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Sec. 85a.1 |Applicability.

(a) Except as otherwise provided in paragraph (b) of this section,
the provisions of this part apply to investigations of places of
employment which arc conducted by NIOSH under sections 20 and 8 of the
Occupatiopal Safety and Health Act of 1970 and sections 501 and 103 of
the Federaﬂ Mine Safety and Health Act of 1977.

(b) The provisions of this part do not apply to those activities
covered by part 85 of this chapter.

|

[41 FR 45 TOZ, Oct. 14, 1976, as amended at 45 FR 2654, Jan. 14, 1980]
i
|
|
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Sec. 85 | .2 Definitions.

l

Any ierm defined in the Occupational Safety and Health Act of 1970
or the L:deral Mine Safety and Health Act of 1977 and not defined below
shall haye the meaning given it in the Acts. As used in this part:

(3'_) OSH Act means the Occupational Safety and Health Act of 1970 (29
1J.S.C. 551 et seq.) and FMSH Act means the Federal Mine Safety and
Health -\Lt 0f 1977 (30 U.S.C. 801 et seq.).

(b) Assu:,tam Regional Director means any one of the ten
Occupational Safety and Health Administration Assistant Regional
Directofs for Occupational Safety and Health.

(¢) Lyformed consent means the knowing consent of an individual or
his legally authorized representative, so situated as to be able to
EXEercis , frec power of choice without undue induccment or any element of
force, fraud, deceit, duress, or other form of constraint or coercion.

The b c clements of information necessary to such consent include:

¢)) i\1 fair explanation of the procedures to be followed, and their
purpos%s including identification of any procedures which are
experimgental,

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

3 descnptlon of any benefits reasonably to be expected;

4) ﬁ disclosure of any appropriate alternative procedures that
might te advantageous for the subject;

(5 A” n offer to answer any mqumcs concerning the procedures; and

(6) An instruction that the person is free to withdraw his consent
and to discontinue participation in the investigation any lime without
prL]LlLi.l.l,t. to the subject.

(d) Mvestigation means research projects, experiments,
demonstrations, studies, and similar activities of NIOSH which arc
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conducte under section 20 of the OSH Act and section 501 of the FMSH
Act.

(e) Legally authorized representative means an individual or
judicial gr other body authorized under applicable law to consent on
behalf of|a prospective subject to such subject’s participation in the
particulaf activity or procedure.

(f) NIOSH means the National Institute for Occupational Safety and
Health off the Center for Disease Control, Public Health Service,
DepartmI nt of Health and Human Scrvices.

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

(h) SH Regional Office means any one of the ten Department of
Health apd Human Services Regional Offices, the addresses of which are
specified in Sec. 5.31 of title 45, Code of Federal Regulations.

(i) Place of employment means any coal or other mine, factory,
plant, esiablishment, construction site, or other area, workplace or
en virom“,‘iwnr where work is performed by any employee of an employer.

(1) M§HA District Office means any one of the Mine Safety and Health
Administration's District Offices.

(k) B(OM means the Burean of Mines, Department of the Interior.

(1) Employee has the same meaning as stated in the OSH Act and for
the purpbses of this part includes miner as defined in the FMSH Act.

(m) Employer has the same meaning as stated in the OSH Act and for
the purp?scs of this part includes operator as defined in the FMSH ACT.

[41 FR =‘+|5002_ Oct. 14, 1976, as amended at 45 FR 2654, Jan. 14, 1980]

|
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Sec. 86a.3 Authority for investigations of places of employment.

(a) NIOSH authorized representatives who have been issued official
NIOSH credentials are authorized by the Director, NIOSH, under sections
20 and 8 of the OSH Act, sections 501 and 103 of the FMSH Act, and this
part. Tlo enter without delay any place of employment for the purpose of
:.onductmo investigations of all pertinent processes, conditions,
struy Ctmea machines, apparatus, devices, equipment, and matenals
within the place of employment; and to conduct medical examinations,
anthrgpometric measurements and functional tests of employees within the
place of employment as may be directly related to the specific
investigation being conducted. Such investigations will be conducted in
a reaspnable manner, during regular working hours or at other reasonable
times (and within reasonable limits. In connection with any
investigations, such NIOSH authorized representatives may question
privjﬁly any employer, awner, operator, agent, or cmployee from the
place pf employment; and review, abstract, or duplicate employment
records, medieal recards. records required by the Act and regulations,
and other related records. In those instances where systems of records
subje tto review, abstraction or duplication 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 G; 552a) and the implementing regulation of the Department of Health
uman Services (45 CFR part Sb).

) eas under investigation which contain information classified
by an agency of the United States Government in the interest of
nanorl security will be investigated only by NIOSH authorized

repres lentatives who have obtained the appropriate security clearance and
authofization.

[41 FR 45002, Oct. 14, 1976, as amended at 45 FR 2654, Jan. 14, 1980]
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Sec. 8524 Procedures for initiating investigations of places of employment.

(a) Exept as otherwise provided in paragraph (b) of this section,
NIOSH Eﬁlthorized representatives will contact an official representative

of the place of employment prior to any site visits and will provide the
details off why an investigation of the place of employment is being
conducted. Prior to the initiation of a site visit of a place of
employment, representatives of the following organizations will be
advised pf the site visit and the reason for its conduct:

(1) The appropriate State agency designated under section 18(b) of
the OSI—Q Act, or if no State agency has been designated under the OSH Act
and in tkﬁe case of the FMSH Act, the State agency which, in the judgment
of NIOSH, would benefit thc most from the investigation's findings;

(2) If there is a local union at the place of employment, the local
president, business manager or other appropriate individual;

(3) The appropriate Assistant Regional Director, when investigations
are condiicted under the OSH Act;

4) The appropriate MSHA District Office; the Director, BOM, and the
Assistarl Director for Mining, BOM, when investigations are conducted
under thg FMSH Act.

(b) Advance notice of site visits will not be given to the place of
employﬁhent or local union at the place of employment when, in the
judgmelst of the NIOSH authorized representatives, giving such notice
would : verscly affect the validity and effectiveness of an
investigation. Those individuals and organizations specified in
Sec. 85 :.4(3)( 1), (2)(3) and (a)(4) will be notified prior to the
initiation of such a site visit. After the site visit bas been
initiatezm and, as soon as possible thereafter, the NIOSH authorized
representatives will contact those individuals specified in
Sec. 855.4(2){2) conceming the nature and details of the site visit.




Jan=Ug=Ud

Ié&:2ipm rrom=AlsUK,UrFim 4044380041

(c) In those instances where site visits are not necessary 1o the
conduct kan investigation, the NIOSH authorized representatives will
contact a1 official representative of the place of employment either

v through a written communication and provide the details of
estigation of the place of employment is being conducted. If
iate, the NIOSH authorized representatives will contact

those individuals stipulated in paragraphs (2)(1), (2)(2), (2)(3), and
(a)(4) of this section about the nature and details of the

investiga lion.

|
[41 FR 45002, Oct. 14, 1976, as amended at 45 FR 2654, Jan. 14, 1980]
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Sec. 852Ll5 Conduct of investigations of places of employment.

(a)(1) Pnor 1o beginning a site visit, NIOSH authorized
rcpresenthnves will present their credentials to the employer, owner,
operator r agent in charge at the place of employment, explain the
nature, phirpose and scope of the investigation and the records specified
in Sec. 85a.3 which they wish to review, abstract or duplicate.

2) those instances where site visits are not necessary to the
conduct pf an investigation and the initial contact is made verbally,
NIOSH 4uthorized representatives will, at the request of the employer,
owner, operator or agent in charge at the place of employment, provide a
wntien ?&(lplananon of the nature, purpose and scope of the
investigation and the rccords specified in Sec. 85a.3 which they wish to
review, gbstract or duplicate.

(b)(1)|At the commencement of an investigation, the employer, owner,
operator jor agent in charge at the place of employment shall precisely
idetify that information which is trade secret and might be seen or
obtained|by the NIOSH authorized representatives during the
investigetion If the NIOSH authorized representatives have no clear
reason tg question such identification, such information will not be
disclosed by NIOSH in accordance with the provisions 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' notice to the employer, owner,
aperatorjor agent will be given of the intention to remove the trade
secret designation from such information. The employer, owner, operator
or agenmay within that period submit a request to the Director, NIOSH,
10 recox}xder this intention and may provide additional information in

support pf the trade secret designation. The Director, NIOSH, will
notify the emplover, owner, operator or agent in writing of the decision

l
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which ‘l become effective no sooner than 15 days after the.date of
such notite.
(2) In those instances where the NIOSH authorized rcpresentat]ve 18
a person [fulfilling a contact agreement with NIOSH or is serving as an
expert o consultant 1o NIOSH pursuant to the Act, the employer, owner,
operator or agent in charge at the place of employment may, after
advising| the MOSI—I contractor ot consultant in writing, elect to
withhold information deemed to be a trade secret from such a NJOSH
authorized representative or prohibit entry into the area of the place
of employment where such entry will reveal trade secrets. In those
instances, where the subject information is needed or access to the area
of the me. of employment is necessary, in the judgment of NIOSH, to
fulfill the goals of the investigation, NIOSH regular employees will
then obt:in the information or enter the subject area of the place of
cmploymum
(e)(1) iI\IOSII authorized representatives will be in charge of site
visits coppducted pursuant to this part.
(2) Where there is a request by the representative of the Stale
agency gnd/or employees, who were notified pursuant to Sec. 85a. 4(a)(1)
or Sec. §52.4(a)(2) to accompany the NIOSH authorized representatives
during the site visit of the place of employment, the NIOSH authorized
representatives will allow this request if they detexrmine that this will
aid the ivestigation; or where, in the judgment of the NIOSH authorized
representatives, good cause has been shown why accompaniment by a third
party who is not an employce of the employer is reasonably necessary to
the conduct of an effective and thorough site visit, they may permit
such third party to accompany them during the site visit: Provided
howevet, That access by such person(s) to areas described in
Sec. qu 5(c)(4) shall be in accordance with the requirements of such
provision and access to areas coutaining trade secrets shall be with the
consent pf the employer, owner, operator or agent in charge at the place
of employment
(3) NIOSH authorized representatives are authorized to deny the
right of ccompanirment under this paragraph to

I=reg

[[Page l64]]

any person whose conduct in their judgment interferes with a fair and
orderly Lite visit. In all instances, a representative of the employer
shall be{permittcd 10 accompany the NIOSH authorized representatives
during the site visit of the place of employment.

(4) Wiith regard to information classified by an agency of the United
Srates (rovernment in the interest of national security, only persons
authorized to have access to such information may accompany NIOSH
authoriZed representatives in areas containing such information.

(D13 NTOSH authornized representatives are authorized: To collcct

|
|
|
|
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environmental samples and samples of substances; to measure
env ironnfenml conditions and employee exposures (including measurement
of cmplu;lree exposure by the attachment of personal sampling devices to
employees with their consent); to take or obtain photographs, motion
pictures dr videotapes related to the purpose of the investigation; to
employ other reasonable investigative techniques, including medical
cxaminatjons, anthropometric measurements and standardized and
experimeptal functional tests of employees with the informed consent of
such emgiloyees; to review, abstract, and duplicate such personnel
records as are pertinent to mortality, morbidity, injury, safety, and
other sintilar studies; and to question and interview privately any
employetj, owner, operator, agency, or employee from the place of
employmient. The employer, owner, operator, or agency shall have the
opportunity to review photographs, motion picturss, and videotapes taken
or obtained for the purpose of identifying those which contain or might
reveal a frade secret.

(2) Pripr to the conduct of medical examinations, anthropometric
measurernents or functional tests of any employees, the NIOSH authorized
represenjatives will obtain approval of the procedures to be utilized

=199

F.Uai/uie

from the[NIOSH Human Subjects Review Board and no employee examination,

measurefnent or test will be undertaken without the informed consent of
such em{'nloyee.

(e) NTDSH antharized representatives will comply with all safety and
health rules and practices at the place of employment and all NIOSH,
Occupatonal Safety and Health Admiuistration, and Mine Safety and
Health Aldministration regulations and policies during a site visit and
will p_roxl'"ide and use appropriate protective clothing and equipment. In
situatio Erequin'ng specialized or unique types of protective
equipmeht, such equipment shall be furnished by the employer, owner,
operatorjor agent in charge at the place of employment.

(f) Thie conduct of site visits will be such as 1o preclude

unreasorjable disruption of the operations of the place of employment.

[41 FR 45002, Oct. 14, 1976, as amended at 45 FR 2654, Jan. 14, 1980; 49
FR 473%, Feb. 8, 1984]

I
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Sec. 85a( Provision of suitable space for employee interviews and examinations.

An em loyer owner, operator or agent in charge at the place of
employm nt shall, on request of the NIOSH authorized representatwes
provide sunabl:. space at the place of employment, if such space is
re 'honably available, 10 NIOSH to conduct private interviews with, and
medical ekaminations, anthropometric measurements and functional tests
of employees. NIOSH authorized represcntatives will consult with the
employer| owner, operator or agent as to the time and place of the
private mtcmews medical examination, anthropometric measurements and
mnctmnai tests and will schedule same so as to avoid undue disruption
of work af the place of employment. NIOSH will conduct the medical
mtcrvncwr measurements, examinations and tests specified under this
part at itsjown expense.

|

n
[41 FR .«,.Tom, Oct. 14, 1976)

!
|
|
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Sec. 85a.[7 Imminent dangers.

\k’hunc-vcr during the course of, or as a result of, an investigation
under this part, the NIOSH authorized representatives believe there is a
reasonable basis for an allegation of an imminent danger, NIOSH will
immediately advise the employer, owner, operator or agent in charge at
the place ;of employment and those employees wha appear to be in

immediate danger of such allegation
|

|
[[Page 56¢5]]

and will 'i‘l‘lfon‘[‘l the agencies identified in Sec. 85a.4(a)(1), (a)(3), and
(a)(4). |

(41 FR 45002, Oct. 16, 1976, as amended a1 45 FR 2654, Jan. 14, 1980]
|

F-584
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Scc. 852§ Reporting of results of investigations of places of employment.
|

(2)(1) Sipcciﬁc reports of investigations of each place of
employment under this part, with identification of the place of

employment, will be made available by NIOSH to the employer, owner,
operator or agent in charge at the place of employment, with copics to
the appropriate officials and Agencics notified pursuant to

Sec. 85a.4(a). Prior to release of such reports, a preliminary report

will be sent by NIOSH to the employer, owner, operator or agent for
review fof trade secret information and technical inaccuracics that may
inadvertently be presented in the report. If requested in writing, the

data used|to compile the reports will be made available by NIOSH to the

employ

owner, operator or agent in charge at the place of employment,

except that data will not be released in a form that 1s individually
identifiable.

2) All'speciﬁc reports of investigations of each place of

emplo t under this part will be available to the public from the
NIOSH Hegional Consultant for Occupational Safety and Health in the
approprigte NIOSH Regional Office.

3) In tertain instances, specific reports of investigations of each
place of employment will not be prepared. In such instanccs, a closing
conferente al the place of employment will be conducted by the NIOSH
authorizéd representatives and those individuals participating in the

site visit|fo discuss the findings of the site visit and appropnale
recommegmndanons.

(b)(1) Any specific indings of individual employee medical
examinafions, anthropometric measurements and functional tests will be
released by NIOSH authorized representatives to the company physician,
private physician, or other person only pursuant to the written
aunthonzation of the employec; otherwise, the specific findings and
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other persanal records concerning individuals will be maintained in

accordance with 45 CFR part 5b and section 3 of the Privacy Act o{ 1974
(5 U.S.C. 552a). Notice of all NIOSH systems of records as defined in 45
CFR Sb.l(! ) as a result of the investigations of places of employment
pursuant t ) this part will be published in the Federal Register under
Notices 0 ‘Systems of Records for the Department of Health and Human
Services. .

(2) In cases where an employee shows positive significant medical
findings, the employee and the physician(s) designated by the employee
under Sec/85a.8(b)(1) will be immediately notified by NIOSH.

B)A symmary of the findings of the examinations for each employee
will be sent by NIOSH to the individual.

(c) The [findings of a total investigation generally will be
disseminaged as part of NIOSH criteria documents, NIOSH technical
reports, NIOSH information packets, scientific journals, presentations
at technicil meetings, or in other similar manners. These findings of a
total inves}.i gation will be presented in a manner which does not
identify any specific place of employrent; however, it should be noted
that the sp;eciﬁc reports of investigations of each place of employment
under this|part are subject to mandatory disclosure, upon request, under
the provisions of the Freedom of Information Act (5 U.S.C. 552).

[41 FR 43002, Oct. 14, 1976)

[
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