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report to the health care provider, sup-
plier or practitioner who is the subject
of the report. For the same purpose,
the Department will provide a copy of
the report—at the time a report has
been submitted automatically, without
a request and free of charge—to the re-
porter that submitted it. The fees are
authorized by section 1128E(d)(2) of the
Act, and they reflect the full costs of
operating the database. The actual fees
will be announced by the Secretary in
periodic notices in the FEDERAL REG-
ISTER.

(b) Criteria for determining the fee. The
amount of each fee will be determined
based on the following criteria —

(1) Direct and indirect personnel
costs;

(2) Physical overhead, consulting,
and other indirect costs including rent
and depreciation on land, buildings and
equipment;

(3) Agency management and super-
visory costs;

(4) Costs of enforcement, research
and establishment of regulations and
guidance;

(6) Use of electronic data processing
equipment to collect and maintain in-
formation—the actual cost of the serv-
ice, including computer search time,
runs and printouts; and

(6) Any other direct or indirect costs
related to the provision of services.

(c) Assessing and collecting fees. The
Secretary will announce through peri-
odic notice in the FEDERAL REGISTER
the method of payment of fees. In de-
termining these methods, the Sec-
retary will consider efficiency, effec-
tiveness and convenience for users and
for the Department. Methods may in-
clude credit card, electronic funds
transfer and other methods of elec-
tronic payment.

§61.14 Confidentiality of Healthcare
Integrity and Protection Data Bank
information.

Information reported to the HIPDB is
considered confidential and will not be
disclosed outside the Department, ex-
cept as specified in §§61.12 and 61.15.
Persons and entities receiving informa-
tion from the HIPDB, either directly or
from another party, must use it solely
with respect to the purpose for which it
was provided. Nothing in this section

§61.15

will prevent the disclosure of informa-
tion by a party from its own files used
to create such reports where disclosure
is otherwise authorized under applica-
ble State or Federal law.

§61.15 How to dispute the accuracy of
Healthcare Integrity and Protection
Data Bank information.

(a) Who may dispute the HIPDB infor-
mation. The HIPDB will routinely mail
or transmit electronically to the sub-
ject a copy of the report filed in the
HIPDB. In addition, as indicated in
§61.12(a)(3), the subject may also re-
quest a copy of such report. The sub-
ject of the report or a designated rep-
resentative may dispute the accuracy
of a report concerning himself, herself
or itself as set forth in paragraph (b) of
this section.

(b) Procedures for disputing a report
with the reporting entity. If the subject
disagrees with the reported informa-
tion, the subject must request in writ-
ing that the HIPDB enter the report
into ‘“‘disputed status.”

(2) The HIPDB will send the report,
with a notation that the report has
been placed in ‘‘disputed status,” to
queriers (where identifiable), the re-
porting entity and the subject of the
report.

(3) The subject must attempt to enter
into discussion with the reporting enti-
ty to resolve the dispute. If the report-
ing entity revises the information
originally submitted to the HIPDB, the
HIPDB will notify the subject and all
entities to whom reports have been
sent that the original information has
been revised. If the reporting entity
does not revise the reported informa-
tion, or does not respond to the subject
within 60 days, the subject may request
that the Secretary review the report
for accuracy. The Secretary will decide
whether to correct the report within 30
days of the request. This time frame
may be extended for good cause. The
subject also may provide a statement
to the HIPDB, either directly or
through a designated representative,
that will permanently append the re-
port.

(c) Procedures for requesting a Secre-
tarial review. The subject must request,
in writing, that the Secretary of the
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§61.16

Department review the report for accu-
racy. The subject must return this re-
quest to the HIPDB along with appro-
priate materials that support the sub-
ject’s position. The Secretary will only
review the accuracy of the reported in-
formation, and will not consider the
merits or appropriateness of the action
or the due process that the subject re-
ceived.

(2) After the review,
retary—

(i) Concludes that the information is
accurate and reportable to the HIPDB,
the Secretary will inform the subject
and the HIPDB of the determination.
The Secretary will include a brief
statement (Secretarial Statement) in
the report that describes the basis for
the decision. The report will be re-
moved from ‘‘disputed status.” The
HIPDB will distribute the corrected re-
port and statement(s) to previous
queriers (where identifiable), the re-
porting entity and the subject of the
report.

(ii) Concludes that the information
contained in the report is inaccurate,
the Secretary will inform the subject
of the determination and direct the
HIPDB or the reporting entity to re-
vise the report. The Secretary will in-
clude a brief statement (Secretarial
Statement) in the report describing the
findings. The HIPDB will distribute the
corrected report and statement (s) to
previous queriers (where identifiable),
the reporting entity and the subject of
the report.

(iii) Determines that the disputed
issues are outside the scope of the De-
partment’s review, the Secretary will
inform the subject and the HIPDB of
the determination. The Secretary will
include a brief statement (Secretarial
Statement) in the report describing the
findings. The report will be removed
from ‘‘disputed status.” The HIPDB
will distribute the report and the state-
ment(s) to previous queriers (where
identifiable), the reporting entity and
the subject of the report.

(iv) Determines that the adverse ac-
tion was not reportable and therefore
should be removed from the HIPDB,
the Secretary will inform the subject
and direct the HIPDB to void the re-
port. The HIPDB will distribute a no-
tice to previous queriers (where identi-

if the Sec-

45 CFR Subtitle A (10-1-06 Edition)

fiable), the reporting entity and the
subject of the report that the report
has been voided.

[64 FR 57758, Oct. 26, 1999, as amended at 64
FR 71041, Dec. 20, 1999]

§61.16 Immunity.

Individuals, entities or their author-
ized agents and the HIPDB shall not be
held liable in any civil action filed by
the subject of a report unless the indi-
vidual, entity or authorized agent sub-
mitting the report has actual knowl-
edge of the falsity of the information
contained in the report.
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