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DOE BEGINS TO IMPLEMENT 
LPIDEMIOLOGY PANEL RECOXMENDATIONS 

Secretary of, Energy James 0. Watkins today received the 

final report from h i 8  independent advisory panel on 

epidemiological activities a t  the  Department of Energy (DOE) and 

has i s s u e d  s i x  directives to begin to implement the  panel's 

7 0 7 5 2 0  

recommendations. 

"f  w a n t  to congratulate the  panel and its chair, Kristine 

Gebbie, on the results of their intensive effort over the last 

Si% months," s a i d  Admiral Wstkins. 

Of this panel. 9 They have provided a Zorthright, hardhitting 

report. 

a strong descriptive epidemiologlt program a t  t h e  department, and 

that i t s  funetlbns should be consolidated within DOE into an 

occupational health program." 

"1 am pleased with the work 
. <  

I share completely t h e i r  sentiments that there should be 

r 

The establishment of an occupational, health propram 0 

- 
represents a major achievement toward my overall  goal o f  

8trengthening t h i  function of internal oversight in health 

protection," said Watkins. 

single, definitive entity that is responsible fo r  ensuring that 

line management is protecting the health of our employees and 

"There will ba, for  the first time, a 

residents of nearby communities." 

( MORE ) 
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"The panel's open deliberations and interim and draf t  f l n a l  
reports have permitted us to prepare timely action in 
anticipation of 1tOd8y'a final report,' said Watkin3. " I t  i s  
claar that certain recommendations can be implemented 
immediately. Accordingly, 1 have signed out today six 
Secretarial directives to the Assistant Secretary for 
Environment, Safety  and Health." 

1, .. I 
Tho directives implement the following: 

o creation of an office at the Deputy A s s i s t a n t  Secretary 
level which has functional responsibility for occupational 
health and epidamiology. This office will report to the 
Assistant Secretary f o r  Environment, Safety and Health. 
This directive also c a l l s  for the Assistant Secretary to 
develop an implementation plan to provide f o r  t h e  initial 
consolidation of occupational health and epidemiologic 
sctivitlas. 

'.I ! 

o development of a f u l l y  functional internal DOE epidemiology 
program that  i n c l u d e s  appropriate surveillance fo r  the 
occurrence of occupational diseases and disabilities in 
worker populations. The program will be located in the new 
Office of Occupational Heelth. 

o establishment of an advisory committeo to the Assistant 
Secretary for Environment, Safety and Health t o  monitor DOE 
occupational h e a l t h  and epidemiology programs as well as 
other issues before this office. 

o establishment of protocols  and policies that ensure ready 
dccoss to DOE epidemiologic data by researchers while 
balancing the need for protecting individual privacy. 

o examination, in detail, of each of the panel's mors than SO 
recommendations w i t h  an overall implementation strategy 
developed by June 30 and appropriate flnal actions taken by 
August 1. '. 

The s i x t h  directive c a l l s  f o r  the development of a 
t . '  

Memorandum o f  Understanding between DOE and the Department o f  
Health and H u m a n  Servicea to establ ish an effective and credible 
external  analytical epidemiology research program managed by HHS 
to support DOE's'needs. Informal d i s c u s s i o n s  with the Secretary 
of Health and Human Services indicate h i s  willingness to provide 
this support.  c 

( MORE ) 
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In describing thi8 last initiative, Admiral Watkine said, "I 
sgree w i t h  the  panel'a recommendation that the ImnagWant O f  the 
department's long-term epidemiologic research bo shi f ted  to the 
Department of Health and Human Servicrs. Although th in  type of 
research is interesting and 8erve8 a valuable purpose, it does 
not assist me in the day-to-day management of the  department. 
Research of t h i s  nature is better suited f o r  an agency that 
regulary Q Q ~ ~ ~ s s ~ s  ouch issues. 
the credibility of the long-term research." 

anticipates that c u r r e n t  epidemiologic laboratory research 
contracts w i l l  be continued, -au recommended by the panel. 

department toward f u l l  accountability in the sress o f  
environment, safety and heal th ,  Admiral Watkins ennounced the 
formation of an independent panel of experts to advise him on the 
restructuring o f  DOE'$ ep idemio log ic  research activities. The 
Secretarial Panel for t h e  Evaluation of Epidemiologic Research 
Activities f o r  the Department of Energy (SPEERA), chaired by 
Kristine Cebbie,  Secretary of Health for the state of Washington, 
1s made up of nine highly respected publ ic  health professionals. 
Through site visits, public meetings, invited testimony and 
rsvlew of documents, the panel reviewed DOE'S epidemiologic 
activities and prepared its report. 

obtained by calJing (202)  586-5S75 or by writing to the: 
Department of Energy, Public  Inquiries  Branch, PA-5, Washington, 
D.C. 20585.  

Suck a =>fit will alco onbnco 

In order that  valuable research not be  interrupted, DOL 

In June 2 9 6 9 ,  as part of a Ten-Point Xnitiative to move the 

' 1  
Copies of t h e  DOE directives end the SPEERh report can be 

t 
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MEMORANDUM FOR ACTING' ASSISTANT SECRETARY FOR 

ENVIRONMENT, SAFETY AND HEALTH 

DIRECTOR, O F F I C E  OF AOMINISTRATION 
AND HUMAN RESOURCE MANAGEMENT 

I 

SUBJECT: ESTABL I5HMENT OF A CONSOLIDATED OFFICE RESPONSIBLE FOR 
OCCUPATIONAL H E A L T H  AND EPIDEMIOLOGIC A C T I V I T I E S  AT THE 
DEPARTMENT OF ENERGY 

I 
On March 27, 1990, the Secretarial Panel for the Evaluation o f  Epidemiologic 
Research Activltles (SPEERA) of the Department o f  Energy (DOE) presented to me 
its independent evaluatlon of the appropriateness, effectiveness, and overall 
quality o f  DOE epidcmlologlc and related occupational health activfties. fn 
responsa to the  Panel's specific recommendatlons on the need for a f u l l y  
c o n s o l  Idated organlration within DOE for epidemiologic and occupational health 
activities, I hereby e s t a b l i s h  an Office o f  Health at the Deputy Assistant 
Secretary (DAS) l eve l ,  which reports t o  the Assistant Secretary for 
Envlronment, Safety and Health ( A S E H ) .  
take the fo l lowing  actions: 

In additlon, 1 hereby direct that you 

1. Immediately consol idate e x i s t i n g  epidemiology s t a f f  and resources wtthfn 
DOE Into t h i s  new o f f l c e .  

2. By May 1, 1990,'present to me a coordlnated frnplemcntation plan which 
shall : 

a. Propose a mlsslon and function statement detaillng the 
responsibil Itles o f  the DAS office. 

b. Propose a comprehensive staffing plan and resource requirements' t o  
support the DAS at the level needed to effectively perfon the 
function as described In the mission and function statements, together 
w i t h  corresponding changes in other organizational unl ts under the 
ASEH. . l  

c. Develop and provlde a detailed FY 1932 budget request t o  support the 
DAS and Ident i fy  existing funds I n  FY 1990 and FY 1991 t h a t  may be 
reprogrammed to support program Implementation and, I f  necessary, 
recommendations fo r  supplemental fundtng in FY 1991 

In responding to th is  dlrective, the ASEH shall enlfst any necessary expert  
ass1  stants I n  occupatlonai health and epidemiology administratlon to ensure 
the offlce i s  fully'functional and contalns requisite scientific talent. 

IO2 1 b b 9  Admiral , U. S. Navy (Retired) Y 
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The Secretary of Energy 
Washington, DC 20585 

I ,  I March 27, 7990 

I .  , 

MEMORANDUM FOR ACTING ASSISTANT SECRETARY FOR 
ENVIRONMENT , SAFETY AND HEALTH 

SUBJECT : DESCRIPTIVE (INTERNAL DOE) EPIDEMIOLOGIC FUNCTIONS fO 8f 
PERFORMED B Y  THE OEPARTMENT OF ENERGY 

On March 27, 1990, the Secretarial Panel for the Evaluation O f  Epidemiologic 
Research Actlvitles (SPEERA) o f  the Department o f  Energy (DOE) presented to me 
1 ts Independent evaluation of the appropriateness, effectiveness, and Overall 
quality of DOE epidemiologic and related occupational health activltfes. In 
response to the Panel’s spectflc recommendations to ensure that the 
descrlptlve eptdemlologic acttvfties managed by the Office o f  Health In DOE 
are responsive to, and can effectively meet, the health and safety  needs of 
OOE and contractor workers, I hereby dlrect that you take the following 
act ions:  

1. Develop an implementation plan which ensures the inc lus ion  o f  approprlate 
surveil lance for the occurrence of occupational diseases and disabil itier 
in worker populations and to address v a l l d  local concerns over Impacts 
f r om DOE activities. The ASEH shall: 

a .  Establish a comprehensive occupational health surveflfance program t o  
ensure the ongoing collection, maintenance, and interpretation o f  
epfdemiologlc informatlon on the workers at the Department‘s 
facilitfes. 

b .  Provlde f o r  the conduct o f  (DOE-managed) epldemiologic studles at DOE 
facilities, nearby communities, and other  populations as needed. This 
may Include the development of pollcics and procedures for funding 
studies by organfzatlons outside o f  DOE. 

Communicate results o f  epldemiologic studies to OOE management, t h e  
pub1 IC, workers and worker uni on3 , and operat 1 ng contractors and the1 r 
management. 

Standardize methods for collecting epidemfologte data on DOE workers. 

c. 

d.  

e. Continue development of  t he  Comprehensive Epidemiologic Data Resource 
(CEDR) with  guidance from the National Academy o f  Sciences Committee 
on DOE Ep 1 demi 01 o g l  cal Research Programs. 

Establlsh a system for conducting epidemiologic studies managed by the 
Office o f  Health. 

Provtde for peer revlew of epidemiologic studies managed by the Office 
o f  Health. 

f .  

g. 
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h .  Ensure that ongoing retrospective mortality studies o f  DOE contractor 
workers contlnue t o  be supported pendlng the lmplemcntatfon o f  the 
Memorandum o f  Understanding w i t h  the Department o f  Health and Human 
Services . 

2 .  Deliver the proposed Implementation plan  f o r  these functions to me by 
June 30, 1990. 
status o f  these initiatives. 

Thcrcafter, provide me w i t h  quarterly reports on the 

f d k & f l  Admiral, U.S. Navy (Rctired) 

', . 



The Secretary of Energy 
Washington, DC 20585 

M a r c h  27, 1990 

MEMORANDUM FOR ASSISTANT SECRETARY FOR 
ENVIRONMENT, SAFETY AND HEALTH 

SUBJECT : ESTABLISHMENT OF COMMITTEES TO PROVSDE OVERSIGHT 
OF THE DOE EPIDEMIOLOGY PROGRAM 

On March 2 7 ,  1990, the Secretarial Panel fo r  the Evaluatjon o f  fpldemtolog~c 
Research Activities of the  Department o f  Energy (DOE) presented t o  me I t s  
independent evaluatlon o f  the  appropriateness, effectivenoss and overall 
q u a l i t y  of DOE ep4demlologlc and related occupational health activities.  In 
response to the Panel's recommendation for independent oversight of the DOE 
epidemiology program, I hereby dtrect t h a t  you take the following actlons: 

1. Provide me a recommendation on the establishment and composition of  an 
Independent group to adv ise  the Office o f  Envtronment, Safety and Health 
concerning Its mission. The charter o f  this group shall requfre that ft 
pertodlcally apprlse the Secretary of Energy Advlsory Board (SUB) o f  i t s  
delfberatfons. . i 

2 , Provlde me a recbmendation, i n  consultation wfth the cognlzant Program 
Secretartal Offtces and Field Managers, on an approach f o r  ensuring 
apprapri ate local partl clpation In cpldemlologic studles. 
Provlde a status r e p o r t  on the above acttons by June 1, 1990. 

I 

3 .  

1 

I James D. Uatklns 
Admiral, U.S. Navy (Retired) 

! .  

. I  

'! 

f 021b12 



I t  

I !  

The Secretary of Energy 
Washington, DC 20585 J, I 

MEMORANOUM FOR ASS I'STANT SECRETARY FOR 
ENV I RONME NT , SAFETY AN0 HEALTH 

S U8 J E CT : IMPROVED C O M U N I  CATION OF EP IOEMIOLOGIC INFORMATION WITHIN 
THE DEPARTMENT OF ENERGY COMPLEX AND BETWEEN THE DEPARTMENT 
AND THE PUBLIC 

On March 27, 1990, the Secretarial Panel for  t h e  Evaluation of  Epldemiologic 
Research Act lvl t ies  (SPEERA) o f  the Department of Energy (DOE) presented t o  me 
i t s  independent evaluation o f  the appropriateness, effectiveness, and overall  
qual1 ty  o f  DOE epidemtolagic and related occupatfonal hea l th  ac t iv i t les .  The 
Panel  emphasized that Improved methods for sharing DOE epidemiologic 
tnformation would enhance the credibi l l ty  of the  DO€ epidemiologtc program. 
Accordingly, I hereby dtrect t h a t  you take the following actions: 

1. I n  consul t a t l o n  w i t h  t h e  Epidemiologic Research Coordinating Committee 
(ERCC) : 

a.  Develop, n l t h  the gu idance  o f  the National Academy o f  Sclences 
Comi t t e e  on DOE Radi atlon Epidemiological Research Programs, a 
protocol governing the release o f  worker h e a l t h  and epidemiotoglc data 
t o  researchers and t h e  general public. 
balance the need for access to t h l s  data by the public w i t h  the need 
for protecting i n d i v l d u a l  privacy. 

b. Oversee the  developmcnt o f  a mechanism for  communicating epideniologfc 
results throughout  a l l  DOE elements. lhls information would be used 
by management and workers t o  evaluate exlsting operatfng procedures 
and pol ic ies  t o  improve  worker and pub l i c  h e a l t h  and safety. 

This  pro toco l  must properly 

c. 

2. Conduct  negotiations on specific agreements with Individual States 
concerning the release o f  death ce r t i f i ca t e  Information t o  DOE, i t s  
contractors, and. other t h i r d  parties. 
negotiations within 90 days a f te r  the Issuance o f  t h i s  Dfrective. 

Report  t o  me on the s t a t u s  o f  the above actions within 90 days of the 
issuance o f  t h i s  Directive. - 

Report t o  me on t h e  status o f  these 



L. The Secretary of Energy 
I 

Washington, DC 20585 

March 27, 1990 

, 

MEMORANDUM FOR ASSISTANT SECRETARY FOR 
ENVIRONMENT , SAFETY AN0 HEALTH 

SUBJECT: ACTIONS TO ADDRESS EACH RECOMMENDATION OF THE SECRETARIAL PANEL 
FOR THE EVALUATION OF EPIDEMIOLOGIC RESEARCH ACTIVITIES REPORT 

On March 27, 1990, the Secretarlal Panel for the Evaluation of  Epidemlologic 
Research Acttvities (SPEERA) o f  the Department o f ,  Energy (DOE) presented to me 
1 t s  independent evaluation o f  the appropriateness, effectiveness, and overall 
qual4  t y  o f  OOE epidemiologic and re1 ated occupational health a c t l v i t i e s .  Tho 
SPEERA Report represents over 6 months o f  effort by recognized experts in 
t he i r  f j e l d  and contains over 50 speclflc recommendations to improve the DOE 
occupat~onal health and epidemiology program. 
carefully evaluate and conslder a l l  recommendations o f  the SPEERA 8epwt .  I 
hereby direct that you take the following actlono: 

I believe that DOE must 

1. By June 30, 1990, present to me an analysls p a p e r  and alternatfves which 
examine, i n  detall, each o f  the  recommendations o f  the SPEERA Report. 

2. Ensure that any recommendations for future actlon as a result o f  the 
analysls have been fully caordlnated w l  t h  the Epldemiologic Research 
Coordfnattng Commfttee (ERCt). 
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The Secretary of Energy 
Washlngton, DC 20585 

March 27, 1990 
, i  

I '  
1 ,  

MEMORANDUM FOR ASS1 STANT SECRETARY FOR DEFENSE PROGRAMS 

GENERAL COUNSEL 

ASSISTANT SECRETARY FOR NUCLEAR ENERGY 
L 

DIRECTOR OFFICE OF ENVIRONMENTAL RESTORATION AND WASTE 
MANAGEMENT 

ASSISTANT SECRETARY FOR ENVIRONMENT, SAFETY AND HEALTH 

A C T I N G  DIRECTOR, OFFICE OF ENERGY RESEARCH 
t r  

SUI3 J ECT : ESTABtISHME?IT OF E?IDEMIOLOGIC RESEARCH FUNCTIONS 70 BE 
MANAGED EXTERNAL TO THE DEPARTMENT O F  ENERGY 

On March 27, 1990, the Secretarlal Panel f o r  the Evaluat ion  of  Epidemiologic 
Research A c t i v i t f e s  (SPEERA) o f  the Department o f  Energy (DOE) presented t o  me 
f ts Independent e v a l u a t l o n  of the appropriateness, effectiveness, and overall 
quality o f  DOE eplderxiologlc and related occupational health a c t l v f t i e s .  In 
response to the Panel's recommendatlons relative to the need t o  implement an 
epidemiologlc  research, functlon which i s  managed external to DOE, I hereby 
d i r e c t  there be established, effectlve immediately, a Steerlng Committee, 
termed the Epfdemiologtc Research Coordinatlng Camm4 t t o e  (ERCC), under the 
Chalrmanship o f  the Asststant Secretary for Envlronment, Safety and Health 
(ASEH) 
The Initial missions o f  the ERCC are to: 

Addressoes are hereby appointed as members to the Steerjng Comml ttee. 

1. D i r e c t  negotiations w i t h  the Department o f  Health and Human Services (HHS) 
leading t o  a Memorandum o f  Understandln (MOU) for the management o f  an 

DOE. 

2. Identlfy exlsting DOE-sponsored epldemlologfc  research studies t o  be 
manaaed by an organfzation outside o f  DOE and ldent f fy  e x l s t l n g  funding 
' levels I n  FY 1990 and M 1991 t o  contlnue support of these studies. 

3. Identlfy programmatic and operatlonal needs for epldemiotogic a c t i v t t i e s  
t o  be directed by the new Office o f  Health. 

4. Oversee a l l  ongolng DOE analytlcal epidemiologlc research includfng DOE- 
funded HHS-managed a c t i v i t i e s  and other outside Independent research 
e f f o r t s .  

external program o f  analyt ica l  epidemlo ? ogle research a c t l v l  t t e s  funded by 

1 0 2  1 b 1 5  
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In addltlon, I further direct that the ASEH take the following actlons: 

1 .  Provide t o  me b i  iprll 15, 1990, a Charter t o  formally establish the ERCC. 
2. Immedlately undertake, in coordlnatlon with the ERCC,  negot ia t ions  for a 

MOU betwocn DOE and HHS. Provide to me by April 30, 1990, a sta tus  report 
concerning the establ ishment  o f  the MOU. 

3 .  Propose, as part of t h e  F Y  1992 Internal Review Budget, necessary funding 
for external e p i d e m i o l o g i c  research. Include projected permanent funding 
l eve ls  for  the program beyond FY 1992. 

I 



Report to the Secretary 

The Secretarial Panel 
for the 

Evaluation of Epidemiologic Research Activities 
for the U.S. Department of Energy 

- 

March 1990 



. 

Secretarial Panel for the Evaluation of Epidemiologic Research Activities 
- for the Department of Energy 

Panel Members 

Kristine Gebbie, R.N., M.N., Chair 

Molly Joel Coye, M.D., M.P.H. 

Mark Cullen, M.D. 

Clark Heath, Jr., M.D. 

Mark Rothstein, J.D. 

Michael Silverstein, M.D., M.P.H. 

Lee Stauffer, M.P.H. 

Thomas Vernon, M.D. 

Bailus Walker, Jr., Ph.D., M.P.H. 



. 

Secretarial Panel for the Evaluation of Epidemiologic Research Activities 

Panel Staff 

Seven F. Boedighcimcr, Executive Dinctor 

Susan D. Heard, Staff Specialist 

Nona F. Shepard, Technical Writer and Managing Editor 

Richard C. Weston, Health Policy Specialist 

Frances D. Musgrove, Administrative S t m t a r y  

Helen L. Driscoll, Research Assistant 

Robert S. Jackson, M.D., Consultant 



Acknowledgments 

The S C C T C ~  Panel for the Evaluation of Epidaniologic Research was 
charged with providing the Stcntary of Energy with an independent evaluation, 
which is msmitted in this repon The Panel wishes to acknowledge the 
valued assistance and insights gained from many sources. 

The Depamnent's senior staff, particularly in the Offices of the Secretary, 
Management and Adminismaon, Energy Research, Defense Programs, and 
Environment, Safety, and Health provided effective administrative and efficient 
logistical suppon. Members of the Panel and their staff received seclnity 
clearances at levels appropnate for access to evay site and document that they 
quested. All quests from the Panel were honored by the Department of 
Energy. 

Always unfailing in cooperation and diligent in response to inquiries was 
the Department's staff epidemiologist. Dr. Robert Goidsmith welcomed and 
supported the Panel and was always willing to assist, even on a moment's 
nonce dunng the Panel's meetings. 

The Panel was aided immeasurably by the cooperation of the Department's 
epidemiology contracton and investigators, the national laboratories, and the 
Depamnent's o p d o n s  contractors. The Panel benefited from the unique 
perspective of independent epidemiologic investigators, representatives of the 
work force in the Department's production facilities, community groups, and 
public interest organizations. 

Although the Panel was charged with recommending measures that will 
ensure appropriate. effective, and quality epidemiologic activities, the Panel 
would be remiss if it faded to take note of the Depment 's  long-standing 
emphasis on nuclear safety and its attention to collecting data on the exposure of 
workers to radiation and to monitoring the status of their hcaith. It is 
rcmarkabie that the Department and its predecessor agencies have sustained 
useful long-term epidemioiogic studies for over four decades. Mart recently, 
the Depamnent has supported dose reconstruction and other innovative 
epidemiologic studies in response to public concerns about the potential for 
advase h d t h  effects in communities near weapons faaties.  

Chartering an independent, outside panel and charging it to evaluate 
critically and to make unconstrained recommendations testifies to the 
Secretary's commitment to openness, to excellence, and to protecting public 
health. The Panel members thank the Secretary for this oppomnity to work 
with the Department and to propose an approach for strengthening the 
protection of worker and public health 



Table of Contents 

Executive Summary ....................................... 1 

Introduction: Guiding Principles ............................. 5 

Chapter One: Origins of the Program ......................... 7 

7 

9 

Epidemiology in the Office of Energy Research .................. 
Epidemiologic Activities throughout the Department ............... 

Chapter Two: Goals (Charter item a) ........................... 11 

Chapter Three: Organizational Placement of Epidemiologic Research .. 13 

Two Major Concerns: Managmg Health Risks and 
Achieving Gtdibiliry of Epidemiologic Research ................. 13 

An Occupational and Environmental Health and Safety Program 
Chaner item b) ........................................ 13 

Quality Assurance and Peer Review (Charter item e) .............. 

An Epidemiologx Research Program ......................... 20 

17 

The Role for Committees ................................. 19 

Use of Conuact Scientists (Charter item d) .................... 22 

Chapter Four: Data Management (Charter items e. f. g. h. i) .......... 25 

25 Collection and Maintenance (Charter item g) .................... 
Data Access (Charter items e and g) .......................... 26 

Request (Charter item j)  .................................. 27 
The Depamnent's Rcsponse to the Three Mile Island PublicHealth Fund 

A Comprehensive Epidemiologic Data Repository (Charter item i) ..... 28 
Role of the National Academy of Sciences' Committee on Radiation 
and Epidemiologic Research Programs (Charter item k) ............ 29 



Chapter Five: Communicating Epidemiologic Findings ........... 31 

Communication within the Department.. ...................... 31 

Informing Communities and Interest Groups.. .................. 32 
Coordinating with Federal, State, and Local Agencies.. ............ 33 

Chapter Six: Beryllium .................................... 35 

Chapter Seven: Resources .................................. 37 

Appendices: 

Appendix A: Charter of the Panel.. ......................... i 

Appendix B: Panel Meeting Schedule.. ....................... v 
.. Appendix C: Background Information and Reference Mataials ....... .vu 

Appendix D: Biographical lnfonnation.. ..................... xxi 



In this repors the Panel makes recommendations to imprwc the quality of 
the epidemiology program and its value to the D e p m e n t  of Energy, its 
workers, and the communities near its facilities This summary contains the 
Panel's major observaaons and recommcndatiom 

and public exposures to potentially harmful materiais. It uses health records, 
exposm records, environmental monitoring records, and personnel records to 
analyze health effects and to evaluate methods of protection and prevention. 
The Panel has distinguished between two types of epidemiology: descriptive 
epidemiology, which includes health surveillance; and analytic epidemiology, 
which tests hypotheses and often includes long-term research studies. 

Epidemiology provides a scientific evaluation of the health effects of worker 

Ova the years, epidemiologic activities have become scaltend throughout 
the Department Although the main epidemiologic research program is located 
within the Office of Energy Research; nevcnheless, the Offices of Defense 
Programs and Nuclear Energy also conduct epidemiologic research. The Office 
of Environment. Safety, and Health is responsible for the data upon which 
analytic and descriptive epidemiologic research depends. Then is no central 
coordination of epidemiologc data collected by the Depamnent's site operations 
conuactors. 

Epidemiologic acnvities arc inherently part of a comprehensive occupational 
and environmental health program. All the descriptive epidemiologic activities 
now scanend throughout the Deparrment should be consolidated with the 
Depanment's other health and safety activities. 

The Panel recommends that the D e p m e n t  establish a smng, 
comprehensive program by rtsuucturing and expanding the current Office of 
Environment, Safety, and Health. This office should be resrmcnucd as the 
Office of Occupaaonal and Environmental Health and Safety and continue to be 
directed by an Assistant S e c n q .  The office should contain a descriptive 
epldcmiologic research component that includes a health surveillance systcm. 
When tightly linked with occupational and environmental health and safety 
activities, epidemiologic activities wil l  give the Department another powerful 
tool to monitor day-today worker health, to measure the perfoxmance of health 
and safety activities, and to guide poiicy decisions. - 

A rccurnnt theme of witnesses at tvcry meeting was a lack of credibility in 
the Department and its epidemiologic activities. The Panel believes that to 
reston public trust, to a s s u n  the highest scientifc quality, and to assure the 
independence of investigators, the Department needs an independent system for 
managing its analytic epidemiologic research which can transcend changes in 
Dcparuncntal administrations. This can be achieved without statutory changes. 

The Panel recommends that the Department enter quickly into a 
Memorandum of Understanding with the Department of Health and Human 

102tb83 1 



Services to manage the Department's analytic epidemiologic research The 
Depanmcnt of Energy would continue to allocate funds for analytic 
epidemiologic research and the Department of Health and Human Services 
would use its customary procedures for conducting scientif~ research, 
including peer review and open competition for research pmjtcts. This analytic 
research should be managed by one of the Depamntnt of Health and Human 
Services' epidemiologic research agencies. 

The quality of epidemiologic research rests heavily on the qualiy of the data 
used. Many different programs - industrial hygiene, health physics, 
environmental monitoring, and medical can - have kept their records separately 
and in various formats. The Panel recommends that the Department idenafy a 
standard minimum set of data, including health and exposm dam, necessary 
for epidemiologic research. These data should be standardized throughout the 
Department and colltctcd routinely at a l l  facilities. 

Scientific quality and public credibility arc related to the degne of openness 
with which data arc collected, maintained, and analyzed The Panel values the 
benefits that flow from allowing independent scientists to examine and re- 
examine data from different perspectives. Therefore, the Panel recommends 
that the Depamnent take specific steps toward opening its epidemiologic data to 
scienafic invesngaton: for example, requiring documentation about data 
preparation and assumptions: removing personal identifiers from dam sets; and 
establishing new proccdurts for the timely rcleasc of data. 

The Panel recommends that the Department make liberal use of committees 
to foster quality science, to assure independence of research, and to gain 
participation by outside exptns and those who might be affected by the 
research. 

The Depamnmt has an obligation to communicate epidemiologic findings to 
a l l  affected peopie: workers, former workers, and comunitie~. The Panel 
recommends that communications be prompt, direct, and understandable. 
People need to know the name of studies and their results, whether the 
findmgs arc good, bad, or inconclusive. 

Beryllium disease is an occupational health risk and should be addressed by 
the Department's occupational hcaith program and by the analytic epidemiologic 
research program managed by the Department of Health and Human Services. 
The Panel recommends that the Department use a liberal definition of exposu~c 
to idenafy workers throughout its complex who have been exposed to beryllium 
and who ought to be included in research studies. The Panel also recommends 
that the Department establish whether beryllium disease may have occumd at 
facilities other than Rocky Flats. 

The Department of Energy has shown a continuing c o d t m e n t  to funding 
energy-related epidemiology. The recommendations in this report will require 
additional funds for epidemiologic activities. These would be new or n- 
allocated funds above those budgeted for epidemioIogy in the proposed Fiscal 
Year 1991 budget The Panel recommends an additional $4 million for h d t h  
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surveillance and descriptive epidemiology and an additional $1 1 d o n  for 
analytic epidemiology. 

The reader should put this summary in penptctive by, at a minimum., 
reading "Introduction: Guiding Rinciples" to understand the belids that guided 
the PGtL 
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Introduction: Guiding Principles 

The Panel members share many principles which have guided their 
deliberations. The recommendations for improving the Depi~?~~~mt ' s  
epidemiology program rest on a foundation of these g u h g  prin~@ks: 

Epidemiology is the study of the distribution and determinants of 
diseases in human populations. It involves: 1) the gathexing of illness and 
exposurc data; 2) the analysis of those data in order to reach conclusions 
a b u t  exposuns to hannful materials and to makt decisions about.worktr 
and public health: and 3) the communication of conclusions so that 
appropriate prevention, rnoniroring, and rreatment measures arc taken. 

environmental health program. 
Epidemiology Is an integral pan of a comprehensive occuparional and 

upon openness. The bencfir - credibility - derived from maximum public 
access to health information greatly exceeds the nsks of misuse or 
misunderstanding. 

The credibility of scientific research is essential and is directly dependent 

framework that is itself credible. 
To achieve credibility, epidemiology must be pan of an instirutional 

The Panel values the benefits that flow from allowing independent 
scientists to examine and re-examine data from diff'crcnt perspectives. It also 
values the open scienufk process in which competing ideas are considered 
and evaluated through the traditional practice of peer review. Thest 
processes are critical to the sciennfic validity of research and to the political 
and social acceptance of research conclusions. 

The Panel recognizes that the Department has two separate roles with 
regard to epidemiologic data: 1 )  it is the custodian of a publicly hanced and 
unique data set; and 2) it  is the sponsor (or financial supporter) of 
epidemiologic studies based on those data sets. 

fiom medical surveiUance, exposure monitoring, and environmental 
monitoring. 

The quality of epidemiologic research rests largely on the quality of data 

Pro- 
Data which have genuine national s d t y  implicaUons must be 

* An individual worker has a right to confidentiality about his or her 
workplace records. A worker's medical records must be protected from 
disclosure. 
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promptly to a l l  who are affected, 
The findings of any epidemiologic research must be reported fully and 

risks 10 which they arc exposed. 
The public has a right to know about collective health experiences and 

Epidemiologic findings must be rcponed fully and promptly to policy 

A commitment of adequate funding is necessary to achieve a 
comprehensive occuparional health program and productive anal@ 
epidemiologic restarch 

makers so that findings are integrated into policy decisions, 
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Chapter One: Origins of the Program i 

Epidemiology in the Office of Energy Research 

The Department of Energy's main epidemiologic research program is now 
under the Office of Health and Environmental Research, which is located within 
the Office of Energy Research. Today's program evolved h m  the program 
established by the Atomic Energy Commission in 1948, s h d y  after the 
opening of the nuclear age. When the Atomic Energy Cornmission was 
abolished, its successor agencies - first, the Energy Research and Development 
Adminismuon (established in 1975) and then the D e p m e n t  of Encrgy 
(established in 1977) - maintained the program. 

The first epidemioiogic research project - a study of 110,OoO people 
exposed to acute doses of ionidng radiation during the bombings of Hiroshima 
and Nagasaki - began soon after World War II with joint funding from the 
United States and Japan. Onginally titled the Atomic Bomb Casualty 
Commission and now the Radiation Effects Research Foundation, it continues 
to be a major international epidemiologic program which encompasses studies 
of health effects in bomb survivors and their offspring. These studies have 
provided the basis for much of what is known about the effects of external 
exposure to ionizing radiation and for the development of radiation protection 
standards. American pamciparion in the Radiation Effects Research Foundation 
is now managed by the National Academy of Sciences With funds from the 
Department of Energy. 

populations continued eariicr studies about ingestion of radium bv watch dial 
The Department's fmt epidemiologic activity with occupationally exposed 

pahen. In the eariy 1960s the Depment  bigan remspective epidemiologic 
invesngations of weapons production workers at the Had& facility exposed 
to low but chronic Ievels of external ionizing radiation. After 1978 th is  program 
was expanded to include workas at other Depamnent facilities. 

Other occupational epidemiologic work has included clinical, cytogenetic, 
and tissue studies of plutonium workers, a study of lung cancer in uranium 
Illinen, and an industry-wide investigation of mortality panems in nuclear 
shipyard workers. 

Until 1981 the Department's epidemiologic research focused principally on 
health effects from exposure to ionizing radiation, principally studies of atomic 
bomb suryivors and Depamnent contract workers. Aftcr 1981, however, the 
Department broadened the scope and added a study of oil shale workers and 
populations living near the oil shale production site and a study of coal 
gasifcation workers. In addition, the program began planning for a large data 
base for studies of populations exposed to environmental pollutants and for 
epidemiologic methodologies suitable for those studies. 
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Figure 1. Epidemiology Program Budget 
inthe Ofice of Energy Research 
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Figure 1 shows funding for epidemiology in the Office of Health and Environ- 
mental Research. Funding rose dramatically during the 1 9 7 0 ~  remained relatively 
constant for most of the 1980s, and in the late 1980s approached the Depment ’s  
proposed Fiscal Year 1991 level of $34 million. Although increases appear substan- 
tial over the last two decades, support for the Radiation Effects Research Foundation, 
linked by international agreement to the value of the Japanese yen, constituted almost 
half of the Office of Health and Environmental Research’s epidemiology budget and 
accounted for much of this rise. In a 1980 review of the epidemiology program, the 
National Academy of Sciences wrote: 

‘The growth of the OHER [Ofice of Health and Environmental Research] budget 
for research on lowdose radiation effects in humans has been relatively slow in 
absolute terms over the last 10 years. Indeed, the increases in many projects have 
not kept up with the rise in the cost of living.” 

The Department now employs one epidemiologist, who works in the Office of 
Hcalth and Environmental Research. This office is responsible for setting research 
priorities. However, contract investigators staff the projects, conduct the research, 
and publish the results. The Department’s epidemiologic research activities have led 
to publication in peer-reviewed scientific journals of 340 articles in addition to the 
extensive literature from the Radiation Effects Research Foundation. 
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Epidemiologic Activities throughout the Department 

Today epidemiologic activities arc scattered throughout the DepmenL D q m -  
mental organizations and production conpactors have oftcn initkid research projects 
independently with only infoxmal involvement of the established cpidemiology 
program in the Office of Health and Environmental Research. figure 2 shows the 
Department's ovaall request for appropriations for epidemiologic aaivities for Fiscal 
Year 1991. 

Figure 2. Proposed Fiscal Year 1991 
Appropriations for Epidemiology 

I 
Nuclear Energy 

Environment, 
Safety, & Health 

Defense Programs 

Energy Research 

0 5 10 1s 20 2s 30 . 3s 

BUDGET inmillions 
:~zniology 

R.di.rionECIsco 
RcscarchFormd.don 

The exposure and health' data upon which epidemiologic research depends - in- 
cluding medical surveillance, exposure monitoring by industrial hygienists and health 
physicists, and environmental monitoring - are collected by programs located 
organizationally under the Assistant Secretary for EnvironmenS Safety, and Health. 

- 
Environment, Safety, andHealth, in addition to data colltction, budgeted 

$1 million for epidemiologic research in Fiscal Year 1990 and $1 million in Fiscal 
Year 1991, primarily to support health physics research that emphasizes improving 
monitoring capability and dose measurement instrumentation and technology. 
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Defense Programs budgeted $23 million for epidemiologic research in Fiscal Year 

Health effects studies, begun in 1954, of Marshall Islanders accidentally ex- 
posed to radioactive fallout from an atmospheric nuclear test at Bikini Atoll; 

Dose reconstruction studies from atmospheric testing at the Nevada Test Site 
before aboveground testing was banned in 1963; 

Health effects studies of residents near the Feed Matcrials Production Center at 
Fernald, Ohio: 

Morbidity and mortality registries of all m n t  and retired Savannah River 
employees; and 

Studies associated with the Rocky Rats facility conducted under a Memoran- 
dum of Agreement with the State of Colorado. 

Nuclear Energy budgeted $300 thousand for epidemiologic research in Fiscal 
Year 1990 and $200 thousand in Fiscal Year 1991. These funds include support for: 

Mortality studies of workers at the Portsmouth, Paducah, and Oak Ridge 
Gaseous Diffusion Plants. 

Observations 

The Department manages its epidemiologic activities in an uncoordinated 
manner. The overall epidemiologic research agenda is not planned, data collec- 
tion is not standardized, and peer review systems differ. 

Environmental Research has experienced limited growth with the result that 
current projects move slowly and other important initiatives in epidemiology 
nrnain unfunded. 

Funding for epidemiologic rcscarch activities through the Office of Health and 

ing practice in the Department’s efforts to assess the human health effects of 
exposure to radiation and hazardous substances. 

Extensive reliance on contractor-based epidemioloj@c research is the prevail- 
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Chapter Two: Goals - 
Any e f f d v e  organization needs well articulated and organized goah that 

peimeatt its policies, adrmnismtion, and budget A program is built around 
goals; and, in m, they focus pcople's work 

0 bservations 

The Department's egidemiology program has not developed clcar goals 
to communicate its purpose and direction. From testimony, the Panel 
found that health professionals, epidemiologists, workers, and people from 
communities nearby often appeared confusd about the role and relationship 
of the epidemiology program to otha Departmental programs. 

Persons associated with the epidemiology program presented their 
mission as derived from the authority to conduct health research as stated in 
the Atomic Energy Act The Pand does not think that this broad mission 
statement represents sufficientiy specific program managanent goals to 
direct the Department's epidemiology-relatd activities. The epidemiology 
program needs to develop program management goals to guide the way it 
carries out its rcspons1biliues; including p t t r  review, data colledon, data 
access by other researchers, and communication to policy makers, workers, 
and communities. 

The role of epidemiologic rcsearch in delineating the health risks from 
nuclear energy and those from other energy producing SOU~CCS is 
undmcognized. Moreover, the number of researchers educated and 
trained to conduct multidisciplinary health research, such as epidemiology, 
is relatively small. The country will need a larger number of multi- 
disciplinary, post-graduate, investigators trained in health risk research. 

Recommendations 

The Panel recommends, at a minimum, the following goals for epidemiologic 
activities for the Department These recommendations apply to the 
Department's contracton, as well. 

2-1 Study the human health effects associated With energy production and 
technologies; and where needed and appropriate, develop both 
ntrospecnve and on-going epidemiologic data baseS. 

Involve workers and representatives of communities nearby in p l d g  
epidemiologic research. 

Share hcalth information with workers and with the commUnitics nearby. 

2-2 

2-3 

2-4 Establish a health sweilIance system that provides timely and usable 
information about the health and safety effects of the Department's 
activities. 
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2-5 Study the health effects of the D e p m t n t  of Energy's activities on workcrs 
and on communities and use the findings of such research to set apcranond 
policies and practices. 

Advance fundamental epidemiologic knowiedge and scientific knowledge 
about the health effects of energy technologies; and dcveiop new 
epidemiologic methodology, as needed. 

Promote sigdicant mining and research opportunities for young 
investigators, particularly epidemiologists and biostatisticians, so that therc 
will be enough researchers in the future prepared to do epidtmiologic 
research. 

2-6 

2-7 

\ 0 2  
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Chapter Three: Organizational Placement of 
Enidemiolonic Research 

Two Major concerns: Managing Health Risks and Achieving 
Credibility of Epidemiologic Research 

The Panel has heard testimony calling for the transfer of the epidemiology 
program from the Depamnent as a solution to a lack of trust by workers and the 
public alikc. Yet merely aansfming the program in total would overlook the 
facrs that no employer can transfer its nsponsibility to protect worker and 
community health and that epidemiology has an integral role in ptcCting 
health. Thus, the Panel has identified two distinct problem areas of concern for 
the Deparuncnr 1) the Department lacks a comprehensive occupational and 
environmental health program; and 2) the Department's epidemiologic research 
results lack acceptance as credible by many of those who arc most affected. 
Two new initiatives would address these concerns. 

Fmtly, the Depamnent must establish a strong occupational and 
environmental health program which would include an operational safety 
program To be effective, this program must hold a position of authority and 
visibility in the Depment 's  organizational srmcrurt. Because epidemiology is 
a Critically important tool in managing health risks, the occupational heaith 
program should include a descriptive epidemiology component A descriptive 
epidemiology component would be capable of maintaining a high quality health 
surveillance system, identifying health problems within the Depamncnt's large 
indusmal complex, providing the initial response to urgent worker or 
community concerns, and developing hypotheses to be examhed in analytic 
epidemiologic studies. 

Secondly, the Department must build credibility and trust in the results of its 
analytic epidemiologic research by establishing a new system for selecting and 
managing irs epidemiologic research. The Department would allocate the funds 
for analytic epidemiologic research to a F t d d  agency that is primarily 
responsible for health and is involved with epidemiologic research An 
advisory comrninee, comprised of rtprtsentatives of interested parties, should 
play a major role to hdp set the research agenda, dermnine funding priOrities, 
and guide a peer review system to select research proposals and to monitor the 
progress of funded studies. Research projects themselves would be managed 
by the primary investigators. 

An Occupational and Environmental Health and Safety Program 

The Department of Entrgy operates a large industrial complex and, as a 
major employer, must have in place a comprehensive occupational health 
program designed to prevent occupationally-related diseases, injuries, and 
premature deaths. This program must have the experrise to monitor workplace 
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exposures, evaluate those cxposurcs in terms of workers' health, and develop 
corrective actions as may be required- 

In addition to occupational health, the Department's environmental health 
program must be concerned about possible health effects of its facilities' 
operations on communities. No matter how efficient or well designed the 
production processes arc, emissions and wastes may harbor matCrials 
hazardous to the health of the populations in sunwnding communities. 

D d p u v c  epidemiology, a component of a comprehensive Occupational 
and environmental health program, centers on the surveillance of i l l n e ~ ~  and 
exposure patterns. It describes trends of risk and disease. It is used to target 
resources for prompt intervention and prevention activities in affected 
populations. Such work provides information about who is getting diseases 
(person), where it is more or less common (place), when it is occurring (the), 
and what may cause it (exposure). Generally, descriptive epidemioIogy is not 
designed to test hypotheses, but it is often used to formulate causal hypotheses 
to be tesred in analytic epidemiologic studies. 

Descriptive epidemiology includes correlational studies, case reporn, case 
series. and ~ ~ ~ s s - s c c U O ~ ~ ~  SWVCYS: 

Comiarional (or ecoiogic) studies consider patterns of disease and risk 
exposure among populations. They provide data on populations ratha 
than on individuals, arc relaavely quick and inexpensive, and use 
dormation alrtady avariablc; 

Case reports document individual health problems and arise from a close 
link between clinical medicine and epidemiology. An astute clinician, 
perhaps a medical &tor at a Departmental site, may idenafy an unusual 
medical occmnce, feature of a disease, or patient history* 

Cast series arc collections of individual case reports which OCCUT within a 
fairly shon period of time. Routine surveillance of accumulating case 
reports can suggest emergmg or declining occupational diseases; and 

Cross-sectional surveys are prevalence surveys which assess exposurc 
and disease status simultaneously. They provide information about 
frequency and characteristics of both exposurc and disease by furnishing 
a snapshot of a population's exposure and health experience at a specified 
time. 

Observations 

includes an industrial hygiene component) and a nuclear safety program 
(which includes a health physics component), Ieadcrship in occupational 
health is lacking. For example, neither the above health-related programs 
nor the medical program includes an epidemiologic component. In addition, 
these health-related activities arc not linked as pan of an occupational health 
program. 

Although the Department has built an o p t i o n a l  safety program (which 
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The epidemiology program has insufficient influence on data collection; 
therefore, the data collected by industrial hygiene probgr, health physics 
programs, and medical deparrments arc often inadequate for epidemiologic 
analyses. While considerable attention has been devoted to reconstructing 
rctrospecdve epidemiologic data sets for research purposes, very little 
coordinated effort has gone into developing continuing surveillance 
programs- 

* Historically, the majority of the Department's epidemiologic research . 
has focussed on long-term mortality studies. Epidemiologic research has 
not been optimally used to monitor day-today worker health, to identify the 
need for preventive or pro-ve measurcs in the workplace, or to 
understand morbidity associated with the Department's activities. 

lacks a strong compliance and enforcement mechanism for workplace health 
and safety standards. Even though the Department has taken a major step 
forward by changmg the criterion for incentive fees from production 
performance to safety and health pcrfomancc, this change alone will not 
correct the basic problem It docs not compel contracton to identify 
violations on a day-to-day basis and to comet them expeditiously. 

During site visits and hearings, the Panel observed that the Deparunent 

however, medical leadership is lacking. Medical directors at many sites 
view the Hexiquarters medical program as a distant advisory program. 
Additionally, the medical program's orders and procedures are out of date 
and have been rmnd in draft revisions for years. 

An occupational health program must include a strong medical presence; 

Recomrnenda t ions 

The Depanment should establish a comprehensive occupational and 
environmental health and safety program by resmcturing, expanding, and 
renaming the current Office of Environment, Safety, and Health. The 
Pand recommends that the office be named Office of Occupational and 
Environmental Health and Safety and continue to be directed by an Assisrant 
Secretary. The major organizational components should include 
environmenral health (inciuding environmental monitoring), operationd 
safety, and occupational health (including occupational medicine, industrial 
hygiene, health physics, and descriptive epidemiology). (See the 
organizational chan on page 23.) 

All the descriptive epidemiologic activities now scattered throughout the 
Depmen t  should be the responsibility of the Office of Occupational and 
Environmental Health and Safety.' 
The Dcpanment should establish a descriptive epidemiology program as a 
key component of a compnhensive occupational and environmental heaith 
and safety program. This program would: 

3-2 

This would include the management responsibility far medical surveillance for the Rongelap People of 
the Republic of the Marshall Islands. It would m e  as the single Depanmencal voice on all Rongelap 
issues. including a review and decision about the Phase II Study, as authorized by the Compact of Free 
Association Acr, P L  99-239. 
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Define a minimum epidemiologic dam set and play a key role in 
standardizing the medical and exposure sum-= data collection 
systems throughout the Departmental complex so that data arc d y  
usable for eprdmiologic rcscarck 

Establish and implement a system of routine meillanct which evaluates 
these medical and exposm data in an &fort to idcnafy problcms as d y  
as possible; 

Investigate urgent and immediate problems d a d  by the SuNeillanct 
systen~ for example, the investigation of a rcport of increased incidents 
of respiratory disease at a work site. Investigate other problems 
suspected by managers, workers, and communities; for example, an 
initial review to determine the value and feasibility of a radiation dose 
reconsuucrion projen (The Panel cites as a model the epidemic response 
actiities conducted by the Epidemiology Program Office of the Centers 
for Disease ConuoL); 

Support and maintain the Depamnent's data sets for epidhologic 
research and prowde documentation and liaison for using these data sets; 

Communicate with the Secretary of Energy, conaacton, workc~s, and 
the public about health issues detected by surveillance or s w  studies; 
and recommend epidemiologic research that should be undertaken or 

Provide support to appropriate agencies for special disease ngismcs 
imponant to the Department; such as cancer and birth defects ngkmes; and 

Assurc that Deparrmental managers and policy makers understand the 
results of epidemiologic research and apply preventive or prottcriVe 
measures throughout IS opcranons. 

supponcd; 

At the Assistant Secretary level, a steering committee should provide 
direction, oversight, and evaluation to the Deparrment's Office of 
Occupational and Environmental Health and Safety. The Assistant 
Secretary should appoint members from nominations submitted by 
interested parties: workers, communities adjacent to the Dcpart~~~mt'~ 
piants. academic disciplines (occupational health, epidemiology, public 
health), State health departments, Fedcrai health agencies, and medical 
directors. The steering committee's major functions would include: 

Identifying major concerns about the Depamnent's activities as they relate 
to health, safety, and environmental health; 

Setting the descriptive epidemiology agenda; 

Ranking priorities for the Occupational and environmental health and 
safety Program; 
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Ensuing the integration of medical carc, occupational saftty and h d t h ,  
indusd hygiene, health physics, surveillance systcms, and 
epidemiology; 

providing advice about program policies 

Evaluating the adequacy of the ocarparional and environmental health and 

Reviewing the adequacy of occupational and environmcnd health and 
safety standards in light of the descriptive and analytic epidemiolo@c 

Reporting annually to the Secretary and the Assistant Smm, and 

Convening or sponsoring public meetings to collect and disseminate 

A new system should be established to require that the Department's 
operating conuactors comply with the Occupational Safety and Health 
Administration's standards and regulations. At a minimum it should 
provlde for the following: inspectors fully trained in conducting inspections 
for compliance wirh Occupational Safety and Health Administration 
standards; the assessment of penalties, including monetary fines against 
contractors; an adminisnative appeals process; and a quality control system 
for auditing the inspection and enforcement process. 

This compliance system should be achieved by bringing the Deparrment's 
facilities and contractors under the authority of the Occupational Safety and 
Health Adminisnation or an organizationally independent systm equivalent 
in standards, inspections, penalties, and appeals. 

Senior s t a f f  in the Office of Occupational and Environmental Health and 
Safety should include people professionally trained in the fields of 
occupational health and public health, The Medical Director should have 
expertise in occupational medicine and public health. 

The Department may find a need to supplement its health surVeillanct 
system with contractors. In working with such contractors, the Department 
should exercise initiative and leadership by writing and enforcing clear 
program plans and p d u n s ,  and by using competitive selection 
processes. 

safety program; 

findings; 

infomation. 

3-4 

3-5 

3-6 

Quality Assurance and Peer Review 

Observations 

epidemiology program could guide itself. 
The Panel saw few written policies and procedures by which the 
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3-7 

3-8 

3-9 

arbitrary and ill-defined. It lacks a clear cycle of proposals and awards, and 
it lacks a formal system of peer review. 

The current process for selccring nscarch projects often appears 

Epidemiologic research can take many yeam to complete and a timetable 
for results is oficn hard to predict Still ,  the epidemiology program appears 
to have few proccduns for evaluating the progress of projects and for 
seteing hetables for completing projects. 

The Department has only one staff epidemiologist to manage an 
extensive program Staff  fiom contractor organizations, such as national 
laboratories, are used as the Depamnent's own staff. This situation leads to 
the impression that the c o n m r s '  epidemiologists, not the Depamncnt 
itself, conml the program. 

Recommendations 

Program managers for descriptive epidemiology should write policies and 
procedures, including those for: 

Data requirements. data collection practices, and assurance of the quality 
of all surveillance data; 

Protocols for nonfying employees, former tmployecs, and other afYected 
people about study results; 

Policies and procedures for data access, including access to information 
from death ctraficares; 

Confidentiality agreements concerning individual medical and workplace 
rtcords; 

Quality assurance controls for each descriptive epidemiologic  stud^ 
Coordination with all interested parties: Federal, State, and local; and 

Roles of cornrnitms such as the Assistant Secmary's Stecring 
Committee for Occupational and Environmental Health and Safety. 

Quality control plans for descriptive epidemiologic activities should include 
mid-course objectives, quality indicators (for example, the pcrcentage of 
data that an error-he), and a method for including those people who are 

being studied in all phases of the study - from study design to information 
dissemination. 

Each descriptive epidemiologic project should have &ea input fiom the 
population being studied and from local health officials. A project- or 
study-specific advisory comminet is part of a quality control plan; it assures 
that those who are being studied have direct input and that the study's 
results are communicated to those who are affected 
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The Role for Committees 

The Panel recommends that the Department d e  liberal use of cornmitkcs 
to foster quality science, to assurc independence of research, and to gain 
participation by outside experes and those who might be affected by the 
research. Committee members should represent all interested parties, be 
recommended by the groups they represent, and be appointed by the 
Department of Energy. 

Observations 

often W O ~ ~ C K  and communities arc not fully enough involved OT 
informed to understand the time required to do epidcmiolo@c sNdiCS, to 
grasp the meaning of the findings, or to trust the outcomes. 

decisions that affect them. The Department has missed o p p d U e S  to 
garner information from workcrs about hazards in the workplact. 

and bolster cndibility. It can make more frequent and forceful use of p t n  
review COI~~IN~KCCS and other panels of reputable outsiders to give advice 
about data access, research methodology, research project selcCtion, 
program policy, and other Critical issues. 

The Department's epidemiologic research results arc usualiy published 
h peer-reviewed journals but with only occasional efforts to comuniCatC 
research findings to workers and the public. 

Although the Department and its conuactm have madc efforts to 
communicate to workers, those attempts arc not yet adquatc or effective. 
The Panel did not observe a consistent process for infonning the public, 
State and local oficials, and workers at some of the Department's facilities 
about the Department's activities in their communities and its response to 
their environmental and health concerns. 

Workas and communities do not feel included in the making of policy 

The Department has missed opportunities to consider varied viewpohts 

Recommendations 

3- 10 

3-1 1 

1 0 2 i 1 0 1  

At the Secretarial level, the S c c n t a ~ ~  of Energy Advisory Board (SEAB), 
was recently established to "advise the Secretary onthe research, 

development, energy, and national defense responsibilities, activities and 
operations of the Department" This panel should include a public health 
policy professional to review and advise the Secretary about the broad 
impact on public health of the Deparanent's activities. 

At the community level, each Department of Energy site should establish a 
co~nr~~ittee to provide interaction among interested paxties. Members should 
represent the community, scientists, workem, local health officcrs, and 
management Its purpose would be to: 
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Discuss health, safety, and environmental issues; 
Identify research ne&; and 
Disseminate information about on-going nsearch activities and the results 
of research. 

3-12 Each facility should establish a health and safety c d t f c c  thatnpre~ents 
workers and management in qual  numbers. Workcr~, whether or- 
in unions or no& should select their own rtpnsentauves. These co@ttCes 
should have full access to all information about health and safety at the 
facility. 

An Epidemiologic Research Program 

A rccurrcnt theme of witnesses at every meeting has been a lack of 
credibility in the Depamnent's epidemiologic activities. The Panel believes that 
to restore public trust, to assure the highest scientific quality, and to assun the 
independence of investigators. the Department needs an independent system for 
managing its analpc epidemiologic research This can be achieved without any 
srarutory changes. 

Analyuc epidrmioiogic studies arc designed to test causal hypotheses. Most 
of the epidermology and human health effects studies currently supported by the 
Department arc of this type. The worker remspective cohort studies are 
especialIy time-consuming and expensive because they involve following large 
numbers of individuals over several decades. The c m n t  radiation worker 
studies, in panicular, investigate the effects of sustained occupational exposures 
to low levels of radiation. The outcomes of concm arc rare (usually cancer) 
and the latency periods are long and variable. 

Observations 

funding energy-rdared epidemiology. 

facing conflict of intercst issues. Because the Department's role is to 
promote energy production, then is an inherent potential conflict between 
immediate production go& and health and safety gods. 

The Depamnent of Energy has shown a continuing commitment to 

There arc l imits to how well an organization can study itself without 

Most of the scientists conduczing epidemiologic research for the 
Deparunent are employees of the Department's major long-term contractors. 
The Department, through its relationships with contractors, has made it 
difficult for researchers outside of the system to conduct studies. 

The Panel heard testimony accusing the Department and its conaanors 
of attempting to influence epidemiologic findings happropriatCly. The 
Panel also heard testimony from people who believe that there is a 
conscious effort not to inff uence the studies. The Panel is not in a position 
to judge; however, the fact that the question of influence has arisen requires 
that it be addressed. 



There has not been open competition for epidemiologic research 
projects. Open competition helps assure a smng research program. 

In many cases, the research interests of c m n t  primary contracum 
appear to set the epidemiologic research agenda. In its relationships with 
conuactors, the Depment 's  epidemiology program appears to lack 
leadership. 

Recommendations 

3-13 The Department should enter quickly into a Memorandum of Understanding 
with the Depanment of Health and Human SaVices to manage the 
D e p m e n t ' s  analytic epidemiologic research.' This analytic rcseaich 
should be managed by one of the Department of Health and Human 
Services' epidemioloprc research agencies. The Memorandum of 
Understanding should cover the following elements: 

The Depamnent of Energy would continue to budget for analytic 
epidemology, with the funds to be allocated to the Department of Health 
and Human Services. 

C m n t  grants and contracts would be continued. Research-in- 
progrcss would become subject to the D e p m e n t  of Health and Human 
Smccs '  regular monitoring process and would move toward open 
cornpennon for grants and contracts. Thcrc would be a transition to a 
compeative system for project renewals and for add-on studies. 

The Deparunent of Health and Human S d c e s  wouid use its usual 
methods to set the research agenda, provide for peer review of research 
proposals, provide quality assurance for research-in-progress, and 
provide access to dam 

Several communication channels between the Department of Energy 
and the Deparunent of Health and Human Services would be established 
to share information about surveillance data, research findings, and 
policy impiications. Information sharing would be routine and frequent 

The Depamnent of Health and Human Senrices would adopt a 
method of noafying workas and cornmunines promptly and effectively 
of results of studies which could affect them. 

advisory comrnitte for the Department of Energy's analytic 
epidemiologic research Such an advisory committee could SQVC as a 
vehicle for public comment Its members would represent al l  affected 
parties: including workers, cormnunitits, academicians, public health 
officials, and public intenst groups. 

The Department of Health and Human Sexvises would establish an 

' The Panel heard no adverse testimony about the Depamnart's ann's kngth relationship to the Radiation 
Effects Research Foundation through the National Academy of Sciences. Therefore the Panel makes no 
recommendation for relocating this acuvity to the Depanment of Health and Human Savices. 
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Use of Contract Scientists 

Observations 

extcnsiveiy on national ~aboratory contractors, resulting in allegations of 
conflict of intcrtst 

The Depanment of Energy's epidemiology program hiis Elitd 

contracts with the Department of Energy. 
Valuable long-term epidemiologic studies are in prows u m k  

The relationships beween the Department and its major long-term 
contractors an such that the distinctions between them often are bluned. 

Recommendation 

3- 14 National laboratories have valuable expertise and expaknce conducting 
energy-related analytic epidemiologic research and thmforc should bt 
allowed and encouraged to compete for future projects. If necessary, steps 
should be taken to assure that they arc able to compete for analydc research 
projects dinctcd by the D e p m e n t  of Health and Human Strvices. 

3- 15 Long-term epidemiologic studies supported by the Department of Energy 
shouid not be arbitrarily discontinued, or the primary investigators 
arbiuarily changed, as a result of the new management of analytic 
epidemioiogic research by rhe Deparunent of Health and Human S d c e s .  
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Chapter Four: Data Management 

The quality of epidemiologic research rests heavily on the quality of the data 
used; including information about health status, exposurcs (radiation, chemical, 
and mechanical), and environmental monitoring. 

Collection and Maintenance 

For most of its history, the Department has collected health information not 
for epidemiologic research but to help identify safety problems. Many different 
programs - indusuial hygiene, health physics, environmental monitoring, and 
medical care - have kept their records separately and in various formats. 

Observations 

The records that epidemiologists need - health records, exposun 
records, environmentai monitoring records, personnel placement records -- 
are maintained diffmntiy throughout the Departmental complex. Building 
an epidemiologic data files from these inconsistent rtcords is problematical 
and time-consuming. 

epidemiologic research. Therefore, it has not been easy to adopt existing 
data sets for epidemiologic purposes. 

is fraught with problems, both practical and scientific, that art exceedingly 

The Deparunent has not built a dam set that is primarily intended for 

Researchers have found that assembling data for epidemiologic research 

timeconsuming. 

The recommendations hen are primarily prospeCtive in nanae. 
Then may be significant limitations to the utility of retrospective data. 

Recommendations 

4-1 A standard minimum set of data necessary for epidemiologic research 
should be defined by the Assistant Secretary for Occupational and 
Environmental Hcalth and Safety with oversight from the Assistant 
Secretary's Steering Comminee. In defining this data set the Assistant 
Sennary should include data that will be valuable for workplace 
surveillance and analytic epidemiologic research. It should be consistent 
with the rquinments of the Comprehensive Epidemiologic Data Resource. 

The standard minimum set of epidemiologic data should be collecttd 
routinely at a.U facilities throughout the D c p m c n m i  complex. If 
rtasonable, retrospective data should also be included in this data set 

The Assistant Secretary for Occupational and Environmental Health and 
Safety should sewe as caretaker of the epidemiologic data collection system. 
This includes the responsibility for quality assurance safeguards, 

4-2 

4-3 
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Data Access 

Scientific quality and public credibility arc rtfared to the d e w  of openness 
with which data arc collected, maintained, and analyztd The risk of misuse of 
data is more than outweighed by the benefits of d b i l i t y  and quality that result 
h m  the availability of i n f o d o n .  The Panel values the benefits that flow 
from allowing independent scientists to examine and re-examine data from 
Merent perspectives. These pnxxsses art critical to the scientific validity and 
quality of research and critical to the political and social acccptanct of research 
conclusions. 

Observations 

Researchers independent of the Department and its contractors have not 
been able to obtain data Many times, the reason given for withholding data 
has been to protect the data from inappropriate analysis which, in m, 
might lead to incmct  conclusions and cause people to be unduly alarmed. 

Other misons given for withholding data have been that data sets arc too 
complex to understand without primary investigators spending considerable 
time explaining them and that data arc not yet v d l d  Thus, the 
investigators would be delayed from finishing their studies. 

complex and cannot be readily understood without substantial explanation. 
Preparation of adquatt documentation has not been a condition of the 
Departments contracts with researchas. 

The databases that have been built for epidemiologic mearch arc highly 

The crcdibility of epidemiologic studies rests on the ability of other 
scientists to venfy the-analyses, replicate the findings of the initial 
investigators, and analyze the same data sets from different viewpoints. 

opcnness and sharing of its health data, balanced by its responsibility to 
maintain rights of pnvacy of c m n t  and former workers. 

As a public agency, the Depamnent has a responsibility to promote 

Few, if any, breaches of confidentiality wen brought to the attention of 
the Panel; however, fean about breaches of confidentiality often do- 
public testimony about data access. 

The Panel has heard various reasonable views about when a rcscarchcr 
should release the data set he or she has created for a study. Traditionally, 
data art most often released at the time a peer-reviewed journal accepts the 
results for publication. 

Statistics, the Bureau of the Census, the Health Can Financing 
Adminisuation, the National Institute for Occupational Safety and Health, 
and the National Institute of Environmental Health Sciences rouMcfy makt 
available to the public hcaith data sets which wen collected at public 
expense. These data sets vary widely in their nature, complexity, and 

Many Federal and State agencies, such as the National Center for Health 
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4-4 

4-5 

4-6 

4-7 

intended uses so that interagency and interdata comparisons arc not made 
e d y .  Policies about the time of data reicase vary. 

Recommendations 

Confidentiality protection must be provided for any data which contain 
personal identifiers. 

Data collected by a public institution with public money are a public 
resource and public propmy. Nevertheless, the Panel rtspects the 
traditional practice of allowing the investigator who produces the data a 
reasonable time to analyze and publish those data. The specific 
circumstances associated with a request for data or the status of a research 
project may affect the appropriate time for release of data, but data must not 
be resmctcd indefinitely. The Assistant Secretary's Steering C o d t t e e  for 
Occupational and Environmental Heaith and Safety should set guidelines for 
when the data in question must be released. 

At the local level, thoroughly de-identified descriptive epidemiologic data 
sets should be avadable so that workers and communities can obtain 
mfomtion conveniendy. 

J k h  study should include explanatory information that enables other 
researchers to reconstruct the study; for example, documentation for 
assumptions about data assembly and analytic methodology. 

The Department's Response to the Three Mile Island 
Public Health Fund Request 

Recommendation 

4-8 The Department should adopt a policy of maximum possible openness with 
regard to releasing data to the Three Mile Island Public Health Fund. Full 
documentation should accompany the data. In addition, the Department (or 
its contractor) should provide reasonable and appropriate assistance 
necessary to render the data usable for study. This release should be subject 
only to the following limitations: 

Confidentiality protection must be provided for any data which contain 
personal idenafiers; and 

Those final fiIes crtated by any individual contractor for a specific 
study, which arc under active analysis for the purpose of publication (and 
which may therefore be subject to proprietary considerations). may be 
withheld for a reasonable timc to complete the study. 

The Panel advises that these limitations be construed nmwly.  
In implementing this recommendation, the Department should facilitate 
access to death ccruficate information because of its importance to the 
research. 
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A Comprehensive Epidemiologic Data Repository 

The Deparanent is in a unique position to make a valuable conmbution to 
science and to health protection for workers and nearby cOmmUnitics by 
creating a large general purpose data repository. 

Obsemations 

The Department has s t a n d  a comprehensive epidemiologic database, 
Comprehensive Epidemiologic Data Rtsourcc. Within the Departmental 
complex, there arc many Merent  expectations about what this database is 
and what it is intended to do. 

database is a complicated matter. 

should be on the workers from the Department's facilities. 

The Panel recognizes that designing a comprehensive epidemiologic 

The cennal focus of a comprehensive epidemiologic data repository 

A standardized comprehensive epidemiologic data repository would be 
especially valuable for researchers studying c m n t  and futurc workers. It 
could be developed prospectively without many of the problems researchers 
now face as they attempt to reconstruct and link incomplete ncords from the 
past for use in reaospcctive studies. 

The majority of the Department's epidemiologic research has been 
mortality studies. A comprehensive epidemiologic database might make 
needed morbidity studies easier to conduct 

The majority of research has been on health effects of radiation. A 
comprehensive epidemiologic data repository would make studies of other 
exposures easier to conduct. 

disciplines into an area which needs more attcxition. 
This important project may attract research workcrs from multiple 

Recommendations 

4-9 All intcnsud researchers should have full access to a basic health data set 
that has full protection against the identification of individuals. The 
Department should establish such a database with plocedures for public 
aCCCSs, 

4- 10 Before the Department continues to develop the Comprehensive 
Epidemiologic Data Resource, it should establish, under the guidance of the 
National Academy of Sciences, a clear statement of intended goals and uses. 
Other n d e d  steps are to: identlfy users, evaluate feasibility, distinguish 
retrospective and prospective data assembly issues,and set policies. Work 
on a project of this magnitude should not be undertaken in haste; rather, the 
project should be planned in a step by step fashion. 
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4-11 Role of the National Academy of Sciences' Committee on 
Radiation and Epidemiological Research Programs: 

The National Academy's Cornmiace offm a strong and valuable resource 
of independent scientists capable of addressing a variety of technical issues. 
The Committee should direct the design and implementation of the 
Compnhensive Epidemiologic Data Resource. Some of the cornmitfec's 
major functions would include: to study the project's feasibility and 
dtmative approaches, to set its policies, to overs# its plan and design, and 
to establish quality review procedures. 

Data collection for a comprehensive epidemiologic research database should 
be standardized throughout all the Deparrment's f d t i c s .  

The descripuve epidemiology program should s e n e  as liaison with a l l  
groups that provide data to and use data from a comprehensive 
epidemiologic research database. 

The D e p m e n t  shouid allow access to a comprehensive epidemiologic 
database under guidelines which recognize that it is intended for public use 
without a review of the investigator's qualifications or protocoi. Requests 
for information beyond the basic data set may require some minimal level of 
review. Individuals whose request for data arc denied should have an 
opportunity to appeal the decision. 

4- 12 

4-13 

4- 14 
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munica ti on 

Epidcrrdology provrdes a scientific approach to the evaluation of the 
Department of Energy's occupational and environmental health and safety 
program. The analysis and intcxprctation of data generared by this approach 
should be communicated to all those affected: workers, former workers, 
d e n t s  of communities in close proximity to the Depment's facilities, and 
otherpeoplein slmllarcircumstances, 

Communication within the Department 

Testimony suggests that the Depment  neither systematically incorporatts 
epidemioiogic findmgs into its policy deliberations nor systematically circulates 
donnation about epidemiologic findings to operating contractors and workers. 

Observations 

The epidemiology program has considered itself prhariiy a research 
program; its findings arc disseminated in the traditional scienafic manner - through peer-reviewed professional journals. The program has not been 
used for quality control of the Depment's worker and community health 
protection and. thmforc, its findings are not systematically communicated 
to the Deparunent's policy makers. 

channels and by concerns about legal liability, national sus'iv, and 
production costs. 

Communications are often stifled or slowed by complex bureaucratic 

The Depment's highest levei policy makers do not have timely 
information from epidemiologic surveillance and epidemiologic studies to 
consider during policy discussions. 

Recommendations 

5-1 The Assistant Secretary's stetring committee (See 3-3) should as- that 
the Department includes epidemiologic nscarch fmdhgs in its policy 
decisions. The Assistant Secretary's steering committee should issue at 
least annual reports that idenafy health-related policy issues and make 
specific recommendations. 

5-2 The descriptive epidemiology program should publish an annual progress 
report to keep site managers informed about studies being conducted 
throughout the Deparrmcntal c o m p l a  

5-3 The Assistant Secrccuy for Occupational and Environmental Health and 
Safety should assure that thm arc adequate informarion loops to 
communicate critical findings from either h d t h  sur~eillancc or 
epidemiologic studies quickly throughout the Deparuncntai complw~ 
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Informing Communities and Interest Groups 

5-4 

5-5 

5-6 

5-7 

Most epidemiologists realize their ethical responsibility to publish the results 
of their studies in pea-reviewed scientific journals. The Depamntnt’s 
epidemiologic rtsearch has been rcportcd in 340 articles published in peer- 
reviewed scientific journals. However, thcse journals arc dirtcttd at scientists. 
Further efforts are netdcd to meet the wmmunication~ nceds of warkas and the 
general public. 

0 bservations 

Testimony from rcpnstntatives of comm~t ie s  near the Departments 
plants makes it clear that the residents often und-d little about 
epidemiologic and environmental studies related to o p d o n s  at the pIants. 

In public hearings around the counay, the Panel heard from individuals 
and organizations representing many views. Many sharcd the perception 
that the Department is hostile to any outside expression of concan about the 
health effects of nuclear weapons production. Witnesses further testified 
that when outsiders questioned the Department’s assumptions and practices, 
its response was often to assume a defensive stance. 

Recommendations 

Efforts to communicate the results of epidemiologic studies would be most 
successfd when pursued in the context of a risk cornmication program in 
the Office of Occupational and Environmental H d t h  and Safety. This 
program should study and undentand the wncms of communities and 
workers and deveiop activities that would conmbutc to their knowledge and 
involvement in health and safety programs. 

Study-specific advisory comminees (See 3-9) should function as varied and 
knowiedgcable teams of educators. These wmmintt~ should function from 
the early stage of study design through the information dissemination stage. 
As OM model of such a corraniaet, the Panel cites the Technical StCering 
Panel for the Hanford Dose Reconstruction Project. 

Before and after each study by the descriptive epidemiology p u p ,  the 
investigators should hold a conference with workers, managers, and 
affected citizens. The Panel cites confennces held by the Nationai Institute 
for Occupational Safety and Health as a model. 

The Department should ncogniz the importance of a positive stance toward 
people who have genuine concerns about health hazards. A productiv~ 
posture would recognize disagreement where it exists but would also pursue 
practical solutions to the questions that vex substantial segments of the 
American public. In some situations, the Department may need to usc an 
ombudsman or facilitator to improve communication. 
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5-8 Communication should be prompt, direct, and understandable. Whenever 
possible, the best way to tell people news about themselves is directly and 
in person. It is important that they understand what is said SO that they are 
neither inappropriately frightened nor inappropriately reassund They need 
to know the nature of epidemiologic studies and their results, whether the 
findings arc good, bad, or inconclusive. 

Coordinating with Federal, State, and Local Agencies 

Observations 

State and local health officials have public health responsibilities that 
often mirror those of Federal officials. State and local offici&, howevct, 
have much closer contact with communities, including persons who are 
included in studies sponsored by the Department Clearly, State and local 
officials have an interest in the Department's activities. 

Several Federal agencies conduct or support epidemiologic studies on 
the effects of ionizing radiation. The Fedual committee coordinating this 
effort is the Committee on Interagency Radiation Research and Policy 
Coordination (CIRRPC).' The Deparunent of Energy is an active participant 
in this comminte. 

Many Federal agencies arc responsible for more general epidemiologic 
research; and many Federal agencies arc responsible for occupational health 
and safety, public health, and disease control. Some of these agencies are: 
the Centers for Disease Conuol's National Institute for Occupational Safety 
and Health and Center for Environmental H d t h  and Injury Control; the 
Occupational Safety and Health Administration; and the National Insumtes 
of Health's National Institute of Environmental Health Sciences and 
National Cancer Institute. 

Recommendations 

5-9 The Department should make greater use of the broad range of health 
expertise and experience which resides at every level of government State 
governments should participate on three committees: the SuxeE!i~'~' of 
Energy Advisory Board; the advisory c o d t t e t  established under the 
Memorandum of Understanding with the Department of Health and Human 
StrVices; and the Assistant Secrttary's Steering Comminee for Occupational 
and Environmental H d t h  and Safety. State and local health officials, who 
have unique knowledge about local concm, should participate on study- 
specific advisory wmmittces (See 3-9) and on Department of Energy site 
C O ~ ~ ~ C C S  (SCC 3-1 1). 

5-10 The Depamnent should enter into Memoranda of Agreement with States that 
address subjects such as: sharing death ccrrificate information, sharing the 

CIRRPC is chartered through the Feduai Coordinating C o d  for Scitnce, Engineering and Tecturology, 
Office of Science and Technology Policy, Executive Office ofthe Rtsidau 
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Departments dosimetry data, and sharing data to develop disease registries. 
Federal policies and State laws can make information sharing difficult; 
therefore, negotiations for agreements should begin now so that i n f o d o n  
can flow smoothly in the future. 

5-1 1 Throughout the Deparunent's occupational and environmental health and 
safety activities, the Department should regularly seek the w<pertist of other 
federal agencies. 
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Chapter Six: Bervllium 

Buyilium disease is an occupational health risk; thercfore, many of the 
Panef's earlier observations and ncommtndations apply to this chapter as well. 

Beryllium metal is used in many of the Department's manufacturing plants. 
Beryllium disease may nsult when M y  beryllium particles becomt deposited in 
the lungs 

The sevaity of the disease varies. In some cases, both the ciinical and 
pathological findings are minimal when diagnosed, and the disease does not 
progress. In other cases, the disease progresses to severe respiratory 
impairment and death. Latent periods beween initial exposure and first 
appearance of beryllium disease arc usually long and variable. 

that early diagnosis and removal from exuosure increases the probability of a 
Trcarment may reduce the symptoms and improve the outcome. It appears 

favorabie outcome. Lymphocyte transfohnation testing, a bldod test Gdcr 
development, may prove increasingly useful for detecting subclinical beryllium 

Beryllium is also a suspect human carcinogen. 

Request to the Panel 

The Secretary has asked the Panel to undertake the following: 

1) Evaluate the appropnatcness of the beryllium studies that are c ~ m n t l y  
associated with the Department of Energy; 

2) Recommend measures whereby those studies could either be expanded 
to include the universe of the Department's beryllium workers or initiate 
new studies that will accomplish this goal; and 

3) Recommend the role and structure of an appropriate oversight function 
that wdl ensure that these studies arc conducted in a us& and credible 
manna. 

0 bservations 

Currcnt research on beryllium disease is being conducted by the 
National Institute for Occupational Safety and Health and the National 
Jewish Center for Immunology and Respiratory Medicine. These studies 
arc neither funded nor conducted by the Department of Energy. 
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of beryllium disease. Thousands of currcnt and former workers arc 
potentially at risk of beryllium disease; for example, approximately 2,000 
workers wert exposed to beryllium at the Oak Edge Y-12 plant and 1,300 
workers at the Rocky Rats  plan^ 

At least one recent study suggests that there is no relationship between thc 
amount of exposure and the risk of developing disease. 

The extent of the beryllium problem is difficult to quantify because the 
Deparrment has no reliable system of records for identifying a l l  workers 
who may have been exposed to beryllium. For example, records may 
identify a worker as a machinist, but not identify that he or she was 
machining beryllium: therefore, that worker may not be recognized as 
having been exposed to beryllium. 

A recent epidemiologic study of Rocky Flats workers identified 12 cases 

The Panel has heard conflicting views about dose response to beryllium. 

Then is no uniform definition of what constitutes exposure to 
buyllium. For example, the Panel heard that a few day's work with 
beryllium does not constitute exposure; whereas others have indicated that 
ever k i n g  in the presence of beryllium may represent exposure. 

Recommendations 

6- 1 The c m n t  research being conducted by the National Institute for 
Occupational Safety and Health and the National Jewish Center for 
Immunology and Respiratory Medicine seems to be appropriate. However, 
these studies arc not sufficient The Department should establish whether 
there is beryllium disease comparable to that at Rocky Flats at other 
Deparrmental facilities. 

6-2 The Department should use a libaal definition of exposure to idennfy 
workers throughout the complex who have been exposed to beryllium and 
who ought to be included in research studies. 

6-3 The Department should address beryIlium disease both within the 
Department's occupational health program and within the analytic 
epidemiologic research program that the Panel recommends be managed 
under the Memorandum of Undmtanding with the Department of Health 
and Human Services. 

The Department should fUnd a range of research projects related to 
beryllium disease, such as: environmental and personal risk factors for 
beryllium sensitization and disease; exposure reconstruction efforts with 
diagnostic sampiing to confirm or refute the absence of dose-response for 
beryllium disease; natural history of subclinical disease and sensitization; the 
appropriate length of time between scretnings; sucarniining and automating 
the lymphocyte transformation test; and establishing laboratory 

6-4 

compaddity. 
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Chapter Seven: Resources 

The Pand rtcognizcs that its recommcndations will requirt new o r n -  
allocated funds. n l e  general cost estimates identified here are consistent with 
those contained in the Panel's Interim Repoh 

Observations 

surveillance and descriptive epidemiology) lacks comprehensiveness and 
coordinadon. The Depment  is understaffed at the policy level in this 
Program - The Department's existing occupational health program (including health 

on assessing health risks from low levels of radiation The Deparrmcnt's 
empioytcs, chose of its contractors, and nearby communities arc potentially 
exposed to a much broader range of health risks. Many questions about 
non-nuclear energy related risks (for example, toxic chemicals and 
beryllium) should be addressed. All sources of energy and the risks 
associated with their use an imponant arws for study. 

The majority of the Depment's epidemiologic research agenda focuses 

coordinated. All of the following Departmental organizations budget for 
epidemiology: Energy Research; Environment, Safety, and Heal& 
Defense Programs; and Nuclear Energy. 

Expenditures for epidemiologic research arc not ccnually controlled or 

Recommendations 

7- 1 The Department should fund a health surveiUance and descriptive 
epidemiology program that can function as an integral part of an 
occupational health program. Funding should enable stronger program 
management and more multi-disciplinary depth; for cxample, physicians 
trained in occupational medicine and public health (supported by clinical 
staffs at plants), epidemiologists, biostatisticians, data managers skilled in 
large computerized data sets, industrial hygienists, safety specialists, 
toxicologists, and heaith physicists. See recommendation 3-2 for a 
descrip tion of the program. 

Increase over proposed Fiscal Year 1991 budget: This new effort 
wil l  rquirc funds for a professional staff of 12 to 16 and funds to support 
day-to-day surveillance, data management, hazard analyses, data colIection, 
descriptive epidemiology, and support for the Assistant Secretary's S teuing 
Committee. (See recommendation 3-3.) 

t 0 2  t 1 18 37 



Funds for the descriptive epidemiology program under the Assistant 
Secretary for Occupational and Environmental Hcalth and Safety are 
recommended at $4.0 million* over the proposed F d  Year 1991 budget. 

Additional funds should be allocated to support analytical epidemiology that 
will be managed by the Department of Health and Human Services. (Sec 
recommendation 3- 13.) Many of the studies the Department is c m d y  
supporting are in this category. Many current studies need to be 
strengthened, pareicuIarty in the arca of data collection. Areas for further 
Itsearch need to be idenafied. 

7-2 

Increase over proposed Fiscal Year 1991 budget: Funds to 
strengthen and broaden epidemiologic research; $1 1.0 d o n ’ .  over the 
proposed Fiscal Year 1991 budget 

The S te&g Committee for the Assistant Secntary for 0ccupationd and 
Environmental Health and Safety should help develop more accurate wst 
estimates for the descriptive epidemiology program, including costs for Hsk 
communication programs and disease ngismes. Similarly, more accurate 
cost estimates for the analyacal epidemiology program should be developed 
in collaboration with the advisory committee established far the management 
of analytical epidemiology under the Memorandum of Understanding with 
the Department of Health and Human Services. 

7-3 

7-4 Any epidemiology project funded by the Department (for example, by 
Defense Programs, Nuclear Energy, Operations Offices, and others) should 
be coordinated through the Assistant Secretary for Occupaaonal and 
Environmental Health and Safety. To the extent that any component of the 
Depmenr  can jusafy separate fiscal support for epidemiologic 
activities,*- the funds should be channeled through either the descriptive 
epidemiology program or the mechanisms established under the 
Memorandum of Understanding with the Department of Health and Human 
Services. 

This includes the S O 5  million for program management that the Panel recommended in irs Interim 
Report and $35 million of the $75 million the Panel recommended for broadening epidemiologic Ttsearcfi 
intonewareas 
This indudes the $7.0 million for strengthening cumnt research that tk panel recommended in its 

Interim Report and $4.0 million of $75 million that the Panel ncommended for broadening e~duni0logic 
researchintonewarcas 

For example. the Defense Program’s funding of medical surveillance for the people of Rongelap Atoll 
in the Marshall Islands. 

, 

- 
-* 
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AppendixA 

DEPARTMENTOFENERGY 

SECRETARIAL PANEL FOR THE EVALUATION OF 
EPIDEMIOLOGIC RESEARCHA- 

OF THE DEPARTMENT OF ENERGY 

Commrnee s Official Denenanon: . I  1. 

Secretarial Panel for the Evalua~ion of Epidemiologic Research Activities of 
the Department of Energy 

Cornrmttee s Obiecn vcs and S c o x  of Ac~vlnes and 
Duncs 

. . .  . .  . ,  2. 

The Secretarial Pand for the Evaluation of Epidemiologic Research 
Activities of the Department of Energy (SPEERA) wil l  provide to the 
Secretary an independent evaluation of the Department of Energy's W E )  
epidemiology program and the appropriateness, effectiveness. and overall 
quality of DOES epidemiologic research activities. 

The SPEERA will examine the following aspects of DOE'S epide~ologic 
research aaivities and recommend measures to the Secretary that will ensure 
that thest activities arc appropriate, effective, and represent exctllcncc: 

a The goals and objectives of the epidemiologic research program (the mpd. 
b. The management and reporting structure of the Program. 

c. The full-timc-equivalents ( F l E s )  and budget rcsoufccs allocated to the 
Program (both internally to the DOE and e x t d y  to contraam). 

d. The use of conuaa scientists for ongoing and special projects. 

e. The quality control mechanisms in the Program, including data 
completeness and accuracy, and data management (archiving and 
access). 

f. The utility and feasibility of transfaring the epidemiologic research 
function, including the necessary data, to another entity. 

g. Maintenance and access to related recards such as exposurc incident 
files, matuials standards records and facilities design infomaon 
belonging to the DOE or irs contractors. 

i 



h. Current and proposed mechanisms for detamhhg epidenriologic data 
rclcasc policies including controls on "raw" data, "work in progress," 
and completed analysis. 

i. Currcnt and proposed mechanisms for the storage of DOE epidemiologic 
dara, including the establishment of a comprehensive data rtposiW'. 

j. DOE'S response to the data related request of the Thee Mile Isiand 
Public Health Fund. 

k The long tenn role of the National Academy of Sciences " & d W  on 

L Other areas related to the Program as d e t d n d  

Radiation and Epidemiological Research Programs." 

3. b u a n c c  of an T&m a ndaFi nal R m a  

The Panel shall submit an interim and a final report to the Secretary of 
Energy. 

4. to c lam Out Its 

The Panei is expected to complete its purpose within 10 months. 

5 .  oft?ci9i to Whom Th i s Co- R- 

The Panel will report to the Secretary of Energy. 

6. < n 

The Department of Energy sh'd provide the Panel with such administrative 
services, funds, facilities, staff, and other support services as may bc 
necessary for the performance of its functions. 

D *  . .  7 .  

The duties of the Panel arc solely advisory and are N l y  stated in paragraph 
2 above. 

8. 

The estimated operating costs arc $750,000 and 7.5 person-years. This 
estimate covers salaries for the support staff to the Panei; the salaries of any 
consultants, including Federal employees who may be detailed from another 
agency to assist the Panel; travel expenses; per dim in lieu of subsistence 
for panel members; suppiics; facilities; and other SQYices as may be 
necessary in support of the Panel's functions. 

9 .  at& Number and F m c n c v  of C o r n n e t  Metn- 

The Panel is expected to meet approximately six (6) times, or as 
determined by the Secretary. 
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The Panel is expected to terminate no later than May 31,1990. 

11. 

To facilitate the functioning of the Panel, subpanels may be formtd. The 
objectives of the subpaneis arc to make recommendations to the SPEERA 
with respect to matters concerning the DOE plans and programs which arc 
related to the objectives and scope of the SPEERA. The subpanels shall be 
comprised of such members of the SPEERA as may be determined by the 
Chairperson. 

Committee members shall be appointed by the Secretary of Energy. 
Members shall be distinguished individuals who have experience in the 
areas of public heaith, occupational health, epidemiology, research 
standards, ethical and legal aspects of medical research, organized hbor, 
and other areas as necessary to achieve a fairly balanced membership. The 
approximate number of members is wen. 

13. Chaim- 

The Qlavperson shall be appointed by the Secretary of Energy. 

This Charter for the Advisory Committee named above is hereby approved on: 

Howard H. Raiken 
Advisory Committee Management Officer 

Date F i l e c k a t  1.1989 
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Date 

1989 
September 12-13 

October 26-27 

November 13-14 

November 15 

December 20-21 

December 27 

December 28-29 

1990 
January 9-10 

January 17-18 

January 19 

Ftbxuary 21 

February 22-23 

M m h  12-13 

Appendix B 

PANEL MEETING SCHEDULE 

W=t Site 

MettingPublic Hearing 

MeetingPublic Hcaring 

Mceting/Public Hearing 

Site Visit 

Site Visit 

Site Visit 

Mecting/Public Hearing 

Site Visit 

Metting/Public Hearing 

Site Visit 

Site vi si^ 

MetingPublicHearing 

MeetingPublic Hcaring 

WashingtonDC 

Chicago, IL 

Denver, CO 

Rocky Flats, 
Denver, CO 

Hanford, 
RichlanbWA 

Los Alamosm 

AlbuquerqueW 

Oak Ridge, TN 

Cincinnati, OH 

Feed Mataials 
Production Center, 
Fernaid, OH 

Savannah River 
Plant, Aiktn, SC 

Columbia, SC 

Washington, DC 
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Appendix C 

Background Information and Reference Materials 

The Panel's work included: 14 days of public meetings in 7 cities around the C O U ~ ~ Y ;  
6 visits to Dcparrmcnt of Energy Sites; 
177 people who presented testimony, and 
Thousands of pages of nfcrtnct matesial, as follows. 

Reference Materials 

Acquavella John F.. and Wilkinson. Gngg S, The N a h d  Pluronium Workrs' S f d y :  Conridcranbns 
and Preliminary Rdu, Los Alamos National Laboratmy. Los Alamos, 1983. 

Xlexanda. RE, "Concern for Very Low Doses." T k  Henlrh Physics Society's News~eurt, VolXvI. 
No.11. November 1988. 

Alexander. RE. "HF5 Comments on NRC Policy Statement," a presentation of Dr. buriston S. Taylor's 
transcnpr for the NRC Commlssionus on January 12. 1989. The Health Physics Society Ntwsletfer, Vol. 
X V n ,  No3 March 1989. 

Alexander, RE., "Public Informauon." The Health Phyrics SockfyS Newsferrer, V O W ,  No 9, 
September 1988. 

Alvanz. Robert Occvpanonrrl Radiarion Health R i s k :  Folklore and Fact. An Assessmenr of tk 
Healih and Monaliry Studies of Fedual Nufear Wontas in tk United Sfara E n m e n t a l  Policy 
Institute. Washington, June 1985. 

Bibliogqhy of all anicles published from the Deparunent of Energy's Health and Morrality Study, 
Health Surveillance System. and Internal Emitters Program, arranged by Pacific Northwest Laboratory, 
Hanford Environmental Hcallh Foundauon, Oak Ridge Associated Universities, and Argonne National -- 
Bibliography of Epidemiological Papers and Repons with Statistically Significant Assmiations 
Provided by the Department of Energy to the Senate Governmental Affairs Commiuct. 

Beryllium Related Maraials: Submicud by Lewis G. Hulman, Director. OEce of Quality Programs, 
U.S. Depamnau of Energy. 

Amaican Conference of Govanmental IndusrriaI Hygienists, Tmshoid Limit Values and 
Biologicai Expasure Indices for 1988-1989." - 

American Confaence of Governmental Indusaial Hygienists, "Doaunentation of the Threshold 
Limit Values and Biologicai Exposure Indices" Fifth Edition, 1986 

Amdur Mary 0, ed Casarea and hull's, "Toxicobgy: The Basic Saeace &Poisons Third 
Edition, New Yark: Mac W o n  Publishing Ca. 1984 

Aronchick JM, Rossman MD, MiIIa WT, "Chronic Bayilium Disease: Diagnosis, Radiographic 
Findings and Comhion with Pulmonary Function Tcss," Radiology 1987; 163(3); 677-682 
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Appendix D 

Blograp hical lnfomatfon 

Secretarial Panei 
for the Evaluation of Epidemiologic Research Activities 

of the Department of Energy 
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She is Secretary of Hcalth. Depanment of Health, for the State of W a s b P a  In 
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Univmity and a member of the Institute of Medicine's AIDS Oversight c o d = .  
She was Adminis~tm of the Oregon Health Division and a member of the 
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Lee Stauffer, MS-H., of Minnesota, is Associate Professor at the School of 
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chaixman of the Task Force on Safe Drinking Water for Minnesota's Department of 
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Occrcpcrrional Medicinc. 

Thomas Vernon, M.D., of Colorado, is Extcutive Director of the Colorado 
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Bailus Walker, Jr., Ph.D, M.P.H., of New York, is Professor of Environmental 
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