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§85a.3

Employer has the same meaning as
stated in the OSH Act and for the pur-
poses of this part includes operator as
defined in the FMSH Act.

FMSH Act means the Federal Mine
Safety and Health Act of 1977 (30 U.S.C.
801 et seq.).

Informed consent means the knowing
consent of an individual or his legally
authorized representative, so situated
as to be able to exercise free power of
choice without undue inducement or
any element of force, fraud, deceit, du-
ress, or other form of constraint or co-
ercion. The basic elements of informa-
tion necessary to such consent include:

(1) A fair explanation of the proce-
dures to be followed, and their pur-
poses, including identification of any
procedures which are experimental;

(2) A description of any attendant
discomforts and risks reasonably to be
expected;

(3) A description of any benefits rea-
sonably to be expected;

(4) A disclosure of any appropriate al-
ternative procedures that might be ad-
vantageous for the subject;

(5) An offer to answer any inquiries
concerning the procedures; and

(6) An instruction that the person is
free to withdraw his consent and to dis-
continue participation in the inves-
tigation any time without prejudice to
the subject.

Investigation means research projects,
experiments, demonstrations, studies,
and similar activities of NIOSH which
are conducted under section 20 of the
OSH Act and section 501 of the FMSH
Act.

Legally authorized representative
means an individual or judicial or
other body authorized under applicable
law to consent on behalf of a prospec-
tive subject to such subject’s participa-
tion in the particular activity or proce-
dure.

MSHA District Office means any one
of the Mine Safety and Health Admin-
istration’s District Offices.

NIOSH means the National Institute
for Occupational Safety and Health of
the Centers for Disease Control and
Prevention, Department of Health and
Human Services.

NIOSH authorized representative
means a person authorized by NIOSH
to conduct investigations of places of
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employment, including any person that
is fulfilling a contract agreement with
NIOSH or is serving as an expert or
consultant to NIOSH pursuant to the
Act.

OSH Act means the Occupational
Safety and Health Act of 1970 (29 U.S.C.
651 et seq.).

Place of employment means any coal
or other mine, factory, plant, estab-
lishment, construction site, or other
area, workplace or environment where
work is performed by any employee of
an employer.

[79 FR 2792, Jan. 16, 2014]

§85a.3 Authority for investigations of
places of employment.

(a) NIOSH authorized representatives
who have been issued official NIOSH
credentials are authorized by the Di-
rector, NIOSH, under sections 20 and 8
of the OSH Act, sections 501 and 103 of
the FMSH Act, and this part. To enter
without delay any place of employment
for the purpose of conducting inves-
tigations of all pertinent processes,
conditions, structures, machines, appa-
ratus, devices, equipment, and mate-
rials within the place of employment;
and to conduct medical examinations,
anthropometric measurements and
functional tests of employees within
the place of employment as may be di-
rectly related to the specific investiga-
tion being conducted. Such investiga-
tions will be conducted in a reasonable
manner, during regular working hours
or at other reasonable times and with-
in reasonable limits. In connection
with any investigations, such NIOSH
authorized representatives may ques-
tion privately any employer, owner,
operator, agent, or employee from the
place of employment; and review, ab-
stract, or duplicate employment
records, medical records, records re-
quired by the Act and regulations, and
other related records. In those in-
stances where systems of records sub-
ject to review, abstraction or duplica-
tion are of a confidential nature, such
as medical records, and are abstracted
or duplicated, NIOSH will maintain
such systems in accordance with the
Privacy Act of 1974 (5 U.S.C. 5562a) and
the implementing regulation of the De-
partment of Health and Human Serv-
ices (45 CFR part 5b).
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(b) Areas under investigation which
contain information classified by any
agency of the United States Govern-
ment in the interest of national secu-
rity will be investigated only by
NIOSH authorized representatives who
have obtained the appropriate security
clearance and authorization.

[41 FR 45002, Oct. 14, 1976, as amended at 45
FR 2654, Jan. 14, 1980]

§85a.4 Procedures for initiating inves-
tigations of places of employment.

(a) Except as otherwise provided in
paragraph (b) of this section, NIOSH
authorized representatives will contact
an official representative of the place
of employment prior to any site visits
and will provide the details of why an
investigation of the place of employ-
ment is being conducted. Prior to the
initiation of a site visit of a place of
employment, representatives of the fol-
lowing organizations will be advised of
the site visit and the reason for its con-
duct:

(1) The appropriate State agency des-
ignated under section 18(b) of the OSH
Act, or if no State agency has been des-
ignated under the OSH Act and in the
case of the FMSH Act, the State agen-
cy which, in the judgment of NIOSH,
would benefit the most from the inves-
tigation’s findings;

(2) The local union at the place of
employment, if any;

(3) The appropriate Assistant Re-
gional Director, when investigations
are conducted under the OSH Act;

(4) The appropriate MSHA District
Office when investigations are con-
ducted under the FMSH Act.

(b) Advance notice of site visits will
not be given to the place of employ-
ment or local union at the place of em-
ployment when, in the judgment of the
NIOSH authorized representatives, giv-
ing such notice would adversely affect
the validity and effectiveness of an in-
vestigation. Those individuals and or-
ganizations specified in §8ba.4(a)(1),
(a)(3), and (a)(4) will be notified prior
to the initiation of such a site visit.
After the site visit has been initiated,
and, as soon as possible thereafter, the
NIOSH authorized representatives will
contact the organizations specified in
§8ba.4(a)(2) concerning the nature and
details of the site visit.

§85a.5

(c) In those instances where site vis-
its are not necessary to the conduct of
an investigation, the NIOSH authorized
representatives will contact an official
representative of the place of employ-
ment either verbally or through a writ-
ten communication and provide the de-
tails of why an investigation of the
place of employment is being con-
ducted. If appropriate, the NIOSH au-
thorized representatives will contact
those individuals or organizations stip-
ulated in paragraphs (a)(1) through (4)
of this section about the nature and de-
tails of the investigation.

[41 FR 45002, Oct. 14, 1976, as amended at 45
FR 2654, Jan. 14, 1980; 79 FR 2792, Jan. 16,
2014]

§85a.5 Conduct of investigations of
places of employment.

(a)(1) Prior to beginning a site visit,
NIOSH authorized representatives will
present their credentials to the em-
ployer, owner, operator or agent in
charge at the place of employment, ex-
plain the nature, purpose and scope of
the investigation and the records speci-
fied in §85a.3 which they wish to re-
view, abstract or duplicate.

(2) In those instances where site vis-
its are not necessary to the conduct of
an investigation and the initial contact
is made verbally, NIOSH authorized
representatives will, at the request of
the employer, owner, operator or agent
in charge at the place of employment,
provide a written explanation of the
nature, purpose and scope of the inves-
tigation and the records specified in
§85a.3 which they wish to review, ab-
stract or duplicate.

(b)(1) At the commencement of an in-
vestigation, the employer, owner, oper-
ator or agent in charge at the place of
employment shall precisely identify
that information which is trade secret
and might be seen or obtained by the
NIOSH authorized representatives dur-
ing the investigation. If the NIOSH au-
thorized representatives have no clear
reason to question such identification,
such information will not be disclosed
by NIOSH in accordance with the pro-
visions of section 15 of the OSH Act.
Generally, NIOSH will not question
trade secret designations; however, if
NIOSH at any time does question such
identification, not less than 15 days’
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