
14798 Federal Register / Vol. 61, No. 65 / Wednesday, April 3, 1996 / Notices

be recruited to the study and placed on
the investigational drug, and patients
already in the study should stop
receiving therapy involving the
investigational drug unless FDA
specifically permits it.

FDA regulations at § 312.42 describe
the grounds for the imposition of a
clinical hold. When FDA concludes that
there is a deficiency in a proposed or
ongoing clinical trial that may be
grounds for the imposition of a hold
order, ordinarily FDA will attempt to
resolve the matter through informal
discussions with the sponsor. If that
attempt is unsuccessful, the agency may
order a clinical hold. In CDER, a clinical
hold is ordered by the director of the
new drug division that is responsible for
review of the IND. The order identifies
the studies under the IND to which the
hold applies and explains the basis for
the action. The hold order may be made
by telephone or other means of rapid
communication, or in writing. Within 5
working days of the imposition of the
clinical hold, the division director
provides the sponsor with a written
explanation of the basis for the hold.
Any sponsor who has not received a
written explanation within 5 working
days should notify the division and
request that it be issued. In addition to
providing a statement of reasons, this
ensures that the hold is recorded in
CDER’s management information
system.

The clinical hold order specifies
whether the sponsor may resume the
affected investigation without prior
notification by FDA once the deficiency
has been corrected. If the order does not
permit the resumption, an investigation
may resume only after the division
director or his or her designee has
notified the sponsor that the
investigation may proceed. Resumption
may be authorized by telephone or other
means of rapid communication. If all
investigations covered by an IND remain
on clinical hold for 1 year or longer,
FDA may place the IND on inactive
status.

FDA regulations at § 312.48 and
CDER’s Manual of Policies and
Procedures (MAPP 6030.1) provide
dispute resolution mechanisms through
which sponsors may request
reconsideration of clinical hold orders.
The regulations encourage the sponsor
to attempt to resolve disputes directly
with the review staff responsible for the
review of the IND. If necessary, a
sponsor may request a meeting with the
review staff and management to discuss
the hold.

Over the years, drug sponsors have
expressed a number of concerns about
the clinical hold process, including

concerns about the scientific and
procedural adequacy of some agency
actions. FDA undertook several
initiatives to evaluate the consistency
and fairness of the Center’s practices in
imposing clinical holds.

One initiative undertaken by FDA was
the establishment of a committee in
CDER to review selected clinical holds
for scientific and procedural quality.
The committee held pilot meetings in
1991 and 1992. The trial phase of the
committee review process confirmed the
agency’s view that the divisions in
CDER impose clinical holds in a manner
that is generally consistent with FDA’s
procedural requirements and that holds
are imposed on scientifically
supportable grounds.

The clinical hold committee review
process is now a regular, ongoing
program. The review procedure of the
committee is designed to afford an
opportunity for a sponsor who does not
wish to seek formal reconsideration of a
pending hold to have that hold
considered ‘‘anonymously.’’ The
committee consists of senior managers
in CDER, a senior official from the
Center for Biologics Evaluation and
Research, and the FDA Chief Mediator
and Ombudsman. The committee now
meets semiannually. The committee last
met in November 1995.

Clinical holds to be reviewed will be
chosen randomly. In addition, the
committee will review holds proposed
for review by drug sponsors. In general,
a drug sponsor should consider
requesting review when it disagrees
with the agency’s scientific or
procedural basis for the decision.

Requests for committee review of a
clinical hold should be submitted to the
FDA Chief Mediator and Ombudsman,
who is responsible for selecting clinical
holds for review. The committee and
CDER staff, with the exception of the
FDA Chief Mediator and Ombudsman,
are never advised, either in the review
process or thereafter, which of the holds
were randomly chosen and which were
submitted by sponsors. The committee
will evaluate the selected clinical holds
for scientific content and consistency
with agency regulations and CDER
policy.

The meetings of the review committee
are closed to the public because
committee discussions deal with
confidential commercial information.
Summaries of the committee
deliberations, excluding confidential
commercial information, will be
available through the Freedom of
Information Staff (HFI–35), Food and
Drug Administration, 5600 Fishers
Lane, Rockville, MD 20857. If the status
of a clinical hold changes following the

committee’s review, the appropriate
division will notify the sponsor.

FDA invites drug companies to
submit to the FDA Chief Mediator and
Ombudsman the name and IND number
of any investigational new drug trial
that was placed on clinical hold during
the past 12 months that they want the
committee to review at its June meeting.
Submissions should be made by May 3,
1996, to Amanda B. Pedersen, FDA
Chief Mediator and Ombudsman
(address above).

Dated: March 28, 1996.
William K. Hubbard,
Associate Commissioner for Policy
Coordination.
[FR Doc. 96–8165 Filed 4–2–96; 8:45 am]
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Health Care Financing Administration

Agency Information Collection
Activities: Proposed Collection;
Comment Request

In compliance with the requirement
of section 3506(c)(2)(A) of the
Paperwork Reduction Act of 1995, the
Health Care Financing Administration
(HCFA), Department of Health and
Human Services, has submitted to the
Office of Management and Budget
(OMB) the following proposals for the
collection of information. Interested
persons are invited to send comments
regarding this burden estimate or any
other aspect of this collection of
information, including any of the
following subjects: (1) The necessity and
utility of the proposed information
collection for the proper performance of
the agency’s functions; (2) the accuracy
of the estimated burden; (3) ways to
enhance the quality, utility, and clarity
of the information to be collected; and
(4) the use of automated collection
techniques or other forms of information
technology to minimize the information
collection burden.

1. Type of Request: Revision of a
currently approved collection; Title of
Information Collection: Statistical
Report on Medical Care: Eligibles,
Recipients, Payments and Services;
Form No.: HCFA–2082; Use: The data
reported in the HCFA–2082 are the basis
of actuarial forecasts for Medicaid
service utilization and costs; of analyses
and cost savings estimates required for
legislative initiatives relating to
Medicaid and for responding to requests
for information from HCFA
components, the Department, Congress
and other customers; Frequency:
Annually; Affected Public: State, local,
or tribal government; Number of
Respondents: 54; Total Annual
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Responses: 54; Total Annual Hours:
17,214.

To request copies of the proposed
paperwork collection referenced above,
E-mail your request, including your
address, to Paperwork@hcfa.gov, or call
the Reports Clearance Office on (410)
786–1326. Written comments and
recommendations for the proposed
information collections should be sent
within 60 days of this notice directly to
the HCFA Paperwork Clearance Officer
designated at the following address:
HCFA, Office of Financial and Human
Resources, management Planning and
Analysis Staff, Attention: Linda
Mansfield, Room C2–26–17, 7500
Security Boulevard, Baltimore,
Maryland 21244–1850.

Dated: March 27, 1996.
Kathleen B. Larson,
Director, Management Planning and Analysis
Staff, Office of Financial and Human
Resources, Health Care Financing
Administration.
[FR Doc. 96–8053 Filed 4–2–96; 8:45 am]
BILLING CODE 4120–03–P

Agency Information Collection
Activities: Proposed Collection;
Comment Request

AGENCY: Health Care Financing
Administration, HHS.

In compliance with the requirement
of section 3506(c)(2)(A) of the
Paperwork Reduction Act of 1995, the
Health Care Financing Administration
(HCFA), Department of Health and
Human Services, is publishing the
following summaries of proposed
collections for public comment.
Interested persons are invited to send
comments regarding this burden
estimate or any other aspect of this
collection of information, including any
of the following subjects: (1) The
necessity and utility of the proposed
information collection for the proper
performance of the agency’s functions;
(2) the accuracy of the estimated
burden; (3) ways to enhance the quality,
utility, and clarity of the information to
be collected; and (4) the use of
automated collection techniques or
other forms of information technology to
minimize the information collection
burden.

1. Type of Information Collection
Request: Reinstatement, without change,
of a previously approved collection for
which approval has expired; Title of
Information Collection: State Survey
Agency List of Positions and Schedule
of Equipment Purchases; Form No.:
HCFA–1465, HCFA–1466; Use: The
information collected is used by HCFA
to determine the types of equipment

being purchased and the need for such
equipment, the information also
provides HCFA with the types and skill
levels of surveyor positions that are
being requested by the State; Frequency:
Annually; Affected Public: State, local,
and tribal government; Number of
Respondents: 53; Total Annual Hours:
239.

2. Type of Information Collection
Request: New Collection; Title of
Information Collection: Granting and
Withdrawal of Deeming Authority to
National Accreditation Organizations;
Form No.: HCFA–R–191; Use: The
information collected is used by HCFA
to determine whether a private
accreditation organization’s criteria for
granting accreditation is equal to or
more stringent than the criteria used by
Medicare to determine Ambulatory
Surgical Center eligibility for
participation in the Medicare Program;
Frequency: Other (initial application, as
needed); Affected Public: Not for profit
institutions; Number of Respondents: 2;
Total Annual Hours: 192.

To obtain copies of the supporting
statement for the proposed paperwork
collections referenced above, access
HCFA’s WEB SITE ADDRESS at http://
www.ssa.gov/hcfa/hcfahp2.html , or to
obtain the supporting statement and any
related forms, E-mail your request,
including your address and phone
number, to Paperwork@hcfa.gov, or call
the Reports Clearance Office on (410)
786–1326. Written comments and
recommendations for the proposed
information collections must be mailed
within 60 days of this notice directly to
the HCFA Paperwork Clearance Officer
designated at the following address:
HCFA, Office of Financial and Human
Resources, Management Planning and
Analysis Staff, Attention: John Burke,
Room C2–26–17, 7500 Security
Boulevard, Baltimore, Maryland 21244–
1850.

Dated: March 27, 1996.
Kathleen B. Larson,
Director, Management Planning and Analysis
Staff, Office of Financial and Human
Resources, Health Care Financing
Administration.
[FR Doc. 96–8055 Filed 4–2–96; 8:45 am]
BILLING CODE 4120–03–P

Agency Information Collection
Activities: Submission for OMB
Review; Comment Request

AGENCY: Health Care Financing
Administration, HHS.

In compliance with the Paperwork
Reduction Act of 1995 (44 U.S.C. 3501
et seq.), the Health Care Financing
Administration (HCFA), Department of

Health and Human Services, has
submitted to the Office of Management
and Budget (OMB) the following
proposals for the collection of
information. Interested persons are
invited to send comments regarding the
burden estimate or any other aspect of
this collection of information, including
any of the following subject: (1) The
necessity and utility of proposed
information collection for the proper
performance of the agency’s functions;
(2) the accuracy of the estimated
burden; (3) ways to enhance the quality,
utility, and clarity of the information to
be collected; and (4) the use of
automated collection techniques or
other forms of information technology to
minimize the information collection
burden.

1. Type of Information Collection
Request: New collection; Title of
Information Collection: Maximizing the
Effectiveness of Home Health Care: The
Influence of Service Volume and
Integration With Other Care Settings on
Patient Outcomes; Form No.: HCFA–R–
189; Use: This study will examine (1)
the relationship of home health care
service volume and patient outcomes,
and (2) the relationship of the physician
role and integration of other services
and patient outcomes; Frequency: Other
(periodically); Affected Public: Not-for-
profit institutions, business or other for
profit, and individuals or households;
Number of Respondents: 6,300; Total
Annual Hours: 3,573.

2. Type of Information Collection
Request: Reinstatement, with change, of
a previously approved collection for
which approval has expired; Title of
Information Collection: Request for
Certification in the Medicare and/or
Medicaid Program to Provide Outpatient
Physical Therapy and/or Speech
Pathology Services, Outpatient Physical
Therapy Speech Pathology Survey
Report; Form Nos.: HCFA–1856, HCFA–
1893; Use: The Medicare Program
requires outpatient physical therapy
providers to meet certain health and
safety requirements. The request for
certification form is used by State
agency surveyors to determine if
minimum Medicare eligibility
requirements are met. The survey report
form records the result of the onsite
survey; Frequency: On occasion;
Affected Public: Business or other for
profit; Number of Respondents: 1,700;
Total Annual Hours: 446.25.

3. Type of Information Collection
Request: Reinstatement, with change, of
a previously approved collection for
which approval has expired; Title of
Information Collection: Request for
Certification as Supplier of Portable X-
ray Services Under the Medicare/
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