August 14, 2008

The Honorable Elaine Chao By fax: 202-693-6111
Secretary of Labor and regular mail

U.S. Department of Labor

Suite S-2018

200 Constitution Avenue NW

Washington, DC 20210

Dear Secretary Chao:

We are writing to urge you to withdraw the proposed rule “Requirements for DOL
Agencies’ Assessment of Occupational Health Risks” (RIN 1290-AA23), which is pending
review at the Office of Management and Budget’s (OMB) Office of Information and
Regulatory Affairs. The proposed rule fails to provide any validated guidance that would
improve the current risk assessment approaches used by MSHA and OSHA, and has serious
flaws that would weaken current procedures and undermine occupational health rules.
Furthermore, the draft proposal would add an additional step to the rulemaking process,
further delaying the development and issuance of needed health and safety protections for
workers.!

If the Department of Labor (DOL) is serious about improving its risk assessment
approaches, it should be guided by recommendations of the National Academies’ National
Research Council (NRC) and other authoritative bodies, rather than a scattered approach
that fails to incorporate advice from agency experts, practitioners, worker advocates, and the
public.? The NRC panel charged with reviewing the 2006 OMB Risk Assessment guidelines
issued its scathing report in January 2007, concluding “that the OMB bulletin is
fundamentally flawed” and recommending that “it be withdrawn.” Nonetheless, many of
the faulty OMB recommendations have re-emerged in this DOL proposal.

! Original documents and chronology of events can be accessed at:
http://www.defendingscience.org/case studies/Secret-DOI.-Rule.cfm.

? The National Research Council (NRC) Report, Scientific review of the proposed risk assessment bulletin from
the Office of Management and Budget (2007), pointed out that, “the major recommendations that have
emerged from nearly 25 years of study of risk assessment have much in common”; including the
following: the Red Book (NRC, 1983); Science and Judgment in Risk Assessment INRC, 1994);
Understanding Risk: Informing Decisions in a Democratic Society INRC, 1996), and Review of the Proposed
OMB Risk Assessment Bulletin (NRC, 2007).

> NRC. Scientific review of the proposed risk assessment bulletin from the Office of Management and Budget.
National Research Council, 2007.

http://www8.nationalacademies.org/onpinews/newsitem.aspx?RecordID=11811.



Moreover, it is ironic that your proposal will require MSHA and OSHA to issue an Advance
Notice of Proposed Rulemaking (ANPRM) soliciting public input, but you failed to follow
this same mandate with respect to this proposal. It was developed without any opportunity
tor early public input.* In fact, the secrecy of this proposal resulted in a front-page story in
the Washington Pos and a request from Senator Edward Kennedy (D-MA) and Congressman
George Miller (D-CA) to be briefed by DOL about its proposal.®

We discuss three major flaws with the document: 1) altering the definition of a working life
from 45 years to an average number of years, 2) calling for uncertainty analysis without
providing any guidance that would actually improve the quality, reliability, or utility of such
an analysis, and 3) taking regulatory action only where clinical adverse health outcomes have
been demonstrated.

1) Altering the definition of a working life

The proposed rule seeks to reduce the definition of a working life from as many as 45 years
to an average number of years, justifying this move with data tables showing that most
workers stay with the same employer for much less time than 45 years. While workers do
change jobs, they are much less likely to change into a job that significantly reduces their
risks. Individuals who learn a skilled trade like welding, for example, may indeed change
employers over their careers, but most practice their welding trade for their entire working
lives. Furthermore, an expert panel of the National Academies issued a report in 1994 that
recommended against this unvalidated and unrealistic approach in their discussion of
ambient exposures to the general public over a lifetime, notwithstanding the data that show
multiple changes of residences over a lifetime.”

The attempt to weaken the definition of a working life is contrary to the health-protective
frameworks mandated in the Occupational Safety and Health Act of 1970 and the Federal
Mine Safety and Health Act of 1978, which specifically direct the Department of Labor to
issue standards on toxic agents that assure workers’ health is protected even if an employee
“has regular exposure to the hazard...for the period of his working life.”® Congress wanted
OSHA and MSHA to set standards that would protect people who choose to work in the
same industry for 45 years.

* Monforton, C. Secret rule on OSHA risk assessment? The Pump Handle. July 8, 2008.
http://thepumphandle.wordpress.com/2008/07/08/sectet-rule-on-osha-risk-assessment/.

* Leonnig, CD. U.S. rushes to change workplace toxin rules. Washington Post. July 23, 2008; Page A01.

® Monforton, C. Congtess demands briefing on Chao’s mystery proposal for risk assessment. July 10,
2008. http://thepumphandle.wordpress.com/2008/07/10/congtress-demands-briefing-on-chaos-
mystery-proposal-for-risk-assessment/.

"NRC. Science and Judgment in Risk Assessment. 1994. p. 217.
® OSH Act of 1970, Section 6(b)(5); Mine Act of 1977, Section 101(a)(6)(A).
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2) Calling for uncertainty analysis without providing any guidance that would
actually improve the quality, reliability, or utility of such an analysis

The proposal calls for a rigorous uncertainty analysis, but provides no clear guidance on how
to conduct one. The NRC report criticizes this same failure in the OMB Risk Assessment
Bulletin, saying,

“In the absence of clear guidance regarding the conduct of uncertainty analysis, there
is a serious danger that agencies will produce ranges of meaningless and confusing
risk estimates, which could result in risk assessments of reduced rather than enhanced
quality and objectivity.””®

Because risk assessors must rely on imperfect and incomplete data, decisions are informed
by various guidance documents that are publicly available and publicly documented, and
have been publicly vetted. Reliance on guidance documents helps to ensure that evaluations
are consistent across substances and as objective as possible. This proposal fails to provide
any useful guidance for important questions such as what default assumptions agencies will
use, how agencies will decide when available data is robust enough to move away from
default assumptions, and how incomplete exposure data should be used to support dose-
response estimates.

3) Taking regulatory action only where clinical adverse health outcomes have been
demonstrated

Finally, the draft regulatory text suggests the Department seeks to reserve its regulatory
action for hazards associated solely with clinically apparent adverse health outcomes, by
saying that, “The dose-response step determines a quantitative model that accounts for the
relationship between a hazard and an adverse health outcome” (emphasis added). OMB in
its Risk Assessment Bulletin was admonished for failing to specifically define the term
“adverse.” The NRC (2007) panel wrote:

“The bulletin’s definition of adverse effect implies a clinically apparent effect,
which ignores a fundamental public-health goal to control exposures well
before the occurrence of any possible functional impairment of an organism.
Dividing effects into ‘adverse and ‘nhonadverse’ ignores the scientific reality
that adverse effects may be manifest along a continuum.”® (emphasis in
original)

By oversimplifying the risk assessment process, demanding an unachievable quantification of
uncertainty, and defining adverse effects in a narrow manner that overlooks medical reality,
the Department has created a proposed regulation that will hamper the OSHA and MSHA
in their Congressionally-mandated duties to protect workers” health from toxic agents.



In conclusion, this proposed rule will significantly weaken current risk assessment
approaches without offering any improvements and will undermine worker health
protections.

There are scores of workplace health and safety hazards for which the regulation needs to be
updated, and hundreds more that have not yet been regulated. The Department of Labor
should turn its attention and direct resources to such hazards as silica, diacetyl and beryllium
— not to a deeply flawed rule that will make future efforts to safeguard the health of U.S.
workers more difficult.

As industrial hygienists, physicians, epidemiologists, toxicologists, and other practitioners
involved in workers’ safety and health research and prevention programs, we urge you to
withdraw this proposed rule.

Sincerely,

Alffiliations for identification purposes only, and do not constitute an endorsement on the part of the
institution of information contained in this letter.

Celeste Monforton, MPH, DrPH (corresponding author)

Lecturer and Researcher, Dept of Environmental & Occupational Health
School of Public Health & Health Services

The George Washington University

2100 M Street NW, Suite 203, Washington, DC 20037

Phone: 202-994-0774 Email: celeste.monforton@gwumec.edu

Jennifer Sass, PhD (corresponding author)
Senior scientist, Health and Environment
Natural Resources Defense Council

1200 New York Avenue, NW, Suite 400
Washington, DC 20005

Phone: 202-289-2362 Email: jsass@nrdc.org

Robin Baker, MPH

Director, Labor Occupational Health Program
Center for Occupational and Environmental Health
School of Public Health

University of California, Berkeley

Les Boden, PhD
Professor, Department of Environmental Health

Boston University School of Public Health



Kathleen Burns, PhD
Director, Sciencecorps
Lexington, Massachusetts

Barry Castleman, ScD
Environmental Consultant
Garrett Park, Maryland

Richard Clapp, DSc

Professor, Department of Environmental Health
Boston University School of Public Health, and
Adjunct Professor, Department of Work Environment
University of Massachusetts Lowell

James Cone, MD, MPH
Occupational Medicine
New York City

Carl F. Cranor, PhD

Professor of Philosophy
Department of Philosophy
University of California Riverside

Mark R. Cullen MD
Yale School of Medicine

James G. Dahlgren, MD

Assistant Clinical Professor of Medicine, and

Specialist in Occupational and Environmental Toxicology
University of California Los Angeles

Linda Delp, PhD
Director, Labor Occupational Safety & Health Program
University of California Los Angeles

John M. Dement, PhD, CIH

Professor, Division of Occupational & Environmental Medicine
Department of Community & Family Medicine

Duke University Medical Center

David Egilman MD, MPH
Clinical Associate Professor
Brown University

Bradley Evanoff, MD, MPH
Associate Professor of Medicine
Washington University School of Medicine



Adam M. Finkel, ScD, CIH

Professor of Environmental and Occupational Health,
UMDN]J School of Public Health

Fellow and Executive Director, Penn Program on Regulation,
Univ. of Pennsylvania Law School

Arthur L. Frank MD, PhD
Drexel University
School of Public Health

John R. Froines, PhD
Center for Occupational and Environmental Health
University of California Los Angeles

Scott Fruin, DEnv

Assistant Professor, Department of Preventive Medicine,
USC Keck School of Medicine

Ken Geiser, PhD
Co-Director, Lowell Center for Sustainable Production,
University of Massachusetts Lowell

Fred Gerr, MD
Professor, Director, Occupational Medicine Residency Program
The University of Iowa

Lynn Goldman, MD, MPH
Professor, Bloomberg School of Public Health
Johns Hopkins University

David F. Goldsmith, MSPH, PhD

Associate Research Professor

Department of Environmental & Occupational Health
School of Public Health & Health Services

George Washington University

Tee L. Guidotti, MD, MPH

Director

Division of Occupational Medicine and Toxicology
The George Washington University Medical Center

Robert Harrison, MD, MPH

Professor of Medicine

Division of Occupational and Environmental Medicine
University of California, San Francisco



Michael R. Harbut, MD, MPH, FCCP

Co-Director, National Center for Vermiculite and Asbestos-Related Cancers
Karmanos Cancer Institute, Wayne State University, and

Chief, Center for Occupational and Environmental Medicine

Royal Oak, Michigan

Robin Herbert, MD

Director, World Trade Center Medical Monitoring and Treatment Program,
Data and Cootrdination Center

Associate Professor of Community and Preventive Medicine

Mount Sinai School of Medicine

Peter F. Infante, DrPH

Professorial Lecturer, Department of Environmental and Occupational Health
School of Public Health and Health Services

The George Washington University

Anne Katten, MPH
Pesticide and Work Safety Project Director
California Rural Legal Assistance Foundation

David Kriebel, ScD

Professor, Department of Work Environment
School of Health and Environment
University of Massachusetts Lowell

Joseph LaDou, MS, MD
Division of Occupational and Environmental Medicine
University of California School of Medicine

Philip J. Landrigan, MD, MSc
Professor and Chairman, Department of Community & Preventive Medicine
Professor of Pediatrics, Director, Children's Environmental Health Center

Paul Landsbergis, PhD, MPH

Associate Professor, Department of Environmental and Occupational Health Sciences
Graduate Program in Public Health

State University of New York-Downstate Medical Center

Mount Sinai School of Medicine

Richard A. Lemen, PhD, MSPH
Assistant Surgeon General, USPHS (ret.)
Rear Admiral, USPHS (ret.)

Chatrles Levenstein, PhD, MSOH
Professor Emeritus of Work Environment
University of Massachusetts Lowell



Stephen M. Levin, MD

Medical Co-Director

L]. Selikoff Center for Occupational & Environmental Medicine
Mount Sinai School of Medicine

Bruce Lippy, PhD, CIH, CSP
The Lippy Group, LLC
Baltimore, Maryland

Gerald Markowitz, PhD
John Jay College
City University of New York

Steven Markowitz, MD
City University of New York

Michael McCann, PhD, CTH
Director of Safety Research
CPWR - The Center for Construction Research and Training

Ron Melnick, PhD
National Institute of Environmental Health Sciences

David Michaels, PhD, MPH

Professor and Interim Chair

Department of Environmental & Occupational Health
School of Public Health & Health Setrvices

The George Washington University

Franklin E. Mirer, PhD, CIH

Professor, Environmental and Occupational Health Sciences
Urban Public Health Program

Hunter College School of Health Sciences

Jacqueline Moline, MD, MSc

Vice Chair, Community and Preventive Medicine

Director, WTC Medical Monitoring and Treatment Program
Clinical Center at Mount Sinai

Director, NY/N]J Education and Research Center

Mount Sinai School of Medicine

Kathleen Morris, MSA, RN
Director of Nursing Practice
Ohio Nurses Association



Tim Morse, PhD, CPE

Associate Professor

Occupational and Environmental Health Center
University of Connecticut Health Center

Roni Neff, PhD, MS
Research Associate
Johns Hopkins Bloomberg School of Public Health

Mark Nicas, PhD, MPH, CTH

Adjunct Professor, Environmental Health Sciences Division
School of Public Health

University of California Berkeley

L. Christine Oliver, MD, MPH, MS

Assistant Clinical Professor of Medicine, Harvard Medical School, and
Associate Physician

Massachusetts General Hospital

Peter Orris, MD, MPH

Professor and Chief of Service

Environmental and Occupational Medicine
University of Illinois at Chicago Medical Center

David Ozonoff, MD, MPH

Professor of Environmental Health

Chair Emeritus, Department of Environmental Health
Boston University School of Public Health

Glenn Paulson, PhD
Professor of Environmental and Occupational Health and
Associate Dean for Research

UMDN]J-School of Public Health

Lew Pepper, MD, MPH
Assistant Professor
Boston University School of Public Health

John M. Peters, MD

Hastings Professor of Preventive Medicine
Division of Environmental Health

USC School of Medicine

Gerald Poje, PhD
Former Board Member
US Chemical Safety and Hazard Investigation Board



Laura Punnett, ScD

Professor, Department of Work Environment

Director, Center to Promote Health in the New England Workplace (CPH-NEW)
Senior Associate, Center for Women and Work (CWW)

University of Massachusetts Lowell

Margaret M. Quinn, ScD, CIH

Professor, Department of Work Environment
School of Health and Environment
University of Massachusetts Lowell

Patty Quinlan, MPH, CIH
Industrial Hygienist
UCSF Occupational and Environmental Medicine Program

Julia Quint, PhD

Retired Research Scientist, California Department of Public Health
Member of the Board of Directors, Worksafe, Inc.

Berkeley, California

Kathleen Rest, PhD, MPA
Executive Director
Union of Concerned Scientists

Carol Rice, PhD, CIH

Professor

Department of Environmental Health
University of Cincinnati College of Medicine

Knut Ringen, DrPH, MHA, MPH
Principal, Stoneturn Consultants
Seattle, Washington

Thomas G. Robins, MD, MPH

Professor of Occupational and Environmental Medicine

Director, Center for Occupational Health and Safety Engineering

Director, Fogarty International Center Southern African Program
in Environmental and Occupational Health

University of Michigan School of Public Health

Beth Rosenberg, ScD, MPH

Assistant Professor

Department of Public Health & Family Medicine
Tufts University School of Medicine

Kenneth Rosenman, M.D., FACPM, FACE

Professor of Medicine

Chief, Division of Occupational and Environmental Medicine
Michigan State University
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Frank S. Rosenthal, PhD
Associate Professor of Occupational and Environmental Health Sciences
Purdue University School of Health Sciences

David Rosner, PhD
Ronald H. Lauterstein Professor of Sociomedical Sciences and History
Columbia University

Rachel Rubin, MD, MPH

Medical Director, MacNeal Occupational Health Services, and
Assistant Professor

University of Illinois Chicago School of Public Health

Steven Samuels, PhD
Associate Adjunct Professor, Retired
University of California, Davis

Ellen K. Silbergeld, PhD

Professor, Environmental Health Sciences
Johns Hopkins University

Bloomberg School of Public Health

Darius D. Sivin, PhD

International Representative

Legislative, Governmental and International Affairs

United Automobile, Aerospace and Agricultural Implement Workers of America (UAW)

Leslie Thomas Stayner, PhD

Professor and Director

Division of Epidemiology and Biostatistics

University of Illinois Chicago School of Public Health

Steven D. Stellman, PhD MPH
Professor of Clinical Epidemiology
Mailman School of Public Health
Columbia University

Kyle Steenland, PhD

Professor

Department of Environmental and Occupational Health
Emory University

Glenn Talaska, PhD, CIH

Professor of Environmental Health

The University of Cincinnati College of Medicine, and
Vice Chair, ACGIH BEI Committee
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Daniel Thau Teitelbaum, MD

Adjunct Professor Occupational and Environmental Medicine
School of Public Health

University of Colorado, Denver,

Adjunct Professor, Environmental Sciences
The Colorado School of Mines

Joel A. Tickner, ScD

Assistant Professor

Lowell Center for Sustainable Production
University of Massachusetts Lowell

Nicholas Warren, ScD, MAT

Associate Professor of Medicine/Ergonomics Coordinator
Division of Public Health and Population Science
University of Connecticut Health Center

David H. Wegman, MD, MSc
Dean

School of Health and Environment
University of Massachusetts Lowell

Laura S Welch, MD

Medical Director
CPWR - The Center for Construction Research and Training

cc: The Honorable Edward M. Kennedy, Chairman, U.S. Senate Committee on Health,
Education, Labor and Pensions

The Honorable George Miller, Chairman, House Committee on Education and Labor
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