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SUBCHAPTER H—HEALTH ASSESSMENTS AND HEALTH EF-
FECTS STUDIES OF HAZARDOUS SUBSTANCES RELEASES 
AND FACILITIES 

PART 90—ADMINISTRATIVE FUNC-
TIONS, PRACTICES, AND PROCE-
DURES 

Sec. 
90.1 Purpose and applicability. 
90.2 Definitions. 
90.3 Procedures for requesting health as-

sessments. 
90.4 Contents of requests for health assess-

ments. 
90.5 Acting on requests. 
90.6 Notification of determination to con-

duct a health assessment in response to a 
request from the public. 

90.7 Decision to conduct health effects 
study. 

90.8 Conduct of health assessments and 
health effects studies. 

90.9 Public health advisory. 
90.10 Notice and comment period. 
90.11 Reporting of results of health assess-

ments and health effects studies. 
90.12 Confidentiality of information. 
90.13 Recordkeeping requirements. 
90.14 Documentation and cost recovery. 

AUTHORITY: 42 U.S.C. 9615; 42 U.S.C. 
6939a(c). 

SOURCE: 55 FR 5138, Feb. 13, 1990, unless 
otherwise noted. 

§ 90.1 Purpose and applicability. 
The provisions of this part set forth 

the policies and procedures of the 
Agency for Toxic Substances and Dis-
ease Registry (ATSDR) with respect to 
its conduct of health assessments and 
health effects studies under section 
104(i) of Comprehensive Environmental 
Response, Compensation, and Liability 
Act, as amended by the Superfund 
Amendments and Reauthorization Act 
of 1986, and section 3019 of the Resource 
Conservation and Recovery Act. These 
provisions apply to ATSDR, as well as 
its contractors, agents, and those car-
rying out health assessments and 
health effects studies pursuant to 
agreements with ATSDR, such as other 
Federal agencies and States. 

§ 90.2 Definitions. 
Administrator means the Adminis-

trator of the Agency for Toxic Sub-

stances and Disease Registry or des-
ignee. 

ATSDR means the Agency for Toxic 
Substances and Disease Registry, Pub-
lic Health Service, U.S. Department of 
Health and Human Services. 

CERCLA means the Comprehensive 
Environmental Response, Compensa-
tion, and Liability Act of 1980 (42 
U.S.C. 9601 et seq., Pub. L. 96–520), as 
amended by the Superfund Amend-
ments and Reauthorization Act of 1986 
(Pub. L. 99–499). 

EPA means the U.S. Environmental 
Protection Agency. 

Facility is defined in 42 U.S.C. 9601(9). 
Hazardous substance is defined in 42 

U.S.C. 9601(14). In addition, the term 
includes any pollutant or contaminant 
which the Administrator determines is 
appropriate for the purposes of car-
rying out his or her responsibilities 
under CERCLA. 

Health assessment means the evalua-
tion of data and information on the re-
lease of hazardous substances into the 
environment in order to assess any cur-
rent or future impact on public health, 
develop health advisories or other rec-
ommendations, and identify studies or 
actions needed to evaluate and miti-
gate or prevent human health effects. 

Health effects study means research, 
investigation, or study performed by 
ATSDR or other parties pursuant to an 
agreement with ATSDR to evaluate 
the health effects of exposure to haz-
ardous substances at specific sites. 
This term includes, but is not limited 
to, epidemiological studies, exposure 
and disease registries, and health sur-
veillance programs. This term does not 
include health assessments. 

Owner or operator is defined in 42 
U.S.C. 9601(20). 

Peer review means review for sci-
entific quality by a panel consisting of 
no less than three nor more than seven 
members, who shall be disinterested 
scientific experts selected by the Ad-
ministrator of ATSDR on the basis of 
their reputation for scientific objec-
tivity and the lack of institutional ties 
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with any person involved in the con-
duct of the study or research under re-
view. 

Person means an individual, firm, 
corporation, association, partnership, 
consortium, joint venture, commercial 
entity, United States Government, 
State, municipality, commission, polit-
ical subdivision of a State, Indian 
tribe, or any interstate body. 

Pollutant or contaminant is defined in 
42 U.S.C. 9601(33). 

Public health advisory is a statement 
by ATSDR containing a finding that a 
release poses a significant risk to 
human health and recommending 
measures to be taken to reduce expo-
sure and eliminate or substantially 
mitigate the significant risk to human 
health. 

Release is defined in 42 U.S.C. 9601(22). 

§ 90.3 Procedures for requesting 
health assessments. 

(a) ATSDR will accept requests to 
perform health assessments for a par-
ticular facility or release from any per-
son or group of persons. 

(b) All requests to ATSDR to perform 
health assessments should be addressed 
to: Assistant Administrator, Agency 
for Toxic Substances and Disease Reg-
istry, 1600 Clifton Road NE., Atlanta, 
GA 30333. 

§ 90.4 Contents of requests for health 
assessments. 

(a) Each request for a health assess-
ment shall contain: 

(1) The name, address (including zip 
code), and telephone number of the re-
questor; 

(2) The organization or group the re-
questor represents, if any; 

(3) The name, location, and descrip-
tion of the facility or release of con-
cern; 

(4) A statement providing informa-
tion that individuals have been exposed 
to a hazardous substance and that the 
probable source is a release, or suffi-
cient information to allow the Admin-
istrator to make such a finding; 

(5) A statement requesting ATSDR to 
perform a health assessment. 

(b) At his or her discretion, con-
sistent with the requirements of 
CERCLA, the Administrator may de-
cide not to require the preceding infor-

mation be submitted with a request for 
a health assessment. 

(c) Each request for a health assess-
ment should include, where possible: 

(1) Any other information pertaining 
to the facility or release, such as the 
nature and amount of the hazardous 
substances of concern or the identities 
of parties believed to be potentially re-
sponsible for the release; 

(2) Potential pathways for human ex-
posure, including a description of the 
media contaminated (e.g. soil, ground-
water, air, etc.); 

(3) The demographic nature and prox-
imity of the potentially affected 
human population; and 

(4) Other Federal, State, or local gov-
ernmental agencies which were noti-
fied or that investigated the facility or 
release. 

(d) This data collection has been re-
viewed and approved by OMB in accord-
ance with the Paperwork Reduction 
Act and assigned the control number 
0920–0204. 

§ 90.5 Acting on requests. 

(a) Upon receipt of a request for a 
health assessment submitted under 
this part, ATSDR will determine, in its 
discretion, whether or not there is a 
reasonable basis to justify conducting 
a health assessment. ATSDR will base 
this determination on, among other 
factors: 

(1) Whether individuals have been ex-
posed to a hazardous substance, for 
which the probable source of such expo-
sure is a release; 

(2) The location, concentration, and 
toxicity of the hazardous substances; 

(3) The potential for further human 
exposure; 

(4) The recommendations of other 
governmental agencies; and 

(5) The ATSDR resources available 
and other ATSDR priorities, such as its 
responsibilities to conduct other health 
assessments and health effects studies. 

(b) Where appropriate, ATSDR will 
request information from other Fed-
eral, State, and local governmental 
agencies, as well as other persons, per-
taining to a facility or release which is 
the subject of a request from the public 
to ATSDR to conduct a health assess-
ment. 
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(c) The requestor will be notified in 
writing of ATSDR’s determination that 
either a health assessment will be per-
formed, a health assessment will not be 
performed, or that further information 
concerning the facility or release is re-
quired before a decision can be made 
whether a health assessment will be 
performed. 

(d) If a health assessment is not initi-
ated in response to a request from the 
public, ATSDR shall provide a written 
explanation to the requestor of why a 
health assessment is not appropriate. 

§ 90.6 Notification of determination to 
conduct a health assessment in re-
sponse to a request from the public. 

(a) Following a determination by 
ATSDR to conduct a health assessment 
in response to a request from the pub-
lic, ATSDR shall notify in writing, at a 
minimum, the following parties of its 
intent to perform a health assessment: 

(1) The U.S. Environmental Protec-
tion Agency; 

(2) The appropriate State government 
environmental agency; 

(3) The appropriate State and local 
health departments; 

(4) The requestor; 
(5) The owner or operator of the facil-

ity of concern, if their identity is read-
ily available to ATSDR. 
In addition, ATSDR will notify, in 
writing or by telephone, other poten-
tially responsible parties, if their iden-
tity is readily available to ATSDR. 

(b) At its discretion, ATSDR may no-
tify any other persons which it feels 
may be affected by the release or have 
information pertaining to the release. 

§ 90.7 Decision to conduct health ef-
fects study. 

(a) ATSDR may decide, in its discre-
tion, based upon the results of a health 
assessment or other available informa-
tion, to conduct a health effects study 
for a particular site or sites. Such a de-
cision may, in appropriate cir-
cumstances, be made prior to the com-
pletion of a health assessment for a 
site or sites. When deciding whether to 
conduct a health effects study, ATSDR 
will consider such factors as the results 
and recommendations of a health as-
sessment for the site or sites and the 
need for additional information to de-

termine whether individuals have been 
exposed to hazardous substances, the 
degree to which such exposure has oc-
curred, and any possible health effects 
resulting from such exposure. 

(b) Should ATSDR decide, in its dis-
cretion, to conduct a health effect 
study, it will notify the parties as spec-
ified in § 90.6. 

§ 90.8 Conduct of health assessments 
and health effects studies. 

(a) Any interested person or persons 
may submit data or information to 
ATSDR for it to consider in its conduct 
of a health assessment or a health ef-
fects study. In performing a health as-
sessment or a health effects study, 
ATSDR will consider data and informa-
tion it has independently generated or 
received from other parties, such as 
EPA, other Federal agencies, State and 
local governmental agencies, busi-
nesses, citizen organizations, and com-
munity groups. 

(b) ATSDR may determine it is nec-
essary to conduct a site visit in con-
nection with a health assessment or 
health effects study. The ATSDR rep-
resentative may allow the participa-
tion of any person in the site visit 
which he or she, at his or her discre-
tion, determines will aid in the conduct 
of the health assessment or health ef-
fects study. 

(c) In the event that the information 
necessary to perform a health assess-
ment or health effects study is not 
readily available from other sources, 
ATSDR may arrange for sampling or 
additional data gathering at a facility 
or release for the limited purpose of de-
termining the existence of current or 
potential health problems. 

§ 90.9 Public health advisory. 

ATSDR may issue a public health ad-
visory based on the findings of a health 
assessment, health effects, study, or 
other ATSDR involvement. 

§ 90.10 Notice and comment period. 

Following internal review by ATSDR 
and external peer review of a draft 
final report of the results of a health 
effects study, ATSDR will publish a no-
tice that the draft final report is avail-
able for public review and comment. At 
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a minimum, the notice shall be pub-
lished in at least one newspaper of gen-
eral distribution in the local where the 
site is located. The notice shall de-
scribe how copies of the draft final re-
port of the health effects study can be 
obtained and set a reasonable time pe-
riod for interested persons to submit 
comments concerning the study. 
ATSDR may, at its discretion, respond 
in writing to comments it receives. 

§ 90.11 Reporting of results of health 
assessments and health effects stud-
ies. 

(a) ATSDR shall provide a report of 
the results of a health assessment or 
health effects study to EPA, the appro-
priate State and local governmental 
agencies, any person requesting 
ATSDR to conduct the health assess-
ment, and parties potentially respon-
sible for the release, if their identity is 
readily available to ATSDR. In addi-
tion, such reports shall be available to 
the general public upon request. 

(b) In the event that ATSDR or its 
representatives conduct medical ex-
aminations of individuals in the course 
of a health effects study and the exam-
ination reveals a positive significant 
medical finding, the individual, and a 
physician if designated by the indi-
vidual, will be promptly notified of 
that significant medical finding by 
ATSDR. 

(c) A summary of the findings of all 
medical examinations for each indi-
vidual will be sent by ATSDR to that 
individual. 

(d) All studies and results of research 
conducted under this part (other than 
health assessments) shall be reported 
or adopted only after appropriate peer 
review. 

§ 90.12 Confidentiality of information. 
(a) ATSDR shall consider any med-

ical information in individually identi-
fiable form to be confidential informa-
tion and shall release such information 
only in accordance with the Privacy 
Act (5 U.S.C. 552a) or other applicable 
Federal law. 

(b) As provided under section 104(e)(7) 
of CERCLA, any records, reports, or in-
formation obtained from any person 
under this section shall be available to 
the public, except that upon a showing 

satisfactory to ATSDR by any person 
that records, reports, or information, 
or particular part thereof (other than 
health or safety effects data), to which 
any officer, employee, or representa-
tive of ATSDR has access under this 
part if made public would divulge in-
formation entitled to protection under 
the Trade Secrets Act (18 U.S.C. 1905), 
such information or particular portion 
thereof shall be considered confidential 
in accordance with the purposes of that 
section, except that such record, re-
port, document, or information may be 
disclosed to other officers, employees, 
or authorized representatives of the 
United States concerned with carrying 
out statutorily mandated duties. 

(c) In submitting data to ATSDR, a 
person may designate the data which 
such person believes is entitled to pro-
tection under paragraph (b) of this sec-
tion and submit such designated data 
separately from other data submitted 
under this part. A designation under 
this paragraph shall be made in writing 
to the Administrator. However, should 
ATSDR at any time question such des-
ignation, not less than 15 days notice 
to the person sumitting the informa-
tion shall be given of the intention to 
remove such trade secret designation 
from such information. The person 
may submit a request to the Adminis-
trator to reconsider this intention and 
may provide additional information in 
support of the trade secret designation. 
The Administrator shall notify the per-
son in writing of the decision which 
will become effective no sooner than 15 
days after the date of such notice. 

§ 90.13 Recordkeeping requirements. 

(a) ATSDR shall maintain a record of 
all health assessments and health ef-
fects studies. The Administrator shall, 
at his or her discretion, determine the 
contents of the record. At a minimum, 
the record shall include: 

(1) The final ATSDR report of the 
health assessment or health effects 
study; 

(2) Nonconfidential data and other in-
formation upon which that report is 
based or which was considered by 
ATSDR; 
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(3) Nonconfidential data or other in-
formation submitted by interested per-
sons pertaining to the health assess-
ment or health effects study; 

(4) The protocol for the health effects 
study; 

(5) A list of the individuals respon-
sible for external peer review of the re-
port of a health effects study, their 
comments, and ATSDR’s response to 
the comments; and 

(6) For health effects study, the no-
tice announcing the availability of a 
draft final report for public review and 
comment, all comments received in re-
sponse to the notice, and any responses 
to the comments by ATSDR. 

(b) The record may contain a con-
fidential portion which shall include 
all information determined to be con-
fidential by the Administrator under 
this part. 

(c) The Administrator may determine 
other documents are appropriate for in-
clusion in the record for health assess-
ments or health effects studies. 

(d) Predecisional documents, includ-
ing draft documents, are not docu-
ments upon which ATSDR bases its 
conclusions in health assessments or 
health effects studies, and are not usu-
ally included in the record for health 
assessments or health effects studies. 

(e) The record for ATSDR health as-
sessments and health effects studies 
will be available for review, upon prior 
request, at ATSDR headquarters in At-
lanta, Georgia. 

(f) Nothing in this section is intended 
to imply that ATSDR’s decisions to 
conduct health assessments or health 
effects studies, or the reports of health 
assessments or health effects studies, 
are subject to judicial review. 

§ 90.14 Documentation and cost recov-
ery. 

(a) During all phases of ATSDR 
health assessments and health effects 
studies, documentation shall be com-
pleted and maintained to form the 
basis for cost recovery, as specified in 
section 107 of CERCLA. 

(b) Where appropriate, the informa-
tion and reports compiled by ATSDR 
pertaining to costs shall be forwarded 
to the appropriate EPA regional office 
for cost recovery purposes. 

PART 93—PUBLIC HEALTH SERVICE 
POLICIES ON RESEARCH MIS-
CONDUCT 

Sec. 
93.25 Organization of this part. 
93.50 Special terms. 

Subpart A—General 

93.100 General policy. 
93.101 Purpose. 
93.102 Applicability. 
93.103 Research misconduct. 
93.104 Requirements for findings of research 

misconduct. 
93.105 Time limitations. 
93.106 Evidentiary standards. 
93.107 Rule of interpretation. 
93.108 Confidentiality. 
93.109 Coordination with other agencies. 

Subpart B—Definitions 

93.200 Administrative action. 
93.201 Allegation. 
93.202 Charge letter. 
93.203 Complainant. 
93.204 Contract. 
93.205 Debarment or suspension. 
93.206 Debarring official. 
93.207 Departmental Appeals Board or DAB. 
93.208 Evidence. 
93.209 Funding component. 
93.210 Good faith. 
93.211 Hearing. 
93.212 Inquiry. 
93.213 Institution. 
93.214 Institutional member 
93.215 Investigation. 
93.216 Notice. 
93.217 Office of Research Integrity or ORI. 
93.218 Person. 
93.219 Preponderance of the evidence. 
93.220 Public Health Service or PHS. 
93.221 PHS support. 
93.222 Research. 
93.223 Research misconduct proceeding. 
93.224 Research record. 
93.225 Respondent. 
93.226 Retaliation. 
93.227 Secretary or HHS. 

Subpart C—Responsibilities of Institutions 

COMPLIANCE AND ASSURANCES 

93.300 General responsibilities for compli-
ance. 

93.301 Institutional assurances. 
93.302 Institutional compliance with assur-

ances. 
93.303 Assurances for small institutions. 
93.304 Institutional policies and procedures. 
93.305 Responsibility for maintenance and 

custody of research records and evidence. 

VerDate Sep<11>2014 13:15 Dec 23, 2024 Jkt 262193 PO 00000 Frm 00768 Fmt 8010 Sfmt 8010 Y:\SGML\262193.XXX 262193sk
er

se
y 

on
 D

S
K

4W
B

1R
N

3P
R

O
D

 w
ith

 C
F

R


		Superintendent of Documents
	2025-05-15T17:22:37-0400
	Government Publishing Office, Washington, DC 20401
	U.S. Government Publishing Office
	Government Publishing Office attests that this document has not been altered since it was disseminated by Government Publishing Office




