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§37.45

NIOSH for 5 years, of the ongoing im-
plementation of policies and proce-
dures for monitoring and evaluating
the effective management, safety, and
proper performance of chest image ac-
quisition, digitization, processing,
compression, transmission, display,
archiving, and retrieval functions of
digital radiography devices and sys-
tems.

(h) In conducting medical examina-
tions pursuant to this Part, physicians
and radiographic facilities must main-
tain the results and analysis of these
examinations (including any hard cop-
ies or digital files containing indi-
vidual data, interpretations, and im-
ages) consistent with applicable stat-
utes and regulations governing the
treatment of individually identifiable
health information, including, as appli-
cable, the HIPAA Privacy and Security
Rules (45 CFR Part 160 and Subparts A,
C, and E of Part 164).

[77 FR 56732, Sept. 13, 2012]

§37.45 Protection against radiation
emitted by radiographic equipment.
Except as otherwise specified in
§37.41 and §37.42, radiographic equip-
ment, its use and the facilities (includ-
ing mobile facilities) in which such
equipment is used, must conform to ap-
plicable State or Territorial and Fed-
eral regulations. Where no applicable
regulations exist, radiographic equip-
ment, its use and the facilities (includ-
ing mobile facilities) in which such
equipment is used must conform to the
recommendations in NCRP Report No.
102, NCRP Report No. 105, and NCRP
Report No. 147 (incorporated by ref-
erence, see §37.10).

[77 FR 56733, Sept. 13, 2012]

SPECIFICATIONS FOR INTERPRETATION,
CLASSIFICATION, AND SUBMISSION OF
CHEST RADIOGRAPHS

§37.50 Interpreting and classifying
chest radiographs—film.

(a) Chest radiographs must be inter-
preted and classified in accordance
with the Guidelines for the Use of the
ILO International Classification of
Radiographs of Pneumoconioses (incor-
porated by reference, see §37.10). Chest
radiograph interpretations and classi-
fications must be recorded on a paper

42 CFR Ch. I (10-1-14 Edition)

or electronic Chest Radiograph Classi-
fication Form (Form CDC/NIOSH
(M)2.8).

(b) Radiographs must be interpreted
and classified only by a physician who
reads chest radiographs in the normal
course of practice and who has dem-
onstrated proficiency in classifying the
pneumoconioses in accordance with
§37.52.

(1) Initial clinical interpretations
and notification of findings other than
pneumoconiosis under §37.50(a) must be
provided by a qualified physician who
has all required licensure and privi-
leges, and interprets chest radiographs
in the normal course of practice.

(2) [Reserved]

(c) All interpreters, whenever inter-
preting chest radiographs made under
the Act, must have immediately avail-
able for reference a complete set of the
standard radiographs for use with the
Guidelines for the Use of the ILO Inter-
national Classification of Radiographs
of Pneumoconioses (incorporated by
reference, see §37.10).

(d) In all view boxes used for making
interpretations:

(1) Fluorescent lamps must be simul-
taneously replaced with new lamps at
6-month intervals;

(2) All the fluorescent lamps in a
panel of boxes must have identical
manufacturer’s ratings as to intensity
and color;

(3) The glass, internal reflective sur-
faces, and the lamps must be Kkept
clean;

(4) The unit must be so situated as to
minimize front surface glare.

[77 FR 56733, Sept. 13, 2012, as amended at 79
FR 45119, Aug. 4, 2014]

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

(a) For each chest radiograph ob-
tained at an approved facility using a
digital radiography system, a qualified
and licensed physician who reads chest
radiographs in the normal course of
practice must provide an initial clin-
ical interpretation and notification, as
specified in §37.54, of any significant
abnormal findings other than pneumo-
coniosis.

(b) Chest radiographs must be classi-
fied for pneumoconiosis by physician
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readers who have demonstrated ongo-

ing proficiency, as specified in
§37.52(b), in classifying the
pneumoconioses in a manner con-

sistent with the Guidelines for the Use
of the ILO International Classification
of Radiographs of Pneumoconioses (in-
corporated by reference, see §37.10).
Chest radiograph interpretations and
classifications must be recorded on a
paper or electronic Chest Radiograph
Classification Form (Form CDC/NIOSH

(M)2.8).
(c) All interpreters, whenever
classifying digitally-acquired chest

radiographs made under the Act, must
have immediately available for ref-
erence a complete set of NIOSH-ap-
proved standard digital chest radio-
graphic images provided for use with
the Guidelines for the Use of the ILO
International Classification of
Radiographs of Pneumoconioses (incor-
porated by reference, see §37.10). Only
NIOSH-approved standard digital im-
ages may be used for classifying digital
chest 1images for pneumoconiosis.
Modification of the appearance of the
standard images using software tools is
not permitted.

(d) Viewing systems should enable
readers to display the coal miner’s
chest image at the full resolution of
the image acquisition system, side-by-
side with the selected NIOSH-approved
standard images for comparison.

(1)(i) Image display devices must be
flat panel monitors displaying at least
3 MP at 10 bit depth. Image displays
and associated graphics cards must
meet the calibration and other speci-
fications of the Digital Imaging and
Communications in Medicine (DICOM)
P="56734’<standard PS 3.14-2011 (incor-
porated by reference, see §37.10).

(ii) Image displays and associated
graphics cards must not deviate by
more than 10 percent from the
grayscale standard display function
(GSDF) when assessed according to the
AAPM On-Line Report No. 03, pages 1-
146 (incorporated by reference, see
§37.10).

(2) Display system luminance (max-
imum and ratio), relative noise, lin-
earity, modulation transfer function
(MTF), frequency, and glare should
meet or exceed recommendations listed
in AAPM On-Line Report No. 03, pages

§37.51

1-146 (incorporated by reference, see
§37.10). Viewing displays must have a
maximum luminance of at least 171 cd/
m2, a ratio of maximum luminance to
minimum luminance of at least 250,
and a glare ratio greater than 400. The
contribution of ambient light reflected
from the display surface, after light
sources have been minimized, must be
included in luminance measurements.

(3) Displays must be situated so as to
minimize front surface glare. Readers
must minimize reflected light from
ambient sources during the perform-
ance of classifications.

(4) Measurements of the width and
length of pleural shadows and the di-
ameter of opacities must be taken
using calibrated software measuring
tools. If permitted by the viewing soft-
ware, a record must be made of the
presentation state(s), including any
noise reduction and edge enhancement
or restoration functions that were used
in performing the -classification, in-
cluding any annotations and measure-
ments.

(e) Quality control procedures for de-
vices used to display chest images for
classification must comply with the
recommendations of the American As-
sociation of Physicists in Medicine
AAPM On-Line Report No. 03, pages 1-
146 (incorporated by reference, see
§37.10).

(1) If automatic quality assurance
systems are used, visual inspection
must be performed using one or more
test patterns recommended by the
medical physicist every 6 months, or
more frequently, to check for defects
that automatic systems may not de-
tect.

(2) [Reserved]

(f) Classification of CR and DR
digitally-acquired chest radiographs
under this Part must be performed
based on the viewing of images dis-
played as soft copies using the viewing
workstations specified in this section.
Classification of radiographs must not
be based on the viewing of hard copy
printed transparencies of images that
were digitally-acquired.

(g) The classification of chest
radiographs based on digitized copies of
chest radiographs that were originally
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acquired using film-screen techniques
is not permissible under this part.

[77 FR 36733, Sept. 13, 2012, as amended at 79
FR 45119, Aug. 4, 2014]

§37.52 Proficiency in the use of sys-
tems for classifying the
pneumoconioses.

(a) First or A Readers:

(1) Approval as an A Reader must
continue if established prior to October
15, 2012.

(2) Physicians who desire to be A
Readers must demonstrate their pro-
ficiency in classifying the
pneumoconioses by either:

(i) Submitting to NIOSH from the
physician’s files six sample chest
radiographs which are considered prop-
erly classified by one or more individ-
uals selected by NIOSH from the panel
of B Readers. The six radiographs must
consist of two without pneumoconiosis,
two with simple pneumoconiosis, and
two with complicated pneumoconiosis
(these may be the same radiographs
submitted for facility approval pursu-
ant to §37.43 and §37.44). The films will
be returned to the physician. The in-
terpretations must be on the Radio-
graphic Interpretation Form (Form
CDC/NIOSH (M)2.8), or;

(ii) Satisfactory completion, since
June 11, 1970, of a course approved by
NIOSH on the ILO International Classi-
fication of Radiographs of
Pneumoconioses.

(b) Final or B Readers:

(1) Approval as a B Reader estab-
lished prior to October 1, 1976, is hereby
terminated.

(2) Proficiency in evaluating chest
radiographs for radiographic quality
and in the use of the ILO Classification
for interpreting chest radiographs for
pneumoconiosis and other diseases
must be demonstrated by those physi-
cians who desire to be B Readers by
taking and passing a specially-designed
proficiency examination given on be-
half of or by NIOSH at a time and place
specified by NIOSH. Each physician
who desires to take the digital version
of the examination will be provided a
complete set of the current NIOSH-ap-
proved standard reference digital
radiographs. Physicians who qualify
under this provision need not be quali-
fied under paragraph (a) of this section.

42 CFR Ch. I (10-1-14 Edition)

(c) Physicians who wish to partici-
pate in the program must familiarize
themselves with the necessary compo-
nents for attainment of reliable classi-
fication of chest radiographs for the
pneumoconioses2 and apply using an
Interpreting Physician Certification
Document (Form CDC/NIOSH (M)2.12).

[77 FR 56734, Sept. 13, 2012, as amended at 79
FR 45119, Aug. 4, 2014]

§87.58 Method of obtaining definitive
interpretations.

(a) All chest radiographs which are
first classified by an A or B Reader will
be submitted by NIOSH to a B Reader
qualified as described in §37.52. If there
is agreement between the two classi-
fications, as described in paragraph (b)
of this section, the result will be con-
sidered final and reported to MSHA for
transmittal to the miner. When agree-
ment is lacking, NIOSH must obtain a
third classification from the panel of B
Readers. If any two of the three classi-
fications demonstrate agreement, the
result must be considered the final de-
termination. If agreement is lacking
among the three classifications, NIOSH
will obtain independent classifications
from two additional B Readers selected
from the panel, and the final deter-
mination will be the median category
derived from the total of five classi-
fications.

(b) Two classifications must be con-
sidered to be in agreement when they
are derived from complete classifica-
tions recorded using approved paper or
electronic versions of the Chest
Radiograph Classification Form (Form
CDC/NIOSH (M)2.8) and received by
NIOSH, and both find either stage A, B,
or C complicated pneumoconiosis, or,
for simple pneumoconiosis, are both in
the same major category or (with one
exception noted below) are within one
minor category (ILO Classification 12-
point scale) of each other. In the last
situation, the higher of the two classi-
fications must be reported. The only
exception to the one minor category
principle is a reading sequence of %, o,

2NIOSH Safety and Health Topic. Chest

Radiography: Radiographic Classification
[http://www.cdc.gov/niosh/topics/
chestradiography/radiographic-classifica-

tion.html]. Date accessed: June 27, 2012.
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