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Departanent of Health and Euman Services
Centers for Disease Control and Prevention
(PROGRAM ANNOURCEMENT 343)
EVALUATION OF HUMAN IMMUNODEFICIENCY

VIRUS (HIV) INFECTION REPORTING SYSTEMS

Introduction

The Centers for Disease Control and Prevention (CDC) announces
the availability of fiscal year (FY) 1993 funds for a competitive
cooperative agreement program to evaluate the uses of HIV
infection reporting systems for epidemiologic monitoring and to

evaluate their public health impact on programs that provide HIV
prevention, medical, and social services for HIV infected
children, adolescents, and adults.

The Public Health Service (PEHS) is committed to achieving the
health promotion and disease prevention objectives of Healthy
People 2000, a PHS-led national activity to reduce morbidity and
mortality and improve the quality of life. This announcement is
related to the priority of HIV Infection. (For ordering a copy

of Healthy People 2000, see the section WEERE TO OBTAIN
ADDITIONAL INFORMATION.)

Authority

These cooperative agreements are authorized under Sections 301(a)
and 311 of the Public Health Service Act (42 U.S.C. 241(a) and

243), as amended. Applicable program regqulations are found in 42
CFR Part 52, Grants for Research Projects.

BEligible Applicants

Assistance will be provided only to official public health
agencies of states and their bona fide agents or
instrumentalities. This includes the District of Columbia,
American Samoa, the Commonwvealth of Puerto Rico, the Virgin
Islands; the Federated States of Micronesia, the Northern Mariana
Islands, the Republic of the Marshall Islands, the Republic of
Palau; and the following cities and county only: the citjes of

Chicago, Houston, Philadelphia, New York, San Francisco, and the
county of Los Angeles.
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Availability of Funds

Approximately $1,300,000 is available in (FY) 1993 to fund four
to six awards. It is expected that the average award will be
$250,000, ranging from $100,000 to $300,000. It is expected that
the awards will begin on or about September 30, 1993, and will be
for a 12-month budget peariod within a project period of up to 3
years. Funding estimates may vary and are subject to change.
Continuation awards within a project period will be based on
satisfactory progress and the availability of funds.

Background

Since 1981, CDC has collected case reports of acquired
immunodeficiency syndrome (AIDS). AIDS is reportable in all 50
states, the District of Columbia, and U.S. territories and
trusts. The AIDS case surveillance data base has been a vital
public health resource in monitoring the course of the epidemic
and in projecting the future impact of the disease. Howvever,
AIDS surveillance provides information only on severe HIV disesse
and because of HIV’s long latency period, provides limited
information on recent changes in HIV transmission.

To improve public health planning and to allow interventions to
be offered earlier in the course of the disease (i.e., before the
onset of AIDS), numerous states have passed statutes mandating
the reporting of persons infected with HIV. As of March 1, 1993,
25 states had instituted confidential named reporting of persons
with HIV infection (subsequently referred to as named reporting).
In addition, some states have adopted alternatives to named
reporting. The most common alternative is anonymous reporting,
with no unique identifier or other system to eliminate duplicates
in reporting. oOther alternatives to namad reporting use a unique
identifier or other system to eliminate duplicates. However,
little information is available on the use and effectiveness of

these reporting systems to monitor the HIV epidermic and prevent
transmission.

In evaluating HIV infection reporting systems in adult/adolescent

and pediatric populations the following three aspects must be
considered:

{depiolog (e

As a surveillance tool, HIV infection reporting should provide a
minimum estimate of the number of known HIV-infected persons and
can be used to monitor trends in particular populations (e.g.,

children, adolescents, women of child-bearing age) for public
health planning.



Referrals for therapv and services

While surveillance cannot provide case management, early
diagnosis and treatment is an important outcome of public health
surveillance systems. This aspect involves the effectiveness of

the surveillance systems in linking persons reported with HIV
infection to prevention and treatmant services.

Inpact on persons’ willingness to access testing and other

gervices

Perceptions and attitudes concarning reporting requirements and
confidentiality of information reported to surveillance programs
may affect an individual’s decision to be tested. PFear of
potential discrimination and other motives may deter individuals
from seeking HIV testing and thus limit the public health
usefulness of HIV infection reporting systems. This aspect
invo}ves the impact of testing policies and options and reporting

requiremants (i.e., named, ananymous, or other alternative) on
the willingness of persons to seak testing.

Purpose

The purpose of these awards is to assist state/local health
departments in evaluating HIV infection reporting systems (named,
anonymous, or other alternatives) for 1) their .usefulness in
epidemiologic monitoring, 2) their ability to link HIV-infected
individuals to prevention, medical, and social support services,
and 3) the impact of HIV testing and reporting policies and
options on the willingness of persons to seek testing services.
Named reporting systems are those which require HIV infection
reporting by name. Anonymous reporting does not require a name
or unique identifier which would allow the elimination of
duplicate reports. Other altarnatives to named or anonymous

reporting use a unique identifier or other system to eliminate
duplicate reports.

Program Requirements

In conducting activities to achieve the purpose of this progranm,
recipient shall be responsible for the activities under A, below,

and CDC shall be responsible for conducting activities under B,
below:

A. Recipient Activities :
1. Inplement methods for evaluating the three aspects of

HIV infection reporting systems listed above. This
evaluation should include the impact of the

surveillance system on persons in all demographic (age,
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race/ethnicity and sex) and transmission categories.
Applicants may evaluate either named or alternative
systens alone or may compare named and alternative

systems. Examples of activities for each aspect
include:

Epidemiologic monitoring

o Assess the completeness and timeliness of
reporting, the systam’s ability to eliminate
duplicate reports, the validity of HIV infection
report information, the system’s ability to
facilitate follow-up investigations, and the
impact of the reaporting system on AIDS

surveillance (e.g., does HIV reporting affect the
timaliness and completeaness of AIDS case
reporting?).

Referrals to therapvy and sarvices

o Determine the proportion of persons who were
referred and received care as a result of health
departmant follow-up initiated by a positive HIV
infection report, by source of report (e.g.,
physician, counseling and testing site,

laboratory, commnity-based organization).

o Monitor persons and families (in the case of HIV
infected children) to detarmine if family members
and other close contacts have been offered

counseling and testing and medical/social support

services.
Inpact on persons’ willingness to access testing and
other services
o Assess parceptions and attitudes of health care

providers and persons seeking HIV testing and
related medical services concarning testing
options (e.g. named, anonymous, or other
alternatives) and reporting requirements.

(-} Monitor trends in HIV counseling and testing and
reporting by type (confidential, anonymous, or
other alternative) and by test site, (e.g.,
public, private, out-of-state testing services,),
in relation to changes in policy, especially in

areas that have recently adopted namad HIV
infection reporting.

Involve established community groups that have the
trust of the affected populations in developing the
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study protocol and in implementing and evaluating the

study. Their participation can improve study planning
and implementation, and increase community acceptance

of the study outcomas.

Participate in CDC-sponsored national planning and
implementation meetings related to HIV surveillance and
evaluation. Participation will be supported through
travel funds avarded in the cooperative agreement.

Participants using named HIV infection reporting will
be required to report HIV infection cases (without
identifiers) to CDC using the CDC softwvare and HIV/AIDS
report forms (or facsimiles that include all data
elements in the CDC standardized report form). Those
with alternatives to named reporting systems are
encouraged to use the CDC softvare and forms wvhenever
possible. Otherwvise, data should be submitted to CDC
in a compatible form. Additional data collection
procedures and forms Bay be developed to supplement
data collectad by the HIV/AIDS surveillance report

form. In addition, participants may collect
information specific to local needs.

Develop and share with CDC a data base tailored to the
individual project. Access to this data base must be
limited to ansure confidentiality of persons with HIV

infection or AIDS. 7This data base must be protected
from involuntary disclosure by state lav or regulation.

Analyze data and present results.

CDC Activities

1.

Assist in designing and conducting the projects,
including providing tachnical guidance in developing
study protocols and data collection forms, training and

pretesting es necessary, and designing of data
Ranagement systans.

Identify a co-collaborator from a private, acadermic, or
other non-goverrmental organization to assist with
protocol development and oversight of the project,
especially with activities related to evaluating the
impact of HIV testing policies and reporting systems on

persons’ willingness to access testing and other
services.

Compile and analyze data from recipients and present
aggregate results.



Technical Reporting Requireamant

Progress reports are requested semiannually. The first report

must be submitted with the noncampeting continuation application.
The second report must be submitted on or before March 31 of each
year of Federal support. The final progress and financial status
reports are required 90 days after the end of the project period.

Application content
Application Narrative

Applications must include a narrative that details the background

and need for project support. The narrative must be limited to
10 pages excluding addenda items.

Applicants should provide a description of how their current (or
proposed) HIV infection reporting systems can address the three
major aspects of HIV infection reporting described in the
Background section. For example, applicants may propose to
address these aspects evaluating namad reporting systems only,
alternative systams only, or by comparing named and alternative

systams. Regardless of the type of raporting system, all
applicants are required to address all three aspects of

evaluating HIV infection reporting systeams, and their impact on
all demographic (age, race/ethnicity, and sex) and transmission

categories. In addition, the following should be included in the
application:

1. Provide numbers and characteristics of persons with
AIDS and HIV infection identified through AIDS case
surveillance and HIV infection reporting (by source of
report, e.g., physicians, counseling and testing sites,
laboratories) through December 31, 1992; for sites not
implementing HIV infectionreporting until after
12/31/92, substitute available serosurvey and other
appropriate data. In addition, if available, provide
estimates of numbars of HIV-infected persons.

Describe the HIV infection reporting system and how HIV
infection reports are (or will be) used to monitor the
epidemic and to provide referrals to medical and social

services, including the availability/accessibility of
programs to provide such services.

3. Provide a description of HIV testing policies,
availability of testing, sources of HIV reports (e.g.
counseling and testing sites, physicians, STD clinics),
referral policies, and other factors affecting the
completeness of HIV reporting.

Provide an estimate of the accuracy of reporting of



demographic and exposure category information on HIV-
infected persons by source of report, including
attempts to verify the accuracy of reports.

S. Describe previous and planned efforts to characterize
community perceptions and attitudes regarding HIV
testing and reporting options and policies.

Provide the current reporting laws/regulations for the
applicant’s jurisdiction related to reporting of HIV
infection, HIV disease, and AIDS. Provide copies of
regulations protecting confidentiality of HIV/AIDS
reports and related laboratory tests as vell as

policies regarding release of data, if not contained in
the reporting laws.

Document and describe the proposed involvement of
community groups in the planning, implementation, and
evaluation of the project. Include the names and
descriptions of the organizations and describe the
planned collaboration. Lattars of support from all
participating organizations should be included.

8. Provide specific, time-framed, and measurable
objectives that are consistent with the purpose of the
cooperative agreemsnt.

9. Describe the methods that will be used to accomplish

the proposed objectives and evaluate progress in
meeting the objectives.

10. Describe the proposed staffing for the project
including job descriptions for existing and proposed

personnel and resumes for each current staff member who
will work in the program.

1l. Submit a detailed budget and line-item justification

that is consistent with the purpose of the program and
proposed project objectives.

12. Provide any other information that supports the request
for assistance.

Iormat

Pages must be clearly numbered, and a complete index to the.

application and its appendices must be included. The original and
each copy of the application set must be submitted UNSTAPLED AND
UNBOUND. All material must be typewritten with unreduced type on

8 1/2" by 11" paper, with at least 1" margins, and printed on one
side only.



Evaluation Criteria

Applications will be reviewed and evaluated on the following
criteria:

A.

" The quality of plans to develop and implemant the evaluation

project, including how potential surveillance data (e.g.,
HIV test results, clinical and demographic information) will
be identified, accessed, and used, and how the
confidentiality of all surveillance data will be protected.
The applicant should demonstrate the ability to examine the

impact of the reporting system on all demographic and
transmission categories. (15 points)

Evidence of the applicant’s ability to use the HIV infection
reporting system for epidemiologic monitoring, including
plans to evaluate completaness of reporting, validity of
data, and impact on AIDS surveillance. (15 points)

Evidence of the applicant’s ability to evaluate the use of
the HIV infection reporting systam to link HIV-infected
persons with prevention, medical, and support services,
including a source of client-level data (e.g. HRSA’s Uniform
Reporting System) describing people who are receiving health

and social support sarvices and a plan to provide such
referrals. (15 points)

Evidence of the applicant’s ability to evaluate the impact
of perceptions and attitudes about testing, confidentiality,
and discrimination on the effectivaness of the reporting
systen for public health monitoring, including how the
applicant will avoid biases in sampling persons when
assessing perceptions and attitudes about testing options
and reporting requirements. (15 points)

The extent to which affected communities are to be involved
in planning, implementing, and evaluating program

objectives, including letters of support from community
organizations. (10 points)

The applicant’s understanding of the objectives of the
evaluation and the applicant’s ability, willingness, and/or
need to cooperate in a study with CDC and other
participants, including willingness to use standard data

collection forms and software developed by CDC or compatible
forms. (10 points)

The applicant’s current activities in HIV reporting and AIDS
surveillance and hov they will be applied to achieving the
objectives of the evaluation study. Applicant nmust
denonstrate adequate sample size to carry out the activities
described above in B, C, and D and provide exanmples of



‘ |".~ '." =

"/‘ \u“!

hypotheses to be tested (with statistical power associated
with sample sizes). (10 points)

H. How the project will be administered, including the size,
qualifications, and time allocation of the proposed staff;
and the facilities to be used during the evaluation study

and a schedule for accamplishing the activities of the
evaluation study. (10 points)

I. The extent to which the budget is reasonable, clearly

justified, and consistent with the intended use of the
funds. (not scored)

runding Priorities

Sites that reported more than 500 AIDS caees in 1992 (as reported
in the CDC HIV/AIDS Surveillance Report, Year-End Edition,
published in February 1992) will be given priority for funding.
In addition, priority will be given to sitas that, as a group,
represent at least two of the follovwing categories: 1) sites
that implemented a named HIV infection reporting system prior to
January 1, 1993 by law or regulation; 2) sites that have recently
(since January 1, 1993) implemented namad HIV infection reporting
by law or regulation; and 3) sites that have implemented or
proposed an anonymous or alternative reporting system (which may

be in addition to a named reporting system) that can be evaluated
for its ability to eliminate duplicatas reports.

Executive Order 12372

Applications are subject to Intargoverrmantal Review of Federal
Programs as governed by Executive Order 12372. E.O. 12372 sets
up a system for state and local goverrmant review of proposed
Federal assistance applications. Applicants ehould contact their
state Single Point of Contact (SPOC) as early as possible to
alert them to the prospective applications and receive any
necessary instructions on the state process. For proposed
projects serving more than one state, the applicant is advised to
contact the SPOC for each affected state. A current list of
SPOCs is included in the application kit. If SPOCs have any
state process recommendations on applications submitted to CDC,
they should forvard them to Edwin L. Dixon, Grants Management
Officer, Grants Management Branch, Procuremant and Grants Office,
Centers for Disease Control and Prevention (CDC), 255 East Paces
Ferry Road, NE., Room 314, Mail Stop E-18, Atlanta, GA 30305, no
later than 60 days after th. application doadlino. All
correspondence should reference this Announcement by title or
number. The granting agency does not guarantee to “accommodate or

explain® state process recommendations it receives after that
date.
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Public Health Systeam Reporting Requirement

This program is not subject to the Public Health System Reporting
Requirements.

Catalog of Pederal Domestic Assistance Number

The Catalog of Federal Domestic Assistance Number is 93.944.
Other Requirements

Paperwork Reduction Act

Projects that involve the collection of information from 10 or

more individuals and funded by cooparative agreement will be

subject to review by the Office of Managament and Budget (OMB)
under the Paperwork Reduction Act.

Human Subijects

If the proposed project involves rasearch on human subjects, the
applicant must comply with the Departmant of Health and Human
Services Regulations (45 CFR Part 46) regarding the protection of
human subjects. Assurance must be provided to demonstrate that
the project will be subject to initial and continuing review by
an appropriate institutional review committese. The applicant will
be responsible for providing assurance in accordance with the
appropriate guidelines and form provided in the application kit.

HIV/AIDS Regquirements

Recipients must comply with the documant entitled "Content of
HIV/AIDS-related Written Materials, Pictorials, Audiovisuals,
Questionnaires, Survey Instruments, and Educational Sessions,"
June 1992, a copy of which is included in the application kit.
In complying with the requirements for a program review panel,
recipients are encouraged to use an existing program review
panel, such as the one created by the state health department’s
HIV/AIDS prevention program. If the recipient forms its own
program review panel, at least one mamber must be an amployee (or
a designated representative) of a governmental health department
consistent with the Content guidelines. The names of the review
panel members must be listed on the Assurance of Compliance Form
CDC 0.1113, which is also included in the application kit. The
recipient must submit the program review panel’s report that
indicates all materials have been reviewed and approved. °
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Application Submission and Deadline

The original and two copies of the application PHS Form 5161-1
(Rev. 7/92) must be submitted to Edwin L. Dixon, Grants

Management Officer, Grants Management Branch, Procurement and
Grants Office, Centers for Disease Control and Prevention, 255

East Paces Ferry Road, NE., Room 314, Mail Stop E-18, Atlanta,
Georgia 30305 on or before 1311_21‘_1121h

1. Deadline: Applications shall be considered as meeting the
deadline if they are either:

(a) received on or before the deadline date; or

(b) sent on or before the deadline date and received in
time for sutmission to the objective review group.
(Applicants must request a legibly dated U.S. Postal
Service postmark or obtain a legibly dated receipt from
a commercial carrier or the U.S. Postal Service.

Private matered postmarks shall not be acceptable as
proof of timely mailing.)

2. Late Applications: Applications that do not meet the
criteria in either 1(a) or 1(b) above are considered late
applications. late applications will not be considered in

the current competition and will be returned to the
applicant.

Where to Obtain Additional Information

A complete program description and information on application
procedures are contained in the application package. Business
management technical assistant may be obtained from Nealean K.
Austin, Grants Management Specialist, Grants Management Branch,
Centers for Disease Control and Prevention (CDC), Procurement and
Grants Office, 255 East Paces Ferry Road, N.E., Room 314, Mail
Stop E-18, Atlanta, Georgia, 30305, (404) 842-6508. Programmatic
Technical assistance may be obtained from Dale Hu, M.D., M.P.H.,
Division of HIV/AIDS, National Center for Infectious Diseases,
Centers for Disease Control and Prevention, 1600 Clifton Road,
Mail Stop E-47, Atlanta, Georgia 30333, (404) 639-2050.

Please refer to Announcement Numbar 343 wvhen requesting
information and submitting—an application.

Potential applicants may obtain a copy of Healthy People 2000
(Full Report; stock No., 017-001-00474-0) or Healthy People 2000
(Summary Report; Stock No. 017-0001-00473-1) referenced in the
Introduction through the Superintendent of Documents, Government
Printing Office, washington, DC. 20402-9325, (202) 783-3238.
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MEMORANDUM

To: John Ward and Jim Buehler

From: Jeff Levi)o(_

Re: Evaluation of names reporting
Date: Aprl 21, 1993

cc: Jim Curran

S —==

I want to follow up on our conversation yesterday regarding the CDC'’s plans to
issue an RFP funding evaluation of mandatory names reporting and alternatives.
While we do not agree at this point, I want to thank you for your willingness to
talk through these issues.

As I understand your proposal, you would be increasing funding to states under
their cooperative agreements to examine three areas: (1) to evaluate named HIV
reporting systems in terms of their ability to link people with services, to
evaluate the epidemiologic usefulness of the data collected, and to evaluate the
completeness of the data; (2) to evaluate the impact of the introduction of named
reporting on willingness to seek testing in a state(s) that has (have) recently
implemented reporting; and (3) to evaluate alternatives to name reporting.

While I completely agree with the objectives of these evaluations, I still believe
that these evaluations should be conducted by independent third parties such as
academic institutions. We are all biased toward wanting to prove that policies
we have adopted are valid and effective; asking states to evaluate themselves —-
whether they have chosen name reporting or an anonymous system -- will
include just such a bias. The area where funding to states is appropriate would
be to allow a state to undertake a demonstration program of an alternative to
HIV name reporting, but the evaluation should be conducted by a third party.

As an alternative, I propose that the CDC issue an RFP for objective evaluation
of reporting programs, asking essentially the same questions posed above that
you had planned to be done under the cooperative agreements. In addition, a
few states could be funded to implement a demonstration program as an
alternative to name reporting, with the CDC or the state contracting with an
outside party to do an evaluation. Finally, as part of the contract, the recipient
would be required to meet with a representative group of concerned groups and
health departments to agree on the specific questions that will be asked. ~ As I
mentioned to you, unless there is prior agreement about the general questions that
need to be answered, any data -- no matter how valid -- may be subject to the
criticism that you did not examine the right questions.
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I think we share the same goal here: getting sound data on which to make good
public policy decisions. For there to be trust in the data, there needs to be the
reality and the perception of objectivity, which can only occur if a neutral party
does the evaluation, and there needs to be the some general consensus on the
objectives of the data collection, which requires more upfront discussion with
many of the people who attended the last meeting in Atlanta.

I hope we can come to agreement on this and move this issue forward. I look
forward to hearing from you.



