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full, feeling associated with the
menstrual period.”

(4) "A diuretic for the relief of
temporary premenstrual water-weight
gain,” A

(5) "A diuretic which helps to control
temporary water-weight gain during the
menstrual period.”

(6) In addition to the indications in
paragraph (b) (1) through (5) of this
section, products containing caffeine
identified in § 357.1014(b)(1) may also
contain the following indication: “For
the relief of fatigue associated with the
premenstrual period.”

(c) Warnings. The labeling of the
product contains the following warnings
under the heading “Warnings":

(1) For products containing
ammonium chloride identified in
§ 357.1014(a). (i) "Do not use if you have
kidney or liver disease.”

(ii) “Precaution. This drug may cause
nausea, vomiting, and gastrointestinal
distress."

(2) For products containing caffeine
identified in § 357.1014(b)(1). (i) All
warnings identified in § 340.50(c) (1) and
(2).

(ii) “This product contains caffeine. It
may cause sleeplessness if taken within
4 hours of bedtime."

(d) Directions. The labeling of the
product contains the following
information under the heading
“Directions™:

(1) For products containing
ammonium chloride identified in
§ 357.1014(a). Adult oral dosage is 1
gram three times daily for no longer than
6 days.

(2) For products containing caffeine
identified in § 857.1014(b)(1). Adult oral
dosage is 100 to 200 milligrams every 3
to 4 hours while symptoms persist.

(3) For products containing pamabrom
identified in § 357.1014(b)(2). Adult oral
dosage is 50 milligrams and not to
exceed 200 milligrams per day.

§ 357.1056 Labeling of orally administered
menstrual drug products containing
smooth muscie relaxant ingredients
identified In § 357.1016.

(a) Statement of identity. The labeling
of the product contains the established
name, if any, and identifies the product
as a “muscle relaxant menstrual
product.”

(b) Indications. The labeling of the
product contains a statement of the
indications under the heading
“Indications” that is limited to the
following phrases, except that “For the
relief of " may be replaced by “An aid in
relieving"

(1) “For the relief of painful menstrual
cramps.”

(2) “For the relief of dysmenorrhea.”

(3) “For the relief of menstrual
cramps."

{4) “For relief of backache associated
with menstrual cramps,”

(5) “For the relief of cramps
associated with the premenstrual or
menstrual period.”

(8) “For the relief of cramps
associated with menstruation.”

(c) Warnings. [Reserved]

(d) Directions. [Reserved]

§ 357.1058 Labeling of combinations.

(a) For products containing pamabrom
and pyrilamine maleate identified in
§ 357.1020(e)(2)—(1) Indications. The
labeling of the product contains a
statement of the indications under the
heading “Indications” that is limited to
the following phrases, except that “For
the relief of" may be replaced by “An
aid in relieving™:

(i) “For the relief of" (“emotional
changes” or “mood changes”) “related
to the premenstrual period."”

(i) “For the relief of" [“emotional
changes”or “mood changes™) “related to
the premenstrual period such as anxiety,
nervous tension, and irritability."”

(iii) “For the relief of water-retention
symptoms related to the premenstrual
period.”

(iv) “For the relief of water-retention
symptoms related to the premenstrual
period, such as ankle, finger, and
abdominal swelling."

(v) “For the relief of cramps and
backache of the premenstrual or
menstrual period.”

(2) Directions. The labeling of the
product contains the following
information under the heading
“Directions": Adult oral dosage is 50
milligrams pamabrom and 25 to 30
milligrams pyrilamine maleate taken
four times daily for a daily dose of 200
milligrams pamabrom and 100 to 120
milligrams pyrilamine maleate.

(b) For products containing
ammonium chloride and cajfeine
identified in § 357.1020(e)(1)—(1)
Directions.—The labeling of the product
contains the following information
under the heading “Directions”: Adult
oral dosage is 650 milligrams ammonium
chloride and 200 milligrams caffeine
taken three times daily for a daily dose
of 1,950 milligrams ammonium chloride
and 800 milligrams caffeine.

(2) [Reserved]

Interested persons may, on or before
March 7, 1983, submit to the Dockets
Management Branch (HFA-305), Food
and Drug Administration, Rm. 4-62, 5600
Fishers Lane, Rockville, MD 20857,
written comments on this advance
notice of proposed rulemaking. Three
copies of any comments are to be
submitted, except that individuals may
submit one copy. Comments are to be
identified with the docket number found
in brackets in the heading of this
document. Comments replying to
comments may also be submitted on or
before April 6, 1983. Received comments
may be seen in the office above between
9 a.m. and 4 p.m., Monday through
Friday.

Dated: November 4, 1982.

Mark Novitch,

Acting Commissioner of Food and Drugs.
Richard 8. Schweiker,

Secretary of Health and Human Services.
[FR Doc. 82-32885 Filed 12-8-82; 8:45 am)

BILLING CODE 4160-01-M
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DEPARTMENT OF HEALTH AND
HUMAN SERVICES

National Institutes of Health

Program To Assess the Risks of
Recombinant DNA Research;
Proposed Second Annual Update

AGENCY: National Institutes of Health,
PHS, HHS.

ACTION: Notice of proposed second
annual update of a program to assess
the risks of recombinant DNA research.

SUMMARY: This notice sets forth a
proposed second annual update of the
program to assess the risks of
recombinant DNA research. Interested
parties are invited to submit comments
concerning the plan and the desirability
of continuing the process of annual
updates of the plan. After consideration
of those comments and comments by the
NIH Recombinant DNA Advisory
Committee, the Director of the National
Institutes of Health or his designee will
publish the final update in the Federal
Register.

DATE: Comments must be received by
February 22, 1983. :

ADDRESS: Written comments and
recommendations should be submitted
to the Director, Office of Recombinant
DNA Activities, Building 31, Room 4A52,
National Institutes of Health, Bethesda,
Md. 20205. All comments received in
timely response to this notice will be
considered and will be available for |
public inspection in the above office on
weekdays between the hours of 8:30
a.m, and 5 p.m.

FOR FURTHER INFORMATION CONTACT:
Additional information may be obtained
from Dr. William J. Gartland, Jr.,
Director, Office of Recombinant DNA
Activities, NIAID, National Institutes of
Health, Bethesda, Md. 20205 (301-496—
6051).

SUPPLEMENTARY INFORMATION:

1. Introduction

With the issuance in December 1978
of revised Guidelines for the conduct of
recombinant DNA research, the
Secretary, DHEW (now DHHS),
requested that the National Institutes of
Health (NIH) prepare an NIH Risk
Assessment Plan which after review by
the Recombinant DNA Advisory
Committee (RAC) and publication in the
Federal Register for comment, would be
made final and updated annually. The
initial proposed plan was published for
public comment in the Federal Register
on April 2, 1979 (44 FR 19302). Following
analysis of public comments and those
of the RAC, the plan was made final on
September 13, 1979 (44 FR 53410). A

proposed first annual update of the plan
was published for public comment in the
Federal Register on September 17, 1880
(45 FR 61874). Following the analysis of
public comments and those of the RAC,
the plan was made final on June 10. 1981
(46 FR 30772). The present document is
the proposed second annual update,
issued for public comment.

We stated in the first Plan issued in
1979 and it is still our conviction that:

The vast majority of information relevant
to recombinant DNA risk analysis has
already come from research not primarily
designed to provide information on risk. This
will undoubtedly continue to be the case.
This information will be obtained chiefly
from publications in the scientific literature,
from persons with special scientific
knowledge, and from ongoing basic
biomedical research. Risk assessment
analysis will require continuing review of
data developed in the fields of microbiology,
infectious diseases, and related biological
research.

Some essential information has been, and
will continue to be, derived from projects
specifically designed to assess various
aspects of potential risks associated with
recombinant DNA experimentation. Such
experiments will be supported by the
Intramual and the Extramual programs of
NIH. Many ekperiments may also be
conducted in the private sector or may be
funded by other agencies or governments.

The essential goal of a successful risk
assessment plan will be the development of
means to collect, collate, coordinate,
evaluate, and disseminate data obtained from
all sources. -

Under the “Scientific Aspeets” of the
first Plan, it was noted that a number of
events must occur before a laboratory
microorganism becomes a possible risk
to people or higher organisms outside
the immediate laboratory environment.
A major aspect of the risk assessment
plan was to acquire and analyze
information and data relevant to those
elements for the host-vector systems
most commonly in use. Emphasis has
been on the prokaryotic E. coli K-12
systems because those were, and
remain, the systems predominately used
by investigators. Several areas were
identified as requiring particular
consideration, and progress has been
made in collecting and/or analyzing
data on them. Before considering these it
is worth saying that, despite intensive
review by the RAC and NIH staff,
several conferences and workshops to
consider specific issues, and many
experiments, no risks of recombinant
DNA research have been identified that
are not inherent in the microbiological
and biochemical methodology used in
such research. A synoptic report of
progess follows. Data, reports, and other
documents referred to are available on
request from ORDA.

IL Scientific Aspects

A. Biological Activity of Polyoma—
pBR322 Recombinants Cloned in Wild
Type Escherichia Coli and E. Coli K-12

One of the early concerns raised
about recombinant DNA
experimentation was the potential
hazard of cloning intact animal virus
genomes in E. coli K-12. The concern
was that E. coli K-12 might be capable
of producing infectious virus particles
which then might be capable of infecting
sites not normally exposed during
normal infectious processes or that the
recombinant molecule, in the absence of
production of complete viruses, could be
transferred to a eukaryotic cell in which
the recombinant molecule could become
infectious.

Chan et al. (Science, 203, 887-892
(1979)) and Israel et al. (Science, 203,
883-887 (1979)) conducted experiments
to determine whether E. coli K-12
harboring plasmids containing a
complete copy of the polyoma virus
genome could cause infection in mice.
This is a sensitive experimental system
because mice are highly susceptible to
infection with polyoma virus and
develop an antibody response against
polyoma capsid protein. In these
experiments, E. coli K~12 containing
polyoma-plasmid or polyoma-phage
recombinants, cell free polyoma-phage
particles, recombinant polyoma-phage
DNA, or recombinant polyoma-plasmid
DNA were fed or inoculated into mice,
and their sera subsequently examined
for the presence of antibody to polyoma.
These experiments showed that none of
the mice developed a viral infection
after receiving E. coli K-12 carrying
polyoma-plasmid or polyoma-phage
DNA recombinants, or after receiving
purified monomeric polyoma-plasmid
DNA or purified monomeric polyoma-
phage DNA. Infections did occur in
control experiments when mice were
inoculated with preparations of.
polyoma-plasimd or polyoma-phage
DNA that had been cleaved by the same
restriction enzymes used in their
construction, and, therefore, contained
unmodified polyoma DNA,

These experiments were not able to
assess adequately the possible transfer
of animal virus recombinants out of £.
coli and into susceptible mammalian
cells because Ec. coli K-12 and its
derivatives are not able to colonize the
gastrointestinal (GI) tract of mice or
humans. Consequently, Cecil Smith and
Dr. Malcolm Martin of the National
Institute of Allergy and Infectious
Diseases extended these studies by
colonizing the GI tract of conventional,
antibiotic-compromised, or germ-free

>
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mice with clinical isolates of wild type
E. coli carrying various polyoma-
plasmid recombinants. In these studies,
mice were starved for 24 hours and then
fed bread containing 3x 10° wild type E.
coli or E. ¢coli K-12 containing polyoma-
pBR322 recombinants. Additional
conventional and antibiotic-
compromised mice were subcutaneously
inoculated with 6 X107 wild type E. coli
or E, coli K-12 containing polyoma-
pBR322 recombinants. Fecal monitoring
indicated that the wild type £. coli used
in these experiments was able to
survive in the GI tract of conventional
mice for approximately 4 weeks, When
the indigenous flora of the murine GI
tract was eliminated or greatly reduced,
colonization with high titers of wild type
E. coli or E. coli K-12 occurred. High
titers were found in the GI tract of germ-
free mice. Results also indicated that £.
coli carrying polyoma-pBR322 DNA
were present in high titers in the GI tract
of the mice.

None of the 140 mice that were fed
and none of the 60 mice that were
inoculated with live E. coli (wild type or
K~12] carrying polyoma-pBR322
recombinants developed antibody to
polyoma. This was true whether the
polyoma DNA was present in the
recombinant as a monomer or as a
dimer in the head-to-tail orientation,
Absence of infectivity in mice receiving
E. coli containing polyoma monomer-
pBR322 DNA was not unexpected since
it had been previously shown that
recombinants containing a single copy
of polyoma DNA could initiate infection
only if mechanisms to precisely excise
polyoma DNLA are present in either
mouse cells or E. coli, and it has been
demonstrated that mouse cells and £,
coli lack the appropriate enzymatic
mechanisms. In contrast, specific
excision is not required to generate
infectious polyoma DNA from polyoma
dimer-pBR322 recombinants because
intramolecular recombination will yield
infectious polyoma DNA. Therefore,
experiments involving Co. coli carrying
polyoma dimer-pBR322 recombinants
are the most relevant in determining the
extent to which potentially infectious
viral DNA molecules can be transferred
out of £, coli and into susceptible
mammalian cells where intramolecular
recombination could generate intact
polyoma genomic DNA which would be
infectious. The results in these
experiments demonstrate that prolonged
exposure to bacteria harboring doses
equal to or greater than the minimum
infectious dose of purified polyoma
dimer recombinants is insufficient to
Cause a polyoma infection.

The investigators speculate that the
absence of polyoma infectivity following
prolonged exposure to cumulative doses
of polyoma dimer-pBR322 recombinants
that were significantly greater than the
minimum infectious dose for polyoma
dimer recombinants could be due to two
possibilities. The population of E. coli
harboring polyoma dimer-pBR322 is in a
dynamic state in the murine gut and
large quantities of prokaryotic DNA,
including the polyoma dimer-pBR322
DNA, are being released into the gut
lumen daily. Lack of infectivity due to
free polyoma dimer-pBR322 recombinant
DNA in the gut may be due to
degradation of the DNA by nucleases in
the GI tract. However, this may not be
the whole answer. The investigators
speculate that some of the polyoma
dimer-pBR322 DNA may survive
nuclease degradation in the gut and
penetrate the mucosal epithelial cells
lining the CI tract. They state that
whether or not the mucosal epithelial
cells are susceptible to polyoma
infection is unknown, but the rapid
shedding of these cells most likely
precludes subsequent infection and/or
penetration of the germinal epithelium
where a productive infection would be
more probable. The investigators
conclude that, even in the “worst-case”
scenario, it is safer working with E. coli
containing recombinant viral DNA then
working with intact virus particles.
These studies have been submitted to a
scientific journal for publication.

B. Transmission of Vectors From E. Coli
K=12 to Other Bacteria in Vivo

Progress has been made on the
evaluation of the transmission of vectors
from E. coli K-12 to other bacteris in the
human gastrointestinal tract. A Working
Croup had been convened on August 30,
1979 at the NIH to review Protocols I
and II of the Workshop on Risk
Assessment of Recombinant DNA
Experimentation with Escherichia coli
K-12 (J. Infect. Dis. 137, 704-708, 1978).
The Working Group recommended that
research should be supported aimed at
gaining a better basic scientific
understanding of bacterial colonization
and plasmid mobilization, This is
because although E. coli K-12, the strain
most commonly used in recombinant
DNA work, is debilitated to the extent
that survival in the gut and the
environment is minimal, there has been
some concern that the plasmid vector
carrying the foreign DNA could be
transferred to another, hardier strain of
E. coli. Members of the Working Group
felt that such studies should be
performed directly in humans and
employ wild type E. coli other than

strain K-12. The Working Group noted
that if E. coli K-12 were used as the
bacterial host in clinical studies very
large numbers of volunteers (hundreds)
would be required to assess the /n vivo
mobilization of “safe” plasmids. In
contrast, the Working Group concluded
that clear answers on the in vive
mobilizability of “safe” plasmids might
be obtained using much smaller
numbers of subjects if an E. coli strain
that readily colonizes the human colon
were used in the studies. The greatly
increased number of the colonizing
strain in contrast to £. coli K-12 would
provide much greater opportunity for
transfer resulting in much greater
sensitivity. £, coli strain HS containing
poorly mobilizable plasmid pBR325 was
suggested as a good initial combination.

These studies were carried out under
a NIAID contract (NOI AI 12666) at the
Center for Vaccine Development,
University of Maryland School of
Medicine, Baltimore, Maryland, by Dr.
Myron Levine, Dr. James Kaper, Mr.
Hank Lockman, Dr. Robert Black, and
Dr. Mary Clements, in collaboration
with Dr. Stanley Falkow of the
Department of Microbiology, University
of Washington School of Medicine,
Seattle, Washington. (Present address:
Department of Microbiology, Stanford
University School of Medicine, Palo
Alto, California.) Strain HS was chosen
to serve as the host organism to carry
plasmids to be tested for mobilizability.
E. coli strain HS is a smooth, non-
pathogenic strain which can
successfully colonize the human
intestine for days to weeks.

Several separate E. coli HS and E, coli
K-12 strains were constructed by
insertion of one or two plasmids. One
combination consisted of E. coli HS
containing plasmid p]BK5 which is
easily mobilized. One strain consisted of
E. coli HS with poorly-mobilizable
plasmid pBR325. Another strain
consisted of E. coli HS containing
poorly-mobilizable plasmid pBR325 and
conjugative plasmid F-amp which
ordinarily mobilizes non-conjugative
plasmids at a high rate of frequency. The
fourth strain consisted of E. coli K~12
containing poorly mobilizable plasmid
pBR325 and the conjugative plasmid F-
amp. (Non-conjugative plasmids lack the
genetic information for transfer to ;
recipient cells. Transfer functions,
however, are found on conjugative
plasmids which can mobilize non-
conjugative plasmids. Biological
containment for recombinant DNA
experiments can be provided by the use
of poorly mobilizable plasmids which
are not only non-conjugative, but can be
mobilized at frequencies of ten thousand
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to one hundred thousand-fold less than
the parent plasmids from which they
were derived.)

Risk assessment studies were carried
out in volunteers to quantitate the
maobilizability of pBR325 in comparison
with pJBKS. Fifty billion E. coli HS cells
containing pJBKS5, which encodes
tetracycline resistance, were fed to 15
volunteers who were also given
tetracycline. All 15 individuals became
heavily colonized by E. coli HS, and
excreted HS along with indigenous
normal coliforms. Within 24 hours, 9 of
the 15 individuals had evidence of p]BK5
in their normal flora (transconjugants)
indicating that transfer of the plasmid
had occurred. None of 12 volunteers
who ingested E. coli HS carrying poorly-
mobilizable plasmid pBR325 had
transconjugants, despite colonization by
HS in the presence of normal flora and
despite ingestion of tetracycline.

E. coli HS containing both pBR325 and
conjugative plasmid F-amp was fed to
two groups of volunteers. One group
took tetracycline daily, the other did not.
Of 18 subjects who were colonized with
HS carrying both pBR325 and F-amp and
who took tetracycline, normal flora
transconjugants carrying pBR325 were
found in 13 individuals. In contrast, none
of the eight volunteers who were
colonized with HS carrying both pBR325
and F-amp and who did not take
tetracycline, showed transconjugants.
These studies demonstrate that the
poorly mobilizable plasmid pBR325
could be mobilized in vivo only under
extremely contrived conditions, i.e., the
plasmid resided in a colonizing strain of
E. coli (HS) along with a conjugative
plasmid, 510" E, coli HS were
ingested with buffer, and volunteers
received tetracycline daily. Under the
NIH Guidelines for Research Involving
Recombinant DNA Molecules, pBR325
would reside in a weakened strain of E.
coli (K=12) without a co-residing
conjugative plasmid, and laboratory
workers on antibiotictherapy would be
evaluated by the institution to determine
whether they should be engaged in
recombinant DNA research. In addition,
the chance for an accidental ingestion of
a large inoculum (510 cells] in buffer
would be very remate.

The investigators conclude that these
studies provide overwhelming support
for the safety of biological containment
based on poorly mobilizable plasmids
such as pBR325.

These results have been presented to
the Recombinant DNA Advisory
Committee and have been submitted to
a scientific journal for publication.

C. Molecular Basis of E. Coli
Colonization

The National Advisory Allergy and
Infectious Diseases Council had
supported award of a grant (Al 16370) to
the University of Rhode Island on behalf
of Dr. Paul S. Cohen for studies designed
to elucidate the molecular mechanism of
intestinal colonization of mice with
human strains of E. coli.

At this point in time the majority of
experiments using recombinant DNA
technology employ host-vector systems
based on E. coli K-12 and its plasmids
or bacteriophages. Prominent among the
scenarios raised early in the debate over
use of this technology was the possible
colonization of the intestinal tract by
host-vector systems followed by various
consequences depending on the
elaboration of a product which would
cause harm to the individual by either
direct or indirect mechanisms. There
now are a considerable number of
studies describing the survival of
various types of £ coli in the intestinal
tract of man and mice and they
demonstrate a tremendous disparity in
the survivability and colonization
potential of such strains. A complete
understanding of those factors that
control survival and colonization may
permit the development of both safer
and more useful E. coli hosts in the
future as well as perhaps provide data
suggesting adjustments in the physical
containment requirements of the NIH
Guidelines governing use of this
technology.

Dr. Cohen and collaborators are
attempting to determine the relative
importance of plasmid and chromesomal
determinants of colonization and to
identify all surface components that are
associated with this process. The
investigators have described an animal
model which they are using to
systematically investigate the relative
ability of E. coli strains to colonize the
large bowel of mice. In this system, the
colonizing ability of one strain of E. coli
is determined relative to a second strain
by simultaneously feeding both strains
to male CD-1 mice whose normal
facultative flora has been reduced by
adding streptomycin to their drinking
water. Subsequent monitoring of the
level of each strain present in the feces
provides an estimate of how well one
strain colonizes the large intestine
relative to the second competing
organism.

Employing this system, Dr. Cohen’s
laboratory has investigated the
colonizing ability of human fecal
isolates relative to common laboratory
strains (i.e., E. coli B and K-12), and
examined the effect of limited genetic

alteration on the colonizing abilities of
isogenic strains of E. coli. The results of
these studies indicated that laboratory
strains are poor colonizers (1xX10°cells
per gram feces) relative to fecal isolates
(about 1 X102 cells per gram of feces)
and that limited genetic alterations can
indeed enhance or reduce the relative
colonizing abilities of E. coli strains.

1. Effect of plasmid Gene Expression
on Celonizing Ability of E. coli HS in
Mice. Experiments were performed to
test whether the colonizing ability of a
human fecal strain (E. coli HS) is altered
when transformed with plasmids typical
of those used in recombinant DNA
experiments. £. coli HS, known to be an
excellent colonizer of humans, was
transformed with each of three plasmids
(pBR325, F-amp, and p]JBK5) and the
effect of each plasmid on its colonizing
ability was determined. Colonizing
abilities of the plasmid-containing HS
strains were reduced three orders of
magnitude relative to the parental HS
strain, When these strains were cured of
either pBR325, F-amp, or pJBKS, they
regained the colonizing ability of the
original parental strain. The
investigators conclude that it is clear
from these data that plasmid gene
expression can alter the colonizing
abilities of an E. coli strain. Further
experiments showed that the colonizing
abilities of the plasmid-containing
strains appeared unchanged when these
strains were fed to mice along with a
heterologous strain, E. coli F-18. The
investigators conclude that these data
suggest that E. coli HS and E. coli F-18
colonize biochemically distinct sites in
the mouse intestine,

2. Relationship Between the Mouse
Colonizing Ability of a Human Fecal E.
coli Strain and its Ability To Bind a
Specific Mouse Colonic Mucous Gel
Protein. The abilities of three strains of
E. coli to bind CD-1 mouse colonic
mucous gel were studied. The strains
employed were E. Coli F-18, an
excellent mouse colonizer which was
originally insolated from the feces of a
healthy human; E. coli F-18 col™, a poor
mouse colonizer derived from F-18 and
lacking a large plasmid; and E. coli J5-3,
a typical K-12 strain, also a poor
colonizer relative to F~18. When mouse
colonic mucous gel was isolated and
methylated with (°*H) formaldehyde, it
was found to consist of approximately
18 proteins and contained
approximately 5% hexose by weight.
Each of the three strains of E. coli were
able to use the mucous gel as a sole
source of carbon and nitrogen for
growth. When the ability of the three
strains of E. coli to bind mucous gel was
examined, it was found that F~18 bound
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two to three times more mucouse gel
than either F-18 col™ or E. coli ]5-3.
Most of the difference in mucous gel
binding abilities of the three strains was
accounted for by the relatively greater
ability of F-18 lipopolysaccharide (LPS)
to bind a specific 26,000 dealton protein.
The investigators conclude that these
results show that the two strains with
altered LPS (i.e., F-18 col™ and 5-3) are
poor colonizers relative to F-18,
suggesting that LPS may play an
important role in the colonization of the
mouse colon by E. coli.

3. Adhesion of E. coli Strains to
Mouse Mucous Gel. The investigators
have developed an adhesion assay in
which E. coli strains were tested for
their abilities to adhere to both mouse
colonic mucous gel and mouse small
intestine mucous gel. Nonradioactive
mucous gel was allowed to bind
overnight at 4° to polystyrene tissue
culture wells. The next day the bound
mucous gel was exposed to
radioactively labeled E. coli (1 X
10™ ‘cpm per bacterium) at 370°, and
following a one hour incubation period,
unbound £. coli were removed and the
number of bacteria adhering to the
mucous gel was determined. Thus far,
they have tested adherence of several E.
coli strains both to large and small
intestine mucous gel and, as a control, to
bovine serum albumin. E. coli strains
which have been shown to be
enteropathogenic for suckling mice (i.e.,
K88*) adhere to small and large
intestine mucous gel 20 fold better than
their nonenteropathogenic counterparts
(i.e., normal fecal strains) and
approximately 50 fold better than to
bovine serum albumin.
Enteropathogenic strains of E. coli that
do not infect mice (i.e., K99*, 987—,
CFA/I") did not adhere to mouse
mucous gel above the level of normal
human fecal strains. Finally, neither
normal rabbit serum, anti-K99 serum,
nor anti-987 serum blocked K88* strains
adhering to mucous gel; but anti-K88
serum blocked adherence completely.
The investigators conclude that these
results suggest that mucous gel may be
important in the onset of infection by
entéropathogenic E. coli strains.

A report by this investigator on the
effect of plasmid gene expression on the
colonizing ability of E. coli HS in mice
has recently appeared (Recombinant
DNA Technical Bulletin, 5, 1-4, (1982).
During the coming year, Dr. Cohen's
laboratory will be evaluating the role of
E. coli lipopolysaccharide and intestinal
mucous gel in the colonization process
of normal fecal and enteropathogenic E.
coli strains.

D. Mechanisms That Control Human
and Animal Gut Flora

The National Advisory Allergy and
Infectious Diseases Council had
recommended for selective payment a
project that will focus on the
mechanisms that control human and
animal gut flora. This grant (Al 17154)
was awarded to the University of
Michigan on behalf of Dr. Rolf Freter. Of
the four stated proposed aims of the
research plan, three relate to issues of
importance to the NIH recombinant
DNA risk assessment program. They
are: (1) Characterize and extend the
application of anaerobic continuous
flow cultures, (2) analyze the efficiency
of plasmid and bacteriophage transfer,
and (3) determine whether human
microflora can be maintained in
gnotobiotic mice and in anaerobic
continous flow (CF) cultures. The issue
of mobilization of vector plasmids to the
indigenous flora has always been a
concern when considering the use of £,
coli K-12 based host-vector systems,
Concern has been expressed over the
potential for exchange of plasmids
between the Enterobacteriaceae and the
anaerobic flora, principally members of
the genus Bacteroids.

Dr. Freter's group continues to place
emphasis on studies of plasmid transfer
in the mouse intestine and in continuous
flow cultures of natural or synthetic
mouse large intestinal flora.
Mathematical models have been further
developed. The main aim still is to
determine “fertility,” i.e., the intrinsic
ability of various host-plasmid
combinations to transfer the plasmid
under various environmental conditions
likely to occur in the gut. To this has
been added an extensive evaluation of
other factors which are important in
plasmid transfer. For this reason, the
models also evaluate the effects of
plasmid segregation, reduction of the
growth rates of plasmid-bearing
bacterial hosts, repression of transfer
functions, competition for nutrients and

- the effect of bacterial attachment to the

wall of the gut or culture vessel. The
investigators have gained confidence in
the validity of these mathematical
models as they were able to reproduce a
number of known phenomena such as
the repression of fertility of the R1
plasmid, as well as known differences in
the transmission and mobilization of the
plasmids studied.

Dr. Freter draws the following
conclusions from the data: (a) fertility of
plasmid-bearing £. coli in the normal
intestine was not impaired. The
observed low rates of plasmid transfer
in the normal gut can be explained on
quantitative grounds alone and do not

require the postulation of hypothetical
inhibitory mechanisms; (b) conditions
for long-term spread and maintenance
throughout human or animal populations
of a diversity of conjugative and non-
conjugative plasmids may be optimal
among E. coli strains of low fertility, as
are found among wild type strains; (c) £,
coli strains carrying plasmid pBR322
plus R1drd19 were impaired in their
ability to transfer R1drd19, but strains
carrying pBR322 were significantly
better recipients of R1drd19 than
plasmid-free recipient E. coli; (d) long-
term coexistence of plasmid-bearing and
plasmid-free E. coli, which occured in
spite of undiminished fertility, appeared
to be due to a detrimental effect of the
plasmid on the growth rate of its host
bacterium, rather than due to high rates
of plasmid segregation.

The investigators conclude that the
long-term interactions observed were
often the consequences of minor
differences in parameters such as
growth rates, fertility, rates of
segregation, etc., which were decisive
determinants of the ultimate fates of the
plasmids and their hosts, but which
were too small to be detected except by
precise mathematical analysis of long-
term experiments.

Mathematical reconstructions by their
current mathematical model of plasmid
transfer in the human gut on the basis of
experimental data published by earlier
investigators, are consistent with the
conclusion that the quantitative aspects
of fertility and plasmid transfer in the
human gut are similar to those in mice
and CF cultures. It appears that, even in
‘the absence of selection, plasmid
transfer occurs consistently in the
human gut, but that the resulting
transconjugant E. co/i populations are
too small to be detected regularly with
the culture methods employed by other
investigators.

Three papers reporting on these
studies have been submitted to a
scientific journal for publication. Work
in Dr. Freter's laboratory is continuing
on a new mathematical model of
plasmid transfer among E. coli
embedded in mucous gel.

E. Intestinal Absorption of Peptide
Hormones.

In April 1980, NIAID convened a
Workshop on Recombinant DNA Risk
Assessment. This Workshop was
designed to define the scientific issues
and assess the potential risks of (a)
possible direct adverse effects of
hormone-producing strains of E. coli
K-12, and (b) the possible occurrence of
autoantibodies or autoreactive cells due
to the production of eukaryotic
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polypeptides (including hormones) by E.
coli K-12 should they colonize higher
organisms.

The workshop participants
recommended that additional
information should be gathered on the
handling and absorption of polypeptides
in normal and pathologic colon and the
potential effects of synthetic peptides on
the bowel itself. NIAID solicited grant
proposals through a Request for
Research Grant Applications (RFA) in
November 1980. The objective is to
determine the fate of peptide hormones
when deposited in the distal small
intestine and large intestine of humans.
These sites are relevant to the
production of hormones by recombinant
DNA technology, because they represent
the regions of colonization by E. coli.
Six applications, received in response to
this RFA, were reviewed by a Special
Study Section in December 1981.

The National Advisory Allergy and
Infectious Diseases Council supported
award of a project to the Medical
College of Ohio on behalf on Dr. Musrray
Saffran. Dr, Saffran suggests a unique
concept (bacterial degradation of azo
bonded peptides) as a method for
studying colonic absorption of
hormones. Using D-argininevasopressin
as a model peptide and employing an
unusual strategy to deliver the active
components to the large bowel, the
investigators will determine if certain
hormones can be absorbed from the
large bowel. Vasopressin, synthesized to
contain D-arginine, will be covalently
coupled ta a polystyrene polymer with
an azo bond. This bond can be split only
by intestinal bacteria and will deliver
the vasopressin in active form to the
large bowel after oral administration;
the D-arginine facilitates detection.
Further extension of the work would
include studies on the delivery of insulin
and growth hormone to the large
intestine in azo-linked capsules.
Degradation of the capsules by the fecal
flora would release the hormones in the
large intestine simulating release by
recombinant DNA containing bacteria.

A grant (Al 18710) to support this
project was awarded by NIAID in
March 1982.

F. Antibody Responses to Protein
Produced by Recombinant Organisms

The issue which generated the
greatest discussion during the final
session of the 1980 Workshop on
Recombinant DNA Risk Assessment
was the possible occurrence of
autoantibodies or auto-reacting cells
due to the production of eukaryotic

polypeptides (including hormones) by E. .

coli K-12 should they colonize higher
organisms. There was sentiment among

the participants that data should be
obtained in the interest of scientific
thoroughness but that the scenario did
not have a high probability of inducing
immunologic disease.

A Reguest for Proposal (RFP) was
issued in October 1980 soliciting
proposals from organizations having the
capabilities and facilities to determine if
mice can mount an antibody response to
insulin which is being produced by
recombinant DNA technology in E. coli
host-vector systems. The RFP was
published in the NIH Guide for Grants
and Contracts and the Commerce
Business Daily, distributed to all
participants of the Warkshop on
Recombinant DNA Risk Assessment,
and publicized through announcements
to the Recombinant DNA Advisory
Committee and the NIAID Council.
Although seventy requests for the
detailed RFP were received, only one
proposal was received. This proposal
was reviewed by the NIAID
Microbiology and Infectious Diseases
Advisory Committee in March 1981, and
recommended for disapproval because
of scientific weaknesses in the
protocols. There are no plans at present
to issue another RFP for this project.

G. Cloning and Expression of DNA
Coding for Diptheria Toxin

The NIH has approved, on
recommendation of the RAC, a project
by Dr. John Murphy of Harvard Medical
School to clone in E. coli K-12 fragments
of corynephage beta which carry the
diptheria toxin structural gene. The first
experiments will be rigk assessment
studies involving guinea pigs that have
been treated with broad spectrum
antibiotics to reduce their normal flora.
These animals will then be fed viable E.
coli that carry the diptheria toxin
structural gene. These experiments may
provide information on issues discussed
at the 1980 Workshop on Recombinant
DNA Risk Assessment, namely, the
handling and absorption of polypeptides
from the lower gastrointestinal tract and
the effect of cytotoxins on the GI tract.
These risk assessment experiments will
be carried out in the NIAID high
containment laboratory located at the
Frederic Cancer Research Facility.

111. Document on Evaluation of Risks
Associated With Recombinant DNA
Research

In response to a proposal to convert
the NIH Guidelines to a code of
standard practice, a working group was
appointed in May 1981 to review the
status of the NIH Guidelines. During the
summer of 1981, this group attempted to
address the issues arising from changing
perceptions of the hypothetical risks

associated with recombinant DNA
technigues. The group evaluated,
compiled, and organized scientific
information on risk assessment. One of
the documents prepared by the working
group is entitled Evaluation of the Risks
Associated with Recombinant DNA
Research. The document includes an
historical overview and discusses topics
including possible hazards, uniqueness
of organisms created by recombinant
DNA techniques, dissemination of
recombinant organisms, and possible
harm to organisms and the environment.
The working group drew the following
conclusions at the end of the report:

Given the above analysis of the risks
associated with recombinant DNA we have
come to the following major conclusions:

1. That accidental combinations of genes,
rising out of "shotgun’ cloning experiments
or experiments where expression is not
specifically engineered, are extremely
unlikely ta lead to serious problems. Both the
barriers to expression of foreign genes in
most organisms, the necessity for new
activities to function as an integrated part of
an existing pathway, and the selective
disadvantage given to an organism by
recombinant DMA inserts will interfere with
such organisms establishing themselves in
the environment and, thus, ultimately with
their potential to cause harm. Therefore, for
these experiments, the minimal controls
associated with good laboratory practice
should be sufficient.

2. A particular subset of experiments may
still pose some possibility of risk. While there
is no evidence that this is qualitatively
different from the risks associated with other
kinds of genetic research, the possibility for
improving the virulence, host range, or
survivability of some pathogens does seem fo
exist. In most cases, in these experiments the
problems of expression of foreign functions
will have been bypassed, or normal functions
will have been engineered to operate more
efficiently.

In many cases, even the best engineered
strain will be at a major disadvantage in the
environment or will require artificial
selections to maintain recombinant DNA
information. The issue to be faced here,
however, is: (a) How serious is this risk? (b)
What is the most effective, non-obtrusive
mechanism for guarding against any
untoward conseguences of such work?

Interested readers are encouraged to
read the full report which includes an
appendix on experiments with E. coli
(Recombinant DNA Technical Bulletin 4,
186-179 (1981) and Federal Register
December 4, 1981 (46 FR 59385)).

IV. Fundamentals for Safe
Microbiological Research

NIAID awarded a contract to the
University of Minnesota to develop
resource materials for a comprehensive
course on microbiological principles and
techniques for work with potentially
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biohazardous agents and recombinant
DNA: In developing the course, the
University of Minnesota cooperated
with the Board of Education and
Training of the American Society for
Microbiology. The course is divided into
five training units: Unit I—Host-Parasite
Relationships; Unit Il—Microbial
Ecology: Unit IlI—Principles of Physical
and Chemical Containment; Unit IV—
Biological Containment for Recombinant
DNA Molecules; and Unit V—
Laboratory Skills—Including Hands-On
Laboratory Exercises.The five units
represent 45 hours of training, 16 of
which are devoted to actual laboratory
practice and are designed to be used in
a variety of combinations to fit the
needs of the individual institutions. The
individual training modules include the
following features:

(1) A set of qualifications for the
individual who would serve as
instructor;

(2) A set of learning objectives to be
fulfilled by participants completing the
module;

(3) An annotated outline of the subject
matter with slides and instructor notes-
keyed to the text;

(4) A set of references to provide the
instructor and participants with more
detailed information; and

(5) A set of multiple choice questions
geared towards evaluating whether the
objectives had been fulfilled by the
participants.

In total, the materials consist of over
700 pages of written material and 500
35mm slides.

These training materials are intended
to provide a minimum base of
knowledge and skills which should be
demonstrated by any individual who is
going to work with potentially
bichazardous agents or recombinant
DNA molecules. The minimum base, as
defined in these materials, originates
from a project undertaken by the
American Society for Microbiology in
1977-78 in response to questions about
biological safety which arose from
concerns about recombinant DNA
research at that time. Every institution
in which biohazardous agents are
handled should be responsible for
training all potentially affected workers
in the principles of biological safety. The
awareness and motivation of the
individual worker is the most important
ingredient in any safety program and is
most likely to be found where the
instlitution is committed to the same
goal.

The NIH Division of Safety is
developing a plan for distribution of

these materials to various institutions.
They were previewed at the Twenty-
Fifth Annual Biological Safety
Conference in Boston on November 4-6,
1982.

A second phase of the contract will
consist of the production of slide/
cassette packages and one videotape
with accompanying study guides. The
objective of this phase is to translate
selected portions of the training units
into self-study materials. These study
materials are currently under review
and further development by the Division
of Safety.

V. CDC/NIOSH Report on Medical
Surveiliance

At the 1980 Workshop on
Recombinant DNA Risk Assessment it
was recommeded that the Centers for
Disease Contol (CDC) consider possible
types of health surveillance for workers
using recombinant DNA. The CDC and
the National Institute for Occupational
Safety and Health (NIOSH)
subsequently have prepared a report
entitled “Medical Surveillance of
Biotechnology Workers: Report of the
CDC/NIOSH Working Group on
Medical Surveillance for Industrial
Applications of Biotechonology."

The preface of the report states:

The guidelines for medical surveillance of
biotechnology workers which are presented
and discussed in this report are intended
neither as binding regulations nor as uniform
requirements which are to be applied without
discrimination throughout every phase of the
industries using fermentation biotechnology.
Rather the guidelines are intended as
suggestions for prudent medical practice.

The potential occupational hazards which
are associated with industrial applications of
biotechnology will vary according to the
microbial species, products, and reagents
used in the various sectors of the industry.
For those reasons, the application of these
guidelines should in every instance be guided
by a reasoned assessment, conducted under
the direction of the Institutional Biosafety
Committee (IBC), of the potential hazards
which will be associated with each specific
situation and process. Likewise, the
particular components of each medical
surveillance program should be specifically
tailored to address thd actual or potential

hazards of the processes under consideration.

The report states that establishment
of medical surveillance for workers in
any newly developed industry
constitutes prudent medical practice.
However, the report states that “the
likelihood is small that a medical
surveillance program for biotechnology
workers will detect any illness caused
by recombinant organisms or by their
products or reagents.”

The report was reviewed by the RAC
and its Large-Scale Review Working
Group and has been published in the
NIH Recombinant DNA Technical
Bulletin (Volume 5, page 133, September
1982).

IV. Implementation

NIH will continue to monitor progress
in the risk assessment projects cited
above. NIH will also review ongoing
research for data pertinent to risk
assessment by analysis of data from
research which is published or
presented at meetings, and by direct
contacts with scientists. Liaison will be
maintained with those who have related
responsibilities in other Federal
agencies, in other countries, and in
national and international scientific
organizations. ORDA will provide
periodic updates on risk assessment to
the RAC and its Risk Assessment
Subcommittee. NIH has high
containment laboratories which can be
made available, as necessary, for
experiments requiring the highest level
of physical containment.

Dated: November 23, 1982.
Richard M. Krause,
Director, National Institute of Allergv and

Infectious Diseases, National Institutes of
Health.

Note.—OMB's “Mandatory Information
Requirements for Federal Assistance Program
Announcements’ (45 FR 39592) requires a
statement concerning the official government
programs conlained in the Catalog of Federal
Domestic Assistance. Normally NIH lists in
its announcements the number and title of
affected individual programs for the guidance
of the public. Because the guidance in this
notice covers not only virtually every NIH
program but also essentially every federal
research program in which DNA recombinant
molecule technigues could be used, it has
been determined to be not cost effective or in
the public interest to attempt to list these
programs. Such a list would likely require
several additional pages. In addition, NIH
could not be certain that every federal
program would be included as many federal
agencies, as well as private organizations,
both national and international, have elected
to follow the NIH Guidelines. In lieu of the
individual program listing, NIH invites
readers to direct questions to the information
address above about whether individual
programs listed in the Catalog of Federal
Domestic Assistance are affected.

(NIH programs are not covered by OMB
Circular A-95 because they fit the description
of “programs not considered appropriate” in
Section 8(bj (4) and (5) of that Circular)

[FR Doc. 82-33002 Filed 12-6-82; 8:45 am}
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DEPARTMENT OF HEALTH AND
HUMAN SERVICES

Office of Human Development
Services

[Program Announcement No. HDS-83-1]

FY 1983 Coordinated Discretionary
Funds Program

AGENCY: Office of Human Development
Services, HHS,

SUBJECT: Announcement of Availability
of Funds and Request for
Preapplications under the Office of
Human Development Services'
Coordinated Discretionary Funds
Program,

suMMARY: The Office of Human
Development Services (HDS) announces
that competing preapplications will be
accepted for new research,
demonstration, evaluation and training
grants and cooperative agreements
authorized by legislation for its
discretionary program and those of its
constituent programs—the
Administration for Children, Youth and
Families (ACYF), the Administration on
Developmental Disabilities (ADD), the
Administration on Aging (AoA), the
Administration for Native Americans,
(ANA), the Office of Policy Development
{OPD), the Office of Program
Coordination and Review [OPCR), and
the President’s Committee on Mental
Retardation (PCMR). This program
announcement consists of four parts.
Part I covers background information,
discusses the purpose of the HDS
Discretionary Program, lists funding
authorities, and briefly describes the FY
1983 process. Part II describes the 14
priority areas in which grants will be
awarded. The priority areas are grouped
into two major themes, and examples
are given for each area. Part Il
describes the preapplication process,
who is eligible to apply, what funds are
expected to be available, and the
selection criteria. Part IV gives detailed
guidance on how to prepare and submit
a preapplication. It also includes copies
of needed forms.

Note.—Part III of this announcement
contains information collection requirements.
The public is not required to comply with
these requirements until OMB approves them
under Section 3507 of the Paperwork
Reduction Act. A notice will be published in
the Federal Register when approval is
obtained,
pATE: The closing date for receipt of
preapplications is January 31, 1983.

FOR FURTHER INFORMATION CONTACT:
OPD/Division of Research and
Demonstration, Office of Human
Development Services, 200

Independence Avenue, SW., Room 732E,
Washington, D.C. 20201, (202) 245-6235.

Part I—General Considerations

A. Scope of This Program
Announcement

This announcement solicits
preapplications for research,
demonstration, evaluation, training and
technical assistance priorities to be
funded by all HDS programs in support
of HDS' goals and objectives-in the third
and fourth quarters of fiscal year 1983
and the first and second quarters of
fiscal year 1984, This is the only HDS
announcement to be issued for these
priority areas. HDS may publish
additional program specific
announcements in fiscal year 1983 that
incorporate individual program
priorities.

B. Background

In fiscal year 1982, HDS and its
constituent programs initiated a
Coordinated Discretionary Funds
Program. The resulting Federal Register
announcement published on November
16, 1981 included several separate
discretionary funding programs which
had previously been announced and
competed independently of each other.
By establishing a coordinated
discretionary funds process, HDS
promoted cooperative and focused
activity which addressed important
issues common to all programs. By
initially requesting preapplications HDS
also encouraged wider participation in
its discretionary funds program. HDS
received 5,620 preapplications in its
fiscal year 1982 Coordinated
Discretionary Funds Program, of which
167 received grant awards. In fiscal year
1983 HDS is continuing the coordinated
approach begun in fiscal year 1982.

C. Discretionary Program Purpose

The purpose of the HDS Coordinated
Discretionary Funds Program is to
support: (1) research activities that seek
to develop insightful, new ways of
addresssing human service problems; (2)
demonstrations intended to test the
effectiveness of previously untried
techniques for addressing State and
community needs; (3) evaluations that
assess the usefulness and cost of
existing programs; and (4) training
projects that improve the delivery and
management of social services. Above
all, HDS discretionary funds are
intended to expand the boundaries of
human services knowledge by drawing
on new ideas from a variety of fields.
These new ideas and perspectives
should stimulate and challenge both
human service professionals and the

public to respond more effectively to
State and local needs.

The fiscal year 1983 program is a
continuation of the basic policy
direction established by the fiscal year
1982 Discretionary Funds Program. That
policy is based on the principle that the
well-being of the public is primarily a
responsibility of individuals, families
and the communities in which they live.
When social services are needed, they
are best defined and administered
through public or private institutions at
the level closest to the problem—State
and local governments, Area Agencies
on Aging, and local grantees, as well as
private voluntary orgnizations. The role
of the Federal Government in
addressing social problems is:

* To adopt and implement national
policies or programs aimed at promoting
economic growth and prosperity and
thereby reducing the need for social
services;

» To address those social service
needs that require inter-State or national
orientation for effective resolution;

» To provide national leadership in
(a) the development of effective methods
of addressing social service needs; and
(b) the development of State and local
capacity to deliver social services
appropriately targeted at local problems;

* To foster the efficient and effective
use of available resources through
improved social service management;
and '

» To target Federal budgetary support
for services targeted toward that portion
of the population that is most in need.

In fiscal year 1983, the HDS
Discretionary Funds Program will focus
its attention on two major themes that
support this Federal role:

» Increasing social and economic self-
sufficiency through prevention, targeting
of resources and socioeconomic
development strategies.

* Improving the efficiency and
effectiveness of social services through
better program administration and
responsiveness to local needs.

The HDS Discretionary Funds
Program is not intended to fund existing
services programs or to serve as a
source of supplementary funds for local
activities which need operating
subsidies. Applicants are also remined
that grantees are prohibited from using
Federal grant funds to engage in any
activity designed to influence legislation
or appropriations pending before
Congress.

D. Statutory Authorities

The individual statutory authorities
under which grants and cooperative
agreements will be awarded by HDS'
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Coordinated Discretionary Funds
Program are as follows:

» Head Start: Head Start Act of 1981.

¢ Child Welfare Services: Section 426
of the Social Security Act, as amended.

¢ Runaway Youth Program: Runaway
and Homeless Youth Act, as amended.

e Child Abuse: Child Abuse
Prevention and Treatment Act, as
amended.

« Adoption Opportunities: Title II of
Child Abuse Prevention and Treatment
and Adoption Reform Act of 1978, as
amended.

¢ Native Americans: Native American
Programs Act of 1974, as amended.

» Developmentally Disabled Special
Projects: Section 145 of the
Developmental Disabilities Assistance
and Bill of Rights Act, as amended.

e Social Services Research and
Demonstrations: Section 1110 of the
Social Security Act, as amended.

e Training, Research and
Discretionary Projects and Programs:
Title IV of the Older Americans Act, as
amended.

E. FY 1983 Process

As in FY 1982, the FY 1983
Discretionary Funds Program provides
for a two-stage application process.
Stage one addresses preapplications,
while stage two deals with final
applications. As part of stage one,
Federal staff will initially screen
preapplications administratively to
determine their completeness and
conformance with the requirements of
this announcement.

Only preapplications that adhere to
all screening requirements will be given
further consideration. The screening
requirements that will be used are listed
below in Part I, Section F.

After the screening has been
completed, conforming preapplications
will be reviewed jointly by Federal staff
and non-Federal experts against the
criteria established for review of
preapplications. HDS anticipates that
approximately 500 highly ranked
preapplicants will be invited to submit
final applications (stage two) in the
early spring of 1983 to be given further
consideration for funding. The final
applications will be reviewed against
the more stringent evaluation criteria
listed in Part III, Section F.

HDS anticipates that, subject to the
availability of funds, approximately 140
grants and cooperative agreemeents will
be made in the third and fourth quarters
of FY 1983 and the first and second
quarters of FY 1984. :

Part Il.—Program Priorities

_ In arriving at the priorities contained
in this announcement, HDS used a

priority setting process that made
provisions for State, local and
community participation. With the
cooperation of several national
organizations, State, local agencies and
private practitioners discussed major
research, demonstration, and evaluation
issues which should be addressed in the
next two fiscal years by the HDS
Coordinated Discretionary Funds
Program. As a result of the topic
recommendations which emerged from
those discussions, a review of recent
discretionary program activities and
consideration of HDS's goals and
objectives, HDS published a Notice in
the Federal Register on September 23,
1982 which requested comments on its
proposed FY 1983 discretionary
priorities and topics of study. One
hundred and fourty letters of comment
were received and considered in the
preparation of this request for
preapplications. The resulting priority
areas for funding in FY 1983 and the first

* two quarters of FY 1984 are:

1. Strategies for Increasing Social and
Economic Self-Sufficiency
11 Employment and Income generation.
1.2 Community and Family-Based Care,
1.3 Targeting Resources.
14 Prevention and Early Intervention.
1.5 Child Abuse and Neglect Prevention.
1.6 Runaway and Homeless Youth
Intervention.
1.7 Adoption and Foster C
Opportunities. -

11 Strategies for Improving the Efficiency and
Effectiveness of Social Services.

21 Improved Use of Management
Information Systems.

2.2 Program Management Improvements.

2.3 Evaluation Assistance.

24 Training.

2.5 Gerontology Training.

26 Dissemination and Utilization,

2.7 Addressing the Service Needs of
Tribes,

Examples of issues that may be
addressed are listed for each priority
area. The lists of possible issues are not
exhaustive, nor is it implied that
projects will be funded for every
example.

L. Strategies for Increasing Social and
Economic Self-Sufficiency

Social services should supplement
assistance from family resources and
the private sector for those in need of
help, stimulate increased opportunities
for HDS populations to become
employed, and assist those who are
unable to be employed to become more
self-sufficient through participation in
the family or community care
arrangements. Social services should, in
most cases, be an interim supplement to
an individual's efforts toward self-

sufficiency. They should be used in the
absence of, rather than as a substitute
for, adequate family and community
resources.

Human services must also have a
strong preventive effect. In order to
achieve long-term effectiveness, human
service interventions to assist an
individual or family should result in a
reduced likelihood of future need for
services. In fiscal year 1982 the HDS
focus on prevention was primarily upon
tertiary prevention (overcoming the
effects of a condition). In fiscal year
1983 HDS intends to take a broader
approach by stressing primary
prevention (preventing a condition from
occurring), and early interventions to
ameliorate the effects of a condition.
Demonstrations of effective prevention
in human services, better understanding
of which services prevent or minimize
what problems, and data to support
prevention strategies, are needed.

HDS proposes to promote innovative
approaches that encourage self-
sufficiency and prevent or reduce
dependency on publicly supported
social services. HDS will consider
projects for funding in the following
priority areas: (1) Employment and
income generation; (2) Community and
family-based care; (3) Targeting
resources; (4) Prevention strategies; (5)
Child abuse and neglect prevention; (6)
Runaway and homeless youth; and (7)
Adoption opportunities.

1.1 Employment and Income
Generation: In fiscal year 1983 HDS
proposes to focus on the development of
strategies for the economic self-
sufficiency of HDS populations which
depart from traditional human services/
employment approaches that have been
tried in the past. Emphasis should be
placed on locgl solutions, reliance on
existing resources, private sector
involvement, and linkages between
existing organizations. The following
examples are illustrative of issues that
may be addressed by preapplications
submitted under this priority area.

» Promotion of income-generating or
expense-reducing techniques which
would increase the self-sufficiency of
HDS non-employable groups. These may
include home equity conversion, tax
abatements and deferrals, tax incentives
for home maintenance and repair, home.
sharing, and other ways to tap private
and local resources available to these
groups.

* Promotion and further development
of employment strategies that enable
employable homeless youth, single
parents, older persons or individuals
with developmental disabilities to enter
or remain in the job market and become
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less dependent on public assistance.
Techniques might include shared work,
extensive summer leave for caregivers,
home-based work, youth
entrepreneurships and flexible benefits
plans. In particular, HDS seeks to
demonstrate new ways that businesses
can recruit, train and place individuals
within their established workforces in
emerging and high technology
occupations not traditionally filled by
HDS populations. The outcome of these
demonstrations should be data useful
for national replication, as well as
permanent full-time or part-time
employment for HDS populations.

¢ Demonstrations which identify and
build upon existing linkages between
Head Start and other human services to
assist parents in securing basic
educational skills, vocational training,
employment counseling, and
employment.

* Demonstrations to provide low
income, inner city, minority, or
disadvantaged youth with paid or
volunteer work experiences in human
services agencies and businesses. The
focus of these efforts should be uppn
successful outcomes as measured by the
eventual employment of these youths'by
the participating organizations.

* Demonstrations of how profit-
making enterprises can meet the service
needs of children, youth and families.
Successful techniques may be
demonstrated that enable public ornon-
profit programs to operate profit-making
services related to the services they now
provide.

» Establishment of cooperatives for
persons who are socially or
economically disadvantaged in order to
enable them to purchase or produce
basic necessities, or to develop products
for sale.

HDS anticipates that approximately
$2,040,000 will be available to fund
projects in this prierity area. The
sources of these funds are as follows:
Administration on Aging $600,000;
Administration on Developmental
Disabilities $125,000; Administration for
Native Americans $40,000; Head Start
$1,010.000; Child Welfare Research
$115,000; Social Services Research
Program $150,000.

1.2. Community and Family-based
Care: Strengthening the family is a key
factor in socioeconomic stability and
growth. Of particular interest is the
development of volunteer and peer
group support for primary caregivers of
older persons, children with special
needs and developmentally disabled
individuals which will reduce
dependency on social services. Foster
and adoptive parents of hard to place
children, and Head Start parents are

part of this area of concern. The
following examples are illustrative of
issues that may be addressed by
preapplications submitted under this
priority area:

* Demonstrations of innovative
community support techniques—
including volunteer respite care, peer
groups, intergenerational activities
designed to benefit both older and
younger participants, and extended
family concepts—te assist families who
are raising their disabled child at home
and older people without a family or
who live in isolation. Emphasis should
be placed en linking existing social and
health care programs with informal
support systems and private sector
resources.

* Demonstrations of family and
community-based techniques for the
prevention of inappropriate placement
of developmentally disabled children in
foster care, as well as for the reduction
of the risk of abuse.and neglect for those
children.

* Development and testing of
innovative approaches to coordinated
child care planning at the local level
that are based on local needs and lead
to effective solutions that involve
volunteers and the private sector.

HDS anticipates that approximately
$2,725,000 will be available to fund
projects in this priority area. The source
of these funds is as follows:
Administration on Aging $200,000;
Administration on Developmental

‘Disabilities $130,000; Administration for

Native Americans $20,000; Head Start
$2,010,000; Child Welfare Research
$115,000; Adoption Opportunities
Program $30,000; Social Services
Research Program $220,000.

1.3. Targeting Reseurces: There is a
need for States, local and tribal
governments, as well as private service
providers, to develop innovative
approaches for targeting resources to the
most needy. Effective targeting of
resources should result in cost-effective
solutions, at the local level to the needs
of individuals and families who truly
require assistance. To achieve this it is
necessary for States and localities to
better define who requires or can best
use assistance, to identify strategies for
effective targeting of resources, and to
develop effective techniques for
reaching those most in need.

The following examples are
illustrative of issues that may be
addressed by preapplications submitted
under this priority area:

» Better strategies for targeting
existing resources on people in the
greatest economic and social need, such
as those who are handicapped,
homebound, homeless, off-reservation

Indians, the poor who live in rural areas
or inner cities, the elderly, runaway and
homeless-youth. Emphasis should be
placed on redirecting the attention of
existing services toward these groups,
as well as on establishing linkages
between existing agencies serving each
of these populations with other social
service agencies, community mental
health services, volunteer organizations
and businesses.

¢ Increased knowledge to improve
care models, and strengthen the role of
siblings and parents throughout the life
cycle. Of particular interest is how to
better target existing community
resources in order to prevent
inappropriate institutional placement as
the disabled individual reaches
adulthood and public school services
are no longer available or appropriate.

* Demonstration of how community
and volunteer groups can assist older
persons in dealing more effectively with
the residential care system.

¢ Demonstrations of targeting foster
care recruitment efforts at higher income
families that would welcome the
opportunity to provide assistance to
children in need of foster care, with a
waiver of some or all of the usual
program payments.

HDS anticipates that approximately
$1,900,000 will be available to fund
projects in this priority area. The source
of these funds is as follows:
Administration on Aging $400,000;
Aministration on Developmental
Disabilities $185,000; Aministration for
Native Americans $75,000; Head Start
$620,000; Child Welfare Research
$235,000; Social Services Research
Program $385,000.

1.4. Primary and Secondary
Prevention Strategies: HDS is interested
in demonstrations of primary prevention
and early intervention strategies. There
is a need to answer questions such as:
What kind of prevention strategies are
effective? How can we measure the
effects of prevention programs? How
can we better utilize service data té
improve prevention strategies and
budgeting for service programs? How
can we analyze initial expenditures
versus delayed benefits? What kinds of
public awareness initiatives constitute
effective prevention strategies? The
following examples are illustrative of
issues that may be addressed by
preapplications submitted under this
prierity area:

* Research to determine how
increased public awareness of
precipitating factors and early
interventions can play a preventive role
in family breakdown, chronic
dependency, abuse and neglect,
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runaway youth, and other problems
which are seen in the HDS populations.
Volunteer and group support in
parenting, and public education about
the aging process are additional
prevention activities which need testing.

* Development of techniques for the
early identification of individuals—
particularly older persons, Native
Americans, and children—whose health
condition is at risk of deteriorating
significantly and whose early
identification is important for
maintaining their independence from
social services.

* Demonstrations of new health
promotion techniques targeted to
specific age groups to assure early
prevention of health problems.

« In order to devise better prevention
strategies, better knowledge is needed
about the effects of isolation,
dependency, and life styles on older
people. For example, age at retirement,
family and social relations, stress, and
environment—all may influence the
social and medical service needs of the
individual and the degree of
dependency.

« The maintenance of self-sufficiency
is seen as an issue of prevention of the
need for services. There is a need to
define-early indicators of decreasing
self-sufficiency so that timely prevention
strategies can be employed.

¢ Studies show that an excessively
large portion of the population in secure
youth detention facilities results from
inappropriate handling of “at-risk™
youth. Innovative approaches for
preventing the inappropriate admission
of these youths need to be developed
and demonstrated.

¢ In order to prevent the exploitation
of runaway youth, more effective
strategies need to be developed for the
provision of appropriate living
arrangements, basic educational skills
and vocational training for these youth.
Additionally, linkages between runaway
youth centers, local schools and
community groups need to be
established for the identification of
youth in need, and early prevention
intervention.

HDS anticipates that approximately
$1,355,000 will be available to fund
projects in this priority area. The
sources of these funds are as follows:
Administration on Aging $175,000;
Administration on Developmental
Disabilities $95,000; Administration for
Native Americans $20,000; Head Start
$400,000; Runaway and Homeless Youth
$300,000; Child Welfare $100,000; Social
Services Research Program $265,000.

1.5. Child Abuse and Neglect
Prevention: HDS will continue in FY
1983 the emphasis, begun in 1982, on

supporting demonstrations of
comprehensive strategies for preventing
child abuse and neglect and child sexual
abuse. Also continued is the emphasis
on dissemination of effective
approaches for protecting children and
youth in residential institutions and
other out-of-home placements. The
following examples are illustrative of
issues that may be addressed by
preapplications submitted under the
child abuse and neglect priority:

* Demonstrations of parent support at
the work place to prevent child abuse
and neglect. HDS will consider support
of up to 50% of the cost of projects—
implemented in the context of the
private sector work place—that
incorporate proven preventive measures
such as parent self-help groups and
education on parent child problems. The
matching 50% must be contributed by
the business or industry committing
support for this approach to the
prevention of child abuse and neglect.

* Measuring the effectiveness of
prevention. HDS will support efforts to
define those individual, family and
community problems most amenable to
preventive intervention, and comparison
studies of prevention strategies now
being used in various communities.

* Demonstrations of the use of the
therapeutic family day care homes to
prevent the need for foster care
placement. These day care homes
feature remedial care—provided by
carefully screened and trained
caregivers—for the maltreated children
that maximizes contact with their
parents who are also receiving
treatment. Applicability of this
technique to the needs of rural
populations is also of particular interest.

* Innovative mechanisms for training
middle and upper management in child
protective services on effective
management techniques, as well as
prevention and targeting strategies. The
feasibility and demand for this type of
activity without Federal support needs
to be determined. Projects should
involve participation by State agencies
and private institutions. Proposed
activity should make use of case studies
covering such areas as resource
targeting, budget planning and
management, crisis management,
objective setting, performance
monitoring, effective use of technology,
prevention and early intervention
strategies.

¢ Validation of existing theories on
factors which contribute to the sexual
victimization of children. Several
theories have evolved from treatment
programs supported by Federal, State
and private resources. They include:
family systems; individual

psychopathology; social isolation; and
personal stress. However, there has
been no systematic, empirical validation
of these theories. Also of interest is the
careful measurement of the outcomes of
alternative types of intervention.
Examination of what happens to
individuals and families as a result of
criminal justice, child protective and
mental health interventions is needed in
order to build useful knowledge of the
long-term impacts of treatment as well
as to define preventive strategies.
Applicants addressing issues of child
sexual abuse or victimization must be
able to demonstrate access to the
necessary range of case information
under conditions which safeguard
individual rights to privacy and
confidentiality.

¢ Demonstration and testing of
effective procedures for child abuse
investigation management. In order to
meet increased child abuse investigation
caseloads, some agencies have made
deliberate efforts to narrow the working
definitions of child maltreatment, to
order priorities for making immediate or
delayed investigations and to raise the
degree of severity required to justify
intervention, It appears that such
changes have been made without
consistency and sometimes without
sufficient consideration of their
attendant risks. The study of issues
involved in decision-making; the
development of clear alternatives and
procedures to assist States and localities
in making those decisions; and the
demonstration and evaluation of those
procedures needs to be undertaken
under field conditions. Applicants must
provide proof of the participation of
relevant organizations, and are urged to
propose a diverse set of environments in
which to test the criteria and procedures
(e.g., urban/suburban/rural, minority
populations, State administered and
county administered social service
systems).

* Demonstrations of alternatives to
litigation. The litigation of child abuse
and neglect cases often results in
adversary proceeding that make
parental cooperation and participation
difficult. This in turn increases the
possibility of institutional child
placement. There is a need to identify,
develop and demonstrate alternatives to
litigation such as the use of mediation
for conflict resolution or the application
of lay hearing panels.

Preapplications must contain
assurances from the juvenile court as
well as the agencies designated by State
law to receive and investigate reports of
child abuse and neglect, that they will
accept the applicant’s role and
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participate in the diversion of child
abuse and neglect cases which would
otherwise be litigated in junvenile court.

* Demonstrations of the use of
committees of inquiry into child
fatalities linked to child maltreatment.
The principal objective of these
demonstrations would be'to develop
and test procedures for multidisciplinary
inguires. The primary goal of such
inquires should be to acquire useful
knowledge for the prevention of child
fatalities caused by child abuse or
neglecl. Successful applicants must have
sufficient authority to conduct such
inquiries, access the necessary
information, and the ability to make
recommendations for changes in agency
and interagency procedures for the
handling of cases of child maltreatment.
Leligibility is limited to public agencies
with legal authority to carry out the
proposed inquiries.

HDS anticipates that approximately
$1,580,000 will be available to fund
projects in this priority area.

1.6 Runaway and Homeless Youth: In
FY 1983 HDS proposes to sponsor
National model Demonstration efforts
mandated by Pub. L. 87-276 which
emphasize innovative approaches for
prevention and early intervention.
Evaluation and dissemination
components should be included.

The following examples are
illustrative of issues that may be
addressed by preapplications submitted
under this priority area:

» Demonstrations of innovative
techniques for reuniting and
strengthening of families through
emphasis on improved parent-
adolescent communication and problem
resolution, empathic understanding,
development of coping skills, use of self-
held group techniques, volunteers and
private sector organizations.

¢ Demonstrations and testing of
independent living arrangements for 16—
17 year olds who cannot return home.
These should include out-of-home
parental support models, non-traditional
education and employment
opportunities, and model private sector
employment-shelter arrangements.

¢ Demonstrations of effective
outreach that encourages participation
in shelter programs by youth initially
unwilling to go to a runaway center.

* Demonstrations of techniques for
preventing juvenile prostitution or,
alternatively demonstrations of early
interventions. These may include crisis
intervention, short-term housing,
promotion of independent living skills,
substance abuse treatment, employment
training, and counseling. Efforts are
sought which emphasize the transfer of
existing techniques and the coordination

of existing community resources (law
enforcement, social services, health
care, local-State governmental
involvement, and the volunteer and
business sector) to prevent and-or
combat the various forms of adolescent
maltreatment (e.g., prostitution,
adolsecent sexual abuse).

HDS anticipates that approximately
$2,500,000 of Runaway and Homeless
Youth Act funds will be available for
projects in this priority area,

1.7. Adoption And Foster Ccre
Opportunities: HDS continues to have
an interest in the development and
demonstration of approaches that have
an impact on increasing the adoption of
hard to place children. Of particular
concern is the effective cooperation
between adoption agencies, and the
involvement of corporations and
businesses. HDS will support
demonstrations which (1) streamline
adoption procedures, (2) promote
sharing of home studies across
jurisdictions, (3) establish effective
relationships between placement
agencies and the courts, and (4) promote
volunteer foster care. The following
examples are illustrative of issues that
may be addressed by preapplications
submitted under this priority area.

¢ Development of innovative
practices which stimulate sharing
completed home studies and potential
adoptive families across jurisdictions.
Present requirements for home studies
vary widely and often discourage or
prevent the sharing of otherwise eligible
adoptive families across jurisdictional
lines.

¢ This should include a guidebook on
parent preparation for adoption to be
uused by state and local placement
agencies. Such a guidebook would
reflect methods and criteria for
evaluating prospective families for
children with special needs, for those
seeking second adoptions, and foster
families seeking adoptions. A
reasonable range of options needs to be
addressed concerning methods of parent
preparation, the different types of
families, and adoptions.

* HDS is interested in placement
agencies demonstrating changes in
adoption practice that will streamline
procedures and reduce the cost of
adoption of special needs children. The
purpose of these demonstrations is to
show the impact of such changes on the
number of children who are actually
adopted within the given resources of
the agency. The development of
resource materials resulting from these
successful demonstrations and
innovative ways to disseminate them to
other placement agencies should be
included.

* Demonstrations of volunteer
collaborative efforts between adoptive
parents groups and social service
agencies to assist new adoptive families
or those with developmentally disabled
children. Preapplications must include a
clear statement of cooperation from
placement agencies.

* Demonstrations which promote the
supportive role which the corporate and
business sector could play in the
adoption of special needs children,
including recruitment of prospective
adoptive parents, public education,
provision of special benefits, and
provision of services or programs in
support of those who are adopting
special needs children.

* New approaches to encourage more
private agencies to collaborate with
public agencies to increase the adoption
of children with special needs.

* Demonstrations by State public
agencies with a significant number of
Hispanic children in care, of techniques
to increase the adoption of Hispanic
children, reach potential adoptive
families in the Hispanic population, and
equip adoption workers to successfully
deal with the particular needs of
Hispanic children.

* Adolescents who remain in foster
care until the age of emancipation need
assistance in preparing for independent
living. This assistance can best be
provided through the coordinated efforts
of volunteer groups, schools, mental
health organizations, employment
organizations and child welfare
agencies. HDS is interested in funding
organizations with responsibility for the
foster care of adolescents to develop
approaches to solving this problem in
both urban and rural populations.

» There'are serious procedural and
operational problems between State
child welfare agencies and the courts
with regard to children in foster care. As
a result, children are often denied
access to prompt and effective decisions
concerning custody, case reviews,
parental rights, due process protection
and permanency planning. HDS will
award small service improvement grants
to support demonstrations of improved
cooperation and development of more
effective relationships between
placement agencies and the courts.

* Demonstrations of ways to reduce
inappropriate out-of-home placements of
Indian children by Indian tribes that
operate their own child welfare services
system. There is a need to test the
applicability to this problem of
techniques such as permanency
planning, case reviews and
comprehensive emergency services, as
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well as to develop tribal codes and court
procedures on adoption.

* Demonstrations of effective
partnerships of Indian tribes, States and
local governments for the disposition
and management of child custody
jurisdiction and services, especially in
connection with implementation of the
Indian Child Welfare Act (Pub. L. 95—
608).

HDS anticipates that approximately
$1,040,000 will be available to fund
projects in this priority area. The source
of these funds is as follows:
Administration on Developmental
Disabilities, $65,000; Child Welfare
Research, $95,000; Adoption
Opportunities Program, $860,000; and
Administration for Native Americans,
$20,000.

1. Strategies for Improving the
Efficiency and Effectiveness of Social
Services

More effective and efficient
administration of programs has long
been a major thrust of HDS
discretionary activities.

Extensive research and development
activity has already been undertaken on
caseworker and workload management,
evaluation techniques, financial
management systems, management
information systems, fees for services
systems, and other management
techniques.

HDS proposes, as the second theme of
its FY 1983 Discretionary Funds
Program, to foster an increase in the use
of the techniques and the approaches
that resulted from this previous effort.
This should result in an enhanced
capacity to administer and develop
service programs responsive to local
needs and priorities. HDS seeks to
promote innovation and flexibility in
training, grantee cooperation, tribal
relationships, the dissemination and
utilization of grantee R&D products,
program management and evaluation.

These activities have often been
approached from a Federal perspective.
There is a need to increase the
flexibility grantees have in undertaking
them. The underlying assumption is that
greater State, local and tribal control
will produce better use of resources to
meet identified needs. In FY 1983 HDS
would like to address this issue by
funding activities in the following areas:
(1) Improved use of management
information systems; (2) Program
managemenl improvements; (3)
Evaluation assistance; (4) New models
of State or local planning, use and
management of training resources; (5)
Gerontology training; (6) Successful
demonstrations of new and innovative
techniques for the dissemination and

utilization of R&D products; and (7) The
unique service needs and special
conditions of tribes.

2.1. Use Of Management Information
Systems: HDS is interested in the
demonstration of innovative use of
state-of-the-art technology, existing
management information systems, and
their data bases and outputs, for the
evaluation of human service programs
and as policy-making tools. In this area,
preference will be given to consortia of
States or providers. The following
examples are illustrative of issues that
may be addressed under this priority
area:

* Development and testing of ways to
provide integrated information for use
by decision-makers at the State
umbrella agency level to help set
priorities across social sevices,
Medicaid, and income mainienance
programs. Applicants in this area should
address the nature of existing
information systems in Medicaid,
income maintenance, and social
services; how these systems can be
integrated or interfaced; and how data
from an integrated system can be used
to form policy directed at increasing
client self-sufficiency.

» Innovative approaches for the
greater use of information systems
output to improve the targeting of
resources by community organizations,
State or local government, or tribal
agencies.

¢ Demonstrations of the integration or
sharing of information systems and
common data bases between social
services and mental health agencies at
the state and local government level.
Emphasis should be placed on common
access to integrated systems, the
reduction of duplicative data, and
enhanced use of existing systems.

* Demonstrations of the utility of
management information systems to
Indian tribes, particularly in the area of
child welfare. Emphasis should be
placed on dissemination of existing
techniques.

e Strategies for increase of the
compatibility of state data bases to
produce national data bases for specific
target groups. In particular HDS seeks to
demonstrate ways in which

standardization of reporting can be used

to improve the utility and accuracy of
information contained in the National
Data Base on Aging, and to enhance the
capacity of Area Agencies to improve
services to specific groups of older
persons. Priority will be given to those
projects which build upon the
experience gained by State and local
Agencies in utilizing existing
taxonomies of service definitions and
units of services.

HDS anticipates that approximately
$1,155,000 will be available to fund
projects in this priority area. The source
of these funds is as follows:
Administration on Aging $100,000;
Administration on Developmental
Disabilities $95,000; Administration for
Native Americans $40,000; Head Start
$720,000; Child Welfare Research
$65,000; Social Services Research
Program $135,000.

2.2. Program Management
Improvements: HDS is interested in
assisting States and localities to
improve program management praclices,
leading to more efficient use of
resources, more responsiveness to local
needs, better use of existing technology,
and volunteer support. The following
examples are illustrative of issues that
may be addressed by preapplications
submitted under this priority area:

¢ Development and testing of
techniques for use by service providers
to assess the costs and benefits of
service delivery mechanisms for the
various HDS populations. Cost/
effectiveness analyses on such topics as
alternative work programs, living
arrangements for the mentally retarded
and other community-based care models
might be included.

» Purchase of service activities must
move beyond good procurement
administration to performance-based
contracting that results in more effective
and efficient services. HDS seeks to
demonstraie ways in which State, area,
county and local agencies can improve
the efficiency and effectiveness of their
programs through innovative
performance-based contracting.
Proposed demonstrations should
incorporate (1) clearly defined units of
service compatible with existing service
taxonomies; (2) performance standards;
and (3) fixed price reimbursement which
can be used effectively to respond to
local priority service needs.

* To close the gap in services delivery
to the developmentally disabled alleged
offender, HDS will support testing a
model of comprehensive service
delivery providing for integration of the
social service and judicial system
efforts. Adequate models must include
training strategies for DD, criminal
justice and judicial personnel which
lead to practical application of
successful management techniques and
specialized diagnostic services. The
primary purpose of these
demonstrations is to show improved
habilitative intervention in this area.

+ State and area agencies on aging
improvements in management of the
Title Il program. State Units and Area
Agencies should identify significant
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management issues from their
perspectives and propose the institution
of, or experimentation with new
techniques or solutions. Such solutions
may, for example, explore the use of
Statewide contracts for the conduct of
uniform A-102 audits, or the
implementation of multi-area meal
delivery systems based on new
technology. Proposed activity should
have a high degree of relevance to other
State and area agencies on aging.

» Innovative State and local agencies
demonstrations of ways in which
advanced management techniques can
be used to improve their service
delivery. Increasingly in the past ten
years, scientific management and
operation research techniques have
been used outside of industrial settings
to assist in the management of urban
service systems. Some of these
approaches may be useful in managing
human service delivery. Emphasis
should be placed on solving problems
that are highly relevant to other
agencies.

» Demonstrations of dissemination
and use of existing techniques by
runaway youth centers in the following
areas: improved volunteer and
community support; effective resource
development; financial management,
accountability of funds and cost
controls; volunteer recruitment and
training; and effective techniques for
family intervention and crisis
counseling. These demonstrations may
involve innovative peer-to-peer training
approaches, and State sponsored
endeavors serving runaway youth
centers.

HDS anticipates that approximately
$1,860,000 will be available to fund
projects in this priority area. The source
of these funds is as follows:
Administration on Aging $175,000;
Administration on Developmental
Disabilities $95,000; Administration for
Native Americans $30,000; Head Start
$620,000; Child Welfare Research
$165,000; Social Services Research
Program $275,000; Runaway and
Homeless Youths $500,000.

2.3. Evaluation Assistance: HDS is
interested in assisting community
organizations as well as State and local
governments, to conduct more effective
evaluation of their programs and
services. With States and localities
assuming greater responsibility for
planning and managing social services,
service delivery organizations need to
target their resources on the most needy
and to deliver services in the most cost-
effective manner. To do this HDS will
consider making challenge grants to
fund States and consortia of local/
community level organizations to assess

their operational efficiency, how
effective their programs and services
are, and whether client outcomes are
commensurate with the resources being
spent. HDS encourages evaluation
efforts which will provide States, Indian
tribes, local agencies and other human
service organizations with tools for
making improved project or program
funding decisions. Emphasis will be
placed on evaluation projects where
results can be generalized and
disseminated for use through the human
services field. HDS is also interested in
identifying and assessing new
evaluation techniques for their
applicability nationally. In addition HDS
will support demonstrations of ways to
share existing human services data
bases to support evaluation activities.
HDS anticipates that approximately
$650,000 will be available to fund
demonstrations in this priority area. The
sources of these funds are as follows:
Administration on Aging $50,000;
Administration on Developmental
Disabilities $15,000; Administration for
Native Americans $15,000; Head Start
$480,000; Child Welfare Research
$30,000; Social Services Research
Program $60,000.

2.4. Training: Under this priority area,
HDS proposes to explore innovative
strategies that meet the generic training
needs of States and localities across
more than one program area. Significant
resources have been invested over the
years in developing training materials
and methods. Therefore, the emphasis
under this area should be on innovation
by States and localities in the use of
existing materials and methods.

The following examples are
illustrative of issues that may be
addressed by preapplications submitted
under this priority area:

» Identifying generic training needs
across programs at the State and local
levels and demonstrating how to
provide cross-program training in a way
that satisfies the ongoing staff training
needs of individual social service
agencies while reducing training costs
and facilitating the flow of ideas across
programs. Emphasis should be on the
innovative use of existing community
resources.

* Demonstrations of State, local and
community models for the provisions of
management training, at beginning and
advanced levels, for human service
managers. These should include the use
of fiscal management and analytic tools
in the delivery of human services.
Concepts should be initiated by State,
local or tribal agencies; have cross
program involvement; be cost efficient;
and have measurable goals. Of specific
concern is management training which

addresses gerontological and child
welfare service provision, and joint
projects between State, local and tribal
agencies, and the business sector.

» Training and technical assistance in
rural areas. HDS is interested in the
development of methods for delivering
effective T/TA to remote programs
through the use of existing State, local
and tribal networks and public media.
Current technologies in communications
should be considered in addressing this
problem, The focus should be on
coordination and better use of existing
training materials rather than the
development of additional curricula.

HDS anticipates that approximately
$1,075,000 will be available to fund
projects in this priority area. The
sources of these funds are as follows:
Administration on Aging $150,000;
Administration on Development
Disabilities $160,000; Administration for
Native Americans $50,000; Head
Start $305,000; Child Welfare
Research $145,000; Social Services
Research Program $265,000.

2.5. Gerontological Training: The
objective of this program is to enhance
the quality of the service system for
older persons through improved training
of the personnel who staff it. The
program stresses the development of
multiple public and private sources of
support for viable, quality training
programs in institutions of higher
education. HDS anticipates that
approximately $2,500,000 will be
available to fund projects in this priority
area.

The following examples are
illustrative of issues that may be
addressed by preapplications submitted
under this priority area;

* Modifications in the training and
development of professionals who have
direct impact on the quality of life for
older people. This does not entail the
development of new academic programs
which might be dependent on continued
Federal support for survival, but rather
on the introduction of aging-related
courses as a part of the regu/ar training
that-members of these professions
receive. Of primary interest are: health
care professions, mental health and
counseling; architecture and
engineering; business administration;
community and adult education; and the
legal and law enforcement professions.

* Demonstrations of innovative and
effective ways to sensitize the scientific
and engineering communities about the
needs and concerns of the older
population and to interest scientists and
engineers in applying their technical
knowledge in meeting the needs of the
older population. The application of
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science and technology to increase the
independence of older people has not
been adequately explored. In order to
successfully promote technological
solutions to problems of older people,
scientists, and engineers must be
knowledgable about the aging process
and understand the problems.

* Better utilization of existing
programs which have been
demonstrated effective in training
professionals in the aging fields, and the
development of innovative programs.
Institutions submitting preapplications
must have or propose to: establish
viable academic programs in aging with
a majority of faculty who are in tenure
track positions; seek private sector
matching support; strong efforts to place
the graduates of supported programs;
and demonstrate that their graduates
are employable in the current labor
market. Minority institutions are
particularly encouraged to apply for
support under this pi -

Of particular interest are the
dissemination of innovative
gerontological curricula and
instructional materials, and the
development of linkages with the Older
Americans Act programs and agencies
through consultation and continuing
education. State and Area Agencies on
Aging should be involved in the
curriculum planning and design in order
to insure the relevance of the training
program lo the actual needs of local
service systems.

2.6. Dissemination and Utilization:
New knowledge from research,
demonstration, evaluation training and
technical assistance efforts is too often
unevenly applied. Information that has
generic use needs to be disseminated
across program concerns. It is crucial
that efforts at the State and local levels
be devoted to sharing results beyond the
confines of a local or State boundary.
Until research, demonstration,
evaluation, training and technical
assistance findings are put into practice,
the process is not complete. The
synthesis, packaging and marketing of
significant research products and
outcomes is therefore, of primary
interest.

The following examples are
illustrative of issues that may be
addressed by preapplications submitted
under this priority area:

¢ A substantial number of research
and demonstration projects have been
undertaken in past years aimed at
improving the management of social
services. HDS places high priority on
fostering the adoption and utilization of
these managerial changes. Toward this
end, HDS will entertain small challenge
grants from local governments prepared

to adopt innovative management
improvements generated by prior
projects. Grants will be awarded on the
basis of the potential for actually
increasing productivity or reducing
costs.

* Demonstrations of effective
commercial marketing of R&D products
developed by state, local and
community service providers. Included
among such products are manuals,
systems, and training curricula and any
other tools which aid human service
providers to adopt new and innovative
techniques.

¢ Demonstrations of dissemination
and utilization mechanisms at the state
and local levels that can become self-
sustaining within 3 years of initial
funding.

HDS anticipates that approximately
$835,000 will be available to fund
projects in this priority area. The
sources of these funds are as follows:
Administration on Aging, $100,000;
Administration on Developmental
Disabilities, $35,000; Administration for
Native Americans, $20,000; Head Start,
$500,000; Child Welfare Research,
$50,000; Child Abuse Prevention and
Treatment Program, $30,000; and Social
Services Research Program, $130,000.

2.7. Service Needs of Tribes: In FY
1983 HDS continues to be interested in
strengthening the social and economic
development of tribes. Further
development and demonstration is
needed involving cooperative public—
private relationships and tribal
commercial codes.

The following examples are
illustrative of issues that may be
addressed by preapplications submitted
under this priority area. The list is not
exhaustive nor is it implied that HDS
will fund projects areas for every
example.

* Demonstrations of joint efforts
between Indian tribes and the private
sector that undertake social and
economic development projects.
Cooperative undertakings may entail
one “partner” acting as a catalyst or
providing capital, while the second
provides tax advantages, and the third
provides land or an established market;
or, the government providing the
regulatory/tax freedom, while the tribe
provides resources, and the private
organization provides the technical
expertise.

¢ Development and demonstrations of
the appreciation of tribal commercial
codes {e.g. real estate) which protect
both creditors and consumers, and
stimulate private sector economic
development on Indian reservations and
increase tribal management of programs
which serve indians.

HDS anticipates that approximately
$235,000 will be available to fund
projects in this priority area. The source
of these funds is as follows:
Administration on Aging, $50,000;
Administration for Native Americans,
$75,000; and Social Service Research
Program, $115,000.

Part Ill.—Preapplication Process
A. Eligible Applicants

In general, any State, public or other
nonprofit organization or agency may
submit a preapplication under this
announcement. This includes, but is not
limited to: State Administering Agencies
for Developmental Disabilities Basic
State Grant Programs, Protection and
Advocacy Offices, State and Area
Agencies on Aging Indian Tribes and
other Native American organizations,
and Social Services Block Grant State
Agencies. Some of the specific priority
areas or topics included in this
announcement may have more
restrictive eligibility requirements (for
example, only State and area agencies
on aging may be eligible to apply).
Where this is the case, the eligible
entities are specified in the priority area
or topic description. Preapplications
jointly developed by State, local and
community-based social services
agencies, foundations or universities are
encouraged in order to promote
comprehensive social services
programs. “For-profit” organizations are
eligible applicants for projects funded
under authority of the Head Start Act
and section 805 of the Native American
Programs Act. They may participate as
subcontractors to eligible applicants on
other projects.

B. Available Funds

The Office of Human Development
Services expects to award
approximately $21,500,000 in the third
and fourth quarters of FY 1983
(dependent on the availability of funds
and appropriation by Congress) for new
grants and cooperative agreements.
Subject to Congressional action on the
FY 1984 budget, HDS may also award a
limited number of grants under this
announcement in the first and second
quarters of FY 1984. Appropriate HDS
discretionary funding authorities will be
used to fund projects, and more than
one authority may be used to fund some
projects.

The funding estimated to be available
from each authority is summarized
below. Applicants should take into
account the proportion of funds
available under each authority in’
designing their projects.
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FUNDING SUMMARY

Estimated
availability
of fiscal
year 1983
funds

Program

$4,500,000

AdnuniSIration on AGING. ... ceremismiisisiin
ACYF/Child Abuse and Neglect
ACYF/Adopti
ACYF/Child Welfare
ACYF/R y Youth,
ACYF/Head Start o n
Administration for Native Americans.......

Administration on Developmental Disabilmesp 1,000,000
HDS/Social Services ReSearch........cowmminn 2,000,000
Total 21,450,000

HDS expects to make approximately
140 new awards pursuant to this
announcement, These awards are
expected to range from $50,000 to a
maximum of $250,000 per year, with the
average award expected to be $125,000.
Actual awards may vary widely and
eligible applicants requiring smaller
awards should also apply.

Generally, projects will be supported
for periods of one to two years.
However, projects of less than 18
months duration are encouraged.

The funds provided in the initial
award will sustain the Federal share of
the budget for the first budget period of
the project (normally 12-17 months).
Support for any additional time
remaining in the project period depends
on the availability of funds, the
grantee's satisfactory performance, and
the determination that continued
funding is in the best interest of the
Federal government,

As stated earlier, applicants should
be aware that HDS received 5,620
preapplications in its FY 1962
Coordinated Discretionary Funds
Program. Of these, 167 applicants
received grant awards in FY 1982.

C. Grantee Share of the Project

At least 25% of the total cost of
proposed projects must come from a
source other than the Federal
government (except in the case of
projects funded under the Native
Americans Act Authority, where the
grantee match must be 20%). The non-
Federal share of project costs may be in
the form of grantee-incurred costs or
third party in-kind contributions. HDS
strongly encourages preapplications
where the grantee share is more than
25% of the project costs or the applicant
proposes to match—partially or fully—
HDS grants with contributions from
other non-Federal funding sources.

D. Preapplication Process

Organizations wishing to compete for
grants under this announcement must
submit a preapplication by January 31,
1983. Preapplications received in

response to this announcement will be

reviewed by HDS staff and non-Federal

experts. It is expected that the top
ranked applicants will be invited to
submit final applications in early spring
to compete for funding scheduled for the
third and fourth quarters of FY 1983 and

the first and second quarters of FY 1984.
1. Availability of Forms:

Preapplications for grants under the

HDS Coordinated Discretionary Funds

Program must be submitted on standard

forms provided for that purpose. For

your convenience, copies of those forms
as well as detailed guidance materials,
for use in preparing the preapplication
are included in Part IV of this
announcement. Additional copies of this
announcement may be obtained by <
writing to:

OPD/Division of Research and
Demonstration, Office of Human
Development Services, 200 Independence
Avenue, SW., Room 732E, Washington,
D.C. 20201, Telephone: 245-6235.

2. Preapplication Submission: One
signed original and a minimum of two
copies of the preapplication must be
submitted to:

Division of Grants and Contracts
Management, HHS/Office of Human
Development Services, 330 Independence
Avenue, SW,, Room 1740, Washington, D.C.
20201, Attention: HDS-83.

Submittal of five additional copies
would expedite processing. There is no
penalty for not submitting these
additional copies.

3. A-95 Notification Process: The HDS
Discretionary Funds Program is covered
by the provisions of OMB Circular A-95.
With the exception of Indian tribes,
applicants for grants must notify both
the State and Area-wide A-95
Clearinghouse of the intent to apply for
Federal assistance prior to submitting an
application. Preapplicants should
contact the appropriate State
Clearinghouse (listed at 42 FR 2210,
January 10, 1977) for information on
specific State requirements regarding
preapplications.

4. Preapplication Consideration:
Complete preapplications that conform
to the requirements of this Program
Announcement will be reviewed
competitively and evaluated by Federal
officials and qualified persons outside of
the Federal government. The results of
the review will assist the Assistant
Secretary and Program Commissioners
in considering competing
preapplications. This consideration may
also take into account comments from
Federal Regional and Headquarters
program staff offices, In addition,
comments may be requested from
appropriate specialists and constituents

inside and outside of the Federal
government, The Assistant Secretary for
Human Development Services, Program
Commissioners and other members of
the HDS Executive Staff will determine
the action to be taken on panel
recommendations for each
preapplication, and will make the
decision to request a final application.
(The Older Americans Act places
certain responsibilities upon, and
authority in, the Commissioner on Aging
which affects the role of the
Administration on Aging in
implementing this program
announcement. All such requirements
will be met through actions which
conform to the mandates of the Act.)

The official award document is the
notice of Financial Assistance Awarded,
which sets forth in writing to the
recipient the amount of funds awarded,
the purpose of the award, other terms
and conditions of the award, the
effective date of the award, the budget
period for which support is given, the
total project period for which support is
contemplated, and the total recipient
participation.

HDS reserves the option of discussing
preapplications with, or referring them
to, other Federal or non-Federal funding
sources when this is determined to be in
the best interests of the Federal
government or the applicant,

5. Funding Limitations on Indirect
Costs: Preapplicants should be aware
that for training projects there is a
limitation of 8 percent on indirect costs.

E. Special Considerations for Funding

Within the limits of available Federal
funds, Human Development Services
Executive Staff make financial
assistance awards consistent with the
purposes of the statutory authorities
governing the HDS Discretionary Funds
Program and this announcement.

Preference will be given to requests
for assistance where substantial non-
Federal funds and in-kind match beyond
the required 25 percent also support the
effort. Preference will also be given to
projects that propose innovative use of
volunteers. To the extent possible, final
decisions will reflect the equitable
distribution of assistance among the
States, geographical areas of the Nation,
and rural and urban areas.

F. Criteria for Screening and Review

All preapplications that meet the
deadline will be screened to determine
completeness and conformity to the
requirements of this announcement,
Complete, conforming preapplications
will then be reviewed and evaluated
competitively.
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1. Screening Requirements: In order
for a preapplication to be in
conformance it must meet a// of the
following requirements:

(a) Number of copies: An original
signed preapplication and two copies
must be submitted.

(b) Length: The narrative portion of
the preapplication must not exceed ten
double-spaced pages (or five-single
spaced pages) typewritten on one side
of the paper only. The capability
statement must not exceed two double
spaced or one single spaced type written
pages.

(c) Standard form 424: The
preapplication must include an SF 424,
completed according to instructions.

(d) Certification: The preapplication
must be signed by an official of the
applicant organization having authority
to legally obligate the applicant.

(e) Multiple Submittals: A project can
only be proposed once under this
announcement. Multiple submittals of
the same—or essentially the same—
project as preapplications under
different priority areas will be deemed
nonconforming.

(f) Eligibility: The applicant must be
an eligible entity as defined in the
announcement.

(g) HDS' Priorities: The concept or
project embodied in the preapplication
must specifically address a priority
stated in the announcement.

(h) HDS Populations: The
preapplication must clearly target one or
more HDS population: the elderly;
children, youth and families; Native
Americans; the poor; the
developmentally disabled; and/or the
mentally retarded.

(i) Non-Federal Contribution: A non-
Federal contribution of at least 25% of
total project costs must be proposed.

(j) Cost: Proposed projects requesting
over $300,000 per project year will be
deemed nonconforming.

(k) Purpose: The preapplication must
clearly propose new research,
demonstration, evaluation or training.
Proposals for service delivery,
continuation of existing projects or
activities, or other activities will not be
considered.

Preapplications Must Meet Al of the
Above Requirements To Be Considered.
2. Review Criteria: Preapplications

which are determined to be in
conformance with the announcement
will be reviewed by panels which may
be composed of Federal staff, State/
local staff, university and other non-
government experts. Stage one will use
the following criteria:

(a) Innovativeness: (30 points) The
preapplication takes into account
(through a concise discussion of the

current state-of-the-art) previous related
work in the field and represents an
improvement upon, or important
departure from, existing practices,

(b) Prospects for Wider Impact: (20
points) The project proposed in the
preapplication has the potential for
achieving far-reaching impact through
improvements that will be useful in a
variety of settings. The results of the
proposed project, if used, can contribute
significantly to resolving the problem
addressed by the project. The
preapplication outlines a sound product
dissemination strategy. This strategy: (1)
identifies the intended audience(s) and
(2) specifies the approaches to
dissemination proposed in order to
promote the utilization of research
results and realize the project’s potential
contribution to the improvement of
practice.

(c) Project Design: (15 points) The
problem to be addressed is clearly
stated. The preapplication has a concise
but clear statement of goals, measurable
objectives and project design or
methodology. Problems, issues and
methods are clearly related.

(d) Potential for Success: (15 points)
The goals of the proposed project are
realistic in terms of the methodology,
staff and funds allocated to the activity.
Overall costs are reasonable. The
applicant organization is capable of
carrying out the project as proposed.

(e) Responsiveness to Program
Announcement: (20 points) The
preapplication fully addresses one of the
priority areas listed in the program
announcement and satisfies one of the
two major themes. The preapplication is
targeted on one or more HDS population
and proposes a significant non-Federal
share,

After the preapplications are rated by
the review panels using these criteria,
the HDS Executive staff will select those
which will be invited to submit final
applications.

3. Evaluation Criteria: In stage two
(the final application stage) those
preapplicants ranked highly by the
review panels and selected by the
Exécutive Staff will be asked to submit
final applications. These applications
will be either administratively reviewed
by HDS staff (in the case of a limited
number of preapplications of
exceptional quality) or competitively
reviewed by a qualified panel of non-
Federal experts.

Acceptable applications must be
complete and meet the following critera:
(a) Criterion I: Technical Approach

(25 Points).

¢ The applicant proposes a well-
defined and carefully worked out
technical approach (including problem

or issue definition) that is, if well
executed, capable of achieving the
objectives of the project. The approach
may include: research methodology,
demonstration plan, design of training
programs or other appropriate
techniques.

* Where appropriate, the applicant
describes evaluation components.
Evaluation, data collection and analysis
procedures are geared to assess (using
quantitative measures as much as
possible) the degree to which intended
objectives are achieved. The applicant
clearly distinguishes the evaluation from
activities designed primarily for giving
project staff feedback on their progress
toward meeting project objectives.

(b) Criterion II: Beneficial Impact (25
Points).

The knowledge, methods, or
technology to be developed can be
expected to impact beneficially on
human service programs and target
populations beyond the site at which the
project is conducted. This includes
generalizability of results for research,
demonstrations, and evaluation projects.

{c) Criterion HI: Project
Implementation Plan (20 Points).

» The application specifies a sound
plan for task accomplishment and staff
loading by task.

* The application contains a suitable
plan for insuring the use of project
results by appropriate users. The plan
describes the kinds of reports and media
to be used in transmitting final results to
users and explains why this is expected
to be an effective dessemination
package that will reach and influence
users. -

(d) Criterion IV: Staffing and
Management (15 Points).

* The proposed staff are well-
qualified to carry out the project.

* The division of responsibilities is
appropriate to carry out project tasks,
including sufficient time of senior staff
to assure adequate management of the
project.

* The applicant organization has
adequate facilities, resources, and
experience to conduct the project as
proposed.

(e) Criterion V: Budget
Appropriateness and Reasonableness
(15 points).

* The proposed budget is
commensurate with the level of effort
needed to accomplish the project
abjectives. The cost of the project is
reasonable in relation to the value of the
anticipated results.

* The contribution of any
collaborative agencies or organizations
are assured in writing and included with
the application when it is submitted.
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The participation of an agency other
than the applicant, if critical to the
proposed project, is evidenced by a
letter indicating agreement to
participate.

The author(s) for both the
preapplication and the application must
be clearly identified together with their
current relationship to the applicant
organization and any future project role
they may have if the application is
funded.

G. Closing Date for Receipt of
Preapplications

The closing date for receipt of
preapplications for priorities identified
in this program announcement is
January 31, 1983. Preapplications may
be mailed or hand delivered to:

Division of Grants and Contracts
Management, HHS/Office of Human
Development Services, 330 Independence
Avenue, SW. Washington, D.C. 20201, 3
Attention: HDS-83.

Preapplications must be received at
the above address by the closing date.
Hand delivered preapplications are
accepted during the normal working
hours of 9:00 a.m. to 5:30 p.m., Monday
through Friday. A preapplication will be
considered to be received on time if:

1. The preapplication was sent by
registered or certified mail no later than
the closing date, as evidenced by a U.S.
Postal Service dated postmark, unless it
arrives too late to be considered by the
independent review panel. Applicants
should be aware that not all post offices
provide a dated postmark. Applicants
are advised to check with their post
office to determine this.

2. The preapplication is received on or
before the closing date by the
Department of Health and Human
Services in Washington, D.C. In
establishing the date of receipt,
consideration will be given to
documentary evidence of receipt
maintained by HHS.

Part IV.—Instructions for Completing
Preapplications

A. Preapplication Package: Each
preapplication package should include:

1. An original and a minimum of two
additional copies of the preapplication
(See Section B below). While an original
and two copies are required, five
additional copies would be useful to
facilitate processing. No applicant will
be penalized for submitting only the
three required copies. Each copy should
be stapled (back and front) in the upper
left corner. The original copy of the
preapplication must have original
signatures. In order to facilitate
handling, please do not use covers,
binders or tabs. Do not include
extraneous materials such as agency

promotion brochures, slides, tapes, film
clips, etc, It is not feasible to use such
items in the review process, and they
will be discarded if included.

2. Three extra copies of Form 424 and
three copies of the cover sheet/abstract
stapled together apart from the copies of
the preapplication.

3. One acknowledgment card. The
applicant must include a self-addressed,
stamped postcard if acknowledgment of
receipt is desired. All preapplications
will be assigned an identification
number. This number and the priority
area must be referred to in A/
subsequent communication with HDS
concerning the preapplication. HDS will
notify preapplicants of this number by
returning the self-addressed
acknowledgment card. If you do not
receive the acknowledgment within
three weeks after the deadline date,
please notify HDS by telephone (202)
245-6235. Special note: After an
identification number is assigned and
the preapplicant has been notified of the
number, preapplications are filed
serially by the number to aid in quick
retrieval. It will not be possible for HDS
staff to provide a timely response to
inquiries about a specific preapplication
unless this number and the priority area
are given,

B. Content of Preapplication: Each
copy of the preapplication must contain
in the order listed, each of the following
items:

1. Standard form 424, page 1,
completed according to the instructions
listed below.

2. Cover sheet and abstract completed
according to the instructions listed
below.

3. Completed criteria index form.

4. Project narrative, no more than ten
pages long, double-spaced and
typewritten on one side only (or five
pages single-spaced), completed
according to instructions listed below.

5. Organizational capability statement
or materials, no more than two double
spaced typewritten pages long. (See
instructions below.)

C. Preparing the Preapplication:
Preapplication forms (Standard Form
424, page 1, and (criteria Index Form))
are reprinted below for your
convenience. We suggest that you
reproduce them and type your
application on the copies. Prepare your
preapplication in accordance with the
following instructions:

1. Instructions for standard form 424,
page 1: Complete item numbers 1-8, 13,
14, 17, 22 and 23 only. Specific
instructions are as follows:

Item 1. Mark “preapplication” box.

Item 2.a. Applicant's own control
number, if desired.

Item 2.:b. Date preapplication is
submitted.

Item 3.a. Number if assigned by State
clearinghouse or, if delegated by State,
by areawide clearinghouse.

Item 3.b. Date applicant notified of
clearinghouse identifier.

Items 4.a.~4.h. Legal name of
applicant, name of primary
organizational unit which will undertake
the assistance activity, complete
address of applicant, and name and
telephone number of person who can
provide further information about this
request.

Item 5. Employer identification
number of applicant as assigned by
Interval Revenue Service.

Item 6.a. Indicate "not available.”

Item 6.b. Type: State “HDS FY 1983
Coordinated Discretionary Funds
Program” and the number of the priority
area under which the preapplication is
being submitted. If more than one
priority area is listed, HDS will
disregard all but the first one listed.

Item 7. The title should briefly and
clearly describe the focus of the
proposed project and be selected with
public understanding of the value of the
project in mind. Do not use acronyms,
abbreviations or jargon. Avoid
unnecessary phrases such as “A Study
of * * %" “Researchto* * *.," “A
Project * * *" etc. Do not use more
than 100 characters, including
punctuation and spaces between words.
(Characters in excess of 100 will be lost
during electronic data entry.)

Item 8. Self-explanatory. “City"
includes town, township, or other
municipality.

Item 13. Amount requested or to be
contributed during the first budget
period by each contributor. Include
value of in-kind contributions.

Item 14.a. Enter the number of the
congressional district where the
applicant's principal office is located.

Item 14.b. Enter the number of the
congressional district(s) where the
project will be located.

Item 17. Estimated number of months
to complete project after Federal funds
are available.

ltem 22. Self-explanatory. (b) Leave
blank.

Item 23. Self-explanatory.

2. Instructions for the cover page and
abstract. On plain white bond, type
(single-spaced): ’

* Title of preapplication (exactly as
entered in item 7 on form 424).

¢ Name and address of applicant
organization.

* Priority area under which the
preapplication is submitted.

* Target population(s).
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» Total project period and amount
requested for first budget period.

* Project abstract summarizing, in 200
nontechnical words or less, the
proposed project. The abstract should
be so clearly written that the following
questions could be answered by a
member of the general public who reads
it: What is the specific purpose of the
project? How is the project to be
conducted? What difference might the
results make? To whom?

¢ The name of the author(s), their
current relationship to the applicant and
proposed project role.

3. Instructions for Criteria Index Form
(See E. Below). Complete by typing on a
separate sheet of paper every item in the
criteria index form indicating the page
and paragraph number where screening
requirements and specific review
criteria are addressed.

4. Instructions for project narrative,
Describe the project you propose in
response to this announcement. Your
narrative (10 pages typed double-
spaced, or five pages typed single space
maximum, on 8%” x 11" plain white
bond with 1” margins on both sides)
should provide information on how the
preapplication meets the review criteria.
It is strongly suggested that you follow
the following format and page
limitations:

a. Statement of Need for the Proposed
Project (2 pages maximum.) This portion
of the preapplication should state the
objectives of the project, including clear
specification of the key issue(s) to be
addressed by the project and the HDS
populations targeted. In addtion, this
portion should document the need for
and importance of the issues to be
addressed by the project. It should also
describe how the proposed project
builds upon previous work and how it
advances the state of knowledge in the
area.

b. Resulis and Benefits Expected (1
page maximum.) This portion of the
program narrative should briefly
summarize the anticipated results and
delineate the benefits which are
expected. Emphasis should be placed on
the utility of the results.

c. Approach. Project Design (5 pages
maximum.) This portion of the program
narrative should describe specific plans
for conducting the project. It should
include relevant information about a)
hypotheses to be tested (if appropriate),
b) data to be collected (including
specification of data sources), ¢) plan for
data analysis, d) what the project will
do, and e) who will do it.

d. Utilization and Dissemination (1
Page maximum.) This portion of the
narrative should address the project's
responsibility to serve as a source of

information to other agencies and/or
researchers. This section should
describe ways in which the project will
share its experiences and findings with
the field of human services in general
and, specifically, with agencies or
organizations capable of developing
improved service delivery and
management.

e. Level of Effort. (1 page maximum.)
This part of the narrative should
describe what staff, money, facilities
and time would be required to complete
the project as envisioned. Describe the
resources needed to carry out the
project. State the total Federal funds
required to complete the project
proposed.

5. Organizational capability
statement. A brief (maximum 2 pages
double spaced or one page single
spaced) background description of how
the applicant agency (or the particular
division of a larger agency which will
have responsibility for this project) is
organized and the types and quantity of
services it provides or research
capabilities it possesses. Include
descriptions of any current or previous
relevant experience. Describe the
competence of the project team and its
demonstrated ability to produce a final
product that is readily comprehensible
and usable. The qualifications of key
staff should be described in a few
paragraphs rather than in formal vitae.
Indicate clearly whether written
commitments have been obtained from
organizations that will be directly
involved in the proposed project.

D. Check List of Preapplication
Requirements: The following check list
is provided for your convenience:

e SF 424, page 1, has been completed
according to instructions (see sample SF
424).

¢ SF 424 has been signed and dated
by an authorized official and original
has been included in package to mail.

* Each preapplication has been
stapled (no folders or binders) with 2
copies of the SF 424, page 1, on top of
each copy.

Included in your preapplication
package:

* A self-addressed acknowledgement
postcard, attached to the original.

¢ One original preapplication plus
seven copies.

Each of the copies should include the
following: SF 424, page 1; A cover page
and abstract; A criteria index form; A
narrative (10 pages, double-spaced
maximum); Organizational capability
statement (2 pages, maximum).

Remember, preapplications must be
postmarked or hand delivered (by 5:30
p.m.) no later than January 31, 1983 to:

Division of Grants and Contracts
Management, HHS/Office of Human
Development Services, 330 Independence
Avenue, SW., Room 1740, Washington, D.C,
20201, Attention HDS-83

E. Criteria Index Form: Complete
every item in this criteria index form by
typing on a separate sheet of paper
every item listed and indicating the page
and paragraph number where screening
requirements and review criteria are
addressed in the preapplication.

Criteria and location in preapplication
Screening Requirements:

F. Eligibility
of HDS' priorities

G. Addressi
H. HDS' populations
Review Criteria:

A. Innovativeness
State-of-the-art
New/improved approach

B. Prospects for wider impact
Generalizability of results
Significance of results
Usefulness of results

C. Potential for success
Feasibility of proposed project:
Organizational capability
Staff and funds allocation

D. Responsiveness to program

announcement
Addressing of priority area
HDS theme relatedness
Targeting on HDS' population

G. Points To Remember:

¢ Designate your preapplication for
one priority area and one priority area
only.

¢ Although multiple preapplications
(of different concepts) from the same
applicant are not prohibited, they are
not encouraged.

* You are required to send three
copies of a preapplication. We would
like to request that you send five
additional copies to facilitate our
review. However, there is no penalty for
sending only three copies.

* Preapplications containing
narratives in excess of ten typewritten
double-spaced pages or capability
statements or more than two double
spaced pages will not be given further
consideration.

¢ The distribution of topics related to
specific HDS programs (e.g., AoA) is not
necessarily commensurate with the
distribution of discretionary funds
among those programs.

* An abstract of 200 words or less is
an essential element of the
preapplication.

* Follow the recommended format as
closely as possible in preparing the
preapplication’s narrative.

The qualifications of key staff should
be described in a few paragraphs rather
than in formal vitae.

* Although letters of agreement
(where appropriate) are required in final
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applications, it will suffice in the
preapplication to state clearly in a
paragraph that the necessary
agreements have been obtained from
those agencies whose participation is
essential to the conduct of the proposed
project.

» Applicants are strongly encouraged
to have someone other than the writer
apply the screening requirements and
review criteria to the preapplication
prior to its submittal. In this way,
applicants will gain a sense of their
preapplication’s quality and potential
competitiveness.

BILLING CODE 4130-01-M
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SECTION 1-—SPPLICAST /RECIPRNT DATA

5. NUMBER ». WUMBER
FEDERAL ASSISTANCE g "'"-"' e
TiON
1. TYPE PREAPPLICATION APPLE. b DATE IDENTS- 5. DATE Yoar month dey
OoF Year month day
ACTION [7] APPLICATION CATION 19 FIER ASSIGNED 19
{Merk ap- [[] NOTIFICATION OF INTENT (OpL) | Leawe
[C] REPORT OF FEDERAL ACTION Blank
4. LEGAL APPLICANT/RECIPIENT 8. FEDERAL EMPLOYER IDENTIFICATION NO.
8. Applicant Mame :
b. Orgenizstion Unit .
¢ Street/P.0, e PRO- s Wumser 8 0 U0 M
1 GRAM b TIME
4 Cly o Coumty : P
. State g 8. ZIP Code: Faderal
k. Contact Persea (Neme Calales)
& telephons No.)

7. TITLE AND DESCRIPTION OF APPLICANT'S PROJECT

B-interstate lonsl
- Sudstste :mfﬂh

istrict K-Other (Specify) :
E-City

10. AREA OF PROJECT IMPACT iNo-n‘:.l,d“u. oounties,

11, ESTIMATED NUM-
BER OF PERSONS
BENEFITING

13, PROPOSED FUNDING

14, CONGRESSIONAL DISTRICTS OF:

Dollars  F-Other (Speeiy,
o FEDERAL |3 00 | & APPLICANY 5. PROJECT e ( v):
C-increase Duration
b. APPLICANT .00 D-Decremss
16. PROJECT START 17. PROJECT
e STATE 00 | “% DATE Year month day | = DURATION Sz, [T T
4. LOCAL .00 19 Months priate letter(s)
18. ESTIMATED DA’ Y, 19, EXISTING FEDERAL IDENTIFICATION NUMBER
s. OTHER 00 | 8 UBMITIED O i A i
1. TotAL | 00 mAaRcvp 19 .
20, FEDERAL AGENCY TO RECEIVE REQUEST (Nomas, Cily, State, SIP sode) 21. REMARKS ADDED
] Yes [] No
., 0. To the best of my mowiedge snd balied, | b. W OMB Circulsr A-95 this ication was submitted, punwant to in- No re- Response
data Ia this preapplication/opplication are -m"-'.'-u... gk and ol are attached: sponse sttached
THE trwe and somrect, the decument hes deen
APPLICANT | duly suthorized by the governing body of O O
CERTIFIES | the applicent and the applicast will semply [ (1)
THAT B | with the ottoched msswranees If the aseist- | oo (] O
ance is approved. o) D D
2. . TYPED NAME AND TITLE A, SIGNATURE © DATE SIGNED
CERTIFYI Year wmonth doy
REPRE- 19
SENTATIVE
24. AGENCY NAME 28 APPLICA- Yoor month day
19
26. ORGANIZATIONAL UNIT 27. ADMINISTRATIVE OFFICE 28. FEDERAL APPLICATION
IDENTIFICATION
g 29, ADDRESS 30. FEDERAL GRANT
IDENTIFICATION
in.umonmu:n 32 FUNDING Yoar wmonth day | 34, Yoar month day
O = AwARDED o FEDERML |3 00 | 33. ACTION DATER 19 DATE e
38. CONTACT FOR ADDITIONAL INFORMA-
[ ». REECTED b. APPLICANT .00 e B 2 :a'omo Yoor month dey
[ & RETURNED FOR | . STATE 00 DATE 1%
= AMENDMENT 4. LOCAL 00 37. REMARKS ADDED
E [J 4. DEFERRED o OTHER 0
[ o WITHORAWN f. TOTAL 3 00 [J Yes {INe
3n. a hhﬁuhaﬂn,qc—-ﬁwt—d-w-mm b. FEDERAL AGENCY A-85 OFFICIAL
mesponss is due wades provisioss of Part 1, Circular A-35, (N and tolophons no.)
FEDERAL AGENCY | It bt boon o 1o boing made. e i
A-95 ACTION

STANDARD FORM 424 PAGE 1 (10-
mnmra—umu—&rm
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Dated: November 29, 1982,
Dorcas R. Hardy,

Assistant Secretary for Human Development
Services.

Clarence Hodges,

Commissioner, Administration for Children,
Youth, and Families.

Jean Elder,

Commissioner, Administration on
Developmental Disabilities.

Lennie-Marie P, Tolliver,

Commissioner, Administration on Aging.
Casimer R. Wichlacz,

Acting Commissioner Administration for
Native American.

[FR Dogc. 82-33079 Filed 12-6-82; 8:45 am)
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