
PHS Actions
for Building Capacity
in Assurance
Assurance: Guaranteeing the benefits of public
health for aUl. The goal is to ensure that services
necessary to achieve agreed-upon goals are pro-
vided. The means to accomplish the goal is by en-
couraging the actions of others, private and public;
requiring action through regulation; and by provid-
ing funds and other resources, or providing services
directly.

Assurance strategy 1: Developing and maintaining
the capacity of public health agencies at the State
and local levels, and other organizations, to plan,
implement, and assure the quality of the services
that they provide or need to provide

Office of the Assistant Secretary for Health
(OASH)

1. Provide technical assistance to local agencies
that receive Adolescent Family Life programs to as-
sure that services provided are of high quality (Of-
fice of Population Affairs).
1990-91 1992 and beyond

2. Continue to provide technical assistance to
community-based organizations that receive grants
under the Minority HIV/AIDS Education and Pre-
vention Grant Program or the Minority Commu-
nity Health Coalition Demonstration Grants Pro-
gram (Office of Minority Health).
1990-91 1992 and beyond

National Institutes of Health (NIH)

1. Support regional conferences to provide State
and local directors with opportunities to share their
successes, problems, and concerns in addressing re-
gional problems. Collaborate with State health de-
partments to cosponsor regional conferences and
periodic workshops on cardiovascular disease,
smoking prevention, and cancer control, and pro-
vide for national meetings and workshops of mi-
nority health care workers.
1990-91

2. Sponsor periodic State health department work-
shops to provide updates on critical science and
public health issues and offer opportunities to at-
tain capacity building skills for more effective pro-
gram implementation.
1990-91

3. Involve State and local health officials more di-
rectly in programs of basic and applied sciences re-
search. For example, the National Cancer Institute
supports a national system linking community-
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based oncologists and primary care physicians with
NCI-supported cancer centers, clinical cooperative
groups, and State health departments.
1990-91

4. Hold national conferences to serve as forums
for health care professionals and researchers, such
as biennial conferences on high blood pressure and
high blood cholesterol.

1992 and beyond

Indian Health Service (IHS)

1. Establish a staff position dedicated to maternal
and child health consultation in each IHS area.

1992 and beyond

2. Review maternal and child health programs in
each IHS area for quality assurance at least every 2
years by one site visit yearly by the American
Academy of Pediatrics, one site visit yearly by the
American College of Obstetricians and Gynecolo-
gists, two reviews yearly by a qualified contractor,
and three to four reviews by headquarters staff.

1992 and beyond

3. The staff of each IHS area will have or be re-
cruiting a maternal and child health consultant.

1992 and beyond

4. Ensure the delivery of high quality services
through program research and development.

1992 and beyond

5. Provide policy guidance, technical assistance,
and support to the tribes on all aspects of develop-
ment and implementation of the Community
Health Representatives (CHR) Program. Ensure
tribal and contractor participation where appropri-
ate and feasible.

1992 and beyond

6. Ensure that tribal program planning is consis-
tent with appropriate provisions of the Indian
Self-Determination and Education Assistance Act
(P.L. 93-638), and meets appropriate standards of
IHS.

1992 and beyond

7. Organize, plan, and develop criteria and imple-
ment review of IHS area CHR Programs.

1992 and beyond

8. CHR Program will serve as a primary advisor to
the Associate Director (Office of Health Programs
and Special Initiatives Branch).

1992 and beyond

9. Integrate the revised CHR evaluation methodol-
ogy into the Resource Requirements Methodology
and the Resource Allocation Methodology.

1992 and beyond

10. Prepare a quality assurance IHS Area review
document for the CHR.

1992 and beyond

11. Provide the Community Health Aide Practitio-
ner (CHAP) Program with functions currently be-
ing performed for the CHR Program.

1992 and beyond

Health Resources and Services Administration
(HRSA)

1. Recommend methods for linking primary
medical education to health services delivery.
seminate recommendations of the March 1990
ference on enhancing care for the underserved
fice of Planning, Evaluation, and Legislation).
1990-91

care
Dis-
con-
(Of-

2. Seek input from public health officials who de-
liver primary care on issues of medical liability,
cost of insurance, and other factors that limit ac-
cess to care (Bureau of Health Care Delivery and
Assistance).
1990-91

3. Assist in assuring that educational opportunities
are accessible to employees in State and local pub-
lic health agencies. Current State and local health
care staffs need additional academic preparation
and continued professional training to meet chal-
lenges facing the current and future public health
system (Bureau of Health Professions).
1990-91 1992 and beyond

* Encourage more public health personnel involve-
ment in area health education centers, AIDS educa-
tion and training centers, geriatric education cen-
ters, and rural health research centers.

* Ensure online listing of nontraditional public
health academic education and continuing profes-
sional training options through the computer net-
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work of the Public Health Foundation, Association
of State and Territorial Health Officials.

* Seek information from public health officials
who deliver primary care on the need for continu-
ing education for staff members who assure or de-
liver such care. Identify special needs for allied
health personnel and for facilities appropriate to
rural areas.

4. Sponsor a workshop to define and identify facil-
ities that are essential in providing access to health
care in rural areas (Office of Rural Health Policy).
1990-91

Food and Drug Administration (FDA)

1. Work with sponsors to ensure rapid review of
AIDS-related products and encourage sponsors to
conduct post-marketing studies.
1990-91

2. Work with sponsors to plan animal tests to gen-
erate sufficient information to begin clinical testing
of AIDS products in humans within the shortest
possible time.
1990-91

3. Work with sponsors to devise clinical testing of
AIDS drugs so that sufficient scientific information
will result to allow marketing approval.
1990-91

4. Monitor clinical trials for AIDS products to as-
sure the presence of such patient safeguards as in-
formed consent, institutional review board ap-
proval, and adverse drug reaction reporting.
1990-91

5. Continue efforts to protect the safety of the na-
tion's supply of blood and blood products. These
activities include working with blood and plasma
centers to define ways to improve donor education;
scientific efforts to improve laboratory screening of
donated blood; and increased frequency of routine
inspections of blood establishments.
1990-91

latory research to add to FDA's capability to assess
a vaccine's composition and both the production
and laboratory testing methods used.
1990-91

7. Work with blood and plasma centers to define
ways to improve donor education and to ensure de-
ferral of those who engage in behaviors that in-
crease the risk of HIV infection.
1990-91

8. Participate in and support PHS activities to re-
duce the risk of HIV transmission in health care
settings. (See assurance strategy 6, FDA item 3.)
1990-91

9. Work with other Federal agencies and health
care provider organizations to educate the users of
medical devices on their safe and effective use. This
includes both barrier devices designed to interrupt
the transmission of HIV in health care settings as
well as devices with the potential to transmit HIV.
(See assurance strategy 6, FDA item 4.)
1990-91

10. Issue "points to consider" and guidelines to
monitor and educate manufacturers on ways to
produce new biotechnology-derived products safely
and expeditiously. Guidelines span the manufacture
and testing of biological products.
1990-91

11. Take a proactive approach to ease the entry of
biotechnology-based products into the marketplace
by facilitating and maintaining contact with manu-
facturers from the initial developmental stage of
the approval process.
1990-91

12. Improve interaction with organizations in-
volved in the manufacture of biotechnology-based
products. Provide technical and regulatory support
through small-business representatives in the field
and support of central activities, such as workshops
and information dissemination.
1990-91

6. Continue efforts to encourage the development
of vaccines to prevent HIV infection. These efforts
include early FDA consultation with product spon-
sors before animal testing begins and focused regu-

Vol. 106, Supp. 1, 1991 61



13. Initiate a matching-funds agreement with the
State of Arkansas for a feasibility study of a na-
tional biotechnology cooperative. The study would
help define and improve understanding of specific
problems encountered by biotechnology companies
in bringing their products to market and would de-
sign a pilot project to reduce those barriers.
1990-91

14. Continue to emphasize improved food labeling
for the consumer, such as the rules that require
identification of low fat and low cholesterol foods.
Encourage labeling that provides information about
the cholesterol and fatty acid content of foods.
1990-91

15. Address the problem of pathogens that may
cause serious or fatal infection among those with
special risks. Distribute special dietary and food
handling advice, either directly or through physi-
cians. (See assessment strategy 1, FDA item 6; as-
surance strategy 6, FDA item 6.)
1990-91

16. Expedite review of new food additive petitions
by providing better guidance to industry on the
types of toxicological studies that are required and
the standards that these studies must meet.
1990-91

17. Encourage investigational new drug (IND) ap-
plications involving treatment, permitting promis-
ing drugs still under study to be used by desper-
ately ill patients in life-threatening situations for
which no other therapy is available or tolerable.
1990-91

18. Continue to work with FDA staff and drug
sponsors to assure that FDA guidelines for the clin-
ical and statistical sections of the New Drug Appli-
cation achieve their intended effectiveness. These
guidelines identify how the agency expects the clini-
cal and statistical data required in the NDA to be
analyzed and presented.
1990-91

19. Issue a letter to all New Animal Drug Applica-
tion holders providing additional interim guidance
on how FDA intends to implement the Generic An-
imal Drug and Patent Term Restoration Act.
1990-91

20. Provide technical assistance and work with in-
dustry to develop programs to prevent cross con-
tamination of medicated feed.
1990-91

21. Develop a field program to focus resources and
efforts on good practices in veterinary drug use.
Develop a concentrated program on cross contami-
nation of animal feeds.
1990-91

22. Work directly with livestock producer organi-
zations, food animal veterinary medical specialty
groups, and the U.S. Department of Agriculture to
develop and implement farm site quality assurance
programs.
1990-91

23. Develop an industry education program to pro-
vide a clear understanding of the agency's policies
and procedures to the importing community.

1992 and beyond

24. Work to make promising investigational agents
available for people with AIDS and HIV-related
diseases who have no therapeutic alternatives.

1992 and beyond

25. Continue to inform sponsors of new products
for treatment of HIV patients about agency regula-
tory processes.
1990-91 1992 and beyond

26. Expand focused regulatory research to improve
the capability to effectively and efficiently assess an
HIV vaccine's composition and the production and
laboratory testing methods used.

1992 and beyond

27. Complete a comprehensive review of those
medical devices on the market that are intended for
prevention of HIV transmission, to ensure compli-
ance with standards.

1992 and beyond

28. Implement and evaluate a series of pilot
projects, directed toward small biotechnology
firms, designed to enhance the regulatory and sci-
entific understanding necessary to bring safe and
effective drug and biologic products to the
marketplace.

1992 and beyond
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29. Issue "points to consider" and guidelines to
continue educating manufacturers and sponsors on
ways to produce new biotechnology-derived prod-
ucts safely and expeditiously. Guidelines span the
manufacture and testing of biological products.

1992 and beyond

30. Distribute to the food biotechnology industry
those microbiological criteria and standards that
will be used by the agency for the assessment of the
safety of food products developed through
biotechnology.

1992 and beyond

31. Complete the development of, and make avail-
able, guidelines and administrative procedures to
facilitate the movement of veterinary biotechnology
products to the marketplace. Launch a comprehen-
sive educational initiative directed to the veterinary
biotechnology industry. This initiative will stress
improved understanding of the regulatory and sci-
entific requisites to successful marketing of safe
products.

1992 and beyond

32. Improve communication with small manufac-
turers of biotechnology-oriented medical devices to
enhance their understanding of regulatory require-
ments, and to share a growing scientific data base
about these products as new applications become
feasible.
1990-91 1992 and beyond

33. Develop and expand an educational initiative
on medical foods (foods that are formulated to be
administered under medical supervision and are in-
tended for the management of a disease or condi-
tion that has distinctive nutritional requirements).
This initiative is directed to manufacturers to as-
sure safe manufacturing practices and proper label-
ing of these foods, and to consumers, to assure
their judicious consumption. (See assurance strat-
egy 6, FDA item 13.)
1990-91

34. Encourage foreign governments and producers
to assume a greater role in assuring that imported
foods meet the requirements of United States
statutes.

1992 and beyond

35. Develop and disseminate information for in-
dustry concerning the risks associated with migra-
tion of materials to food under actual use condi-
tions, and suggest methods for reducing the risk.
(See assessment strategy 1, FDA item 8.)

1992 and beyond

36. Develop and disseminate a compendium of
guidance for the food industry that reflects the
rapid emergence of new food processing technolo-
gies. The compendium will include information on
the types of toxicological studies that are required
and the standards that the studies must meet.

1992 and beyond

37. Continue to work with drug sponsors in de-
signing human testing phase 1 and 2 studies of
treatments for life-threatening and severely debili-
tating illnesses. Strengthen firms' abilities to pro-
vide sufficient data for approval without the need
for a traditional phase 3.

1992 and beyond

38. Establish a coordinated review and approval
process that will effectively address new products
involving a drug or device interface. Help industry
become more knowledgeable about the process.
Submit the required information to comply with
the process and expedite the delivery of needed
health care products to the marketplace.

1992 and beyond

39. Adopt, on a widespread basis, automated data
systems to improve the timeliness and quality of
agency review of New Animal Drug Applications.
Coordinate this automation initiative to inform in-
dustry representatives about the regulatory and
technical requirements associated with information
submitted as part of this process. (See assessment
strategy 2, FDA item 3.)

1992 and beyond

40. Assist the veterinary industry in capitalizing on
benefits under provisions of the new Generic Ani-
mal Drug and Patent Term Restoration Act.

1992 and beyond
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41. Based on the successful experience with pilot
State contracts, develop a full scale initiative to
curb the illegal sale, distribution, and use of animal
drugs at the State level. The program is aimed at
surveying drug sales and distribution and use pat-
terns at the State level, and followup, with effective
regulatory initiatives, by State authorities. (See as-
sessment strategy 3, FDA item 6.)

1992 and beyond

42. Expand the tissue residue prevention educa-
tional initiative directed to the aquaculture indus-
try. Aquaculture producers and producers of feeds
for aquaculture species, as well as mariculture, will
be emphasized especially in education and volun-
tary compliance initiatives. The program will be
based on an increased scientific understanding of
the biology of the various species involved.

1992 and beyond

43. Continue a broad scale farmsite quality assur-
ance program, through coordinated efforts with
livestock producer organizations, food animal vet-
erinary medical specialty groups, and the U.S. De-
partment of Agriculture.

1992 and beyond

Centers for Disease Control (CDC)

1. Assist States in developing and implementing as-
surance plans, including descriptions of specific ca-
pacity building activities. Provide technical assis-
tance to States and territories in developing State
and local public health capacity building plans.

* Implement technology transfer to State, local,
and private laboratories of more efficient and accu-
rate diagnostic testing for specified infectious
diseases.
1990-91 1992 and beyond

* Provide technical assistance to States and territo-
ries to assist them in developing State and local ca-
pacity building plans and State Year 2000
Objectives.
1990-91 1992 and beyond

* Further strengthen the recruitment, supervision,
management, and core training of the Public
Health Advisor field staff.
1990-91

* Begin to implement a nationwide, State-based,
occupational safety and health intervention
program.

1992 and beyond

2. Assist State and local officials in developing the
skills and knowledge necessary to carry out assur-
ance for delivery of needed public health services.

* Develop training programs for incorporating
state-of-the-art information and techniques into
prevention and control programs for infectious
diseases.
1990-91 1992 and beyond

* Establish and staff a National Laboratory Train-
ing Network in seven locations throughout the
nation.
1990-91

* Develop a tobacco and health training program
for State health departments and assist them in de-
veloping tobacco control programs that offer pub-
lic information activities.

1992 and beyond

* Develop a system to ensure that training pro-
grams in injury control are established that enhance
the effectiveness of current and new practitioners.

1992 and beyond

* Collaborate with the Health Resources and Ser-
vices Administration and the Public Health Work-
force Consortium to identify the numbers, types,
and skills of public health personnel needed in the
future to accomplish assurance of public health
services.

1992 and beyond

3. Facilitate access by State and Federal agencies to
information, technology transfer, and technical as-
sistance or consultation needed to address high pri-
ority health problems, such as high infant mortality
rates, the need for major interventions in breast
and cervical cancer control, and efforts to reduce
smoking rates, particularly among women. Ensure
that needs and cost-effective methods are
identified.

* Provide State health laboratories with data on
the quality of their HIV-antibody testing.
1990-91
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* Increase local, State, and regional laboratory ca-
pacity so that all public health constituents have ac-
cess to rapid and reliable diagnostic testing for
Lyme disease.
1990-91

4. Improve access of State and local health offi-
cials to the standards and guidelines necessary to
carry out their work.

* Continue to develop guidelines for the protection
of health-care workers from communicable disease.
1990-91

* Establish a national reference laboratory network
for the measurement of cholesterol to provide an
accuracy base to support State and local laborato-
ries in cholesterol measurement.

1992 and beyond

* Develop and distribute standards and guidelines
for preventive services for persons with diabetes.

1992 and beyond

5. Monitor and evaluate achievement of process
and outcome objectives, and make strategy adjust-
ments when necessary.

* Evaluate demonstration projects on smoking ces-
sation during pregnancy in two States and deter-
mine what parts of these projects may be useful in
other States.
1990-91

* Provide an external quality assurance program
for screening for congenital hypothyroidism,
phenylketonuria, and galactosemia.
1990-91

Alcohol, Drug Abuse, and Mental Health Adminis-
tration (ADAMHA)

1. In collaboration with the Office for Substance
Abuse Prevention, request applications for support
of community-based demonstrations of the syner-
gistic effects of multiple strategies to prevent alco-
hol abuse in communities, with special emphasis on
strategies directed to youth (National Institute on
Alcohol Abuse and Alcoholism).
1990-91 1992 and beyond

2. Publish and disseminate data from research
demonstration projects to evaluate effectiveness of
treatments for homeless persons with alcohol and

other drug problems (National Institute on Alcohol
Abuse and Alcoholism).
1990-91 1992 and beyond

3. Monitor and direct a large-scale multisite clinical
trial of specially matched patients with treatments.
(National Institute on Alcohol Abuse and
Alcoholism).
1990-91 1992 and beyond

4. In collaboration with the Office of Treatment
Improvement, establish and evaluate a drug abuse
diagnostic unit in the District of Columbia, making
300 outpatient slots and 80 residential slots avail-
able to the District (National Institute on Drug
Abuse).
1990-91

5. Serve as an informational resource, providing
publications, technical assistance, and replicating
clinics at other sites at the request of States or ter-
ritories (National Institute on Drug Abuse).

1992 and beyond

6. In collaboration with the Health Resources and
Services Administration, award and evaluate 21
grants for the integration of primary health care
with drug abuse services; identify through services
research what resources are required to meet na-
tional, treatment, or prevention goals; and make
recommendations to the Administration, States,
and Congress (National Institute on Drug Abuse).
1990-91 1992 and beyond

7. Provide funding and technical assistance to
State mental health agencies for the demonstration
and evaluation of community support and rehabili-
tation services affecting the elderly mentally ill, the
homeless mentally ill, mentally ill young adults
with substance abuse problems (National Institute
of Mental Health).
1990-91

8. Review all State- and U.S.-related jurisdiction
plans for the development of community-based
mental health services, as required by P.L. 99-660,
and provide technical assistance for implementing
these plans (National Institute of Mental Health).
1990-91

9. Include evaluation components in each
State-level grant under the Child and Adolescent
Service System Program (CASSP) to evaluate their
impact on public mental health policies for emo-
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tionally disturbed children and adolescents. De-
velop a technical assistance capacity to aid new
CASSP grantees in the development of better pol-
icy evaluation methodology (National Institute of
Mental Health).
1990-91

10. Award additional Mental Health Statistics Im-
provement Program capacity development grants
(National Institute of Mental Health).

1992 and beyond

11. Conduct a second workshop for State mental
health staff on evaluation and research strategies
and program assessment tools (National Institute of
Mental Health).

1992 and beyond

12. Convene a meeting of State mental health au-
thorities to analyze findings from the McKinney
Mental Health Services for the Homeless Block
Grant demonstration projects relevant to planning,
implementing, and evaluating Statewide services for
the homeless mentally ill (National Institute of
Mental Health).

1992 and beyond

13. Develop a series of training workshops on de-
veloping and administering mental health services
to minorities in coordination with the Health Re-
sources and Services Administration, and State and
County Mental Health Services (National Institute
of Mental Health).

1992 and beyond

14. Direct projects to assure local, State, and Fed-
eral models for effective service and service system
approaches to prevention, treatment, and rehabili-
tative services for high risk youth (Office for Sub-
stance Abuse Prevention).
1990-91

15. Create a well-constructed evaluation plan for
all OSAP-funded projects to measure the effective-
ness of their interventions (Office for Substance
Abuse Prevention).
1990-91

16. Develop an evaluation plan to include cross-site
evaluation studies of selected high-risk youth grant
programs (Office for Substance Abuse Prevention).
1990-91

17. Initiate contract planning for an evaluation of
pregnancy and post partum programs (Office for
Substance Abuse Prevention).
1990-91

18. In collaboration with the States, develop guide-
lines for State drug abuse plans (Office for Treat-
ment Improvement).
1990-91

19. Provide technical assistance to the States to
support their administration of services under the
block grants (Office for Treatment Improvement).
1990-91

Agency for Toxic Substances and Disease Registry
(ATSDR)

1. Continue with cooperative agreements with
States for the purpose of capacity building at the
State and local level. Current relationships are de-
signed to build capacity for conducting health as-
sessments, conducting site-related pilot health stud-
ies, training health professionals in toxic-exposure
patient management, responding to unscheduled re-
leases of toxic substances, and for equipping poi-
son control centers to provide consultations on haz-
ardous substance problems.
1990-91 1992 and beyond

2. Expand the capabilities of primary care physi-
cians and emergency room personnel for respond-
ing to toxic substance exposure. Use such organiza-
tions as the National Association of County Health
Officials and the Association of State and Territo-
rial Health Officials for this transfer of technology.

1992 and beyond

Agency for Health Care Policy and Research
(AHCPR)

Continue to disseminate, through the User Liaison
Program, new and relevant findings to State and
local governments. Continue to work with the
Health Resources and Services Administration to
disseminate information through area health educa-
tion centers and geriatric education centers, and to
address rural health issues through rural health ser-
vices centers.
1990-91 1992 and beyond
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