§90.11

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 (b 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
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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.

(¢) 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;

586



Public Health Service, HHS

(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.
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