak Ridge, Tennessee 37831 -01 17 

To: 

From: Dr. Karl Rubner, Chairman 

Dr. Fun H. Fong/Robert C. Ricks 
'$. i s - 5  k.>k, 

Committee on Human Studies 

Date: August 5, 1992 

R E  

Your project number 61 "The DTPA Registry Follow-Up Program" was reviewed and approved for 
continuation at our last meeting on July 31, 1992. 

Progress reports of all active proposals will again be reviewed at our next meeting to  be held in the 
fall of 1992. 

Committee Action on Active Proposals 

/mvr 



Associated Post Office Box 117 
Universities Oak Ridge, Tennessee 37831 -01 17 

To: 

From: 
Committee on HLman Studies 

Date: June 29, 1993 

Re: 

Your project number 61 "The DTPA Registry Follow-Up Program" was reviewed and approved for 
continuation at our last meeting on June 25, 1993. 

Committee Action on Active Proposals 

Progress reports of all active proposals will again be reviewed at our next meeting to be held in the 
fall of 1993. 

Imvr 



ORAU/ORNL COMMITTEE ON HUMAN STUDIES 

TO : Dr. Fun H. Fong/ Dr. Robert C. Ricks 

From : Marta Rivera, Secretary Committee on Human Studies 

RE : 

Date : April 28, 1993 

Status Report on Active Proposals 

The guidelines for the ORAU/ORNL Committee on Human Studies require that all 
principal investigators of ongoing proposal present a progress report to the 
Committee on the status of the proposals each year. 
reviewed by the Committee yearly for research projects to continue. 
answer the questions and add other information you feel pertinent and return 
by May 14. (If additional space is needed, please use the back of this form 
or attach extra sheets). 

Title o f  Project: "The DTPA Registry Follow-Up Program" Propo2;&..d 
Each proposal must be 

Please 

S igna ture o-Principa Investigator J /  Date Signed 

-Principal Investigator 

1. Report progress made in the past year. 

Please see pages attached. 

Date Signed 
G.7!7kl 

2. Report: any complications. 

Please see pages attached 



Proposal 61: The DTPA Registry Follow-Up Program 

1. 

2. 

3. 

4. 

5.  

' Report progress made in the past year. 

In the period June 1, 1991 - May 31, 1992, 52 physicians (ORISE's Principal 
Investigators plus 47co-investigators in the US. and I each in Canada, England, Brazil, 

' Japan, and Spain) were authorized on DOE'S Im to administer Ca DTPA and Zn DTPA 
for treatment of real or suspected internal contamination with plutonium and designated 
transuranic elements. In this period, co-investigator physicians at three facilities treated 
a total of I O  patients with DTPA due to plutonium and/or americium contarnination. 
Of these, four patients received a singIe ( I )  gram Ca-DTPA dose intravenously alone 
due to real or suspected Pu or Am contamination incurred during this period. Four 
patients received a single ( I )  gram Ca-DTPA aerosol dose. One patient received a single 
( I )  gram Ca-DTPA intravenous dose, followed by a single (1) gram Zn-DTPA aerosol 
dose. One patient received a single ( I )  gram Ca-DTPA aerosol dose, followed by three 
single ( I )  gram Ca-DTPA topical doses, andfive single ( I )  gram Zn-DTPA aerosol doses 
for plutonium exposure. 

Report any complications. 

No adverse effects were reported with these administrations. 

Are there any planned changes? 

No. 

Do you wish the project to be continued? 

Yes. Follow-up monitoring on the usage of Ca-DTPA and Zn-DTPA must continue in 
order to continue development of a patient sajieq pro$le even if DTPA were no longer 
declared an investigational new drug. 

Comments. 
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ORAU/ORNL COMMITTEE ON HUMAN STUDIES 

TO: Dr. Robert C. Ricks 

FROM Marta V. Rivera/Secretary, Committee on  Human Studies 

R E  

DATE July 11, 1994 

Status Reports on Active Projects 

T h e  guidelines for the ORAU/ORNL Committee on  Human Studies require that all principal 
investigators of ongoing proposals present a progress report to  the Committee on the status of  
their proposals each year. Each proposal must be reviewed by the Committee yearly for research 
projects t o  continue. Please answer the questions below and add any other  information you feel 
pertinent and return by July 20. (If additional space is needed, please use the back of this form 
or attach extra sheets. Please include your name, project number, and date on additional sheets) 

Title of  Project: DTPA Registry Follow-up Program 

Project No. ORAU-61 First approvcd: October 30, 1980 
A Most reccnt re-approval for continuation: June  25, 1993. 

1. Report  progress made in the past ycar. 

In thc pcriod Junc 1, 1992 - May 31, 1993. co-investigator physicians at four facilitics 
trcatcd a total of four patients with DTPA bccausc of plutonium and/or curium 
contamination. Of these four patients, cach reccivcd a singlc (1 gram) dose of Ca DTPA, 
threc by dircct push and one by IV. One of the individuals also rcccived a singlc (1 gram) 
dose of Z n  DTPA by IV. 



Page -2- July 11, 1994 

2. Report any complications. 
Some GI distress reported in one patient possibly not related to administration of DTPA. 

3. Are there any changes planned? 
NA 

4. Do you wish his project to continue? 

Yes. 

5. Comments. 

None 



ORAU/ORNL COMMI'ITEE ON HUMAN STUDIES 

TO: Dr. Robert C. Ricks 

FROM: Dr. William Committee on Human Studies 

RE: COMMITTEE ACTION ON ACTIVE PROJECTS 

DATE: August 31, 1994 

Your proposal number ORAU-61 "DTPA Registry Follow-Up Program" was reviewed 
and approved for continuation at our meeting on July 28, 1994. 

This review included an assessment of all existing consent forms used by the investigators. 
Changes, revisions or modifications to the consent form in use should be submitted to the 
Committee for review prior to the annual spring meeting. Such forms should be dated 
and printed on letterhead to show organization/affiliation. 

Progress reports of all active projects will again be reviewed at our next meeting to be 
held in the spring of 1995. 

/mvr 



Oflice of Heatth and Environmental Research U.S. Department ol Energy 

.~ - 
1. Project Title . .  

’ 

The DTPA Registry Follow-up Program 

2. Principal Investigator Telephone Number 

J .  Glenn Davis,  M.D., M.P.H. ( 6 1 5 )  576-3090 

Oak Ridge  I n s t i t u t e  f o r  Science  and Educat ion,  Medical Sc iences  D i v i s i o n ,  

P.O. Box 117, Oak Ridge, TN 37831-0117 

Mailing Address - Include full namc of performing institution. 

4. Project NumbeiS 3. Institutional Assurance Number (if issued)’  

MPA 1394 ORAU 6 1  - 
5. bnnualFundin9:  S u b p r o j e c t  o f  ORAU 47 and ORAU 52 a Actual Funding 

S y 
Give actual funding or c k c k  the amouni closest to rhc cstirnaied total for the curreni 
Federal fiscal year. usherher requested or obtained. Include bo!h direct m d  indireci COSIS. t a l  f o r  
a SI 0,000 crs100,000 ~ s s o o , o o o  c/ Sl,GOO,OOO CI s5,oooQBi’ -????kd ORAU 

.Policy: Rcsearch activitics that involve human subjects and that are fundcd by the U.S. Dcpcirtrncnt of Energy 

accord with’l0 CFR Pat’745.r Failure to comply with Lh&t regulations may prevent DOE from authorizing or 
-funding an activity. or may lcad thc Dcpartmcnt 

Directions: Institutions must M 

for each mearch  activity ex!, year. Forms must bc sent to the appropriate DOE Field Ofice,  which will 
fonvard them to DOE Hcadqumers (Protection of Human Subjects. Mail Station ER-70. Office of Health and 
Environmcncal Research, U.S. Dcp,utment of Energy, Wxhington. DC 205SS). 

’ (DOE), conductcd in DOE facilities, or conduclcd by DOE PCrSOMCI must be approved or cxcmptd from review in  

n the format indicatd. 

5 2 )  

1 



7. The Project has been reviewed and approved by the Institutional Review Board 
(IRB) as required under 10 CFR Part 745. 

A. Type of Review 
0 Full Board 

For a list of research not requiring IRB review, see Attachment. 

0 Expedited 
For an explanation of projects that qualify for expedited reviews, see Attachment. 

B. Type of Approval 

C. IRB Approval Date 

0 New a Annual Renewal 0 Other 

1980. Reviewed and approved for continuation: most recently June 25, 1993. 

8. This Project involves the following collaborating institutions (list a maximum of 
two): 

None 

9. Vulnerable Populations 

W This project dDes not involve vulnerable populations. 

0 This project involves the following vulnerable populations: 

0 Minors 0 Mentally Disabled 0 Prisoners 
0 Fetuses, Pregnant Women, In Vitro Fertilization 0 Economically or Educationally Disadvantaged 

10. Type of Research 
Check all categories that apply. 

0 Epidemiology (using personally identifiable data)-- 
0 Using data collected directly from human subjects. 
0 Using existing data. 

0 Diagnostic studies using radiation or chemical agents in tracer amounts. 

E3 Therapeutic studies using W.%ticaprK chemical agents. 

0 Studies of exposure, effects, health, or monitoring using human urine, blood, other body 
fluids, cells, or tissues-- 

0 Specimens collected directly from human subjects for this project. 
0 Specimens obtained from secondary sources (e.g., hospitals, laboratories). 

0 Instrument development and testing using human subjects. 

R Surveys that collect personally identifiable data. 

0 Environmental studies using human subjects to evaluate weatherization options, habitat 
alteration, or similar. 

0 Other. Please identify ___ 

i I 4 -1 2 -1 



11. Abstract 

Provide a brief abstract that includes the following information: 

A. Summarize the objectives and methodology of this research project. (Explain clearly why 
it belongs in the categories checked in Item 10). 

Objectives: To compile data for persons treated with Ca and Zn-DTPA as a basis 
for (1) annual reporting of DTPA usage to FDA under INDAs #4041 and 14603, 
and (2) follow-up of treated persons. 

Methodology: Co-investigators on the INDA report their use of DTPA to ORlSE 
annually; this includes treatment data for individuals treated. The data are 
entered into a need-!o-know only, password secured computerized data base 
that is maintained for DOE by ORlSE as DOE System of Records, N 0 7 3 .  

B. Specify the number of human subjects involved each year. 

Varies, generally a total of about 10 among co-investigator physicians at 250 
facilities. 

C. Describe the ini31vement of human subjects and the risks, if any, to which they are 
exposed. 

Consent to be treated with DTPA includes consent to compile the patient’s data 
and include them in the Registry, and their use for Registry purposes. 

A s  a DOE System of Records, Registry data are protected by the Privacy Act 
(1 974) and subject to the Freedom of Information Act thus registrant’s privacy 
and data confidentiality are protected to the extent possible under law. There are 
no physical risks to health. 

D. List the chemical or radioactive materials, if any, that are used in the study, and identify 
the route of exposure. 

See reverse for approval signatures 
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DOE Reviewers 
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Accepted 

Returned to Originator 
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ORAU/ORNL COMMITTEE ON HUMAN STUDIES 

TO: Dr. Robert C. Ricks 

FROM: 

HE: 

DATE: July 11, 1994 

Marta V. Rivera/Secrelary, Committce on  Human Studies 

Status Reports on  Activc Projects 

T h e  guidelines for the  ORAU/ORNL Committee on Human Studies require that all principal 
investigators o l  ongoing proposals present a progress report to  the Committee o n  the status of 
their proposals each year. Each proposal must be reviewed by the Committee yearly €or research 
projects t o  continue. Please answer the questions below and add any other  information you feel 
pertinent and return by July 20. (If additional space is needed, please use the back of this form 
or attach extra sheets. Please include your name, project number, and date o n  additional sheets) 

Title of Project: DTPA Registry Follow-Up Program 

Project No. ORAU-61 First approved: October 30, 1980 

A Most recent re-approval for continuation: June  25, 1993. 

Signature of Phncipal Invcstigator 

1. Report  progress made in the  past ycar. 

In thc pcriod Junc 1, 1992 - May 31, 1993, co-invcstigator physicians at four facilities 
trcatcd a total o f  four patients with DTPA because of plutonium and/or curium 
contamination. Of these f o u r  patients, cach received a single (1 gram) dose of Ca DTPA; 
threc by dircct push and onc  by IV. One of the individuals also rcccivcd a singlc (1 gram) 
dose of Z n  D T P A  by IV. 



Page -2- July 11, 1994 

2. Report any complications. 
Some GI distress reported in one patient possibly not related to administration of DTPA. 

3. Are there any changes planned? 
N A  

4. Do you wish his project to continue? 

Yes. 

5. Comments. 

None 



ORAUlORNL COMMITTEE ON HUMAN STUDIES 

TO: Dr. Robert C. Ricks 

FROM: 

RE: 

DATE: August 31, 1994 

Dr. William Ca v houn/Chairman, Committee on Human Studies 

COMMITTEE ACTION ON ACTIVE PROJECTS 

Your proposal number ORAU-61 "DTPA Registry Follow-Up Program" was reviewed 
and approved for continuation at our meeting on July 28, 1994. 

This review included an assessment of all existing consent forms used by the investigators. 
Changes, revisions or modifications to the consent form in use should be submitted to the 
Committee for review prior to the annual spring meeting. Such forms should be  dated 
and printed on letterhead to show organization/affiliation. 

Progress reports of all active projects will again be reviewed at our next meeting to be 
held in the spring of 1995. 

/mvr 


