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DISCRIMINATIONPROHIBITED

Section 601 of Title VI of the Civil

1964,42 USC 2000d,providesthat no

Rights Act of

person in the

United States shall,on the ground of race, color,

or nationalorigin,be excludedfrom Participation

in, be denied the benefitsof, or be subjectedto

discriminationunder any programor activityreceiv-

ing Federal financialassistance. Regulations

implementingthe statutehave been issuedas Part

80 of Title 45, Code of FederalRegulations. The

regionalmedicalprograms-provideFederal financial

assistancesubjectto the Civil Rights“Actand the

regulations.

Each grant for constructioniS subjectto’the ‘:
,.

conditionthat‘thegranteeshall’comply.w~ththe

requirementsof the Executive.Order11246,30 F, R;

12319 and the applicablerules, r

proceduresas prescribedby the Secretaryof Labor.
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CONTENTS

This Guide is for use in

the Public HealthServiceAct

grantsto assist in planning,

Am USE OF THIS GU~E

applyingfor supportunder Title ~ of

(PublicLaw 89-239),which authorizes

establishing,and operatingRegional

MedicalProgramsto combat Heart Disease,Cancer,Stroke, and related

diseases. It is thereforeintendedto be used for both planningand

operationalgrant applications.

The contentsof this Gwide includethe history and purposes,

composition,policiesand definitionsand general informationregarding

the preparationand review of applicationsfor a RegionalMedical Program.

G

,.,,,/{:::.,
The provisionsof this Guide are intendedto carry out the purposesk:!..$..:,.:.:

and objectivesof the authorizinglegislation,consistentwith overall

policiesof the Departmentof Health,Education,and Welfare and sound

fiscalprocedures. These provisionsmust be interpretedin lightof

the basic objectivesof the program,and the clear intentof the Congress

to stimulateinitiativeand innovationat the regionallevel in planning

and implementingregionalprogramsthat are fittedto the needs and

resourcesof the region.

If the applicantbelievesthere is a conflictbetweenthe pro-

visionsof the Guide and the effectivetiplementationof the proposed

programin his region,he is encouragedto consultwith the staff of

the Divisionof Regional

exploratoryphase. It is

~
.:,.~.$..<.,..:..

Medical Programs. This is a new program in

expectedthat policiesand procedureswill

an



vi

evOlvewith the as both the applicantand the Division learn from e

actual planing and operationalexperience. As with all statementsof

policy and procedure,the Guide attemptsto strikea balanceamong

desirableand necessaryprocedure. me Division encouragesdiversity

and imovation in the developmentof the RegionalMedical Program. But

this flexibilityof approachmust take placewithin the boundariesof

the legislativeauthority,applicablegeneralpolicies,and the necessary

accountabilityfor public funds.
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1. HISTORY ~ PDRPOSESOF

-3-

REGION& MEDIM PRMW

The impetusfor the RegionalMedical Programswas containedin the

President’s1964 SpecialHealthMessage to Congresswhen he proposedto

establisha Comission on Heart Disease,Cancer,and Stroke “to recomend

steps to reduce the incidenceof these diseasesthroughnew knowledge

and more completeutilizationof the medicalknowledgewe alreadyhave.”

In ~rch 1964, a Commissionof distinguishedphysicians,scientists,

and informedcitizenswas appointedto accomplishthis task. The

Commissioncollectedinformationfrom agencies,groups,and institutions

concernedwith these diseasesthrough letters,staffvisits, surveys,

etc., held hearingsat which expertwitnessesfrom the widest possible

ange of interests,both publicand private,presentedtheirviews> and

3

/..’.;(,
-.
,..ubmitteda reportwhich includedthe followingpoints:

‘Our Nation’sresourcesfor health ard relativelyuntapped. The

rising tide of biomedicalresearchhas alreadydoubledour store of

knowledgeabout heart disease,cancer and stroke....”

“Yet for every breakthrough,theremust be follow-through.Many

of our scientifictriumphshave been hollowvictoriesfor most of the

peoplewho could benefitfrom them,”

The Commissionpresented35 recommendationsaimed at reducingthe

toll of these diseasesthroughthe developmentof more effectivemeans

of making the latestmedicaladvancesavailableto a greaterportion of the

populationand throughthe provisionof additionalopportunitiesfor

research. The major recommendationsof the Commissionare the basis for

~.-~



the proposedregionalmedicalprograms

(hereafierreferredto h this teti as

me Act is titendedto assist ow

4-

C.‘
authorizedby Whlic Mw 89-239

“TheAct”. see Hibit).

medical tistitutionsand professions

h capitallztigon the rapid advancesof scientificmedicfie h the pre-

vention,diagnosis,treatment,and rehabflitatfonof patientsafflicted

with heart disease>c=ncer~stroke or rekted diseases. To paraphrase

the statementof purposesh the Act, these grants are to encouage and

assist h the establishmentof regionalcooperativearrangementsamong

medical

tutions

and the

schools,research institutes,hospitalsand other medical tisti-

and agenciesfor the purpose of affordingthe medical profession

medical instittiionsthe-opportunityof making avaikble to theti

patientsthe ktest advancesin the

diseases. Grant funds win support

ments research,tratitig (ticluding

diagnosisand treatmentof these

c
throughthese cooperativearrange- -~

continutigmedical education)and

relateddemonstmtions of the highest standardof patient care. tiough

these means the program is also intendedto @rove generallythe health

manpowerand facilitiesof the Nation. The Act statesthat these p~oses

shtid be accomplishedwithout titerfertigwith the patterns of professional

practiceor hospitaladmtiistration.

The titentof the Act is built upon the followtig%asic premisesand

assmionsl

1. The programwi~ utilizeand bufld upon existing institutionsand

manpowerresources.

2. The active

to the successof a

participationof

regio@ medical

practicingphysicians is essenttil

program.
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,..-:<*-’ 3. ~e purposescan best beachievedttiugh tiittitive,phnning,

and @lamentation at the regionallevel under conditionswhich encourage “

innovativeapproachesand programsspecificallydesignedto deal with the

dfversityof needsJresourcesand existingpatternsof educationand

service.

k. Cooperationamong an essenttilelementsof

h a region is an essentbl means of copfigwith the

the health resources

complexities,

specialization,high cost,manpowerneeds, and

needswhich - the by-productsof the d-ic

me objectivesof the Act win not be achieved

educationaland training

advances of medical science.

by a programwhich serves

the titerestsof a singlecategory,institution,or organization. A

basicah of the program is to overcme fragmentationand insukrity.

3~;:b 5. h order to tisurean effectivel-ge between research

advancesand ~roved patient care, it i: destible to establisha

contfiufngrektionshlp among the researchand teachingenvfionmentof

the medical center,the patient care activitiestivolvingthe cOmmunity

hospital,and practictigphysic@s. me ~ct of researchadvanceson

the developmentof high qualitypatient care has typicaHy been most

dhct h the universitymedical centersor othermedical centerswhich

cmbtie extensiveresearchteachtigand patient care activities. me

pre benefitsof this titerre~tionship,however,have ofienbeen

conftiedto the medical center itseM and affiltitedhospitals. A basic

premiseof the Act is the desfibility of etiendingthis productive

titerrehtiomhip to additionalhospitalsand to practici~ physicians

though the establishmentof regionalcooperativearrangements.

,,(G
-
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46. ~efinancing of patientcare fs not the objectiveof the regional

medlcalyrograms. ~e paymentof patient care costs is ltiitedto those

costs ticidentto research,tratitigand demonstrationactivitiessupported

by these grants.

7. It ti assumedthat the developmentof the W capabilitiesof

a re@onal medial pro- will take a number of years. ~ep~oseof

the ffist three years of legisbtive authorizationis to encourageand

-slst h the phnn~ and @lamentation of

establishmentof a regionalmedicalpro-.

developmentof a pk and the @lamentation

the ftist steps towardthe

It is assmed that the

of the initialelementsthere-

Ofwfu constitutea learn@ e~rience which can be utilized h taking

additioml steps ti the cooperativeeffortagatistheart disease,cancer

set

the

me

stmkec

me backgrom”dagatistwhich these assumptionsatidpremi~s are

ticludesa nWer of trendsand influenceswhich hve been affecting

nature of medical service}education,and researchfor some yens.

opportunitiescreatedby the -act of scienceon modern~dictie

have atieadybeen mentioned, Uong with the creationof opportunities,

however,the ficreas~ @act of sciencehas changedthe natureand

atipe of modern medictie$raistiga numberof situationswhich are very

diffitit to manage, ticlud~ ticreasedspectilization,increasing

complexitiesand costs of dtignosisand treatment,and the diffictities

tit=titt~arapi~y e~and%body ofknmledge. me tremendous

_ Of howMge tMO@ Wge scale researchefforts is a c~ac-’

tetitic of our tks, not ~mt h medictiebut in most aspects of our

a m e Tm n m -- . . . . . ● “ - * — m L > - . L a
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of new means of copingwith kteady and dynamicchange if the benefits

of the knowledgeare to be realized.

The forcesof change can’beviewed as part of a continuumexisting

overmany years, rather than a revolutionaryor radicalalterationof current

pa~terns% This trend calls for the developmentof RegionalMedical Progrtis

whith createan effectiveenvironmentfor continuingadaptation~innovation)

and modification. The developmentof a greatmedical researcheffort

is the productof a deliberatenationalpolicy to stimulateand support

the developmentof new medicalknowledgeaf a rapid rate. The passage..

of the legislationauthorizingRegionalMedical Programsrepresentsa

correspondingcommitmentto assist the develo-t of necessarymeasures

to bring the benefitsof thisnew knowledgeto the patient in the field

@\ f heart disease,cancer,stroke,~d relateddiseases-

The process of medical educationin all its aspectshas also been

undergoinga change under the impactof the growthof knowledge.The

developmentof great medical centersbuilt aroundeducation,research,

and high-qualitypatient care has taken place throughoutthe Nation.

The consequenceof rapid expansionin the body of medical knowledgeis

increasedspecialization,resultingin the prolongationof the educational

process. A continuingprocessof educationthroughoutthe careerof a

physicianis thereforeof great tiportance.

The continuedevolutionof medical educationand the growthof

the medical centers carrieswith it increasedproblemsin maintaining

an effectivelinkagebetweenthe medical centerand the

e

hysician. Recent reportshave empha~izedthe need for

practicing

thoseconcerned
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with medical educationto assumeresponsibilitiesin meeting

nationalneeds for improvedhealth care. It has become clearlyapparent

that the medical center representsan indispensableresourcefor @roving

health in its=rea of influence. In the environmentof medical education,

new attentionis being given to the need to cope effectivelywith the

problemsbrought about by the developmentsin modern scientificmedicine.

Many medical leadersare stressingthat those involvedin health I

caremust maintain a continuousrelationshipto the educationalprocessand

thatmedical schoolsand hospitalsshouldhave an increasinginvolvement

in the process of continuedlear~ing. The very forcesthat have tended

to separatethk centersof medical knowledgefrom the practicingphysician

are creatingan ever greaterneed to bringphysiciansinto continuing
\

contactwith the environmentof teachingand research.
4

Another trend is usuallydescribedas the regionalizationof medical

services. There have been numerousregionalizationproposalsduring

the past 35 years and effortshave been made to tiplementvariousapproaches

to regionalization.The conceptof EegionalMedical Programsincludea

the regionalapproachto the provisionof highly specializedservices

involvedin the diagnosisand treatmentof heart disease,c~cer, stroke,

and relateddiseases. The legislationprovidesa very flexibleframewark

for the @lamentation of a regionalapproachwhich is appropriateto the

voluntarynature of our medicalinstitutions.

me RegionalMedical Programspresentthe medical interestswithin

a regionwith an instrumentof synthesisthat can capitalizeon and

reinforcethe various trendsand resourcesseekingto make more widely

4
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diseases. It is the interactionof these trendsat this tfie, rather

than an abstractconceptualizationwhich not only justifies

a synthesizingforce such as the RegionalMedicalProgr-.

Medical Programsrepresenta ganeral concept,ratherthan a

but requirea

The Regional

specific

blueprint. The opportunityis presentedto go beyondconceptinto spe-

cificplanningand implementationof progrm which representpragmatic

steps toward the achievementof the overallgoalsof the legislation.

It is an opportunityto mix creativeideas and specificactionsin

developingimprovedmeans for advancingthe healthstandardsof the

Americanpeople.
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II. COWOSITION OF A REGIONALMDICAL PROGRAM

A. Definitionof a RegionalMedicalProgram

The Act definesa regionalmedicalprogram as a cooperative

arrangementamong a group of public or privatenonprofitinstitutions

or agenciesengagedin research,training,diagnosis,and treatment.

relatingto he[lrtdisease,cancer,or ‘stroke,and at the option of

the applicant, relateddiseaseor diseases;but only if such group

1. is situatedwithin a geographicarea, composedof any

part or

Surgeon

parts of any one or more stateswhich the

Generaldetermines,=inaccordancewith regulations,

F to be appropriatefor carryingout the purposesof the Act;

2. consistsof one or more medicalcenters,one or more

clinicalresearchcenters,and one or more hospitals;and

3. has in effect cooperativearrangementsamong its component

units which the SurgeonGeneral findswill be adequate

for carryingout effectivelythe purposesof this program.

B. The NationalAdvisoryCouncilon RegionalMedical Programs

The NationalAdvisoryCouncilon RegionalMedical Programs

consistsof the SurgeonGeneral, who is the chairman,and 12 members,

not otherwisein the regular fulltimeemployof the United States,

who are leadersin the fieldsof the fundamentalsciences,the medical

sciences,or publicaffairs. In particular,one of the twelvecouncil
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membersmust be outstandingin the fieldof heart disease,one in

cancer,and another in stroke,and two must be practicingphysicians.

The role of the Councilis to adviseand assist the SurgeonGeneral

in the formulationof policyand regulationsregardingthe regional

medical programs,and to make recommendationsto him concerningapproval

of applicationsand amountsof grant awards. No grant may be awarded

unless it has been recommendedfor approvalby the Council.

c. CategoricalEmphasis

The focus of the RegionalMedical Prograwsunder the authorizing

legislationis on problemsof heart disease,cancer,stroke,and related

diseases. ~is ratherbroad categoricalapproachmust be a consideration

in the developmentof specificprogramelementsunder a RegionalMedical
e

Program. Heart disease,cancer;and strokeare appropriatetargets

becauseoftheir prevalenceas killingand disablingdiseases. These

diseasespresenta complexchallengeto the researchinvestigatorand

the advanceswhich are beingmade requirediagnosticand treatment

techniquesof great sophistication.BecauseJofthe broad scope of heart

disease,cancer,and strokeit would be difficultand perhapsdetrimental

to some types of medical servicesand educationalactivitiesif a rigidly

categoricalapproachwere adoptedfor all relevantprogramelements.

However,the emphasisof the programdoes requirethat the program

elementsbe shown to have significancefor combatingheart disease,cancer,

strokeand relateddiseases.
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D. The Region

A region is a geographicarea composedof part or parts of

one or more statesw~ch the SurgeonGeneral detefines to be appropriate

for the purposesof the program. It shotidbe m econoticdly end

soci~y cohesivearea t~ng-into considerationsuch factorsas present

ad futurepopulationtrends and patternsof growth;locationand

extentof”trsnsportationad co= cationfacilitiesand systems;ad

presenceend distributionof education and healthfacilitiesad

programs. The region sho~dbe fwctiondly coherent;it shodd follow

appropriateexistingrelationshipsamong institutions=d existing

patternsof patient referralend continuingeducation;it sho~d

.. encompassa sufficientpo~ation base for effectiveplanningmd

a se of expensiveand complexdiagnosticand treatmenttechniques.

E. CooperativeArrangementsAmongResourcesWithin the Region

It is recognizedthat the fdl developmentof aRegiond

Medicd Program,which involvesPtenti~Y ~ me~c~ institutions>

organizations,md personnelwitti the region)cotid t*e a n~ber of

yearsin many areas. The program emphasizesthe developmentof

cooperativearrangementsw~ch are effectivein Wtig the latest

scientificadvmces in these diseasesmore widelyavtilable. Consid-

erableflexibilityis protidedfor the developmentof cooperative

arrangementsthat are appropriateto the needs~ resoucesj =d patte~s

of the region. The cooperativearrangementsshotid: 1. Encouragea

cooperativeattitudemd stimtiateparticipationmd initiativeamong
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the programelements; 2. Provide for the necessarydecision-making

frameworkfor the activitiesconductedunder the RegionalMedical

Programgrant; 3. Includeadministrativeand fiscalarrangements,

which providefor adequateprogramcoordinationand fiscalaccountability;

4. Provide for effectiveadministrationof centralprogramelements

which serve the entireregion; 5. Includemechanismsfor the evaluation

of the effectivenessof the RegionalMedical Program,includingthe

acquisitionof uniformdata for the use in evaluatingeffectivenessand

the means to evaluatespecificprogramelementsof the RegionalMedical

Program; 6. Provide for continual

furtherdevelopment.ofthe Regional

F. InterregionalCooperation

planningand implementationof the

Medical Program.

me definitionof a particularregionnecessarilyrequirescon-

siderationof relationshipsto adjoiningregions. Interregionalcooper-

ation is to encouraged,especially.inprogramelementswhere a uniform

approach is desirable. Some exampleswhere interregionalcooperation

might be beneficialinclude: 1. Developmentof standardizedcriteria

for data gatheringand analysis; 2. Continuingeducationprograms

drawingon the educationalresourcesof more than one region; 3. Referral

of patientsfor highlyspecializeddiagnosisand treatmentnot available

in every region; 4. Program planningand coordinationbetweenregions.

Regionalboundariesshouldnot cut off existingrelationships

and patternsand shouldnot operate to the detrimentof the objectives

of the legislation.



-17 -

G. The RegionalAdtison Group

The Act specifiesthat an applicantfor a planninggrantmust

designatea RegionalAdtisoryGroup. The Act dso specifiesthat the

AdvisoryGroup must approvean applicationfor m operationalgrant mder

Section904. The AdtisoryGroup must includepracticingphysicians,

medicd centerofficials,hospitala~nistrators, representativesfrom

appropriatemedicd societies,other health professions,volunta~

healthagencies,md representativesof other organizations,tistitutions,

md agenciesand membersof the public ftiliar with the need for the

sefices protidedmder the program. It shodd be broa~y representative

of the geographicareas and of the socialgroupswho will be servedby

E the RegionalMedicd Program.

e\ The RegionalAdtisoryGroup shotidprotide overalladviceand

@dance to the grmtee in the plming and operationalprogramfrom the

initialstepsonward. It shodd be activelyinvolvedin the retiewand

@dance and in the coordinatedevaluationof the ongoing planningad

operatingfunctions. It shotidbe constitutedto encouragecooperation

amongthe institutions,organizations,health personnel,stateand local

healthagencies,and with the state

concernedwith contentingretiewof

plming and operationalactivities

Medicd Programand particfiarlytith the effectivenessof’these

activitiesin attainingthe objectiveof improvedpatient care. There-

fore,

Hill-Burtonagencies. It shoddbe

the degree of relevanceof the

to the objectivesof the Region~

AdtisoryGroup members shotidbe chosenwho will provide a

backgromd of knowledge,attitudesand e~erience.
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me grantee institutionnamed on the face page of the application

is legallyand administrativelyresponsiblefor the conductof the

RegionalMedical Program. The AdvisoryGroup does not have direct

administrativeresponsibilityfor the program~but the clear intentOf

the Congresswas that the AdvisoryGroupwould insurethat the Regional

Medical Program is plannedand developedwith the continuingadvice

and assistanceof a group which is broadlyrepresentativeof the health

interestsof the region.,The AdvisoryGroup,therefore,iS an inherent

elementof a RegionalMedical Programthathelps to accomplishthe basic

objectiveof broadlybased regionalcooperation.

In order to serve these purposesthe AdvisoryGroup should

operateunder establishedprocedureswhich insure

appropriateindependenceof functionand advice.
.

is expectedto preparean annualstatementgiving

continuityand

The AdvisoryGroup ‘“

its evaluationof

effectivenessof the regional

the RegiondMedical Program.

H. Relation.ofRegional

cooperativearrangementsestablishedunder

Medical Programsto Programsof Other

Health & encies

An essentialfunctionof RegionalMedicalProgramsis.to plan

and t. p e~ironment for coordinatingthe health resourcesof

the Nation in order to assure the availabilityof the best of medical

care to all persons. It is not the intentof a RegionalMedical Program

grant to supplantother sourcesof supportfor the various program

e
,

,
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0\’ elementsthat are related to achievingits purpose. The RegionalMedical

Programprovidesan opportunityto introduceprogramactivitieswhich

draw upon and effectivelylink activitiesalreadysupported,or support-

able in the future,throughother sources. Currentexamplesof other

Federalprogramsthat provideessentialinputsinto the health resources

of the region are: 1. The Bureau of State Services; 2. The Bureau

of Medical Services; 3. The National
.

the NationalHeart Institute,National

Instituteof NeurologicalDiseasesand

of the Departmentof Health,Education

Institutesof Health, particularly

CancerInstituteand National

Blindness; 4. Other constituents

and Welfare,particularlythe

SocialSecurityAdministration,the Office of Education,the Vocational

RehabilitationAdministrationand the WelfareAdministration;and

o,-5. Other governmentagencies,particularlythe Officeof Economic

Opportunityand the VeteransAdministration. The RegionalMedical Program

grantsshould concentrateon catalyzingand synthesizingefforts in
t

achievingmore effectivecommunicationamong all of the

elementsin the region.

New sourcesof possiblesupportfor activities

health related

relatedto the

RegionalMedical Programsshouldalso be consideredduringboth the

planningand operationalphases. For example,the reimbursement

principlesfor hospitalsand other providers.of Medicareservicesshould

make availableto these institutionsadditionalamountsof capital

funds,which may contributeto accomplishingthe objectivesof the
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@
)

RegionalMedical Programsthrougha cooperativeapproachto the use

of medical resourcesin the region.

In order to assurecoordinationwithin the FederalGovernment,

the Divisionof RegionalMedical Programsis developingan active

exchangeof informationwith these agenciesto assurethat all pertinent

activitiesare effectivelyinterrelated.

.e
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111, POLICIESAND DEFINITIONS

A. Policies

1. GeneralResponsibilities- The named grantee is obligated,both

for itselfand cooperatinginstitutions,to administerthe grant in accordance
.-

with regulationsand policiesof the Divisionof RegionalMedicalPrograms.

Mere a-policyis not statedor where the institutionalpolicy is more

restrictive

prevails.

requirement

than the RegionalMedical Program policy, institutionalpolicy

GeneralAssurances- Specificattentionis directedto the

to honor the assurancesprovided in the Act.
.

0 The recipientof a planninggrant must complywith the assurances

in Section903 (b),namely:

a. reasonableassurancesthat Federal funds awardedto any

granteewill be used only for the purposes for which awardedand in

accordancewith the applicableprovisionsof the Act and the regulations

thereunder,

b. reasonableassurancesthat the granteewill providefor

such fiscalcontroland fund accountingproceduresas are requiredby the

SurgeonGeneral to assure proper disbursementin the accountingfor such

federalfunds,

c. reasonableassurancesthat the granteewill make such

reportsin such form and containingsuch informationas the SurgeonGeneral

may from time to time reasonablyrequire,and will keep such recordsand afford

bsuch access theretoas the SurgeonGeneralmay find necessaryto assurethe
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correctnessand verificationof such reports,and

d. a satisfactoryshowingthat the granteehas designatedan

advisorygroup to advise it (and the institutionsand agenciesparticipating

in the resultingregionalmedical program)in formulatingand carryingout

the plan for the establishmentand operationof such regionalmedicalprogram.

The advisoFygroup includespracticingphysicians,medical centerofficials,

hospitaladministrators, representativesfrom appropriatemedical societies,

voluntaryhealth

institutionsand

carriedon under

for the services

agencies,and representativesfrom other organizations,

agenciesconcernedwith activitiesof the kind to be

the programand members of the public familiarwith the needs

providedunder the program.

The recipientof an operationalgrantmust complywith the assurances

under Section 904 (b), namely:

a. Federal funds awarded to any grantee (1)will be used in

accordancewith applicableprovisionsof the Act and the regulationsthere-

under and (2)will not supplantfunds that are otherwiseavailablefor

establishmentor operationof the RegionalMedical Programwith respect

which this grant is made.

b. The granteewill provide for such fiscalcontrolas fund

accountingproceduresas are requiredby the SuregeonGeneralto assure

proper disbursement-ofan accountingfor such federalfunds.

to

c. The granteewill make such reportsin such form and containing .

such informationas the SurgeonGeneralmay from time to the reasonablyrequire

and will keep such recordsand afford such accesstheretoas the SurgeonGeneral
.
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0 may find necessaryto assure the

and

d. Any laboreror

subcontractorin the performance

correctnessand verificationof such reports,

mechanicemployedby any contractoror

of work on any constructionaided by

paymentspursuantto any grant under this sectionwill be paid wages at rates

not less than those prevailingon similarconstructionin the localityas

determinedby the Secretaryof Labor in accordancewith the Davis-BaconAct,

as amended (4O USC 276a--276a-5);and the Secretaryof Labor shallhave

with respectto the labor standardsspecifiedin this paragraph,the

authorityand functionsset forth in ReorganizationPlan Numbered 14 of 1950

(15FR3176; 5 USC 1332-15)and section

amended (40 USC 276c).

D
3. Surveys or Questionnaires

2 of the.Act of June 13, 1934,as
. .*

- Surveysor questionnairesarising

from and supportedby a grant should includea positivestatementclearly

settingforth that the contentsare in no way the responsibilityof the

PublicHealth Service.

4. SystemsAnalysis- This policystatementis to be used by those

applicantswho desire to incorporatesystemsanalysismethodologiesinto

theirapplications.

The use of systemsanalysismethodologiesin regionalmedical programs

is encouraged,but only to such an extentas it is consideredapplicableas

an essentialintegralcomponentof the individualprogramproposedby the

applicant. The applicantshouldemphasizethe developmentof innovative,

adequatelyformulatedstudiesof realisticallyrestrictedproblemsinvolving

the applicationof “systems”

B

methodologiesrather than submitan application
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dominatedby generalproposalsfor the utilizationof large scale ‘systems”

approachesfor the design of a regionalmedical program.

The Divisionof RegionalMedical Programswill explore through

contractsand selectivestudiesthe applicabilityof systemsanalysisto

the planningand implementationof a regionalmedical program. One approach

to the use of systemsanalysisin currentgrant applications,within the

frameworkof this policy, is the incorporation of l~ited numbers of

personnelwith such analyticskills into the planningprocess. These

personnelmay come from universitydepartmentsor schoolsof industrial

engineering,schoolsof publichealth, commercialsystemsfirms, those

with experiencein programplanningand budgeting,and a variety of other

sources. It is expectedthat from such a beginningareas worthy of more

detailedacttvitymay well become apparentand qualify for subsequent e

additionalgrant support. Applicantsare encouragedto direct any

questionstheymay have relativeto the use of systemsanalysis to the

Divisionof RegionalMedical Programs.

5. Publications- Granteesmay publishmaterials relatingto their

regionalmedical programwithout prior reviewprovidedthat such publications

carry a footnoteacknowledgingassistancefrom the PublicHealth Service,and

indicatingthat findingsand conclusionsdo not necessarilyrepresentthe

views of the Service.

6. Patentsand Inventions- The Departmentof Health, Educationand

Welfare re~lations (945F.R., Part 6 and 8) provideas a conditionthat all

inventionsarisingout of the activitiesassistedby Public Health Service
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&
rantsmust be promptlyand fully reportedin the Public Health Service. hy

process,art or method, machinemanufactureor improvementthereof,may

constitutean inventionif it is new and useful and would not have been

obviousto a personhavingskill in the art to which it relates.

In order-forthe PublicHealth Service to carry out its responsibility

under these patentregulations,it is essentialthat the Servicebe advised

beforeawardingGovernmentfunds of any commitmentsor obligationsmade by

the institutionsor by the professionalpersonnelto be associatedwith the

activitiescarriedon under the grantwhich would be in conflictwith the

inventionsagreement. When submittingan applicationfor RegionalMedical

Programs,the granteemust provide in letterform either:

a. a statementindicatingno previouscommitmentsor obligations

@

““ have been made, or

b. a detailedexplanationof.such commitmentsor obligations

where they do exist.

One such letterwill suffice for the named granteeand all cooperating

institutionsreceivingsupportunder the grant. It is the responsibilityof

the institutionnamed as the granteeon the applicationto ascertainthe facts

relatingto patentsand to report these on behalf of all entitiesparticipating

in the RegionalMedical Program.

In subsequentyearsan annual inventionstatementForm PHS-3945must

be filedwhether or not an inventionhas occurred. Where there are no

inventionsto report,a singleform PHS-3945is all that is requiredfor the

institution named on the applicationas the granteeand for all cooperating

institutions.Where thereare inventionsto report,a separateannual

@

inventionstatementmust be filed for each one. Here again, it is the
‘*.
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responsibilityof the granteeto reporton behalf of itselfand all other

entitiesparticipatingin the RegionalMedical Program. The Regional
.

Medical Programgr’antfor the followingyear will not be issueduntil the

inventionstatementform PHS 3945 has been teceivedby the Division of

RegionalMedical Programs.

7. Other PublicHealth ServiceGrant Policies- The following

PublicHealthService grantpoliciesare also applicableto any such

activitiessupportedthrougha regionalmedical programgrant:

a. ClinicalResearchand InvestigationInvolvingHuman Beings -

This policy statement currentlybeing revisedby PublicHealth Service.

b. Protectionof IndividualPrivacy in Researchand Investigation-

(~) Administrationof personalitytests, inventoriesor

questionnaires.No grant or award of the PublicHealth ServiceExtramural

Programsin supportof researchor inve~tigationinvolvingthe administration

of personalitytests, inventoriesor questionnairesshall be awardedby the

PublicHealth Serviceunless the applicationincludesa descriptionof the

msMer in which the rightsand welfareof the subjectsare assured,that is,

how their informedconsentis obtainedor why this consent is deemed’
.

unnecessaryor undesirablein the particularinstance.

(2) In~estigationsof personsbelow the collegeagelevel.

No grant or award of PublicHealth ServiceExtramuralProgramsin supportof

researchor investigationinvolvingadministrationof investigationalprocedures

to personsbelow the collegeage levelshallbe awardedby the Public

Health serviceunless the a includesa descriptionof the manner

in which the rights and.responsibilitiesare respected,that is, how the informed y-

e
j
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consentof the parents or guardiansis obtained,or why this consentis

deemedunnecessaryor undesirablein this particularinstance.

The professionaljud~ent of the granteewill determinewhat

constitutesrespect for the rights and responsibilitiesof parentsor guardians,

what constitutesinformedconsents‘andwhat constitutesa validationfor

deemingthis consent to be unnecessaryor undesirablein a particularinstance.
..

c. Animal Care - Each person assignedor appointedto a project

receivingany PublicHealth Service supportis requiredto exercise

everyprecautionto assure proper care and humane treatmentof researchantials.

The booklet,Guide for LaboratoryAnimals,Facilitiesand Care (PHSPublication

#1024) shouldbe obtained from the Divis<onof ResearchGrants, Information

@

,7
ffice,NationalInstitutesof Health,Bethesda,Maryland, 20014.

The Public Health Serviceendorsesthe followingguiding

principlesin the care and use of animals:

(1) Animals shouldbe acquired,retained,and used in

compliancewith applicablestate and local law.

(2) Animals shouldreceiveevery considerationfor their

bodilycomfort,be kindly treatedand properlyfed, be kept in sanitarY

facilities,and be providedwith suitablemedical care.
9

(3) With any operationlikelyto cause greaterdiscomfort

than that attendinganesthetization,the animal should firstbe rendered

incapableof perceivingpain and shouldbe maintainedin that conditionuntil

the operationis ended. Exceptionsshouldbe made only when anesthesiawould

defeatthe objectiveof the experiment. In such cases> the anesthesiashould
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observations.

animal, aseptic
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only so long as it is absolutelyessential

(4) If the nature of the study requires

for the necessary

survivalof the

precautionsshouldbe obsened during the operation,and

care shouldbe taken

to precautionstaken

severely incapacited

the animal shouldbe

to minimizediscomfortduring convalescencecomparable

in a hospitalfor human beings. If the animal iS

and survivalis not a requirementof the expertient,

sacrificedin a humanemanner immediatelyfollowing

final observation.

B. Definitions

1. ApprovedProgram- An approvedprogram is an identifiedactivity

approvedby the Divisionof RegionalMedical programsfor support for a 6

specificperiod of time.

2. Budget Period - The budget is the period of time within a

program coveredby a specificbudget,usually 12 months.

3. ClinicalResearchCenter - A ClinicalResearchCenter is an

institution(or part of an institution),the primary functionof which is
.

research,tra,iningof specialists}and demonstrationsand which, in connection

therewith,providesspecialized,high-qualitydiagnosticand treatment

services“forinpatientsand outpatients. The clinicalresearchcentermay

be a part of the medical centeror it may be a separateinstitution.

4. Construction- Constructionmeans alteration,major repair (tO

the extent permittedby regulations),remodelingand renovationof existing
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buildingswith prior approval(includinginitial

replacementof obsolete,built-in (as determined

regulations)equipmentof existingbuildings.

5. Grant - A grant is the total amount

equipmentthereof),and

in accordancewith

of direct and indirect

costs

for a

which is awardedto a granteefor supportof an approvedprogram
.

specificperiod of time.

6. Grantee - The grantee is the applicantinstitutionwho is..

on the face page of the applicationand who assumesresponsibilityfor

named

the grant.

7. Hospital- The term “hospitalnincludesgeneral, tuberculosis,

and other types of hospitals, and relatedfacilities,such as laboratories,

out-patientdepartments(nurses’home facilities), central servicefacilities

operatedin connectionwith hspitals , -andother health facilitiesin which
.

e
local capabilityfor diagnosisand treatmentis supportedand augmented

.+
by the programestablishedunder thisAct. It does not includeinstitutions

furnishingprimarilydomiciliarycare. Proprietaryhospitalsmay participate

in the RegionalMedical Programbut may not be fundedunder the Act,

8. Medical Center- Medical Center is a medical schoolor other

medical institutioninvolvedin postgraduatemedical trainingand one or

more hospitalsaffiliatedtherewithfor

purposes.

9. Non-Profit

means an institutionor

non-profitcorporations

inures,or may lawfully

or individual.

- Non-profitas

agencywhich is

or associations

teaching,research,and demonstration

applied to any institutionor agency

owned and operatedby one or more

no part of the net earningsof which

inure, to the benefit of any private shareholder

10. PracticingPhysician- A practicingphysicianis any physician
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6
licensedto practicemedicine in accordancewith applicablestate laws.

11. ProgramPeriod - The programperiod is the time for which new

or continuingsupporthas been recommended. The initialgrantsmay be for

any periodup to June 30, 1969.

12. RelatedDiseases -

can reasonablybe consideredto

canceror stroke.

Related diseasesare those diseaseswhich

bear a direct relationshipto heart disease,

e

.

Q,
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Iv. GE~ML GRANT INFORMATION

A. Types of Grants

. 1. Planning - Section 903 of the Act authorizesthe Surgeon
..

General,upon the recommendationof the NationalAdvisoryCouncilon

RegionalMedical Programs,to make grants to assist in the planningand

developmentof RegionalMedical Programs.

2. Operational- Section904 authorizes

also upon recommendationof the NationalAdvisory
~.

*
edicalPrograms,to make grants to assist in the

the SurgeonGeneral,

Councilon Regional

establishmentand

operationof the RegionalMedicalPrograms. The initialauthorization

of this program throughfiscalyear 1968 indicatesthat operational

grantsunder Section 904 will be consideredpilot projectsfor the

establishmentand operationof RegionalMedicalPrograms. The designa-

tion of operationalprogramsas pilot projectsemphasizesthe exploratory

nature of the first period of authorization.

3. Supplemental- The exploratoryand developmentalaspects

of a RegionalMedical Program,both in the planningand operationalphases,

lead to the expectationthat the granteewill wish to add additional

9
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\

programelementsor to expandexistingprogramelementssubsequentto

the award of the initialgrant. The practiceof submittingrequests

for supplementalfunds is encouragedinsofaras the submissionof a

supplementalrequest is preferableto the inclusionin the initial

applicationof program elementswhich representonly very preliminary

ideas or for which it is difficultto justifyparticularbudget requests.

Supplementalgrant requestswill be submittedon the same form as the

initialapplicationand will go througha similarreviewand award

process.

B. Relationshipof PlanningGrant to OperationalGrant

The Act does not providea specificsequentialrelationship

between planninggrantsunder Section903

Section 904. The operationof a Regional

shouldbe based upon soundplanning. For

and operationalgrantsunder

MedicalProgramobviously

example,one purposeof

planningfor a region is to help establishthe geographicboundaries

that are necessaryfor effectiveand efficientoperationof the region.

Planningalso providesan opportunityfor the advisorygroup to participate

in the initialstages

relevantplanningmay

In such instancesthe

of the program. In some areas of the country,much

have takenplace beforepassageof this legislation.

granteemay requestan operationalgrantwithout

having first appliedfor a planninggrantunder RegionalMedicalPrograms.
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@
A granteewho has repeiveda planninggrant need not wait for the

completionof that planninggrantbefore applyingfor an operational

grantunder Section 904. The granteemay wish ‘torequest fundsunder

Section904 to financeoperationalactivitieswhich representthe

firstelementsof a completeRegionalMedicalProgram. Such grants for

the partialimplementationof a RegionalMedicalProgramwill be awarded,

however,on the conditionthat the planningfor implementationof additional
.

phasesof the RegionalMedical Programwill proceed. Grants for partial

implementationwill be awarded for limitedttie periodsand the continuation

of such a grant will be conditionedupon the submission,review,and

approvalof additionalelementsof the completeRegionalMedicalProgram

by the end of the initialperiodof award. The purposeof these conditions
.

‘r is to allow initialsteps in the tiplementationof a RegionalMedical Program,

@ while at the same ttie, insuringprogresstowardthe full developmentof

the RegionalMedical Program.

Planning

programunder

by continuing

shouldcontinueafter the initiationof an operational

Section 904. This continuedplanningmay be financedeither

the planninggrantunder Section903, or by the inclusion

of the supportof planningactivitiesunder the operationalgrant.

Conversely,however,operationalactivitiesmay not be supportedfrom

planninggrant funds.

c* EligibleActivities

This sectiongives examplesof types of activitieswhich would be

eligiblefor supportunder a RegionalMedicalProgramgrant. The intent

of the program is to encourageinnovationsand creativityin the

B

developmentthroughcooperativeeffortsof program elementsto be included
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in the RegionalMedical Progrm. The listingtherefore

helpful in the understandingof the scope of a regional

rather than to be definitive.

is intendedto be t

medical program,

Many differenttypes of activitiescan be supportedunder a Regional

Medical Programgrant. Specialattentionmust be given to the functional

interrelationshipsamong the variousprogramelements,and how they relate

to the goals of the RegionalMedicalProgram.

Certainprogramelementsdeserve specialdiscussion. Applications

for a RegionalMedical Programgrant,both planningand operational,must

includespecificreferenceto programplans for educationand training

of healthpersonnel. Continuingeducationshouldreceiveparticular

emphasisas an integralpart of the total RegionalMedicalProgram.

However,meritoriousprogramsof continuingeducationpresentedin the

f
absenceof, or unrelatedto, plans.forthe fullerdevelopmentof a Regional -

Medical Programcannotbe supportedthroughgrantsunder this program.

Therefore,the relationshipof continuingeducationto other aspectsof

the proposedplanningor operationalactivitymust be indicated.

Both the planningand operationalphase of a RegionalMedicalProgram

should stress the developmentof more effectiverelationshipsbetween

ongoingresearchactivitiesin the fieldsof heart disease,cancer,

stroke,or related diseasesand the other proposedactivitiesof an

educationalor servicenature under the

RegionalMedical Program shouldseek to

between ongoingresearchactivitiesand

Medical Program,so as to assurethat the

toward the goal of tiproveddiagnosisand

RegionalMedical Program. The

maintainan effectiveinteraction

other aspectsof the Regional

activitiesspecificallydirected
.-.

&
treatmentmay receive the benefits ;,
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of future researchadvances.

1. Under PlanninE
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Grmt (includingFeasibilityStudies)The scope

of planningactivitieswhich are relatedto accomplishingthe objectivesof

the Region~Medicd Programscanbe qtitebroad. However,pl~ing ~d

conceptualizationconcernedwith general’healthmattersbut not relatedto

developmentof aRegiond MediCd Program shotidnot be included.

k general,planningshodd includestudiesof resources~distribution

of sefices, patientflow, md

specificprogramelementsthat

planningfor cooperationamong

programelementsthat are needed, design of

includesa mechanismfor program evduationj

institutions,and plming toward the more

effectivedistributionand utilizationof dl types of medicd resources.

The developmentand operationof regionalmedicd progrmsj indi~d~lly

oand co~ectively, cm be aidedby we~ conceived,properlyimplemented and
..

continuouscommunicationand publicinfomtion teckiques and activities

which are designedto protidea hum of understanding,participationad

supportaong cooperatingorgdzations and indi~du~s~ as well as mong

lay publicsfor whom the programswi~ be established.

TO plan and implementsuch activities,protisionfor includingProfes-

sionalstaffingmd budgetarysupportfor a communicationand public information

componentmay be includedin grant applications.

The emphasison continuingeducationin the Act deservesparticdar

mention. Creativeapproachesin the developmentand managementof

cooperativearrangementsto achievehigh qu~ity educationprogramsas well

as new ways of applyingeducation~ researchfindingsare titd. Indeed the
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history of the legislationitselfstimulatesthis aspect of regionalmedical

programs.

Examplesof activitiesfor considerationin planningin the area of

continuingeducationand trainingare: identificationof existing

educationaland trainingprogramswithin the region;evaluationof additional

educationaland trainingneeds in the region;projectionsof methods of

meeting thoseneeds includingspecificationof appropriatecurriculum

content,etc.; preliminarythoughtsrelativeto the mechanismof evaluatingthe

effectivenessof futureprogramsin meeting the needs; the relationshipof

continuingeducationand trainingprograms.to the overallobjectivesof the

RegionalMedical Programincluding

ing about cooperativearrangements

personnelwithin the region.

theiranticipatedeffectivenessin bring-

betweenthe varioushealth institutionsand

2. Under an OperationalGrant 1 Pilot projectsfor the establishment

and operationof a RegionalMedicalProgramcan covera great variety of

activities.

a. ContinuingEducationand Training- It is assumed that before

applyingfor an operationalgrant in this area, certainactivitieswill
..

have been undertakenduring the planningprocess (seeabove). Operational

grant funds can supportcosts of programsincludingteachingstaff,

equipment,educationalmaterials,transportation,rentalor renovation

of space and relateddemonstrationsof patientcare. However,the grant

may not supplantprevioussupportfor ongoingactivitiesin this area.

Documentationof the additivenatureof the proposedprogramshouldbe
\

made. Stipendsfor traineesand participantsin the programwill be
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\\
consideredofly when it is folly docmented that such funds are not available

from other sourcesand their e~enditure is absolutelynecessaryfor the

implementationof

In instmces

requestedspecial

programincluding

participants,and

the program.

wheremajor expendituresfor equipmentand suppliesare

emphasisshodd be given to measurementof effectivenessof the

measurementsin changein performanceof participants,numbersof

degreeinformationproducedmight be applicableto other

regionalmedicd programs. There shodd dso be acknowledgementof related

effortsalreadyaccomplishedby otherswith indicationsof how proposed

projectwi~ extend those efforts. It is ~ticipated that suchmajor invest-

ments for equipmentand supplieswiU more appropriatelybe in pilot projects

r or operationalgrantsrather than in feasibilitystudiesor planninggrants.

# Considerationsunder the RegionalMedicd Progrms will be given to

contentingeducationand trainingprogramsfor medica> alliedhe~th

personneland associatedprofessions. However,it shodd be emphasized

that the primaryintentof the legislationin this area is the supportof

those activitiesthat are beyond those no~ly acceptedas basic preparation

for work in the healthfield. Thus, supportof basic programsin medicd

education,residencytraining,md basic educationand trainingin allied

healthareas is not notily anticipated. Ifj however}the applic~t

can demonstratethat funds are not availablefrom other sourcesand the

particdar basic education progra is essentialto the successof the

RegionalMedicd Programthen considerationwi~ be given to such a request.

Applicmts are encouragedto exploreinnovativetrainingapproaches

and the developmentof new types of health personnelto meet the man-

& ower needs of the region as identifiedin the planningprocess.
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b. Research- Researchinto bettermems of accomplishingthe

purposesand objectivesof the RegionalMedicd Program is supportable

under an operationalgrant. Since other PublicHealth Service grant

mechaisms protideexcellentmeans for the supportof biomedicd research,

the grmtee under a RegionalMedicalProgram is required to look to

these and other sourcesof supportas well. The support of research

activitiesthroughother PublicHealth Sertice researchsupportmechanisms

does not lessenthe importanceof planningand tiplementinga Regional

lledicd Progrm in a manner which insuresa close md continuouslinkage

between dl of the activitiesof the regionalprogram and the environment

of researchand teaching.

However,if specialjustificationexistsfor the supportof research

which is essentialto the effectiveaccomplishmentof the objectivesof t

the RegionalMedicd Program,and if it can be demonstratedthat the

other sourcesof supportare not appropriate,a limited amount of research

activitycodd be supportedunder the RegionalMedicd Program grant.

c. Demonstrationsof PatientCare - Demonstrationsof patient care

may be supportedwhen relatedto the research,training,and continuing
..

educationactivitiesof the program. The Act protides that the costs of

patient caremaybe supportedonly when such care is incidentto research,

training,or demonstrationactivitiesencompassedby the purposesof the

program and only if the patienthas been referredby a practici~lgphysician.

Grant funds co~d be used to pay.the,othercosts incidentto the demonstration

activity,ticludingstaff and equipment.

d. SUPW rt of AdministrativeCore - The grantmaybe used to pay .

the costs for the centrala~nistration of the total RegionalMedical &
:!
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Program. This codd includethe salariesof a program coordinatorand

otheratinistrati~’estaff as well as the other costs incidentto the

centralcoordinationof the Regional]IedicalProgrm.

e. Uteration and Reno~ation- Ninety percentof the costsof

alterationmd renovationmaYbe chargedto operation grants. NO such

chargesare permittedto pl~ing gr~ts.

f. ComunicatiOn Systems- A grat may supportthe purchaseor

rentalof communicationsystemsto be used for educational)diaaostic

or other purposes. However,if such requestsrepresentmajor f~ding

investments,they shofidinclude (as mentionedunder ContinuingEducation

md Trainingabove)documentationof: the measurementsof effectiveness
-

of the progrm; the numbersof people affectedby the system;the degree

& o which the informationproducedmight be generalizedto otherRegional

Medic~ Programs;ad kowledge of related effortsalready accomplished

by otherswith indicationsof the ~er by which the proposedproject

will extendthose efforts.

~ications and fiblic Information- A commmication md publicg* co

informationcomponentas an integralpart of the proposed regionalmedicd

progrsmmight include:

Utilizationof a qualifiedcommmication and public information

specidifi, and necessarysupportingstdf, in both plming ~d

operationalactivities.

Developmentof studies to evaluateprofession~ =d public

attitudestowardthe progras.

@

Developmentmd maintenanceof a flow of professionaland

.,. generalinformationto ~ specialand generalinterestgroups
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and publics,among other existingregionalmedicalp

between them and the Divisionof RegionalMedical Programs.

Preparationand distributionof printed,visualand

other informationmaterialfor professionaland lay publics.

participationof this componentin Planningand conducting

programs,seminars,conferencesand othermeans of exchanging

professionalgeneral information-

Plans that do not specificallyfurtherunderstanding,participationand

supportas previouslydefined,or which would appear to provideonly for

publicityforthe programand aggrandisementof its officials,should not

be included.

Questionsrelatedto theseaspectsof a proposedprogramrnaY

directed to the Divisionof RegionalMedicalProgramsfor answers
-

consultation.

h. Computers-“Grant funds may be used to purchasecomputer

be

6or special.

time,

or if the needs of the programare sufficient~the rental of a comPUter*

As with all other activities,the costsof acquiringcomputercapability

must be measuredagainst the benefitsto be derivedfor the program.
..

i. Diagnosticand TreatmentEquipment- FundsmY be used to

purchasediagnosticand treatmentequipmentwhich is identified,through

the planningprocess,as being a specificneed of the region in carrying

out the

planned

jb

used to

purposesof the program. The locationof such equipmefitshould be

with its efficientand effectiveuse in mind.

Supportof Staff in CooperatingInstitutions- The grant can be

pay the salaryof staff involvedin the conductof the Regional

&

i
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MedicalProgram,not only in the grantee institutionbut also in the

other institutionscooperatingin the program. me levelof salary

supportmust be consistentwith the salarypoliciescf the institution

concerned. The staffmight be engaged’in supervisingand coordinating

the activitiesof the RegionalMedical Program in the institutionor be

involvedin specificprogram elements, such as thosediscussedabove.

k; ‘ConsultantServices- The grant could pay for consultant

servicesrelatedto any programelementof the RegionalMedical Program

and justifiedas themost effectivemeans of accomplishinga particular

purpose to be served.

1, Transportationof Patients- men justifiedas the most efficient
-

means of carryingout the purposeof the program,grant funds may be used to.

‘a
ay the costs of transportationof patientsreferredfor diagnosisand..

treatmentin other institutionsas part a research,trainingor demon-

strationprogram. The use of grant funds to pay transportationcosts should

be carefullyweighedagainst the use of funds for other activitieswithin

the RegionalMedicalProgram.

D. Relationshipto Other Sourcesof Support

It is expectedthatno institutionalfunds formerlydevoted to

theseactivitieswill be displacedby the use of the RegionalMedical

Programgrant.

grant funds for

seekadditional

MedicalProgram.

Not only should the granteeavoid substitutingthese

other sourcesof support,but he shouldalso continueto

resourcesfor carryingout the objectivesof the Regional
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E. Single Grant Approach

Planningas well as operationalgrantswill each be single

instrumentsof supportfor activitiesunder the RegionalMedical Programs.

me singlegrant approachis intendedto insurean appropriatedegree of

cohesivenessin the cooperativeapproach.
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V. PMP~TION AND RHVIEW OF APPLICATIONS’

A. EligibleApplicants

The followingare eligibleapplicantsfor both planningand

operationalgrants: public,or privatenon-profituniversities,medical

schools,researchinstitutions,and other public,or non-profitprivate
.

agenciesand institutionslocatedin any

Puerto Rico, or the Virgin Islands. The

representthe participatinginstitutions

state,the Districtof Columbia,

applicantmust be authorizedto

who proposeto be involvedin

the planningand operationof the RegionalMedicalProgram. The applicant

must be able to exerciseprogramcoordinationand fiscalresponsibilityin

assuringthe effectiveuse of the grant funds.

@

The applicantis legally

esponsiblefor expenditureof fundsboth by itselfand cooperating

institutions.

B. Method of ObtainingApplication

Applicationform NIH-925, which is used both for planningand

operationalgrants,whether they are new, continuation,or supplemental,

may be obtainedby writing the Divisionof RegionalMedicalPrograms,

NationalInstitutesof Health, Bethesda,Maryland,20014.

c. Method of PreparingApplication

Applicationsshouldbe ?reparedin accordancewith information

containedin these guidelinesand with the specificinstructionsincluded

with the application.
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D. Review of Application

Applicationswill be reviewedby the staff,by consultantsto

the Divisionof RegionalMedicalPrograms,ana as requireaby statute,

by the NationalAavisoryCouncilon RegionalMedicalPrograms. Unaer

terms of the law, a grantmay not be awaraedunless it has been recommenaea

for approvalby the NationalAavisoryCouncil.

The rigorousreviewprocessrequiresthat sufficientinformation

be providedin the applicationto enablethe reviewersto reach consiaerea

and informedjudgmentsconcerningthe nature> feasibilityana soundnessof

the proposaland to weigh the use of grant funasfor the particular

proposalagainstbenefitsto be gainea from the use of grant funds

elsewhere.

A complete,informativeapplicationwill facilitateana expedite
@

the reviewof an application. W-en necessaryin the juagmentof the staff

or consultants,additionalinfor~tion or justificationmaY be required

eitherby supplementaldocumentsor by conferencesana visits.

E. Notificationof Applicant

Copiesof a Notice’ofGrant Awarded are sent to the grantee. This

notice indicatesthe programperiod,the amountbeing awtiraea(including

thebudget period covered),and any specialconditionsunaerwhich the

grant is awarded.

..
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F. FinancialManagement.

1. GeneralRequirements- Fundsgrantedmay be used only for

services,materialsand other itemsrequiredto carryout the approved

program. CircularA-21 of the Bureauof the Budget shouldbe used to

the extentpracticablein determiningallowablecostsrelated to the

grants for RegionalMedicalPrograms. Were the Divisionof Regional

MedicalProgramsrequiresprior approvalfor itemsnot listed in the

approvedbudget,a written requestmust be made by the grantee to the

Divisionof RegionalMedicalProgramsin advanceof the performanceof

the act which requiresthe obligatingor expenditureof funds.

2. The Amount Awarded - There is no fixed limitationon the

amountof funds that may be awarded. The.budgetmust have a direct

@

elationshipto the activitiesproposed. The size of the various program

- elementsincludedin the budget shouldbe carefullyconsideredin terms

of the relativeeffectivenessin accomplishingthe purposesof the Regional

MedicalProgram. The budget shouldalsohave a directrelationshipto

reasonableexpectationsfor the rate of implementationof the proposed

programs.

3. Direct Coscs - The tollowingare examplesof direct costs

thatmay be charged to a RegionalMedicalProgram grant:

a. Personnel - Salaries,wages,and fringebenefitsof

personnelin proportionto the time or effortexpendedon the program

and in accordancewith institutionalpolicy,may be charged to this

category. Adequate time and effortrecordsmust be maintainedin order

to substantiatethese costs.

the
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>
ConsultantCosts - Grant fundsmay be used to pay

for servicesrelatedto any program elementof the

RegionalMedicalProgramprovidingthat these servicesare the most

effectivemeans of accomplishinga particularpurpose,and that the

consultantis not on the staffof the granteeor cooperatinginstitution.

If consultationis obtainedfrom a staffmember of the grantee or

cooperatinginstitution,a proportionateamount of his regular salary

may be paid by the grant. In either case, consultantcosts must be

supportedby a clear statementof servicesperformedand if appropriate,

the numberof man days of service.

c. HospitalizationCosts - The method of determining

hospitalizationcosts is stillunder considerationby the Divisionof

RegionalMedicalPrograms. It will be distributedat a later date.

d. Travel - Per diem reimbursementsto travelers, personal f -.

transportationcharges,and reimbursementsfor authorizeduse of

personallyowned automobilesare chargeableunder this category.

Less than first class travel accommodationsshall be used

exceptin extenuatingcircumstances. Automobilemileage and any foreign

travelmst be in accordancewith institutionpolicy. Any foreigntravel.

must receiveprior approvalfrom the Divisionof RegionalMedicalPrograms.

e. Rent - The expensesfor rental of facilitiesnot owned

by the granteeor participatinginstitutionmay be charged in proportion

to the spaceactuallyutilizedfor the program. Rental costs may not

be in excessof comparablerentals in the particularlocality,and must

be in accordancewith institutionpolicy.
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f. Communication- That portionof communicationcharges

necessaryto the planningor implementationof the programor project

may be chargedto this category. In no case may institutionallocal

and regularmonthly telephonecosts and normal postage chargesnot

relatedto the RegionalMedicalProgramsbe

g* Printingand Reproduction-

brochures.and othermaterialsnecessaryfor

to this category.

chargedto the grant.

Printingof pamphlets,

this programmay be charged

h. Equipment- Rental and purchaseof equipmentfor the

planningor implementationof a programmay be chargedto this category.

Wen acquiringequipment,considerationof the relativeadvantagesof

leaseversuspurchaseshouldbe considered.

o i.Alterationand Renovation (HConstructionM)- Under the

Act “constructionHmeans alteration,restorationto a sound state,

remodelingand renovationof existingbuildings (includinginitial

equipmentthereof),and replacementof obsoletebuilt-inequipmentof

existingbuildings. Built-inequipmentis equipmentaffixedto the

facilityand customarilyincludedin a buildingcontract. The applicant

is requiredto furnishin sufficientdetail plans and specifications,as

well as a narrativedescription,to indicatethe need, nature and purpose

of the proposed“construction.”

Operationalgrant fundsmay not supportmore than 90% of the

cost of such “construction”or equipment.
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New facilitiesmay not be constructedunder this program.

Mere constructio~of new facilitiesis considerednecessaryfor

furtheringthe program,the applicantmay seek constructionfunds

under other applicableFederalprograms,such as the Hill-Burton,

Health ResearchFacilities,and the Health

Assistanceprograms.

j. Direct Costs not Permitted

or chargesare not allowable:

ProfessionsEducational

- The followingdirect costs

(1) Honorariaas distinguishedfrom consultantfees

(2) Entertainment(costof amusement,socialactivities,

entertainmentand incidentalcosts thereto,such as

meals, lodging,rentals,transportationand gratuities).

(3) Papent to Federal employees

(4) Petty cash funds

(5) Subgranting(a subgrantis any allocation

fundsby the granteeto other individuals

organizationsfor

institutionnamed

purposesover which the

on the applicationdoes

scientificand financialresponsibility.

of grant

or

grantee

not maintain

A g>antee

may contractfor services,but may not subgrant.)

4. IndirectCosts - Institutionalindirectcost rateswill be

based on the percentagerelationshipthat total institutionalindirect

cost is to the total direct salariesand wages paid by the institution

(not just the researchindirectcost pool).
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B Data taken directlyfrom the granteeor cooperating

institutionsmost recent annual financialreportand immediately

availablesupportinginformationwill be utilizedas a basis for

determiningthe indirectcost rate applicableto a RegionalMedical

Programgrant at the institution.

Total expendituresas taken from the most recentannual

financialreportwill be adjustedby eliminatingfrom furtherconsideration

the followingitems

a. The

materiallyincrease

or categoriesof expenditure:

costs of equipment,buildings~and repairswhich

the value or useful life of buildingsor equipment.

However,depreciationand use chargesmay be includedin

determiningtotal expenditure. .

B

b. Advertisingother than for recruitmentof personnel,

procurementof scarceitems or the disposalof scrapor surplusmaterial.

c. Bad debts

d. Contingencyreserves

e. Commencement.and convocationcosts

f. Entertainmentcosts

g. Fines and

h. Interest,

i. Losses on

penalties

fund raisingand investmentmanagementcosts

other agreementsor contracts

j. Profits and losseson dispositionof plant, equipment,

or other capitalcosts.
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k. Public informationservicescosts

1. Scholarshipsand studentaid costs

m. Specialservicescosts incurredfor generalpublic relations

n. Studentactivitycosts

o. Studentdormitorycosts

P. Studentservicescosts

q= Costsused in arrivingat a hospitalizationrate or

interdepartmentalcharge

and

r. Unrelatedhospitalcosts

s. Other inappropriatecosts

mere any types of expenseordinarilytreatedas general

generalexpensesor departmentaladministrationexpenses

administration

are chargedto

@
a Divisionof RegionalMedical Programsgrant as direct costs,the similar

type of expensesapplicableto other activitiesof the institutionmust,

throughseparatecost groupings,be excludedfrom the indirectcosts

allowableto a Divisionof RegionalMedical Programsgrant.

The indirectcost rate will then be computedby dividingthe total

direct salariesand wages paid by the institutioninto the total adjusted

indirectcost incurredby the institution.
..

men, under an operationalgrant, the cooperatinginstitutions

are preparingtheirbudgets for submissionto the grantee,the

institutions’indirectcost rates,based on salariesand wages, should

be statedin the budget. To substantiatethis rate, the cooperating
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institutionsshould supplythe granteewith

data, such a@ documentscertifyingthat the

adequatesubstantiating

overallinstitutional

indirectcost rate has been auditedand approvedby the PHS, another

Governmentagency,or an independentaccountingfirm. In addition,

the total institutionalindirectcost, and direct salariesand wages

shouldbe statedas separateamounts. The institutionshouldindicate

whether fringebenefitsare includedin the salaryand wage base or not.

A detailedindirectcost proposalshouldaccompanyeach new or continuing

grant application. Men an applicantis submittinga planninggrant .

applicationto the Divisionof RegionalMedicalPrograms,the above

proceduresalso apply.

Indirectcosts are thosewhich, becaugeof their incurrence

@
for common or jointobjectives,are not readilyidentifiedwith

usually

individual

projects. All

of the grantee

conductof the

costs representingchargesassociatedwith the activities

or cooperatinginstitutionswhich are supportiveof the

RegionalMedicalProgram,exceptthosewhich are specifically

approvedby the Divisionof RegionalMedicalProgramsas direct costs,are

classifiedas indirectcosts. The generaltypesof indirectcosts are:

a. General administrationand expenseswhich are incurred

for the executiveand administrativeofficesof an institution

receivinggrants, and other expensesof a generalcharacter

which do not relate solelyto any specificunit in the

institution,or to any specificprojectin the institution;
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b. Programadministrationexpenseswhich apply to

programactivitiesadministeredin whole or in part by

a separateorganizationor an identifiableadministrative

unit. Examplesof work relatingto grant programswhich

is sometimesperformedunder such organizationalarrangement

are: grant administration,purchasing,personnel,accountings

etc.;

c.

and

@eration and maintenanceexpensesincurredfor operating

maintainingan institution’sphysicalplant, including

expensesnormallyincurredfor administrationor supervision

of the physicalplant; janitorialservice;utilities?including

telephoneinstallationand maintenancecosts; and other expenses

customarilyassociatedwith the operation>maintenancespreserva-
t

tion, and protectionof th~ institution’sphysical facilities;

d. Reimbursementsand other receiptsfrom the Federal

Governmentwhich are

in whole or in part,

used by the institutionto supportdirectly,

any of the administrativeor service (indirect)

activitiesreceivedpursuantto an institution’sbase grant or
..

any similarcontractualarrangementwith the FederalGovernment

shallbe treatedas a credit to the total indirectcost pool.

Such set-offshallbe made prior to the determinationof the

indirectcost rate submittedto the Divisionof RegionalMedical

Programs. These creditsincludeindirectcost reimbursements
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containedin paymentsfor hospitalization,interdepartmental

chargesand centralizedfacilitiesoperatedby the institution.

5. Rebudgetingof Funds - The granteeor cooperating

institutionsmay depart from the approvedbudget and use the funds for

other items requiredfor the project,except for the followingrestrictions:

a. Grant‘fundsmay not be used for any purpose

contraryto the regulationsand policiesof.

the Divisionof RegionalMedicalProgramsor

the granteeor the cooperatinginstitutions.

b. Grant fundsmay be transferredbetweenbudget

categoriesto the extent that no categoryis

increasedor decreased-bymore than 20% of the

approvedbudget. Increasesor decreasesin a

budget categoryin excessof 20% must be approved

by the Divisionof RegionalMedical Programs.

6. Refunds - During the programperiod, refundsand rebates

shouldbe creditedto the account. Credits receivedafter the termination

of the programperiod shallbe returnedto the Public Health Service.

Checks shouldbe made payableto NationalInstitutesof Health, PHS,

DHEW, Bethesda,Maryland,20014.

a. Interestand other income - Interestor other income

earnedon grant fundsmust be returnedto the Public

Health Service.
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b. Royaltiesand Profits

materialare provided

e.- When the costs of publishing

from PublicHealth Servicegrants,

any royaltiesor profitsup to the amount chargedto the

grant for publishingthe material shallbe refundedto

the Public Health Service.

7. UnexpendedBalance- Continueduse o.fany unobligatedor

unexpendedfunds remainingin the grant accountat the.end of the budget

period shouldbe justifiedby the granteewhen the ExpendituresReport

is submittedto the Divisionof RegionalMedicalPrograms. If adequate

justificationis received,the Divisionof RegionalMedicalPrograms

will advise the granteethat such fundsmay be used during the subsequent

budget period. If inadequatejustification,or no justificationis pre-

sented,unexpendedfundswill be used towardpaymentof the total amount

requestedfor the subsequentbudgetperiod.
@The unexpendedbalance as “’

shown in the final ExpendituresReport must be returnedto the National

Institutesof Health,PHS, DHEW, Bethesda,Maryland,20014.

8. Obligationsor Expenditures- Obligations,commitments,

encumbrances,or expenditureswill normallybe made within the period

indicatedon the notice of grant award. Grant fundsmay not be used to

reimburseany such obligations,commitmentsor expendituresmade prior

to the beginningdate of the initialgrant for a new or renewalproject.

In exceptionalinstancesthe granteemay, at its own risk, prior to the
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eginningdate of a continuationaward, incur expenditureswhich exceed

existingDivisionof RegionalMedical PrOgr~s authorizationbut which

are consideredessentialto the conductof the project. The Division

of RegionalMedical Programsmay allow reimbursementof such expenditures

from the continuationgrant.

9. AccountingRecords and Audit -

. a. Accounting- Accountingfor grant fundswill be in

accordancewith the grantee and/orcooperatinginstitution

accountingpracticesconsistentlyappliedregardlessof the

sourceof funds. Itemizationof all supportingexpenditures

must be recordedin sufficientdetail to show the exactnature

of expenditures. Each recipientof grant funds shallkeep such

recordsas the SurgeonGeneralmay prescribe,includingrecords

which fully disclosethe amountand dispositionby such reci-

pient of the proceedsof such grant, the totalcost of the

programor undertakingin connectionwith which such grant iS

~de or used, and the amountof that portionof the cost of the

programor undertakingsuppliedby other sources,and to make

such records availableas

by authorizedpersonnel.

criteria:

will‘facilitatean

Such a systemmust

effectiveaudit

meet the following

(1) A specialgrant accountmust be establishedfor

each RegionalMedical Program grantand be maintained

at the grantee institutiondesignatedon the application.
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Responsibilityfor expenditureof fundsby ~

participatinginstitutionsmust be assumedby

the named grantee institution.

(2) The accountingrecordsat the granteeinstitution

shall provide the informationneededto identify

the receiptand expenditureof all programfunds

separatelyfor each grant. Expendituresshallbe

recordedby the componentprogram and budget cost

categoriesshown in the approvedbudget.

(3) Each entry in the accountingrecordsat the

granteeor cooperatinginstitutionshallrefer

to the documentationwhich supportsthe entry

and the documentationshallbe filed in such a c

way that it kan be readilylocated.

(4) The accountingrecords shall provideaccurate

and currentfinancialreportinginformation.

(5) The accountingsystem shallpossessan adequate

means of internalcontrolto safeguardthe assets,

check the accuracyand reliabilityof the accounting

data, promoteoperationalefficiency,and encourage

adherenceto prescribedmanagementpolicies.

b. Records - The financialrecords,includingall documents

to supportentrieson the accountingrecords,must be kept

readilyavailablefor examinationby authorizedpersonnel.
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No such records shallbe destroyedor otherwisedisposed

of within threeyears after the terminationof the program.

Unlesswritten approvalis obtainedfrom the PublicHealth

Service to disposeof the records,theymust be retained

until the audit has been completedand all questionsabout

the expendituresare resolved.

c. Audit - The Divisionof RegionalMedical Pro~rams follows

generallyacceptedauditingpracticesin determining

there is a proper accountingin use of grant funds.

of a granteeto appeala proposedaudit disallowance

that

Failure

within

thirtydays after receiptof a writtennotificationwill make

the actionof the Divisionof RegionalMedical Programs

conclusive.

10. Equipment (Titleand Accountability)

Title to equipmentpurchasedwith grant funds residesin the grantee

institutionand accountabilitymay be waived at the terminationof the

grantby the Divisionof RegionalMedicalProgramsas long as the equipment

is used to furtherthe objectivesof the Public Health Service. The

Divisionof RegionalMedical Programs,however,reservesthe right under

unusualcircumstancesto transfertitleof equipmentto the Divisionof

RegionalMedical Programsor to anothergrantee.

Excessmaterialsand suppliesretainedby the granteeupon

terminationof the programmay be accountedfor under the same terms

as equipment.
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G. AdditionalFunds

To obtainadditionalfunds for supportof a progr~, the procedures

vary accordingto the need as follows:

1. For continuedsupport- An applicationform requesting

supportfor the next budgetperiod of the programperiod (continuation

grant)will be mailed to the grantee institutionabout 4 months before

the beginningdate of the

of the granteeto request

The applicationshouldbe

accompanyingthe form.

next budget period. It is the responsibility

this applicationform if it is not received.

submittedin accordancewith the instructions

2. For supplementalfunds - If additionalfunds to conduct

the program are requiredwithin any portionof the program period over

thosebudgetedand approved,and such funds are not availablewithin
e

i,

the institutionreceivingsupport-for the program,a supplemental

applicationmay be submitted. A face sheet,budget page, and justifica-

tion are requiredfor a supplementalaward. A supplementalgrant forms

a part of the initialaward and only one reportof expendituresis required.

Supplementalapplicationsare processedin the same
..

manner as new applicationsand must competefor availablefunds, except

those applicationsto meet increasedadministrativecosts, such as

fringebenefitsor salaryincreases, may be administrativelyapproved.

3. Supportbeyond the Programperiod - If additionalsupport

beyond the programperiod is required, a new applicationmst be submitted.

This applicationwill go throughthe normal reviewprocess and will

compete

initial

with other applicationsfor availablefunds. If approved,an

grant for a new programperiodwill be awarded. e
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H. ProgramEvaluation

The granteeshouldmake a specialeffortto incorporateinto

all aspectsof the planningand operationalactivitiesappropriate

mechanismsfor evaluatingthe effectivenessof all aspectsof the Regional

MedicalProgram. The concernwith the evaluation

planningprocess so that the planningprocessmay

evaluati~nmechanisms. The exploratorynature of

shouldbegin in the

includeplanningfor

the RegionalMedical

Programsmakes the need for the realisticevaluationmechanismsespecially

important. Particularattentionto the evaluationprocesswill provide

the means for the grantee to assesshis progressand accomplishmentsand

will also provide the basis for the preparationof progressreportswhich

can be used by the Divisionof RegionalMedical Programsin evaluatingthe

eomplishmentsof the total nationalprogram.

I. Changesin ApprovedProgram

The Divisionof RegionalMedical Programsdoes not intendto...

interferewith administrativeor program flexibilitywhich servesthe

objectivesof the RegionalMedical Programs. If, however,a change is

determinedby the grantee to be desirable,and if that changewould

constitutea substantialchange in the nature of the programoriginally

approved,the grantee shouldconsultwith the Divisionof Regional

MedicalProgramsstaff.
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J. Change of Grantee

If the granteeexpectsto relinquishactivedirectionof the

program, the Divisionof RegionalMedical Programsmust be notified

immediately. The granteemay requestthat the grant be terminated,in

which case a terminalprogressreport,an expendituresreport,and

inventionstatement(PHS-3945)must be submitted. The granteemay

request that the programbe continuedunder the directionof another

institution..

If the granteeterminatesits responsibilityfor the program,

the new institutionmay submita new grant applicationfor the remainder

of the programperiod. The applicationshouldincludethe reasons for

transferringthe programand the probableeffectof the move on the

*
program. Administrativeapprovalmay be givenby the Divisionof Regional ~~

Medical Programsto continuethe programat the new institution.

Applications,however,that reflectmajor changeswill be referredto

the NationalAdvisoryCouncilon RegionalMedicalProgramsfor recom-

mendation.

K. Change of ProgramCoordinator——

The program coordinatornamed

.

in the applicationshallbe .

responsiblefor coordinationof the programduring the period for which

the grant was awarded.

program

grantee

if such

A change of programcoordinatoror other key officialdirectingthe

requiresapprovalby the Divisionof RegionalMedicalPrograms. The

is requiredto notify the Divisionof RegionalMedicalPrograms

a change is necessary.
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L. Change in ProgramPeriod

The programperiodmay be extendedup to 12 months (butnot

beyond June 30~ 1969)without additionalfunds,if requestedby the

granteebefore the end of the programperiod.

M. Early Terminationof Grant

By the Grantee - A grantmay be terminatedor cancelled

at any time by the granteeupon writtennotificationto the Division

of RegionalMedical Programsstatingthe reasonsfor termination.

2. By the PublicHealth Service- A grantmay be revokedor

terminatedby the SurgeonGeneral,in whole or in part, in any time

within the programperiodwhenever it is determined

has failed in a materialrespectto complywith the

*
the grant. The granteewill be promptlyadvised

terminationof the grant in writing.

N. Reports

All reports requiredto be submittedto the

that the grantee

terms and conditions

of the reasonsfor

Public Health

Service shouldbe sent to the Divisionof RegionalMedical Programs,

Public Health Service,Bethesda,Maryland,20014.

1. ProgressReports - The grantee is requiredto submitan

annual progressreport. This report shouldcontainsufficientdetail

to inform the reader of the accomplishmentswith particularrespect

to the objectivesoriginallyset forth. These progressreportsmust
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be submittedwiththe applicationfor a continuedsupport. In addition, @ ,,

granteesmay be requiredto supplyother informationneeded for guidance

and developmentof the nationalprogramand are encouragedto report

significantdevelopmentspromptlyat any time. A terminalprogress

reportmust be submittedto the Divisionof RegionalMedical Programs

within threemonths of the terminationof the programperiod.

2. RegionalAdvisoryGroup - The RegionalAdvisoryGroup is

expectedto prepare an annual statementon the effectivenessof the

regionalcooperativearrangementsestablishedunder the RegionalMedical

Program. The report shouldbe submittedto the Divisionof Regional

MedicalProgramsby thegrantee alongwith the annualprogressreport.

Periodicreviewsof grantsby the staffof the Divisionand the Advisory

Councilwill includeconsiderationof the effectivenessof the Advisory

e
Group in servingits essentialpurpose.

3. ExpendituresReport (FormNIH-925-3)- A singleexpenditures

report and a singlenarrativeprogressreport is requiredto be submitted

by the named grantee

Divisionof Regional

period. If the granteefails to submitan expendituresreportwithin 120

on behalf of all cooperatinginstitutionsto the

Medical Programsfor each budgetperiod of the program

days after the end of each budget period,futureawards for that project

may be withheld.

A supplementalgrant forms a part of the existinggrant and only

one expenditurereportneed be submittedon the combinedgrants.
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4. Time or Effort Report - Chargesfor salariesand wages of

individuals

by time and

other than members of the professionalstaffwill be supported

attendanceand payroll distributionrecords. For members of

the professionalstaff, quarterlyestimatesof the percentagedistri-

bution of their total effortmust be used as supportin the absenceof

actual time

Divisionof

and must be

staff.

5.

records. Time and effortreportsare not to be sent to the

RegionalMedical Programsbut must be retainedby the grantee

made availablefor inspectionby the Public Health Service

InventionReport - Immediateand full reportingof all

inventionsto the Public Health Serviceis required.

o. Miscellaneous

1 Safety Precautions- The PublicHealth Serviceassumesno

responsibilitywith respect to accident,claimsor illnessarisingout

of any work undertakenwith the assistanceof a PublicHealth Service

grant. The grantee institutionis expectedto take necessarysteps to

insureor protect itself and its personnel.

2. Federal IncomeTax - Determinationof a tax statusof an

individualreceivingcompensationin any form from the Public Health

Servicegrant is the responsibilityof the InternalRevenue Service.

3. Military Service - The PublicHealth Servicewill not

intercedeon behalf of an individualin relationto military status.
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PublicLaw 89-239
89thCongress,S. 596

October6, 1965

EXHIBIT

gnget
79 S 9

To amend the ~blic Health Ser\.jw Act @ assist in combating heart diseaw,
canwr, atroke, and related diseases.

B i e nb t S a H o R eo t
IJnited Stata ofA i C om ThatthisActmay HeatiMSemeS
becitedasthe“HeartDisease,Cancer,a S A mo c ~
1965”. Stroke &end-

SW. ~. The pUb]ic Health se~ice Act 42 U. S, C., ~h. 6A) is ;;n~~dof ~~~50.
\a mb a a t e t t f l n t .

U ; note.

“ TI X —R ET R.
D E MI T F O H D
E C AS TA R D

“

“SEc.900.Thep uo t t a
“ T hg t e na a i t e s

o r ec o oa ra m w r
i n sa h of - a ~ t( ic
t ie da f r ed e mo p c i

ft f d o h d ic as a r d
“ T a fh t m p ra t m i

t o t N at h s w pa rt o
Yt .o m aa ve t t p at l a m t

d ia t ro t d ia
“ B t m t i mg et h m

a f aa vt t N a t a wt e
w ii n tw t p ao t m o f io

~ o si c ow p rp hm e
a tc o p rp ro w t a do

t o fh oa d ma r e pf &
p rv oh a g

t<AuTHo~IZAT1oNOFAPPROPRIATXONS

“SEc.901.(a)Thereareauthorizedtobeappropriated$50,000,000
forthefiscalyearendingJ 3 1 $ 9f t f e

Je nJ 3 1 a $ 2f t f . e u
3 1 f g t a p o n op u n
m ew hr ei n sa o p o n r

E ~p ri n sa a gi p li c of i
s ta i o pp p rf t e so r
g im ep ro r et ra d e
a c tf c ao t p uo t t S a
p ru t - f a f y s l a
f m as g u t e o t f y f t
f y f w t a p ~i m

“ A g u t t s b f p o a o t c o
t p lo o a cw r t w t a p
i m e t a s g w r t c oo
o p ro b u( d ei a w r
t ie qf a f am n e 9 p c o
t m o s c o no e q

“ F a p pp ut t t s n b a
a t p t m o h om o o m o p
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P Law 89-239
79STAT.927

O 6, 1965

e t t e i i a d ei a w r
t i nt t r et o d e?
w a e nb t p o t t N a ~

Yb f uhospital,medical,orothercare.atanyf~c?ltj’~ncld!nt
toresearch,trmining,ordelnonstrationactlvltlesCarriedout~~’ltl~
fundsap roriatedpursuanttothistitle,unlesshehasbeenreferred

f ft s a ] b a p rp h

“

“SEC.902.F t p uo t t
“ T t ‘ rmedicalprogram’means? cooperative

arrangementamongagroupofpubllco?nonprofitprivateinstitu-
tionsoragenciesengagedinresearch,tramlng,diagnosis,andtreat-
mentrelatingtoheartdisease,canc$r,orstroke,and,attheoption
oftheapplicant,relateddisenseordiseases;butonlylfsuchgrour

“(1)issituatedwithina geographicarea,composedofany
parto p o a o o m s w t b G
e d em a cw r et h a
a f c ao t p o t t

({ 2 c oo o o m m c oneormoreClin-
i r ec ea o o m h a

“ h i e c e a ra i c
p u w t { u G f w b a
f e fc ao t p o t t

“ T t ‘ mc m a m s o o
m ei ni ni p om t a
o o m h of t f t r a
d e mp u

“ T t ‘ cr c m a i (
p o a i nt p f o w i r
t ro s pa d ea w ~ c
t hp rs ph id a t
m a f i na o u

“ T t ‘ hm a h a d i s
6 ( o o h f i ~ l c f d

?n t ri s ua a b t p e l
u t t

“ T t ‘ nw a t a i o a
m a i no a w ~ ? a o b o
o m n oc oo = wn p o t n e .
i o w i o m l i t t b o a
? s ho i n

“ T t ‘ ci a lm r (
t e p eb r er a r o
e xb u( ii e t a r
i o o bb u( d ei a w r
t e qo e xb u

(<OMNT8~R PLANN]NG

“SEc.903.(a)TheSurgeonG u t r eo
t N aA dC o R I P a *
l b s 9 ( hi t t r ~ a t
‘ Ci a ut m w t p o n p
u n im s cr i ?a o p o
n op a a i ?t a t i p
t d eo r em p



- 73 -

O c6, 1965 Pub. Law a9-2397gslrA~.~2B

“ G ru t s em b m o u a p
i ha pb t S uGeneral. Anv s a p
m b a po i i c oo i s o b

f“ r ea st F e f p p
t a s g v b u o f t p f w
p a i a cw t a pp ro t
t a t r et h

“ r aa st t a pw p f
s f im a f a cp ra a r
b t S e G et a p c lo a

fa co s F ef
. ~ 3 r Wa ~t t a pw makesu~ll()

reports,insuchformandcontainings i na t
S uG em f t t t r er t
w k s r ea a s a t a t S
g G em f n et a t c oa
v e ro s r ea

“ a s a ts ht t a ph d e
a a dg t a t a p( t i n
a a gp a ri t r er m
p ri f oa c ao t p f t e
l ia o po s r em p w
a dg i np rp hm c
o fh oa d mr r ef a

Ya m em iv oh t a ga r e
t o o o r gm sa a c
w a co t k t b c o u t p
a m eo t p f aw t n f t s
p ru t p r

G = A O R M
P

“SEc.904.(a)T S uG eu t r e
o t C oi a ut m g t p o n
p ru n im es cr i na o
p uo n op r~ ea ~ nt a i
e s ta o po r em p ri
i n sa e m o f ai w nt h

K“ G ru t ] = m b m o u a p
t ha pb t . SG eA s a p
m @ a ~o i ] 1 r ~b t a g
d e] S e9 ( a t o I s b r
a w ut

“ F ef p p ut a s r ( w
b u o f t p uf w p a ~ i
w t a pp ro t t a t r
t h ea ( w n s uf t a o
a vf e s to o po t r m
p rw r h w t

r
n i m

“ t h e ap ro s f c a f
a wp ra a r eb t S G t
= p rd i so a a mf s F
f u

~ 3 t a ] w m s r i s f a ~(
[c os r ea t S e G m f

it b t r er ea W k s ~rds and



- 74 -

P - 89-239
79STAT.929

October6, 1965

49 Stat. 1
78 S 2

M S 1
S 1

A p
m

T o

C O

S 8

a s ut a S G m n
s at c ov eo r a

“ a l fo m e b a c o
s u bi t p eo w o a c
n b p ap t a g u t s w
b p w a r n l t t p o s

8c oi t l a d eb t e o
L i a cw t D aA a a (
1 ~9 7; a t S o L s h
w r t t l s s e i t p

Yt a ua f us f 1 m R eP
A -1 o 1 ( F 3 5 U 1 a s
t 2 o t A o J 1 1 a a ( ~ 2

C i~ ~c o W BIDIC.~L PR~R~~ls

“SEc.905.(a)T S G w t a o t
, Sm a pw r t t c s l a
N aA dC o R ~ P T
C os c o t S G w s b t c
m a t m n o i t r f
e o t ~ S w a l i t f o t
f us ct m s o p a . . l
t o t a pm s b p p o
s b o ui t s d io t o h
d io s b o ui t s d o t
o c aa o s b o ui t s d o
t ro 8

~( E a pm o t C s h o f
a t o f y - t a m a t f a
v ap t t e xo t t f w h r

f~ a ps b a pf t r o s t a
e t t t o o o t m f t o s
e xa d eb t S G a t t o a
n f a t e o t f y f a t e o t s
y a f a t e o t t y a t d o a
m A a pm s n b e t w c
o f m t t t

‘ A pm o t C w a m
i o c ot o o s o b o t
{ ;s b e nt r c oa r f b
t S eb n e x$ p d i t

fa w s s a f t h o r ~ p o “
b ut m b a t e i p d i
l o s ua a ub s 5 o t A d
E xA o 1 ( U 7 f p i t G

s 3 r ~ e mi n-
A pf { T C S a a a t SurgeonGenemlintl~e
gmnts,reom- preparationofregulationsfor,andastopolicymattersarisingwith
m er et t a d mo t t T C s c

a a pf g u t t a s m r
d at t S G w r t a o a
t f a t a o fu t t



●

- 75 -

October6, 1965 Pub. Law 89-23~9~~A~,~~0

‘iREGUWmONS

“SEc.9 T S uG ea c ov t C
c s p rg er ec ot t n c
d if a pa p pf g u t t a t
c o oo p ra =u t t } p f
t rr ea d e mr et t s d
n so a uu o t o t . o o . o
< ’ o

.
& <S T A T C

( 9 ~ S “G s e sa n lo a
c ub aa l o l o f ai t L S ~
a s tt p rt m a m a t n
i t d ia t ro h d c o .
t o~ 1s r i ni nt a vo
a ds pt ri s f aa ! d u
a s m s l o h a r i nr a
a t l ip r aa o p r es i
m aT t e o m s l o l a o i
t m u st S ue e s f t t t c
~ i nn ap ro r g

“ R

“SSC.908.On orbeforeJune!30,1967,theSur ORGellelal,afterRePO~tO
Fconsultation\vit,htheCouncil,shallsubmittothewretaryfortrans-presideutad

misiontothePwidentandthentothecon~ a reportoftheCongregg●

activitiesunderthistitletogether}vith(1).a~~tementoftherelations-
hipbst}veenFederalfinancingandfinancingfromothersourcesof
theactivitiesundertakenpursuanttothistitle,(2)anap raimlof

Jtheactivhi=assistedunderthistitleinthelightoftheire wtlven~
incarryingoutthepurposesofthistitle,and(3)recommendations
withmp~t toextensionormodificationofthistitleinthelight
thereof.

“RECORDSANDAUDIT

“SEc.909.(a)Eachrecipientofagrantunderthistitleshallkeep
suchrecordsastheSurgeonGeneralmayprescri~includingMrds
Ivhichfullydiwlosetheamountanddispositionbysuchrw]pientof
thepmeedsofsuchgrant,thetotalcostoftheprojeotorunder-
takinginconnectionw.hh~~-hichsuchgrantismadeorused,ancl
theamountofthatportionofthecostofthepr~jwtor.undertaking
suppliedbyothersources,andsuchrecordsas~-111f~cllltate~nefl~-
tiveaudit.
~~(b)TheSecmtawofHealth,F.duca.tion,RndIVelfareandtile

ComptrollerGeneraloftheUnitedStat&s,ornnyoftheirdulyauthor-
izedrepr~ntativw,shallhavem= forthepurposeofauditand
examinationtoa b d op a ~ o t
r eo n g u t t ~ a p et a
s g r
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