
42 U.S. Code § 1320a-7d
Guidance regarding application of health care fraud and abuse
sanctions

(a) Solicitation and publication of modifications to existing safe harbors and new
safe harbors

(1) In general

(A) Solicitation of proposals for safe harbors
Not later than January 1, 1997, and not less than annually thereafter, the Secretary shall publish a notice in
the Federal Register soliciting proposals, which will be accepted during a 60-day period, for—

(i) modifications to existing safe harbors issued pursuant to section 14(a) of the Medicare and Medicaid
Patient and Program Protection Act of 1987 (42 U.S.C. 1320a–7b note);

(ii) additional safe harbors specifying payment practices that shall not be treated as a criminal offense
under section 1320a–7b(b) of this title and shall not serve as the basis for an exclusion under section
1320a–7(b)(7) of this title;

(iii) advisory opinions to be issued pursuant to subsection (b); and

(iv) special fraud alerts to be issued pursuant to subsection (c).

(B) Publication of proposed modifications and proposed additional safe harbors
After considering the proposals described in clauses (i) and (ii) of subparagraph (A), the Secretary, in
consultation with the Attorney General, shall publish in the Federal Register proposed modifications to
existing safe harbors and proposed additional safe harbors, if appropriate, with a 60-day comment
period. After considering any public comments received during this period, the Secretary shall issue final
rules modifying the existing safe harbors and establishing new safe harbors, as appropriate.

(C) Report
The Inspector General of the Department of Health and Human Services (in this section referred to as the
“Inspector General”) shall, in an annual report to Congress or as part of the year-end semiannual report
required by section 405 of title 5, describe the proposals received under clauses (i) and (ii) of
subparagraph (A) and explain which proposals were included in the publication described in
subparagraph (B), which proposals were not included in that publication, and the reasons for the
rejection of the proposals that were not included.
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