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CD REQUEST FoR NCHHSTP ProJEcT DETERMINATION & APPROVAL

NCHHSTP ADS/ADLS Office on behalf of CDC (New, Contimastion, or Amendment)

This form should be used 1o request NCHESTRSODUADS or ADLS office reviaw and approval an behall of
COC of a new, continwed, or amended project for those projects for which NCHEST? stafifemployees,
branches, divisions, and center/O0/ADS or ADLS affice are responsible.

Any NCHHSTP activity that meets the definition of a project (see the following section) and represents
one of the four project cateparas must be approved by the respective NCHHSTE branch and division and
by the RCHHSTR/ODYADS ar ADLS office. Approval by the NCHHETP ADS ar ADLS affice

(nchstphs@ode. gow) of these projects indicates approval by CDC, This review and approval process
complies with obligations for adherence of projects to federal regulations, state laws, ethics guldelines,
COC polbcias, and publication reguirermeants.

Far research that involves iertifiable buman susjects inwhich CROMCHHSTR 15 engaged, use C0C
Human Resaasch Protection Difice ferms and submit them o CDC Hurman Research Prolection Office
through the NCHHSTE ADS human subjects email box after approval at the branch and division levels.

BELEVANT INFORMATION

What is a project?

A progect |5 defined as a time-limited activity that ks funded for a specific period of tme, an activity with
specified funds for a limited time, or 25 a limsted time responsibility by specific COC employees or staff,
including projects that might be ongeing or continuous for an extended pesiod. A praject has defined
objectives, tasks (p.g., pssential public health services], dedicated resources, and s funded for a specified
time. NCHHSTP reviews and approvas projects for the four project cateporics listed on this form, Every
project officer, praject team and staff, NCHHSTR branch, and NCHHSTE division or office is responsible
for submitling this ferm for each project and for abtasning MCHHSTP OD/ADS or ADLS agproval on behal
af COC belore praject initiastien, continuation, o amendment. Such grograms as swrveillance are
approsed and funded as spedfic projects for certain periods.

What is research?

The federal regulations and COC/DOSA0S officr define resegnch as a systematic investigation, incheding
research development, testing and evaluation, designed o develop or comtribute to generalzable
knowladpe, Activities that meet this definition constitute ressarch, regardless if these activities are
conducted of supported undes a program that is aol consdered research fos other purposas. Far
example, demonsiration and servioe programs sometimes include reseanch activities.

What is a human subject?
& humon subject i a living individual about whom an investigator [whether professional or student)
conducting research obtains

1. data through mtervention of interaction with the individual or

L igentifiable private information.

What is an intervention?

Intervention includes both physical procedures by which data are gatherad [e.g., venipuncture) and
manipulations of the subject or the subject's environment that are performed for research purposes.
Interaction includes communication ar mterpersanal contact batween investigater and subject,
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What is private information?

Privote information incledes infarmation abowt behavier that occwrs ina cortext inowhich an indrvidual
can reasarably expect that no abservation or recarding 5 accurring and infarmation that has been
provided far specific purposes by an ind vidual and that the individual can reasanably expect will not be
rade public (e.g., a madical record). Private information idantifies individuals (i.e., the ideatity of the
persan is of might be readily ascartained by the fvestipates or associzted with the informastion] for the
information to constitute research invodving human subjects.

What does being "engaged” mean?

&n fnstitution becomes “engaged” in human subjects research when its employees or agents intervene
ar intaract with living indwiduals far research purpases, or abtaing Individually identifiahle private
information for research purposes. &n mstitution s automatically considered 1o be engaged In human
sulijects research wheneser it receives funding or resources (eg., a direct award] 1o supgort such
reseacch |0 such cases, the swardee institution has the ultimate responsiilty for protecting human
subjocts under the award,

What is surveillance?

COE defines swrvellance as “the angong, systematic coflection, analysis, and interpretation of health
data essentlal to the planning, implementation, and evaluation of public hea'th practice, closely
inteprated with the tmely dssemination of these data to those who need Lo know The Fnal link of the
surveillance dhain is the application af thede data to prevention and cantral. & suresillance system
includes a functional capacty for data collection, analyss, and dissemination linked to public health
programs,”

What is program evaluation?

Pragram svaluatian |5 the systematic collection of information about the activities, characteristics, and
autcomes of programs te make [udgments about the program, improve program effectiveness, ar Inform
or gusde decisions about future program desalopment Program evaluation should not be confused with
traatment efficecy, which measures how well a treatment achieses its goals and that can be considered
research

Sourcas {links]
Fhttpyfintranat.cd o gowfod/oads fosi hopa
T b e hibs govdobirpfindes, itm|
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PROJECT REQUEST
Praject Stage

Choose ane by selecting & checkboy:

® Mew: Fll oot entire form, even if a protocel is attached [approval is for work by COC/NCHHSTE employees).

Continuation: For projects expected ta continee beyond NCHHSTP agproved date; include brief desoription

of charges and attach clean and marked copies of agproved determination {appraoval is for continued work
by COO/MCHHETR employees).

Amendment; inciude brief descripten of changes and attach relevant documentation and a copy af
approved project (approval s for continwed work by CDCMCHES TP employvess)

Praject Information:
Project Title: Parner inegratve Assisiance Conbact for Professional Development and Evaluation Support

HCHHSTE Project Numiber; 70E3 Division: DWision of Adplescant and School Health
Froject Location)/ Countrylies): Telephone: (404) 7156281
LISA
Project Dates;
CDC Project Ofcar or COC Co-Leads: Start 07012018
kiary Sohater End D5/30/2023

Laboratory Branch Submission:
If applicable, sefect the checkbon:

Project Categories
Lelact the corresponding checkbox to choose the category and subcategory.

= L. Activity is not hurnan subject research. The primary intent of the project is public bealth practice o a disease
control activity.

&, Epidemic or endemic disease control activity; collected data directly relate to disease contral. If this
project & an Epi-AlD; provide the Epi-AlD number and documentation of the request for assistancs,
per division policy. Epi-&10 mo.

B. Routine disease survaillance actisity; data will be used for disease control program or policy
PU pOEes,

* . Pragram awsluation activty; data will be used primari®y for that purpose

D. Post-marketing surveillance of effectiveness or adverse effects of a new regimen, drug, vaccne, ar
deyioa,

E. Laboratory proficiency testing,
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Project Title; PEMNEr In=grative Assistancs Contract for Professional Develooment and Evalustion Support

12Ha21s

1. Agtivity is not human subjects research, The primary intent is gublic health program activities,

B A, Fuslic haalth pragram activity {e.g., sereios delivery; health education programs; sacial marsketing
carmpaigns; program monitocing; electronic database constrection o support; development of patient
registries; noeds assessments; and demanstration projects to assess arganizational needs, managamant,
and human reseurce reguiremants figr implementation)

B. Activity is purely administrative je.g, purchace arders or contracts for services or eguiarment).

I Activity is research but does NOT invelve identifiable human subjects.

A Activity is research involving callection ar anabysis of data about health faci®ties or other
organizations ar units (i.e., not individual persons.)

B. Activity is reseanch inwobeing data or specimens from deceased persons,

C. Activity |s research using untinked ar ananymaous data or specimens: ALL (1-4] Below are required:
1. Mo one has contact with hurman subjects in this project; and
1. Data or specimens ane of were collacted for another purpase; and
1. Mo patra data or specimens are or were callacted for this project; and
4. Identilying information was [one of the following boxes must be checked)|
a. not obtained;

b. removed before this submission, or before COC receipt, so that data cannot be linked
or re-linked with identfable human subjects; or

t. pratected through an agreement (e, OO0 investigators and the halder of the key
linking the data to identifiable human subjects enver into an agreement prohibiting
the redease of the key to the investigators under any circumstances. & cooy of the
agreemaent must be attached |

is research involwing human but C0C inwolvement does nok constitute

human subject research.” Select only one option by checking the bos: & indicates the project has current
funding: B or Cindicates no current funding is applicable.
AL This praject is funded under a grant, cooparative agreement, o contract @ward mechanizsm. ALL of
the lolowing 3 elermeants are regairad:
1, C0 staff will not Intervene or Interact with living Individuals for research purposes,
2, C0C staff will not abtabn individuzlly Identifiable private infarmation,

3, Supported mstitution(s] must have a Federalwide Assurance [FWA), and the project must be
reviewed and approved by a reglsterad IRB or an institutlonal effice linked o the
supported mstitution’s Faat

Supported institution of primary investigator or co-Investigatorsfantity name:*
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Project Title; Paner Imegraiie Azsistance Conract for Professiona Development and Evaluaton Supoon
12HRE

Supported institution antity WA Numbes:®

s expiration date:™

Expiration date of IRB appraval:®

=attach copy of IRE approval letter(s] supperting project review and approval,

B. COC staff provide technical suppart that dees not invelve passession or analyss of data or interaction

with participants from whom data are being collected {no cerrent C0C funding].

L CDC staff are nvalved cnly in manuseript writing for a project that has closed. For the project, COC
staff did not interact with participants and were nat invaleed with data collection (no current COC

funding).
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Project Title: Parner Integrative Assisiance Coniract for Professional Development and Evaluation Support

pFE T ih]

Praject Description
Participating project staff must complete all 18 elements of this section,

This is a regured descrigtian from COC ermployees ar staff for review and approval of a praject plan or
propasal {or for changes] for prajects condected by COC or in which COC s invalved, A0 18 elerments
are reguired to standardize the review and approval process across NCHHETR, docement that all 18
elements have been sddressed, expedite resiew and approval by the NCHHETP ADS or ADLS office, and
minimize COC/O0SADS affice awd™® requests for additional information. & protocol may be attached ta
this form, but it dees not eliminate the requirement to complate all 18 elemients

PROJLCT TITLE: Pariner Integrative Ascistance Coniracs for Professional Devalopment and Evallaiion Support

Instructions: Use the following boxes ta complete the 18 fems. Each boxr will expand a5 yau type, and you ane not
imited in the length of your answers. Formatting features and symbals also may be used.
1. CDC Pringipal |I1'I.IE$II-§E'I.1=I'[5-] ar Project Dirsctors and bramdh/division/office atfiliations:

Leah Robin, RAEB/DASH. Project Dinector
Elizabeth Haller, PDSBDASH, Project Director

2. COC Project Officer(s) and each person’s role and responsibilities and atfiliations:

Mary Schauer, FDSB/DASH will serve as COR for the contract providing administrative
owversight and management and coondinate multipls technical moniters who are all staff
members from PDSE and RAEE in DASH.

Diane Orenstein, RAEBDASH; will prowide back-up support and serve as a technical monitor

3. Diher OOC project members, branches, divisions, and other participating institutions, pariners, and
skxf:

Bl Potis-Daatema, PDSE/DASH; Branch Cvearsight
Li=a Bamios, RAEEDASH, Branch Cwersight;
Yolanda Cavaller, PDEEDASH, Technical Monitor
Chins Harper, RAESDASH, Technical Monttor
Healher Oglesby, PDEEMASH, Technical Monkor

4, Institutionis) or ather entitylies) funding the projact:
Funded by Division of Adolescent and School Health
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Project Title: Parer Miegrative Assistance Contract for Frofessional Development and Evalustion Supgort

12HaEms
5, Froject goals:
The goal of the Parner imagrative Assistance [PIA) confract Is o ensune that reciplonts, LEAS, fundad under
PS-1E 1807 cooperative agfeemant "PIoMating Addiescent Health through S HIV Prevention.” have me
ity 1o provids eective, talkored, and evidence-based leaming activites designed o Lpdate and Improve district
and classmom practice s a cifical sirateqy In Improving schook-based HIV prevention. I order 1o provide NOFD
1807 recipients Wi the most necded SEiegies and rEE0UNGEE, Te contractor shall conauct quantiative ard

program evaluaton data collecsan, management,

araiyss and reporting. Recommendstions 10 Improve
professional development and program pracice will be developad based on muttiple sources of data

6. Project objeclives:

1) ldentify professional development needs of MOFQ 1807 recipients
2) Provide professional development training and techmnical assistance
3} Caollect, process, analyze, and disseminate performance monitoring data

7. Public hiealth (program or research) needs 1o be addressed:

PS-18 1807 Promoting Adolescent Health through School-Based HIV Prevention supports kocal
education efforts to prevent HIV, 5TD, and teen pregnancy. This contract supports the efforts of

those local education agencies via professional development, traning, and the collection of
performance monitoring data.

8. Population|s} or groups to be included:

Local education agency (LEA) health program staff funded under NOFOQ 1807 will be

respondents for data collection activities with some information prowided by school health
program staff.

9, Project methods:

This project includes three data collection activities: a) a capacity. readiness, needs assessment
{CRMA); b) perfommance monitcring data; ¢ qualitative data on bamiers and facilitators to
program imglemsentation. Al of these data collection activities will focus on school health
program staff participating in the 1807 cooperative agreement
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Project Title: PNEr Itegrative Assistance Contract for Professional Development and Evaluation Support
Pl Te (]

10, Selection, Inclusion, or sampling of partidpants (persons or entitles):
Participants inchede dismict and school staff funded through 1807 and the awardess that will

provide technical assistance to the district staf. It is anticipated that 35 school district will be
funded through 1807 with each district working with at least 10 schools.

11. Incentives to be provided ta participants:

None

12. Plams for data collection and analysis:

The CRMA and performance monitcrng data will be collected via web-based sunveys using a
combination of force choice and short answer questions. The CRMA will be conducted annually,
while the performance monitoring data will be collzcted every six months. The gualitative data
collection will occur annually and will include in-depth intensiews and focus groups. The analysis
for this data will be done by the contractor using mixed methods.

13. Confidentiality protections:

Mo sensitive data is be requested from respondents. Awardees are only required to report on
programmatic activities and practices.

14. Other ethics concerns [eog., incentives, risks, privacy, or security):
MIA

15%. Projected time frame for the project:

The time frame of the project is expected to be: July 1, 2018 - June 30th, 2023, 5 years funded
through a base and opbon year method.
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Project Title: Parner integrative Assistance Contract for Profiessional Development and Evaluation Support
12 21S

16, Plans for publicaticn and dissemination of the project findings:

The primary purpese of data collection is to inform division discussions about programmatic
practices and achievements. Howewver, some data may be disseminated throwgh professional
and scientific conferences, as well a5 scientfic jowmals to inform the scientific and professional
commumnity about accomplishments and lessons learned.

17, Appendices — including infermed consant documents, scripts, data collection Instruments, foous
group guides, fact sheets, or brachures

The statement of work is provided.

18, References {to indicate need and rationale for praject]:
COC-RFA-PS18-13807 camrently found on Grants.gow
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Project Title: Parner Integratve Asslsiance Conmact for Professional Development and Evahation Support
1AM S

PROJECT APPROVAL
Chaase one of the following options |Division or Center/0D Praject]

Diwnseom PROVECT

MCHHSTP Baancd anp Diison ADS REVIEW aND APFRoval (Sign electronically by cicking next to the X
and following the prompts]

Nty et by Lk Ciha NgLaly higied G G
Lisa Barrios -5 ==t phen e

X e X Banspach -5 o o e
Branch Chief o Beanch Soience OTioes D tebion ADS, Acting ADS, oF Depity A0S

Center/OD Paosect

NCHHSTP OD Oricn Revires ann Apesovals [Sign electranically by clicking next to the ¥ and following
the prompts)

X X

O Assrecinbe Dvscio o g Dnes HOHHETF ADS or Desagnes
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Project Title: Farner Integrative Assistance Contract for Professional Development and Evaluation Support

1AM S

NCHHSTP ADS/DErUTY ADS oR ADLS REVIEW AND APPROVAL
Project Title: Parmer integrative Assistance Contract for Profiessional Development and Evaluation Support

Date receved in NCHHSTP ADS or ADLS office:
Date recererd by MCHHSTP Deputy ADS ar ADLS:

Eelect e checkbay for sach gppiicable cammant for Nes. 1-5 ar select the cheekboy for Mo, & [F all af the camments opmy.
Additianal oppiicoble comments may be added to Mo, 7. [f additicnad information is required before opproval can be
gronted, select Mo, &

1

This project s approwved by MCEHSTRAODC and COC {per COC paliclas and faderal regulatons) for CDC staff
participation

Participating partnars and stes must chtain project review and approval, according to their institutional
policies and pracedures and according to local, natioral, and international regulations and laws, incdluding
45 CFR 46 regulations and state laws. CDC project officers mest maintain a cerrent copy of local sites’
agpravals in project records.

COeC investigators and project officers nead Lo adhere 1o the highest ethics standards of conduct and Lo
reggect and protect the privadcy, conldentiality, autonomy, data, wellare, and rights of partopants and
integrity of the project. All apobcable country, state, and federal laws and regulations must be followed,
Informed consent or script s neaded &5 required by laws and regulations. Infarmation comveyed iman

informed consent or script process needs to address af applicable required efements of iInformed consent
Consent of employees in related projects abouwt thelr institutions needs to include a statement that their

voluntary participation ar withdrawal would not affect the'r employment status or opportunities.

MG Paperwork Reduction Act defermination by the NCHHETP OME/2RA Coordinatar might be necded for
this project.

Bl previows comments apply.

Other applicabdle comments: Type your commenk in the box. The spaces will expand as you bype.

a.
typing in the box, The space will expand a5 you Type

More information is required before approsal is granted: Eeplain what acditiona| information is requested by

Bate information was requested;

Date Information was received:
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1a1aEn s
Approval mEst be granmad by the Manonal Centar for HIVAAIDS, VWral Haparos, STD. and TH Prevenmion AsS0cians

Dyrecror for Seence (A05). Acong ADS, or Dapury ADS, or for labrarNy-ass0ciaTed Drojacts, by the As50cian
Dvrector for Laborarory Science (ADLS) or Acong ADLS.

Project Title: Parner iImagrative Asssiance Conras for Professional Development and Evaluaton Supoon

Alcia A. Eighully sl by e &
Williams -58 T et )‘:

RCHHSTP ADG, Acting ADS, o Departy ADS HOHHETF ADLS or Descanrmse

Or
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