Peter F. Infante Consulting, L.L.C
200 S. Cak Street
Falls Church, Virginia 22046-3904

Phone: (571) 641-3047
e-mai | : pinfante@tar power. net

October 14, 2003

Dave D. Lauriski

Assstant Secretary of Labor

Mine Safety and Health Adminidiration
U.S. Department of Labor

Fax #: 202-693-9441

Dear Assstant Secretary Lauriski:

| am writing in response to the notice published by the Mine Safety and Health Adminidtration in the
Federal Register on August 14, 2003, proposing to revise the hedlth standard to protect workers
involved in underground meta and nonmetal mining operations from exposure and disease related to
diesdl particulate matter (DPM), Feder al Register, Vol. 68, No. 157, 48668-48721.

| am aformer federd employee who worked for three years as an epidemiologigt, including one year as
Director of the Biometry Section of the Industry-Wide Studies Branch for the Nationd Indtitute for
Occupationa Safety and Hedlth (1975 - 1978) and worked for 24 years as Director of the Office of
Carcinogen ldentification and Classfication, and Director of the Office of Standards Review in the
Directorate of Hedlth Standards Programs of the Occupationa Safety and Hedth Adminigtration (1978
- 2002). | copy of my Curriculum Vitaeis attached. | have devoted much of my career to
government standard setting, and to addressing hedlth hazards and quantitative risks of disease from
exposure to substances found in the workplace such as arsenic, asbestos, benzene, beryllium, 1, 3-
butadiene, chromium, cadmium, MDA, vinyl chloride, etc.

Health stlandards are necessary to protect workers from disease and degth in the workplace. | submit
these comments as someone who has decades of experiencein ng and demongtrating significant
risk of adverse hedth from exposure to toxic substances on the job. My experience indicates that even
after the promulgation of the most protective standards that government can develop, the remaining risk
in the occupationd setting is dill a alevd that is considered significant by the Department of Labor,
eg., an elevated risk level of 1 excess case per 1000 over an occupationd lifetime.  Therefore, it is
imperative that government set the most protective standards possible to protect workers from
occupationa hazards, particularly when the toxic exposure causes cancer.
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MSHA’sfind rulesto protect underground miners from diesel particulate matter are notable
accomplishments in the history of occupational hedlth sandards. As| know first-hand from OSHA's
experience, the chalengesinvolved in regulating hedth hazards are unique, especidly when trying to
regulate carcinogens or other compounds with long-latency periods before hedth effects are identified
or diagnosed. | was disgppointed, but not surprised to learn, that some in the metal and nonmetal
mining industry are using substantia financid resourcesto chadlenge MSHA's 2001 Find Rule. My
comments will address the following issues

(1) Thedlegationsthat MSHA has "jumped the gun" by issuing arule on diesd particulate
matter.

(2) Thedlegations that MSHA's assessment of therisk is scientifically and legaly flawed.
(3) The dlegationsthat MSHA'srule is not feasible.

(4) The dlegations dtating that written control plans and written respiratory protection programs
are unnecessary.

Allegation 1. " Silence by OSHA demonstratesMSHA'serror in regulating diesdl particulate
matter."

At arecent public hearing on this proposed rule, industry representatives claim that MSHA is out-of -
step with the regulatory community in its efforts to regulate diesdl particulate matter. One Spesker
stated:

"No other federa agency has proposed much less adopted, an occupationad DPM exposure
limit for diesdl particulate matter—diesdl enginesin congruction, tunneling, rail, truck, marine or
bus depats, repair facilities, agriculture or aviation. The slence demongtrates MSHA's unique
and isolated error in its gpproach in diesdl regulation. ...Even though OSHA regulates far more
workplace diesd engines and potentialy-exposed personnd than MSHA, including tunndling
with potentialy high exposures, MSHA stands done in its experimentd regulation of diesdl
particulate matter ..."

The fact that OSHA has not regulated diesdl particulate matter does not mean there is no significant risk
from exposure to DPM. To the contrary, OSHA’ s inaction in addressing this hedth hazard issmply a
reflection of OSHA not having the resources to regulate DPM. OSHA is gill working on aregulation
for beryllium (first proposed in 1975), chromium (first proposed in 1978) and silica (first proposed in
1974).

! David Graham, General Chemical and the MARG Diesel Coalition, testifying on September 16, 2003 in Salt Lake City,
Utah at MSHA's public hearing.



Allegation 2: "M SHA's assessment of miners health risk from diesel particulate matter is
scientifically and legally flawed."

The hedth effects of diesd exhaust have been studied extensively for decades, and MSHA presents
much of this evidencein its 2001 risk assessment. MSHA relies on the findings from 47
epidemiologica studies, including 41 studies showing some degree of association between occupationa
exposure to DPM and lung cancer. The risk estimates for excess lung cancer deaths at current
exposure levels are staggering, ranging from 15 excess deaths per 1,000 workers, up to 830 excess
lung cancer deaths per 1,000 workers. With exposure levels reduced to 200 ug/m3 DPM, the excess
lung cancer deaths for exposure over aworking lifetime sill range from 15 to 513 excess lung cancer
deaths per 1,000 workers.?2 Well above the 1 in 1000 excess risk level that OSHA and the
Department of Labor consider a significant risk.

Moreover, the evidence linking exposure to particulate air pollution and/or diesdl particulate matter with
lung cancer, cardiovascular and cardiopulmonary and other adverse hedlth effects continues to mount.
AsMSHA notesin its August 2003 notice of proposed rulemaking, additiona studies and reports have
been published which further support the need for a hedth standard to protect underground miners
from diesd particulate matter. In addition, the biennia Report on Carcinogens, prepared by the
National Toxicology Program, lists diesd particulate matter as amixture that is "reasonably anticipated
to be a human carcinogen and the International Agency for Research on Cancer (IARC) describes
diesdl engine exhaust asa"high priority” for are-evduation. IARC indicatesthat are-evduation is
necessary because of new epidemiologic data that was not available in 1989 when the Group 2A
designation was made.*

Furthermore, there is now ample epidemiologica evidence that DPM is significantly associated with an
elevated risk of lymphoma. In any further risk assessment performed by MSHA, should therefore
include a quantitative risk of lymphomain relation to DPM exposure.

Some representatives of the mining industry indst that MSHA's rule is not supported by the scientific
evidence. We urge MSHA to ignore these fdse clams. Higtory shows that industries that are the
subject of occupationa hedth rulemakings have routingly asserted that the scientific evidence underlying
the regulation isweak. For example, the beryllium industry argued before OSHA in 1978 that the
epidemiologicd demondrating a significant excess risk of lung cancer in relation to beryllium exposure
was flawed and should not be used in Agency’ s efforts to promulgate a new standard to protect
beryllium-workers from developing lung cancer. Asaresult of this argument and other pressures on the
Agency, OSHA never completed the beryllium standard. 1n a subsequent review of beryllium’s ability

2 66 Federal Register, January 19, 2001; 5752-5855.

3 9th Report on Carcinogens (May 2000) and 10th Report on Carcinogen (December 2002)

4 Diesel engine exhaust is currently listed as a Group 2A agent (i.e., "agent is probably carcinogenic to humans.")
The next and final designationis Group 1 (i.e., "is carcinogenic to humans.")



to cause cancer, IARC (the expert committee on cancer for the World Hedlth Organization) concluded
that beryllium causes lung cancer in exposed workers and classfied beryllium as a“known human
carcinogen.” Even if there were some concerns about the adequacy of the beryllium and lung cancer
datain 1978, apublic heath approach to protect workers from its exposure based on the data
available at the time would have lowered beryllium exposures in the workplace and lowered the lung
cancer risk currently being experienced by beryllium exposed workers.

Allegation 3: "MSHA'sruleisnot feasible.

In the preamble to this NPRM, the data on current DPM exposures demonstrate conclusively that
MSHA'sruleisfeasble, and reaffirm the conclusons of the 2001 finad DPM rule. Inthe NPRM,
MSHA reportsthat of 31 mines sampled for DPM during thistime period, "...five mines were dready
in compliance with the interim concentration limit, and another two mines were dready in compliance
with the fina concentration limit [160; . ug/m?]."> Moreover, MSHA reports that during the period
August 2001 through January 2002, the mean concentration of DPM was 345 ug/n?, substantially
below the 400; . ug/m? interim concentration limit, and that "...these samples results were obtained at a
time that few mine operators had implemented controls to reduce DPM concentrations at the subject
mines.'® MSHA's own sampling indicates that 70 percent of the mines sampled are already mesting the
interim concentration limit. This ludicrous feasibility debate should end because these samples were
collected before the rule was being enforced---there was no threat of a citation or monetary penalty for
mine operators who failed to comply. An ample amount of data clearly demondtrate that thisruleis
feasble for the undergound meta and nonmeta mining indusdtry.

Allegation 4. " Written control plansand written respiratory protection programsare
unnecessary."

When requirements for written programs are incorporated into occupationd hedlth sandards they have aways
been easy targets for opponents of workplace health and safety standards. Industry representatives argue that
they are unnecessary, redundant and costly. Inthe 2001 DPM Find Rule, however, MSHA appropriately
noted that the purpose of the DPM control plan “...isto ensure that the mine has indtituted practices that will
demongtrably control DPM levels...” The United Stedworkers of America aptly described the value of a
written DPM control plan:

Nothing would do more damage to the effectiveness of the standard than deleting the
need to prepare and follow a detailed control plan. ...No mine owner would operate
without a business plan, afinancid plan, amarketing plan, or a plan of operations. We
find it troubling that...MSHA would consder attempting to reduce DPM exposures
without [requiring operators to have] a plan for doing so. Control plans are highly cost-
effective in that they force mine operators to think about how to control DPM

5 68 Federal Register, August 14, 2003; 48671.



efficiently, instead of Smply dapping on another layer of controls®

Thereis no evidence provided by MSHA to justify diminating this protective provison. MSHA provides no
evidence demondrating that a DPM control plan requirement is infeasible or redundant; rather, MSHA is
merely conceding to the mining industry'swishes. It is contrary to the Mine Act to decrease protections that
are provided in an exising hedth sandard. Given that a Sgnificance risk to miners hedlth will remain after
DPM concentrations are reduced to 160 ug/m3, the provison for DPM control plans provides added
protection for miners. It is mandatory for OSHA, and | assume for MSHA aswell, to further reduce arisk
that is ftill considered sgnificant as long as there are feasble meansto do so.

Likewise, awritten program or planis an essentid dement of an effective respiratory protection program. In
those rare circumstances where respiratory protection is needed, specificaly only those situations provided for
in Sections 57.5060(d)(1)-(d)(4) of the 2001 Fina Rule, MSHA must require mine operators to develop and
follow awritten respiratory protection program.” | concur with the comments submitted by NIOSH and others
that requirements for arespiratory protection program should be analogous to those required by OSHA's 29
CFR 1910.134 that was promulgated in 1998. At aminimum, MSHA's program should include provisions for
medica examinations by a physician or other licensed hedlth care professond. Thisis an essentid provison,
helping to ensure that those miners who will be working temporarily in environments where DPM
concentrations are greater than the applicable concentration limit, are medically able to wear arespirator.
MSHA's requirements and the written program should also provide for mandatory rest breaksin clean-air
dations for individuals who wear arespirator for more than one hour, and medica remova protection to non-
respirator required areas at no loss of pay (i.e., full earnings protection) for those miners who are unable to
wear respiratory protection.

Placing workersin repiratorsisthe least desirable dternative for protecting workers from DPM. It placesa
sgnificant burden on the affected workers and demands strict compliance by the mine operator with the
provisions of the respiratory protection program. Y et, some mine operators have suggested that respiratory
protection should be consdered a means of complying with the DPM concentration limits. If quaitetive costs
(i.e,, burden on workers, operator's responsibility for strict compliance with the written program) are combined
with the quantitative costs of a comprehensive respiratory protection program, most sensible mine operators
will conclude that the many engineering control options that are currently available are feasble afteral.

Findly, itistimefor MSHA to vigoroudy enforce the legaly promulgated DPM hedth gandard. Somein the
mining industry are using their financia resources to engage in "ingde-the-beltway” legd debates,

rather than investing today in the available engineering controls to reduce miners exposure to DPM. MSHA
should see through this charade and defend the DPM hedlth standard in the U.S. Court of Appedls.

Sincerdly,

& Letter to Marvin Nichols from the United Steelworkers of America, November 25, 2002.
"These special circumstances should be limited to times when engineering controls are being devel oped, installed or
tested; and for short-term maintenance and repair activities.
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Federal Institutions investigating possible relations between pol yvinyl

chl ori de manufacture, other industrial factors and increased risk of

congenital mal formations and cancer. | also advised the Division in

nmet hodol ogy and statistical anal yses for the selection of popul ation groups
for health screening and for follow up eval uati on of treatnent.

1973 -- (April-Decenber) -- Epiden ol ogical Consultant for Wrld Health
Organi zati on, Pan American Health O gani zati on, Washi ngton, D.C.

Work description: Scientific responsibility for determining the denta

epi dem ol ogi cal aspects of nmulti-disciplinary field research to investigate
fluoride netabolismfor the individual child and its relation to eventua
caries experience in children of rural Guatemala. This included eval uation of
field procedures and statistical analyses of data available. During this
period, | also exani ned several hundred children to obtain baseline data for
oral conditions. Analyses and reports pertaining to this investigation were
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lite Meeting, March 1-2, 1983, San Antoni o,

Benzene and | eukem a: An eval uati on of epideniologic studies. Course on
Envi ronment al Epi demi ol ogy, Col unbi a University, April 13, 1983.

Vinyl chloride. Canadian Cancer Society International Conference on Cancer in
t he Workpl ace, May 16-18, 1983, Vancouver, B.C

Car ci nogeni ¢ effects of industrial exposures to benzene. Subconmittee on
Envi ronnent al Mit agenesi s, DHHS neeting on Review of the Genetic Toxi col ogy
and General Toxicol ogy of Benzene, NIH, My 6, 1983.

Projections of |eukem a risk associated with occupational exposure to benzene.
Col | egi um Ranmazzi ni I nternational Conference on Benzene, New York, Novenber 3-
4, 1983.

An eval uation of the epidem ologic studies related to beryllium exposures.
Course on Environnmental Epideni ol ogy, Colunbia University, March 28, 1984.

Regul ati on of benzene. Course on Toxic Substances Policy, N H G aduate
School , Decenber 18, 1984,

Adverse health effects of some toxic air pollutants at chemical plants in the
Kanawha Val |l ey. Testinony before the Conmittee on Energy and Comerce,
Subcommittee on Health and the Environnent, United States Congress.

Institute, WVa., Decenber 14, 1984.

Ri sk assessnment on benzene. Coll egium Ramazzi ni neeting on Ri sk Assessnent of
Benzene, New York, March 12-13, 1985.

Toxi c effects of poison gases and ot her hazardous air pollutants from chenica
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plants. Testinony at joint hearing: Subcommittee on Health and the
Envi ronnent and Subconmittee on Conmerce, Transportation and Tourism United
States Congress, Washington, D.C. March 26, 1985.

Assessnment of Risk Associated with Qccupational Exposure to Benzene. Medica
Col I ege of Virginia, R chnond, Novenber 20, 1985.

Recent Laboratory Studies in Chem cal Carcinogenesis: Benzene. Collegium
Ranmazzi ni Meeting on Living in a Chem cal Wrld, Bolognha, Italy, Cctober,
1985.

Ri sk Assessnent in the Federal Governnment (OSHA), 7th Annual Meeting of the
Ameri can Col |l ege of Toxicology, "Frontiers in Toxicol ogy" Phil adel phia, Pa.
Novenber 16-19, 1986.

Qccupational Cancer. Uniforned Services University of the Health Sciences,
Naval Medi cal Command, Bethesda, M., Decenber 8, 1986

Occupational Cancer and Regul ation. Departnent of Epideniol ogy, Johns Hopkins
Uni versity, March 16, 1987.

Living in a Chem cal Wrld. Plenary Session: Pathology in a Changing Wrld;
25t h Anniversary, The Royal Coll ege of Pathol ogi sts, London, England, Sept.,
8-11, 1987.

Dose Response in Cccupational Mrtality Studies. American Public Health
Associ ation Meeting, New Oleans, La., Cct. 18-22, 1987.

Testimony on OSHA Standard Setting. Committee on Labor and Human Resources,
United States Senate, April 19, 1988.

Cccupati onal Exposure to Benzene: Sone Aspects of the OSHA Final Rule.
American | ndustrial Hygi ene Conference, San Francisco, Calif., My 15-21
1988.

Exposure Assessnent and Dose Response in the Eval uation of Cccupationa
Mortality Studies. 6th International Synposium on Epideniology in Cccupationa
Heal t h, Stockhol m Sweden, Aug. 15-18, 1988.

The Policy/Politics of the OSHA Benzene Standard. Johns Hopki ns University,
School of Public Health, Baltinore, Ml., Novenber 21, 1988

Benzene Ri sk Assessnent. Uniforned Services University of the Health Sciences,
Naval Medi cal Commrand, Bethesda, M. Jan. 9, 1989

Dose Response in the Evaluation of Cccupational Cancer Mrtality Studies.
American I ndustrial Hygi ene Conference, St. Louis, M. My 22-26, 1989.

A Data Source Related to Cccupational Exposure. American |Industrial Hygiene
Conference, St. Louis, M., My 22-26, 1989.

Benzene and Cancer: Epidem ol ogy, Ri sk Assessnent and Public Policy.

Uni versity of Pennsylvania, School of Medicine, June 22, 1989.

Testinmony at hearing on the Re-authorization of the Paperwork Reduction Act.
Legi sl ati on and National Security Subconmittee, Committee on CGovernnent
Qperations, U S. Congress. July 27, 1989.

OSHA Heal th Standards. Martin Marietta Safety and Heal t h Management
Conf erence, Cocoa Beach, Fla., Sept., 19, 1989.

The OSHA Regul atory Agenda for Health and Safety Standards. Anerican Public
Heal th Associ ati on Meeting, Chicago, Ill., Cct. 22, 1989.

Advant ages and Di sadvantages in Ri sk Assessnment Met hodol ogi es. Johns Hopki ns
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Uni versity, School of Public Health, Baltinore, Md., July 3, 1990.

Health Effects of Gasoline Vapors: Benzene. Ri sk Assessnment Forum Col | oqui um
on Exposure to Gasoline Vapor from Underground Storage Tanks, Environnenta
Protecti on Agency, Washington, D.C., Septenber 13, 1990.

Ani mal Cancer Testing. The Di ane Rehm Show on 88.5 FM The Anerican
Uni versity, Septenber 28, 1990.

Exposure Assessnent and Dose Response in Cccupational Epidem ol ogy
Studies: The Correct Interpretation?, Division of Cccupational and
Envi ronnental Medi ci ne, George Washi ngton University, Washington, D.C.
Sept ember 25, 1990.

The 0.1 ppm ACG@ H proposed TLV for benzene. Presented before the ACAH
Conmittee, Cincinnati, GChio, March 21, 1991

Preventi on versus chenophobia: Testing for carcinogens with rodents. American
I ndustrial Hygi ene Conference and Exposition, Salt Lake Cty, My 21, 1991

Ri sk assessnment and regul ati on, Johns Hopki ns University, School of Public
Health, Baltinore, M., June 27, 1991

Panel on state of the science on epidemologic studies related to workers
exposed to gasoline vapors. At International Synposiumon the Health Effects
of Gasoline, Mam, Fla., Novenber 5-8, 1991

Preventi on or chenmophobia: Use of rodent studies for identifying carcinogens
and estimating cancer risk. Anerican Public Health Association Annua
Meeting, Atlanta, Ga., Novenber 10-14, 1991

Use of cell proliferation data in cancer risk assessnent: U S regul atory
views: OSHA. Presented at An International Synposiumon Cell Proliferation
and Cheni cal Carcinogenesis, National Institutes of Environnental Health
Sci ences, Research Triangle Park, N Carolina, January 14-16, 1992,

Panel discussion on inplications of using alternative nethods of assessing
exposures for risk assessnents, Committee on R sk Assessnment Met hodol ogy,

Wor kshop on Single Scenario and Popul ation Distribution Estinates of Exposure:
Applications and Inplications in Ri sk Assessnents, National Acadeny of

Sci ences, Washington, D.C., February 10-11, 1992.

Seminar on scientific basis for occupational regulations, University of
Lowel I, Lowell Massachusetts, May 8, 1992.

How does exposure information in epidemologic studies contribute to the
process of regulation or risk assessnent? W rkshop on Retrospective Exposure
Assessnent in Qccupational Epidem ol ogy. National Institute for Cccupationa
Safety and Health, Cincinnati, Chio, Septenber 22, 1992.

Semi nar on the devel opnent of OSHA standards for toxic substances in the
wor kpl ace. Harvard University, Boston, January 22, 1993

Esti mates of cancer risk related to occupational cadni um exposure. American
I ndustrial Hygi ene Conference & Exposition, New Ol eans, Louisiana, My 15-21
1993.

OSHA eval uati on of carcinogenic risk anong workers exposed to fornal dehyde
Ei ght h Annual Toxi col ogy Symposium Ashville, NC, August 3, 1993.

A historical perspective of some occupationally rel ated di seases of wonen.

Worren' s Heal t h: Cccupati on and Cancer Conference sponsored by the Nationa
Cancer Institute, Baltinore, Maryland, Novenber 1, 1993.

18



I ssues related to |ung cancer and other cancers anong industrially exposed
wor kers. Presented before the President's Cancer Panel, Tysons Corner
Virginia, Cctober 5, 1994,

Eval uati on of carcinogenicity studies of workers exposed to beryllium
Conference on berylliumrel ated diseases. National Institute of Environnental
Heal th Sci ences, Research Triangle Park, N C., Novenber 8-10, 1994.

Medi cal and ethical issues related to chronic beryllium disease--0OSHA s view
of genetic screening. National Institute of Environnental Health Sciences,
Research Triangle Park, N C, Novenber 8-10, 1994.

Need for study of occupation and cancer through Cancer Registries. Nationa
Program of Cancer Registries Meeting on Qccupation, Industry and Cancer
Regi stration, Mam, Fla., June 18, 1995.

Fire Fighters' Cccupational Health: Wo does care? Presented at 13th Synmposi um
on the Cccupational Health and Hazards of the Fire Service, San Francisco,
Calif., August 31, 1995.

OSHA' s Regul atory Agenda. Harvard School of Public Health, Boston, January 5,
1996.

Benzene exposure and the real risk of |eukem a: An Anerican overview. Meeting
of the Association of Brazilian Industrial Hygienists, Sao Paul o, Brazil
Sept enber 2-5, 1996.

Exposure assessnent and dose response for industrial carcinogens. Meeting of
the Association of Brazilian Industrial Hygienists, Sao Paul o, Brazil
Sept ember 2-5, 1996.

Cancer risk to blue collar workers. Meeting of the Association of Brazilian
I ndustrial Hygienists, Sao Paul o, Brazil, Septenber 2-5, 1996.

Quantitative risk of |eukemn a/lynmphoma from occupational benzene exposure.

The Toxi col ogy Forum 22nd Annual Meeting, Washington, D.C., February 24-27,
1997.
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From:

Sent:  Thursday, October 16, 2003 12:08 PM

To:

Subject: FW: Response to Notice on Diesel Particulate

From: Dr. Peter Infante [mailto:pinfante@starpower.net]
Sent: Thursday, October 16, 2003 12:00 PM

To: comments@msha.gov

Subject: Fw: Response to Notice on Diesel Particulate

----- Original Message -----

From: Dr. Peter Infante

To: MSHA

Sent: Tuesday, October 14, 2003 3:53 PM
Subject: Response to Notice on Diesel Particulate

Dear Asst Secretary:

| have attached my comments in response to your Federal Register Notice on Diesel Particulates. | also attach

my Curriculum Vitae. Thank you for your consideration.
Peter Infante

P.S. Please note that | sent these comments on Tuesday, October 14, but they were returned without delivery.

Thus, | am again submitting them.

MSHA Docket
No. AB29-COMM-LATE-42-B


gunn-gerry
MSHA Docket
No. AB29-COMM-LATE-42-B




