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Specifications for Medical
Examinations of Underground Coal
Miners

AGENCY: Centers for Disease Control and
Prevention (CDC), Department of Health
and Human Services (HHS).

ACTION: Final rule.

SUMMARY: This final rule modifies the
Department of Health and Human
Services (HHS) regulations for medical
examinations of underground coal
miners. Existing regulations established
specifications for providing,
interpreting, classifying, and submitting
film-based roentgenograms (now
commonly called chest radiographs or
X-rays) of underground coal miners. The
revised standards modify the
requirements to permit the use of film-
based radiography systems and add a
parallel set of standards permitting the
use of digital radiography systems. An
additional amendment requires coal
mine operators to provide the National
Institute for Occupational Safety and
Health (NIOSH) with employee rosters
to assist the Coal Workers’ Health
Surveillance Program in improving
participation by miners.

DATES: This final rule is effective
October 15, 2012. The incorporation by
reference of certain publications listed
in the rule is approved by the Director
of the Federal Register as of October 15,
2012,

FOR FURTHER INFORMATION CONTACT:
Anita Wolfe, Public Health Analyst,
Division of Respiratory Disease Studies,
National Institute for Occupational
Safety and Health, 1095 Willowdale
Road, MS B208, Morgantown, WV
26505, Telephone (888) 4804042 (this
is a toll-free number). Information
requests can also be submitted by email
to cwhsp@cdc.gov.

SUPPLEMENTARY INFORMATION: The
preamble to this notice of final
rulemaking is organized as follows:
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I. Public Participation

HHS received comments from 11
individuals and organizations. Four of
the commenters are B Readers; two are
West Virginia physicians; one is a
private citizen; and one is a U.S.
Senator. Comments were also submitted
on behalf of the National Council on
Radiation Protection and Measurements
(NCRP), the American Society of
Radiologic Technologists, and a law
firm representing two coal companies
and the West Virginia Coal Workers’
Pneumoconiosis Fund.

-

II. Background

All mining work generates fine
particles of dust in the air. Coal miners
who inhale excessive dust are known to
develop a group of diseases of the lungs
and airways, including chronic
bronchitis, emphysema, chronic
obstructive pulmonary disease, silicosis,
and coal workers’ pneumoconiosis
(CWP).1 To address such threats to the
U.S. coal mining workforce, the Coal
Mine Health and Safety Act was enacted
in 1969 (Pub. L. 91-173) and amended
by the Federal Mine Safety and Health
Act of 1977 (Pub. L. 95-164, 30 U.S.C.
801 et seq.) (Mine Act). The statutes
included an enforceable 2 milligrams
per cubic meter limit on respirable dust
exposure during underground coal mine
work (30 U.S.C. 842(b)(2)). The science
available at that time indicated that
enforcement of this limit would greatly
reduce the development of CWP, but
could not ensure that all miners would
be protected from developing disabling
or lethal disease.

The NIOSH Coal Workers’ Health
Surveillance Program (CWHSP), also
mandated by the Mine Act, was
developed to detect CWP and prevent
progression in individual miners, while
at the same time providing information

1 Petsonk EL, Parker JE [2008]. Coal workers' lung
diseases and silicosis. In: Fishman AP, Elias ],
Fishman J, Grippi M, Senior R, Pack A eds.
Fishman's Pulmonary Diseases and Disorders. 4th
ed. New York: McGraw-Hill, pp. 967-980.

Institute deems appropriate in carrying
out provisions of the Act and
specifically directs that medical
examinations for underground coal
miners shall be given in accordance
with specifications prescribed by
NIOSH (30 U.S.C. 843(a), 957).

To inform each miner of his or her
health status, the Act requires that
underground coal mine operators offer
new workers a chest roentgenogram
(hereafter chest radiograph or X-ray)
through an approved facility as soon as
possible after employment starts. Three
years later a miner must be offered a
second chest radiograph. If this second
examination reveals evidence of
pneumoconiosis, the miner is entitled to
a third chest radiograph 2 years after the
second. Further, all miners working in
an underground coal mine must be
offered a chest radiograph
approximately every 5 years. All chest
radiographs are to be given in
accordance with specifications
prescribed by the Secretary of Health
and Human Services (30 U.S.C. 843(a)).

Chest radiographs taken for the
CWHSP are assessed by qualified and
licensed physicians who are A or B
Readers. A Readers are physicians who
interpret chest radiographs for clinical
purposes. They will have demonstrated
knowledge of the International Labour
Office (ILO) Classification of
Radiographs of Pneumoconioses by
completing a NIOSH-approved course or
submitting six radiographs with
satisfactory classifications, as specified
in 42 CFR 37.51. B Readers are
physicians who have demonstrated
proficiency in the use of the ILO
classification system by taking and
passing a specially-designed proficiency
examination offered by NIOSH, as
specified in 42 CFR 37.51.

HHS proposed amendments to the
existing part 37 regulations in a
document published in January, 2012
(77 FR 1360, January 9, 2012).

A. Scope of Rulemaking

Existing regulations under 42 CFR
part 37 provide rules and specifications
for giving, interpreting, classifying, and
submitting chest radiographs as
required under section 203 of the
Federal Mine Safety and Health Act of
1977, as amended (30 U.S.C. 843).
Those rules will remain in effect. This
rulemaking does not substantially alter
the current standards.

Significantly, the new rule expands
the availability of chest radiographic
examinations by establishing additional
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options for giving, interpreting,
classifying, and submitting digitally-
acquired radiographs under the same
scope as the existing rule does for film
radiographs. The final rule establishes
the minimum specifications for
methods, procedures, quality assurance,
documentation, and equipment
including computer software for
facilities seeking approval to perform
and submit digital radiographic
examinations as well as the physician
readers who interpret, classify, and
submit reports using those radiographs.
The final rule also makes limited
changes to general requirements to
reflect current terminology (such as the
use of “radiograph” instead of
“roentgenogram’ which is no longer
commonly used), practice or needs,
such as requiring mine operators to
provide a roster of current miners to
NIOSH, which uses this information to
promote miner participation in the Coal
Workers’ Health Surveillance Program.
The final rule does not modify existing
requirements for miner radiographic
examinations, eligibility, or other rights,
including transfer of affected miners in
accordance with 30 CFR part 90.

B. Impact of Rulemaking

The U.S. Department of Labor (DOL)
will likely amend its Black Lung
Benefits Act (BLBA) program
regulations to correspond with this final
rule. The BLBA provides disability
compensation and medical benefits to

miners disabled by pneumoconiosis and
monthly compensation to their eligible
survivors (30 U.S.C. 901-944). Because
DOL is required to consult with NIOSH
on the development of criteria for
medical tests for coal miners (30 U.S.C.
902(f)(1)(D)), DOL has modeled its
technical requirements for chest
radiographs on those adopted by NIOSH
for the Coal Workers’ Health
Surveillance Program (see 20 CFR
718.102 and 20 CFR part 718 Appendix
A). DOL’s Occupational Safety and
Health Administration (OSHA) might
enable the use of digital chest images for
medical surveillance under its asbestos
regulations for general industry,
shipyard employment, and construction
(29 CFR 1910.1001 Appendix E, 29 CFR
1915.1001 Appendix E, and 29 CFR
1926.1101 Appendix E, respectively).
OSHA's asbestos regulations include
requirements for screening asbestos-
exposed individuals using chest
radiography. Enabling the use of
modern digital chest imaging in that
setting will involve similar technical
considerations as are addressed in this
final rule. However, OSHA's asbestos
regulations are not linked by statute or
regulation to this final rule.
The DOL standards refer to chest

“roentgenograms,” an outdated term
which NIOSH is replacing with the
more contemporary “‘radiograph.” The
DOL standards also rely upon the same
ILO standards for the classification of
radiographs, and might need to be

amended to comport with the 2011
version of the ILO Classification, as
referenced in this final rule. Finally, the
DOL standards refer to film-based
images and might need to be expanded
to refer to digitally-acquired images in
order to allow for such images to be
used for purposes of determining
eligibility for compensation.

III. Summary of Final Rule and
Response to Public Comments

This final rule establishes new
requirements for digital radiography
under existing part 37 of 42 CFR—
Specifications for Medical Examinations
of Underground Coal Miners. The new
provisions supplement and update the
existing requirements for film-screen
radiographs by establishing standards
for digital radiographs. The following is
a section-by-section introduction to
each rule section, including a summary
of the public comments and NIOSH
responses to them. In general, the
commenters are supportive of this
rulemaking and welcome its
implementation. Commenters offered
thoughtful and practical suggestions for
improvement of the final rule text, and
HHS has adopted many of those
suggestions.

Table 1 matches the current
regulatory provisions with the
corresponding final provisions. The
final regulatory text is provided in the
last section of this notice.

TABLE 1—CURRENT AND FINAL PROVISIONS

Current regulation

Final regulation

37.2 Definitions ............. cresmneinreenranerernenanienns | 37:2 Deéfinitions.
37.3 Chest roentgenograms reqmred for mmers ............. 37.3 Chest radiographs required for miners.
37.4 Plans for chest roentgenographic examinations 37.4 Plans for chest radiographic examinations.
37.5 Approval of plans ............ 37.5 Approval of plans.
37.6 Chest roentgenographic examlnauons conducted by the Sec- 37.6 Chest radiographic examinations conducted by the Secretary.
retary.
37.7 Transfer of affected miner to less dusty area ............ccccceeeeneeee | 37.7  Transfer of affected miner to less dusty area.
37.8 Roentgenographic examination at miner's expense .................... | 37.8 Radiographic examination at miner's expense.
37.10 Standards incorporated by reference.
37.20 Miner identification document . 37.20 Miner identification document.
37.40 General provisions . 37.40 General provisions.
37.41 Chest roentgenogram spemflcauons ............... 37.41 Chest radiograph specifications—film.
37.42 Approval of roentgenographic facilities ....... 37.42 Chest radiograph specifications—digital radiography systems.
37.43 Protection against radiation emitted by Hoemgenographlc 37.43 Approval of radiographic facilities that use film.
equipment. 37.44 Approval of radiographic facilities that use digital radiography
systems.

37.50 Interpreting and classifying chest roentgenogram ..

37.51 Proficiency in the use of systems for cIassﬁymg the
pneumoconioses.

37.52 Method of obtaining definitive interpretations ...........cccccoeeeines

37.53 Notification of abnormal roentgeno graphic findings ...................

37.60 Submitting required chest roentgenograms and miner identifica-
tion documents.

37.70 Review of mterpretatnons

37.80 Avallablhty of records .. .

37.200 Scope ..

37.45 Protection against radiation emitted by radiographic equipment.

37.50 Interpreting and classifying chest radiographs—film.

37.51 |Interpreting and classifying chest radiographs—digital radiog-
raphy systems.

37.52 Proficiency in the use of systems for classifying the
pneumoconioses.

37.53 Method of obtaining definitive interpretations.

37.54 Notification of abnormal radiographic findings.

37.60 Submitting required chest radiographs and miner identification
documents.

37.70 Review of interpretations.

37.80 Availability of records.

37.200 Scope.
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TABLE 1—CURRENT AND FINAL PROVISIONS—Continued
Current regulation Final regulation
37201 DefiNHIONS ......ccooeiemsisiiinisniiuismensssnis i msmnss enssanissnsmsariaserrasanases 37.201 Definitions.
37.202 Payment for autopsy ...... 37.202 Payment for autopsy.
37.203 Autopsy specifications ................... ... | 37.203 Autopsy specifications.
37.204 Procedure for obtaining payment ............ccceccecvivenisinennnennn. | 37.204  Procedure for obtaining payment.

Section 37.1 Scope

This existing section provides the
scope of these provisions, and remains
unchanged from the current regulation.
HHS received no comments on this
section.

Section 37.2 Definitions

HHS amends a number of terms in the
existing § 37.2 to reflect updated
terminology and references.

Comment: One commenter supports
and agrees with the definition of
“radiologic technologist” included in
Section 37.2 but suggests that the
definition contained in this section be
amended to require the individual to
have “completed a formal training
program in radiography leading to a
certificate, an associate degree, or a
bachelor’s degree and participated in
the voluntary initial certification and
annual renewal of registration for
radiologic technologists in radiography
offered by the American Registry of
Radiologic Technologists.” The
definition proposed by HHS would
make those credentials “optimal,” but
not required.

HHS response: HHS considers the
described training, certification, and
ongoing renewals as optimum for
radiologic technologists. However,
because State and Territorial
governments have regulatory authority
for oversight of radiologic technologists,
the Federal government cannot require
such credentials. Accordingly, the
commenter’s suggestion cannot be
implemented.

Section 37.3 Chest Radiographs
Required for Miners

This existing section requires mine
operators to provide miners an
opportunity to receive a chest
radiograph. HHS amends this provision
to delete and replace outdated text. HHS
received no comments on § 37.3.

Section 37.4 Plans for Chest
Radiographic Examinations

This existing section requires that
mine operators submit to NIOSH a Coal
Mine Operator’s Plan (Form CDC/
NIOSH (M)2.10, OMB 0920-0020, exp.
June 30, 2014) for chest radiographic
examinations, including the beginning
and ending dates of the 6-month period

for voluntary examinations, and the
name and location of the approved X-
ray facility or facilities. HHS received
no comments on § 37.4.

Section 37.5 Approval of Plans

This existing section outlines the
process undertaken by the Secretary of
HHS to approve or deny approval of a
Coal Mine Operator’s Plan (Form CDC/
NIOSH (M)2.10, OMB 0920-0020, exp.
June 30, 2014). HHS amends this section
to redact outdated text and to correct
gender-exclusive language. HHS
received no comments on § 37.5.

Section 37.6 Chest Radiographic
Examinations Conducted by the
Secretary

This existing section details the
conditions under which the HHS
Secretary will determine whether to
conduct a chest radiographic
examination. HHS amends this section
to replace outdated text with current
terminology. HHS received no
comments on § 37.6.

Section 37.7 Transfer of Affected
Miner to Less Dusty Area

Under 30 CFR part 90, miners whose
radiographs show specific categories of
pneumoconiosis are offered the right to
frequent workplace dust monitoring,
and transfer to another position in an
area of the mine where the
concentration of respirable dust in the
mine atmosphere is in compliance with
MSHA requirements in 30 CFR 90.3.
HHS received no comments on §37.7.

Section 37.8 Radiographic
Examination at Miner’s Expense

This existing section provides for any
miner who wishes to obtain a
radiographic examination at his or her
own expense. HHS received no
comments on §37.8.

Section 37.10 Standards Incorporated
by Reference

HHS has added § 37.10 to consolidate
all of the standards incorporated by
reference in Part 37. There are no
substantive changes to the referenced
standards.

Section 37.20 Miner Identification
Document

This existing section requires the
completion of a Miner Identification
Document (Form CDC/NIOSH (M)2.9,
OMB 0920-0020, exp. June 30, 2014) for
each miner when the chest radiograph
is made. HHS received no comments on
§37.20.

Section 37.40 General Provisions

This existing section outlines general
provisions for chest radiographic
examinations. HHS received no
comments on § 37.40. However,
paragraph (c) is edited to indicate that
a radiograph may also be performed by
a radiologic technologist to comport
with the requirements in §§ 37.41 and
37.42.

Section 37.41 Chest Radiograph
Specifications—Film

This existing section establishes
performance standards for the
acquisition of chest radiographs using
film-screen technology. HHS amends
this section to update terminology and
standards. In response to comments,
discussed below, subsection (c) is
amended to require that chest
radiographs be performed by either a
physician or a person working under the
supervision of a physician, or by a
radiologic technologist. Subsection (d)
is amended in response to a comment to
§31.42, below, to specify that the size
of the focal spot should be described as
the measured size and not the nominal
size. Subsection (n) is also amended in
response to comments (see below) to
require that each radiograph be marked
with the miner’s date of birth, in
addition to the identification of the
facility where it was made, the miner’s
Social Security number, and the date on
which the X-ray was made.

Comment: One commenter supports
the change to subsection (c), requiring
that a radiologic technologist perform
chest radiography using film. According
to the commenter, a registered
radiologic technologist in radiography is
educationally prepared and clinically
competent to perform chest
radiography. Several commenters do not
approve of the proposed requirement,
asserting that when radiographs of
miners under this regulation are taken

















































