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U.S. Depariment of Energy’s (DOE) Approach to Protecting Human Participants of its Broad Research Porifolio:

Pacific Northwest
National Laboratory
Richland, WA

|daho National
Laboratory
|daho Falls, ID

Idaho National Laboratory -
Antibody Profiling (ABP/D)

Lawrence Berkeley
National Laboratory
Berkeley, CA

Lawrence Livermore
National Laboratory
Livermore, CA

Lawrence Livermore Nationadl
Laboratory - The Marshall Islands
Program at LLNL operates three
whole body counting facilities
which are used to assess public
exposures fo nuclear fallout

contamination in the environment.

This program represents the
largest per capita whole body
counting program in the world for
members of the general public.

Use of Central and Site IRBs and Active Community IRB Member Engagement

Ames Laboratory
Ames, lowa

Argonne National
Laboratory

Pacific-Northwest Nationdal
Laboratory - Researchers
develop technologies that solve
multiple challenges, such as
the first-of-its-kind holographic
millimeter wave scanner that

Is being used for security
applications as well as in the

Ames Laboratory - Scientists
conduct research involving
single-molecule immunoassay
and DNA screening. The

Chicago, IL

ctething industry.

Lawrence Berkeley
National Laboratory -
Environment Health and
Safety summer interns
vestigate the comfort
and user preferences
for\ergonomic pipettes.

Los Alamos National
Laboratory
Los Alamos, NM

Los Alamos National

Laboratory utilized the lowa
State University Institutional
Review Board which reviewed
and approved the project.

Argonne National Laboratory - Scientists

are developing an “omnivorous engine”

to run on any blend of spark-ignited fuels
such as gasoline, ethanol, or butanol. A
suite of sensors evaluates the combustion
characteristics and chemical signature
inside the engine. The engine controller then
calibrates the engine to burn that fuel at its
peak efficiency.

Sandia National
Laboratories
Albugquerque, NM

Sandia National Laboratories - A Sandia

researcher studies how to solve “wicked

Laboratory - Researchers
are developing an Ultra
Low Field Magnetic
Resonance Imaging

problems” - complex, rapidly evolving
sifuations with multiple stakeholders

and contradictory requirements. Simply
engaging a wicked problem changes the

Fermi National Accelerator
Laboratory - Neutron Therapy
Technician with isocentric and
conformal therapy patient in
freatment room.

FERMI

National Accelerator
Laboratory

Bataviq, IL

Brookhaven National Laboratory - DOE
research scientists are examining novel
radiotracers in combination with new
nuclear medicine imaging techniques to
better understand the molecular basis of
human diseases including Alzheimer’s,
Attention Deficit Hyperactivity Disorder
(ADHD), obesity, and substance abuse.

Upton, New York
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Oak Ridge Associated
Universities
Oak Ridge, TN

Oak Ridge National Laboratory

Oak Ridge, TN

Savannah River Site

Aiken, SC

Oak Ridge Associated Universities
- Medical technologists are
analyzing blood samples for
sensitivity to beryllium using the
Beryllium Lymphocyte Proliferation
Test. This lab is one of 5 in the U.S.

Savannah River Site - Waste

remediation. Former workers from this

and other DOE sites who may have

been exposed to hazardous substances

while working at DOE facilities are

offered the opportunity to participate in
the Former Worker Medical Screening
Program, a screening/research program

Brookhaven National Laboratory

Oak Ridge National Laboratory

- Where supercomputers such

as Jaguar furnish the decisive
technical edge in human subjects
research by quickly analyzing
massive data sets to meet critical
mission requirements.

Summary of FY2010 Human Subjects Database

Contributing Research Facilities

There are 32 research organizations that reported data included in this year's database. Eleven of these are DOE sites and 21 are
non-DOE sites (such as hospitals, universities, or research institutes) receiving DOE funding or other sites conducting studies
related to DOE activities.

The statistics presented below only represent active projects in the HSRD. Active projects are those that had current fiscal-year IRB
approval, even if they received no funding or reported no human subject activity in the ¢ t fiscal year. Inactive projects include
those that were temporarily suspended for any reason. Other sections of the HSRD include data on all projects, both active as well
as inactive projects, reported by individual sites and research organizations

Number of Active Research Projects

(Total Number of Proj 315)
Research Organization Projects Percent .
B Lawrence Berkeley National Laboratory 60 19% - .
Brookhaven MNational Laboratory 41 13% .
B Oak Ridge Institute for Science and Education 33 10% .
B Los Alamos National Laboratory 26 8%
Sandia National Laboratories 25 8%
B Lawrence Livermore National Laboratory 23 7%
Pacific Northwest Mational Laboratory 22 7%

B O3k Ridge National Laboratory 20 6%
B MIND Research Network 16 5%
B others 49  16%

» Eighty-three percent of the projects were conducted at DOE facilities, and 17% were conducted at non-DOE facilities.

* Lawrence Berkeley Mational Laboratory (LBML) had the largest number of active projects with 60, followed by Brookhaven
Mational Laboratory (BML) with 41

e Seven research organizations reported 19 projects as being intermational. The Radiation Effects Research Foundation (RERF), in
Hirashima and Nagasaki, Japan, which studies health impacts of radiation exposure in atomic bomb surnvivors, reported the
largest number of foreign subjects

» Eight research organizations reported 14 projects as part of the Former Worker Medical Screening Program (FWP)
Organizations with FWP projects include six universities and two research labs.

Funding for Human Subjects Research
(Total Research Funding: $103,269 442)

Research Organization Funding Percent
B Radiation Effects Research Foundation $15,000,000  15% K<
Lawrence Berkeley Mational Laboratory $14,196,105 14% - .
B Pacific Northwest National Laboratory $13,960,524  14% i
B Oak Ridge Institute for Science and Education $10,350533  10% .
Sandia Mational Laboratories £8,963,000 9%
B Queens College of the City University of New York $8,429.709 8%
Los Alamos Mational Laboratory 96,099,416 6%

B Lawrence Livermore National Laboratory £5,587,000 5%
B 0zk Ridge National Laboratory 54,121,811 4%
B others $16552345  16%

* Funding for human subjects research includes only those projec eiving federal funding. Funding from private sources
included.

* Funding from the DOE dropped from $80 million in FY2009 to $57 million in FY2010. This drop was due Iyl number of
high-dollar volume DOE projects ending in FY2009, as well as lesser adjustmenls among other DOE pro j FY2EI1'IJ Funding
from other federal sources stayed fairly constant at 549 million

 International projects, including the Radiation Effects Research
studies, funded by the DOE with the National Institutes of Health (NIH) and the Japanese Ministry of Health, Labor and Welfare,
accounted for 69% of intemational project funding and 21% of total funding

* Former Worker Medical Screening Program (FWP) projects received $22 million in funding from the DOE

Foundation (RERF) project, received $22 million in funding. RERF

Number of Human Subjects
(Total Human Subjects: 1,075 428)

L Human
Researc h Organiza tion Subjects Percent
B Mational Institute for Occupational Safety and Health 410,012 38%

Oak Ridge National Laboratory 355,192 33%
B Radiation Effects Research Foundation 120,000 11%
B oak Ridge Institute for Science and Education 107,758 10%

Lawrence Berkeley National Laboratory 54,239 5%
B others 28227 3%

e A total of 1,075,969 human subjects were involved in DOE-funded, site-related, or worker-related projects.

* About 49% of human subjects were reported by DOE facilities, and 51% were reported by non-DOE facilities.

* The Mational Institute for Occupational Safety and Health (MIOSH) had the largest number with over 410,000 human subjects,
distributed among seven projects. The Oak Ridge National Laboratory (ORNL) had the next largest number of human subjects
{over 355,000), with 350,000 in one records analysis project.

* The number of human subjects in international projects decreased by 25% from 161,804 in FY2009 to 121,983 in FY2010. One
project that ended in FY2009 at the University of lllinois Chicago accounted for the decrease of 40,000 human subjects in
international projects

* Human subjects participation in Former Worker Medical Screening Program (FWP) projects dropped by 81% from 68,111 in
FY¥2009 to 13,204 in FY2010. This difference is attributable mostly to the FWP project at the University of Washington-
Harborview Medical Center that ended in FY2009 and involved over 54,000 subjects

Central DOE IRB

DOE expanded the focus of its Central IRB from
studies of health effects of beryllium exposure
to also include multi-site worker health and
productivity studies.
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Community IRB Members

DOE and Academia join forces. DOE and
the University of Southern California (USC)
hosted meeting to prepare, educate, and
communicate in a collegial forum.

Magnetoencephalography nature of the problem itself, infroducing a
System. new set of stakeholders with a new set of
problems.

designed as a service to former workers
from all DOE sites and also infended to
befter understand health implications of
certain jobs/exposures.

that performs this test.

Albuguerque, NM The DOE also helps community members

become successful IRB participants by
providing access to resources, training, hands-
on experience, one-on-one mentoring, and
networking with other community members.

Savannah River Site
Aiken, SC



