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(B) A description of the types of
activities undertaken;

(C) A description of the types of
facilities providing care or treatment to
which such activities are undertaken;

(D) A description of the manner in
which the activities are initiated;

(E) A description of the
accomplishments resulting from such
activities;

(F) A description of systems to protect
and advocate the rights of individuals
with mental illness supported with
payments from PAIMI allotments;

(G) A description of activities
conducted by States to protect and
advocate such rights;

(H) A description of mechanisms
established by residential facilities for
individuals with mental illness to
protect such rights; and,

(I) A description of the coordination
among such systems, activities and
mechanisms;

(J) Specification of the number of
systems that are public and nonprofit
systems established with PAIMI
allotments; and

(K) Recommendations for activities
and services to improve the protection
and advocacy of the rights of
individuals with mental illness and a
description of the needs for such
activities and services which have not
been met by the State P&A systems

established under the PAIMI Act. [The
PAIMI Rules 42 CFR section 51.32(b)
state that P&A systems may place
restrictions on case or client acceptance
criteria developed as part of its annual
PAIMI priorities. However, prospective
clients must be informed of any such
restrictions at the time they request
service].

This summary report must include a
separate section, prepared by the PAIMI
Advisory Council, that describes the
council’s activities and its assessment of
the operations of the State P&A system
(42 U.S.C. 10805(7)). The burden
estimate for the annual State P&A
system reporting requirements for these
regulations is as follows.

Responses
. Number of re- Burden per re- | Total annual
42 CFR Citation spondents per rgﬂtaond- sponse (hrs.) burden
51.8(8)(a)(2) Program Performance Reportl ...........cccocieiiiiiniiieniiiie s 57 1 26.0 (1,482)
51.8(8)(a)(8) Advisory Council Report? ................ 57 1 10.0 (570)
51.10 Remedial Actions: Corrective Action Plan .. 7 1 8.0 56
Implementation Status REPOIT .........eviiiiieiiiie e 7 3 2.0 42
51.23(c) Reports, materials and fiscal data provided to Advisory Council ..... 57 1 1.0 57
51.25(b)(2) Grievance ProCEAUIE ........ccccveeiiiieeiiieeesieeeesieeesevee e seaeeesneee e 57 1 5 29
TOMAD ettt 57 | e | e 184

1Burden hours associated with these reports are approved under OMB Control No. 0930-0169.

Written comments and
recommendations concerning the
proposed information collection should
be sent within 30 days of this notice to:
SAMHSA Desk Officer, Human
Resources and Housing Branch, Office
of Management and Budget, New
Executive Office Building, Room 10235,
Washington, DC 20503; due to potential
delays in OMB’s receipt and processing
of mail sent through the U.S. Postal
Service, respondents are encouraged to
submit comments by fax to: (202) 395—
6974.

Dated: December 18, 2003.
Anna Marsh,
Acting Executive Officer, SAMHSA.
[FR Doc. 03—-31975 Filed 12—29-03; 8:45 am]
BILLING CODE 4162-20-P

DEPARTMENT OF HEALTH AND
HUMAN SERVICES

Substance Abuse and Mental Health
Services Administration

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

Periodically, the Substance Abuse and
Mental Health Services Administration
(SAMHSA) will publish a summary of
information collection requests under
OMB review, in compliance with the

Paperwork Reduction Act (44 U.S.C.
Chapter 35). To request a copy of these
documents, call the SAMHSA Reports
Clearance Officer on (301) 443-7978.

Evaluation of the Buprenorphine
Waiver: Longitudinal Patient Survey—
New—The Substance Abuse and Mental
Health Services Administration
(SAMHSA), Center for Substance Abuse
Treatment (CSAT), Division of
Pharmacologic Therapies (DPT), is
evaluating a program that permits office-
based physicians to obtain Waivers from
the requirements of the Narcotic Addict
Treatment Act of 1974 (21 U.S.C.
823(g)). Under the Drug Addiction
Treatment Act of 2000 (21 U.S.C. 823
(g)(2)), the Waiver Program permits
qualifying physicians to prescribe and
dispense buprenorphine, a schedule III
narcotic drug recently approved by the
FDA for the treatment of opiate
addiction. Furthermore, the Drug Abuse
Treatment Act specifies that the
Secretary of the Department of Health
and Human Services make a
determination of whether: (1)
Treatments provided under the Waiver
Program have been effective forms of
maintenance treatment and
detoxification treatment in clinical
settings; (2) the Waiver Program has
significantly increased (relative to the
beginning of such period) the
availability of maintenance treatment

and detoxification treatment; and, (3)
the Waiver Program has adverse
consequences for the public health. In
addition to the objectives above, the
Evaluation of the Buprenorphine Waiver
Program will examine other related
objectives, including: (1) Describing the
impact of the Waiver-based treatment on
the existing treatment system; (2)
providing information useful to guide
and refine the processing/monitoring
system being developed and maintained
by CSAT/DPT; and (3) providing
baseline data to inform future research
and policy concerning the
medicalization and mainstreaming of
addiction treatment.

The evaluation of the Buprenorphine
Waiver Program will be accomplished
using three survey efforts. The first of
these is a mail survey of addiction
physicians from the American Society
of Addiction Medicine (ASAM) and/or
the American Academy of Addiction
Psychiatry (AAAP). That survey
(approved by OMB under control
number 0930-0246) will assess early
perceptions of physicians specializing
in addiction medicine about whether
buprenorphine, as it is prescribed and
distributed under the Waiver, is a useful
tool in the treatment of substance abuse,
and whether they have encountered any
negative consequences associated with
it.
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The Longitudinal Patient Survey will
focus on patients who have received
buprenorphine and will assess its
availability and effectiveness from the
patients’ point of view. The Survey will
collect longitudinal data from a cohort
of about 420 buprenorphine patients to
assess the effectiveness of
buprenorphine therapy. Patients will be
recruited through a sample of
prescribing physicians’ offices. Office
staff will give each eligible
buprenorphine patient a study brochure
that explains the importance of the
study, offers an incentive, and gives the
patient a toll-free telephone number to

call to complete the survey by
telephone.

Patients will be asked a series of
questions that will provide baseline data
for the evaluation. Follow-up data on
the services received, satisfaction with
the treatment, and outcomes will be
collected 30 days and 6 months later.
Survey domains include the following:
Patient demographics; Buprenorphine
dose over time; Items from the short
form of the Addiction Severity Index
(ASI); Services being received in
addition to medications; Needle-sharing
and HIV status; Treatment and
substance abuse history, in particular

prior experience with medication-based
treatment for opioid dependence;
Experience, satisfaction with, and
general knowledge of, buprenorphine.

A third survey will be conducted
later, focusing on the clinical practice
and perceived effectiveness of
buprenorphine among only those
physicians who are actively prescribing
the medication. A separate clearance
request will be submitted for this
physician survey.

The estimated response burden for the
longitudinal survey of buprenorphine
patients over a period of one year is
summarized below.

Number of | Responses/ Hours/re- Total hour
Respondent respondents | respondent sponse burden
PRYSICIANS ... 120 12 .08 116
Patient baseline interview ........... 420 1 .75 315
Patient 30-day followup interview ... 420 1 .67 281
Patient 6-month fOllOWUD INTEIVIEW .......c..eiiiiiiiiiii e 420 1 .67 281
e = L O TP PRV PP UPRPUPRPRURPPN 540 | oo | e, 993

Written comments and
recommendations concerning the
proposed information collection should
be sent within 30 days of this notice to:
SAMHSA Desk Officer, Human
Resources and Housing Branch, Office
of Management and Budget, New
Executive Office Building, Room 10235,
Washington, DC 20503; due to potential
delays in OMB’s receipt and processing
of mail sent through the U.S. Postal
Service, respondents are encouraged to
submit comments by fax to: (202) 395—
6974.

Dated: December 18, 2003.
Anna Marsh,
Acting Executive Officer, SAMHSA.
[FR Doc. 03—31976 Filed 12—29-03; 8:45 am)]
BILLING CODE 4162-20-P

DEPARTMENT OF HOMELAND
SECURITY

Federal Emergency Management
Agency

[FEMA-1501-DR]

Puerto Rico; Amendment No. 5 to
Notice of a Major Disaster Declaration

AGENCY: Federal Emergency
Management Agency, Emergency
Preparedness and Response Directorate,
Department of Homeland Security.

ACTION: Notice.

SUMMARY: This notice amends the notice
of a major disaster declaration for the
Commonwealth of Puerto Rico (FEMA—

1501-DR), dated November 21, 2003,
and related determinations.

EFFECTIVE DATE: December 9, 2003.

FOR FURTHER INFORMATION CONTACT:
Magda Ruiz, Recovery Division, Federal
Emergency Management Agency,
Washington, DC 20472, (202) 646—2705.

SUPPLEMENTARY INFORMATION: The notice
of a major disaster declaration for the
Commonwealth of Puerto Rico is hereby
amended to include the following areas
among those areas determined to have
been adversely affected by the
catastrophe declared a major disaster by
the President in his declaration of
November 21, 2003:

The municipalities of Vieques and Culebra
for Public Assistance.
(The following Catalog of Federal Domestic
Assistance Numbers (CFDA) are to be used
for reporting and drawing funds: 97.030,
Community Disaster Loans; 97.031, Cora
Brown Fund Program; 97.032, Crisis
Counseling; 97.033, Disaster Legal Services
Program; 97.034, Disaster Unemployment
Assistance (DUA); 97.046, Fire Management
Assistance; 97.048, Individual and
Household Housing; 97.049, Individual and
Household Disaster Housing Operations;
97.050 Individual and Household Program-
Other Needs, 97.036, Public Assistance
Grants; 97.039, Hazard Mitigation Grant
Program.)

Michael D. Brown,

Under Secretary, Emergency Preparedness
and Response, Department of Homeland
Security.

[FR Doc. 03-31963 Filed 12—29-03; 8:45 am)]

BILLING CODE 9110-01-P

DEPARTMENT OF HOMELAND
SECURITY

Federal Emergency Management
Agency

[FEMA-1501-DR]

Puerto Rico; Amendment No. 6 to
Notice of a Major Disaster Declaration

AGENCY: Federal Emergency
Management Agency, Emergency
Preparedness and Response Directorate,
Department of Homeland Security.
ACTION: Notice.

SUMMARY: This notice amends the notice
of a major disaster declaration for the
Commonwealth of Puerto Rico (FEMA—
1501-DR), dated November 21, 2003,
and related determinations.

EFFECTIVE DATE: December 19, 2003.

FOR FURTHER INFORMATION CONTACT.:
Magda Ruiz, Recovery Division, Federal
Emergency Management Agency,
Washington, DC 20472, (202) 646—2705.
SUPPLEMENTARY INFORMATION: The notice
of a major disaster declaration for the
Commonwealth of Puerto Rico is hereby
amended to include the following areas
among those areas determined to have
been adversely affected by the
catastrophe declared a major disaster by
the President in his declaration of
November 21, 2003:

The municipalities of Aibonito and
Naranjito for Individual Assistance.

(The following Catalog of Federal Domestic
Assistance Numbers (CFDA) are to be used
for reporting and drawing funds: 97.030,
Community Disaster Loans; 97.031, Cora
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