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741-8138 (301-443-0572 in the
Washington, DC area), code 12536.
Please call the Information Line for up-
to-date information on this meeting.

Agenda: On March 12, 1998, the
committee will discuss a proposed draft
of a guidance document for the
development of drugs for the treatment
of diabetes mellitis. On March 13, 1998,
the committee will discuss New Drug
Application 20-766, Xenical™, (orlistat
tetrahydrolipstatin, Hoffman-LaRoche)
for long term treatment of obesity.

Procedure: Interested persons may
present data, information, or views,
orally or in writing, on issues pending
before the committee. Written
submissions may be made to the contact
person by March 6, 1998. Oral
presentations from the public will be
scheduled between approximately 8
a.m. and 8:30 a.m. on March 12 and 13,
1998. Time allotted for each
presentation may be limited. Those
desiring to make formal oral
presentations should notify the contact
person before March 6, 1998, and
submit a brief statement of the general
nature of the evidence or arguments
they wish to present, the names and
addresses of proposed participants, and
an indication of the approximate time
requested to make their presentation.

Notice of this meeting is given under
the Federal Advisory Committee Act (5
U.S.C. app. 2).

Dated: February 18, 1998.
Michael A. Friedman,
Deputy Commissioner for Operations.
[FR Doc. 98-4529 Filed 2—20-98; 8:45 am]
BILLING CODE 4160-01-F

DEPARTMENT OF HEALTH AND
HUMAN SERVICES

Food and Drug Administration
[Docket No. 97N-0260]

Agency Information Collection

Activities; Announcement of OMB
Approval

AGENCY: Food and Drug Administration,
HHS.

ACTION: Notice.

SUMMARY: The Food and Drug
Administration (FDA) is announcing
that a collection of information entitled
“Customer/Partner Satisfaction
Surveys’ has been approved by the
Office of Management and Budget
(OMB) under the Paperwork Reduction
Act of 1995 (the PRA).

FOR FURTHER INFORMATION CONTACT:
Mark L. Pincus, Office of Information
Resources Management (HFA-250),

Food and Drug Administration, 5600
Fishers Lane, Rockville, MD 20857,
301-827-1471.

SUPPLEMENTARY INFORMATION: In the
Federal Register of December 2, 1997
(62 FR 63721), the agency announced
that the proposed information collection
had been submitted to OMB for review
and clearance under section 3507 of the
PRA (44 U.S.C. 3507). An agency may
not conduct or sponsor, and a person is
not required to respond to, a collection
of information unless it displays a
currently valid OMB control number.
OMB has now approved the information
collection and has assigned OMB
control number 0910-0360. The
approval expires on January 31, 1999.

Dated: February 13, 1998.
William K. Hubbard,

Associate Commissioner for Policy
Coordination.

[FR Doc. 98-4374 Filed 2-20-98; 8:45 am]
BILLING CODE 4160-01-F

DEPARTMENT OF HEALTH AND
HUMAN SERVICES

Office of Inspector General

Publication of the OIG Compliance
Program Guidance for Hospitals

AGENCY: Office of Inspector General
(OIG), HHS.
ACTION: Notice.

SUMMARY: This Federal Register notice
sets forth the recently issued
compliance program guidance for
hospitals developed by the Office of
Inspector General (OIG) in cooperation
with, and with input from, several
provider groups and industry
representatives. Many providers and
provider organizations have expressed
an interest in better protecting their
operations from fraud and abuse
through the adoption of voluntary
compliance programs. The first
compliance guidance, addressing
clinical laboratories, was prepared by
the OIG and published in the Federal
Register on March 3, 1997. We believe
the development of this second program
guidance, for hospitals, will continue as
a positive step towards promoting a
higher level of ethical and lawful
conduct throughout the health care
industry.

FOR FURTHER INFORMATION CONTACT:
Stephen Davis, Office of Counsel to the
Inspector General, (202) 619-0070.
SUPPLEMENTARY INFORMATION: The
creation of compliance program
guidances has become a major initiative
of the OIG in its efforts to engage the
private health care community in

combating fraud and abuse. In
developing these compliance guidances,
the OIG has agreed to work closely with
the Health Care Financing
Administration, the Department of
Justice and various sectors of the health
care industry. The first of these
compliance guidances focused on
clinical laboratories, and was intended
to provide clear guidance to those
segments of the health care industry that
were interested in reducing fraud and
abuse within their organizations. The
compliance guidance was reprinted in
an OIG Federal Register notice
published on March 3, 1997 (62 FR
9435). This second compliance program
guidance developed by the OIG
continues to build upon the basic
elements contained in our initial
compliance guidance, and encompasses
principles that are applicable to
hospitals as well as a wider variety of
organizations that provide health care
services to beneficiaries of Medicare,
Medicaid and all other Federal health
care programs.

Like the previously-issued
compliance program guidance for
clinical laboratories and future
compliance program guidances,
adoption of the hospital compliance
program guidance set forth below will
be voluntary. Future compliance
program guidances to be developed will
be similarly structured and based on
substantive policy recommendations,
the elements of the Federal Sentencing
Guidelines, and applicable statutes,
regulations and Federal health care
program requirements.

A reprint of the OIG compliance
program guidance follows.

Compliance Program Guidance for
Hospitals

I. Introduction

The Office of Inspector General (OIG)
of the Department of Health and Human
Services (HHS) continues in its efforts to
promote voluntarily developed and
implemented compliance programs for
the health care industry. The following
compliance program guidance is
intended to assist hospitals and their
agents and subproviders (referred to
collectively in this document as
“hospitals’) develop effective internal
controls that promote adherence to
applicable Federal and State law, and
the program requirements of Federal,
State and private health plans. The
adoption and implementation of
voluntary compliance programs
significantly advance the prevention of
fraud, abuse and waste in these health
care plans while at the same time
furthering the fundamental mission of
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