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View: 01. Study Title and Research Personnel

01. Study Title and Research Personnel

* Short Title:
CBT 2

* Full Title:
Improving Health Outcomes for Orphaned Youth: Implementation of Trauma-focused Cognitive
Behavioral Therapy

* Study Organization:
Sanford School of Public Policy

CRU (Clinical Research Unit) or Oversight Organization Selection:

* Is Duke University Hospital, Durham Regional Hospital, Duke Raleigh Hospital, any Duke Clinic or any
other Duke Medicine entity a site where interventions or interactions with research subjects will occur as
part of this study?

Yes No

* Will a Duke faculty or staff member be involved with interventions, observations, surveys or
interactions with Duke patients?

Yes No
 
* Does this study involve the use of biological specimens from Duke patients?
  Yes No
 
* Does this study involve access to confidential, private information from Duke patients?
  Yes No
 
* Does this study require CRU oversight for any other reason not listed above?
  Yes No

Note: Only people with current Human Subjects Protection (HSP) certification appear on the Select Person lists. If
you cannot find the person, go to the FAQ section of the eIRB Home page and click the link I'm trying to add
someone to my study, but I can't find their name.

* Principal Investigator:
Kathryn Whetten

Primary Study Coordinator (CRC):
Andrew Weinhold

Primary Regulatory Coordinator:
Andrew Weinhold

Co-Principal Investigators:
First Name Last Name Department
There are no items to display

Other Key Personnel:



Name of Individual Role on study Edit Rights Receive Email CITI Expiration
View Morgan Barlow Other yes no 12/22/2019
View Amy Hobbie Data Technician no no 10/11/2020
View Melissa McGovern Data Technician no no 3/1/2020
View Leonard Ng'Eno Data Manager no no 12/29/2019
View Karen O'Donnell Investigator no no 1/14/2021
View Jan Ostermann Statistician no no 12/23/2019
View Jasmine Tran Other no no 7/29/2019
View Rachel Whetten Grant Support Personnel yes yes 12/14/2019

View: 02. Study Personnel Outside Duke

02. Study Personnel Outside Duke

For all Key Personnel who are not Duke employees, complete and attach an Outside Duke Key
Personnel Form.

Document Name Date Created Last Modified Revision

Katherine Benjamin CITI Certification 5/26/2017 4:03
PM

5/26/2017 4:03
PM 0.01

Kevin King CITI certification 10/29/2014 4:21
PM

10/29/2014 4:21
PM 0.01

Leah Lucid CITI 7/23/2012 4:14
PM

7/23/2012 4:14
PM 0.01

Manna Sirak CITI Certification 4/4/2017 1:28
PM

4/4/2017 1:28
PM 0.01

Oriana Messer CITI Certification.pdf 6/8/2017 5:11 PM 6/8/2017 5:11 PM 0.01

Outside Duke Key Personnel Form 04.04.2017.doc 4/4/2017 1:32
PM

4/4/2017 1:32
PM 0.01

Outside Duke Key Personnel Form 05.08.2017.doc 5/11/2017 4:19
PM

5/11/2017 4:19
PM 0.01

Outside Duke Key Personnel Form 05.15.2017.doc 5/15/2017 10:39
AM

5/15/2017 11:30
AM 0.02

Outside Duke Key Personnel Form 05.26.2017.doc 5/26/2017 4:03
PM

5/26/2017 4:03
PM 0.01

Outside Duke Key Personnel Form 06.06.2017.doc 6/6/2017 2:05
PM 6/6/2017 2:11 PM 0.02

Outside Duke Key Personnel Form 10.06.2016 10/6/2016 4:14
PM

10/6/2016 4:14
PM 0.01

Shannon Dorsey CITI certification 1/10/2014 11:37
AM

1/10/2014 11:37
AM 0.01

University of Washington Insurance 7/23/2012 4:50
PM

7/23/2012 4:50
PM 0.01

Volunteer Approval-Oriana
Messer_Whetten_06Jun17_Signed.pdf 6/8/2017 5:11 PM 6/8/2017 5:11 PM 0.01

Volunteer Background Check Confirmation - Messer.docx 6/8/2017 5:15
PM

6/8/2017 5:15
PM 0.01

View: 03. Protocol Application Type

03. Protocol Application Type

* Select the type of protocol you are creating: 
 

Regular Study Application
Most common. The IRB will determine if the study is eligible for expedited review or requires



full board review upon submission.

Application for Exemption from IRB Review
Includes Exempt (45 CFR 46.101 (b)), Not Human Subject Research (45 CFR 46.102 (f)), & Not
Research (45 CFR 46.102 (d)).
External IRB Application
Includes phase II, phase III, phase IV protocols that are industry sponsored multi-site studies, and
includes selected DCRU phase I protocols.
Trainee Research While Away from Duke
Research conducted by medical students overseen by the Office of Curriculum & other
student/trainee research away from Duke.
Emergency Use of a Test Article
Emergency use of an investigational drug or biologic, emergency use of an unapproved device.

View: 04. Sponsor and Funding Source

04. Sponsor and Funding Source

* Add all funding sources for this study:
Name Acronym Type
National Institutes of Mental Health NIMH Federal Government

* Is the Sponsor of this study listed above as one of the funding sources?
  Yes No

If No, Select the Sponsor:

*As part of this study, will any samples or PHI be transferred to/from Duke to/from anyone other
than the Sponsor, a Sponsor subcontractor, or a Funding Source?
  Yes No

Enter the SPS (Sponsored Projects System) number, if applicable:

For Federally funded studies:

Is your funding subject to, and does it comply with, the funding agency's policy for data sharing?
  Yes No

       If Yes, check all that apply:

NIH Genome Sharing - dbGaP

NIH Genome Sharing - GWAS

NIH Genome Sharing - NCI databases

NIH Genome Sharing - other

Non-NIH Genomic

General Data Sharing

Enter the Grant Number or Other Federal Agency Proposal or Application Number:
1R01MH096633

Attach the following:
(1) The entire grant, or an explanation of why a grant is not needed. 
(2) NIH institutional Certificate form related to data sharing (if applicable). 

Name Date Modified



Improving Health Outcomes for Orphans by Preventing HIV/STD Risk proposal 7/23/2012 6:06 PM

View: 05. Multi-site Research

05. Multi-site Research

* Is this a multi-site study?
  Yes No

If Yes, complete the following:

Is the PI/Co-PI the lead investigator or primary grant awardee?
  Yes No

Is Duke the central coordinating center for this study?
  Yes No

Is Duke serving as a central statistical center for this study?
  Yes No

Is Duke serving as a central laboratory, reading center, analysis center or other central resource for this
study?
  Yes No

List all sites at which you will conduct the research or be principal investigator responsible for the conduct
of the research: 

Name/Location IRB Approval Expiration Date
View ACE Africa 5/16/2018
View Tanzania Women's Research Foundation  
View University of Washington  

View: 05.1 Research at Sites External to DUMC

05.1 Research at Sites External to DUMC

Provide a description of the procedures that will be used to inform sites of unanticipated
problems involving risks to subjects or others, interim results, protocol modifications and other
information that may be relevant to the protection of subjects:
All substantive changes, protocol annual reviews, and adverse event reporting are reported to the local
site IRBs and national ethical committees (when required) as well as the Duke IRB. 

View: 05.3 Multi-site Coordinating Center

05.3 Multi-site Coordinating Center

How will you ensure that management, data analysis, and data safety and monitoring systems
are adequate, given the nature of the research involved?
The TAWREF and ACE study coordinators, trained by Duke researchers, manage other personnel and
will be in regular at least weekly contact with the Duke and University of Washington Study
Coordinators. Data analysis will be done by Duke and University of Washington researchers on a
secure database managed by the University of Washington's data analyst . Results will be disseminated
without identifiers and are based on group findings, rather than individuals. A Data and Safety
Monitoring Board (DSMB) has been organized to participate in meetings via teleconference to review
child and guardian data for both the KE and TZ study sites to: 1) review interim analyses at the point
that half the study sample reaches the 12-month follow up, 2) address any adverse events, and 3)
respond to data or clinical impressions about a child or guardian who might have worsening clinical



status during the intervention. 

How will you ensure that sample protocols and informed consent documents are developed and
distributed to each collaborating institution?
Protocols, survey instruments and consents are developed jointly by the Duke and University of
Washington team. Some of the instruments were piloted and used our feasibility study, so they have
been adapted by the Duke-TAWREF- UW research team to ensure their cultural appropriateness.
Translation and backtranslation is conducted either by a professional translation service or by qualified
site staff. Our ongoing collaboration and communication with TAWREF, ACE Africa and UW study
personnel ensures that correct documents are in use.

How will you ensure that each collaborating institution holds an applicable OHRP-approved
Assurance?
TAWREF has an FWA number and is linked to the KCMC IRB. ACE Africa also has an FWA number
and is linked to KEMRI IRB.

How will you ensure that each protocol is reviewed and approved by the IRB at the collaborating
institution prior to the enrollment of subjects?
The Duke Study Coordinator and the local staff work together to obtain all clearances and plan the
timeline for research with human subjects based on approval.

How will you ensure that any substantive modification by the collaborating institution of sample
consent information related to risks or alternative procedures is appropriately justified?
Collaborating institutions are consulted about the risks and alternative procedures for this study in the
development phase and incorporated into the final consent. For this therapy intervention study, there
are no alternative procedures.

How will you ensure that informed consent is obtained from each subject in compliance with
DHHS regulations?
Before the study begins, extensive staff training is conducted by a team of Duke researchers on site.
The training includes all aspects of conducting ethical research with human subjects. 

View: 06. Research Summary

06. Research Summary & Abstract
The Research Summary should include sufficient information for evaluation of the proposed study, independent of
any other document, though the PI is expected to include additional information considered important for review by
the IRB.

* Attach Research Summary here:
Name Date Modified
CBT-II Research Summary 6June17_trackchanges.docx 6/13/2017 11:13 AM

The Research Abstract should summarize the main points of your study in one paragraph. The following guidelines
may help you:

1. Purpose and objective (1-2 sentences)
2. Study activities and population group (2-4 sentences)
3. Data analysis and risk/safety issues (1-2 sentences)

Please type your Research Abstract here:
The primary goal of this R01 proposal is to use a randomized controlled trial (RCT) to study the effectiveness of Trauma-
focused Cognitive Behavioral Therapy (TF-CBT) in treating traumatic grief and traumatic stress compared to usual care,
for orphaned children and young adolescents in two East African sites with high prevalence HIV, Moshi, Tanzania (TZ) and
Bungoma, Kenya (KE). We expect this trial to yield recommendations regarding an effective intervention for orphans that is
acceptable, feasible, and includes local responsibility as a means to enhance potential sustainability in LAMICs. Using a
task-shifting approach, in which lay individuals are trained as counselors, we will train six counselors in each country, who
deliver 20 groups in each site (10 rural, 10 urban), resulting in 320 children and adolescents (ages 7-13) who receive TF-
CBT and 320 who receive usual care. Outcomes for children are assessed at 12-14 weeks (i.e., corresponding with the
end of TF-CBT), 6-months post-treatment, and 12-months post-treatment. Statistical analyses for the main aims will be
conducted using the SPSS, Stata and Multilevel/Hierarchical Level Modeling (MLM/HLM) software program. These will be
used to ascertain if TF-CBT produces significant reductions in symptoms compared to usual care, test whether country or
setting explain between-condition differences in treatment outcomes at specific time point and test whether implementation
variables (such as attendance, fidelity, provider knowledge) are related to outcomes at 12-14 weeks (end of TF-CBT) and



at the follow-ups. The risk of emotional distress on some questions for caregivers and children will be addressed by careful
training of interviewers to provide support and make referrals. Risks of confidentiality will be addressed by separating
identifiers from surveys by assigning unique codes to participants and locked storage of data.

View: 07. Full Protocol

07. Full Protocol

* Indicate the Protocol source below (check only one):
Check all that apply:
PI initiated

Commercial / Industry (for-profit group) initiated

Federal Government initiated

Cooperative Group Initiated

Foundation (non-profit group) initiated

Other

Attach the full protocol and any related documents, such as questionnaires, test scripts, or
images that may be used in the study:
Name Date Modified
12 Week Group Schedule 7/23/2012 9:38 PM
Demographic Survey English 7/23/2012 9:40 PM
Counselor Self Report Fidelity Forms - English 7/23/2012 9:41 PM
Free Listing Interview Guide - English 7/23/2012 9:47 PM
Key Informant Interview Guide - English 7/23/2012 9:47 PM
Trauma exposure child - English 7/23/2012 10:34 PM
Trauma exposure parent - English 7/23/2012 11:07 PM
CPSS PTSD Symptoms Child - English 7/23/2012 11:14 PM
CPSS PTSD Symptoms Parent - English 7/23/2012 11:15 PM
Strengths and Difficulties Child 11-13 - English 7/23/2012 11:17 PM
Strengths and Difficulties 7-13 Guardian - English 7/23/2012 11:19 PM
CBCL 6-18 Guardian - English 7/23/2012 11:30 PM
Youth Self Report (YSR) - English 7/23/2012 11:40 PM
ICGRC - Inventory of Complicated Grief Revised - English 7/23/2012 11:44 PM
Involvement Scale - English 7/23/2012 11:46 PM
Moods and Feelings Questionnaire - English 7/23/2012 11:47 PM
Receipt of Support Services - English 7/23/2012 11:48 PM
Exit Interview - English 7/23/2012 11:49 PM
Supervision Alliance Scale - English 7/23/2012 11:52 PM
TF-CBT Group Self Report 7/23/2012 11:53 PM
TF-CBT Knowledge Test 7/23/2012 11:54 PM
Standard of Care - English 7/23/2012 11:57 PM
Duke:UI Final signed IAA.PDF 8/5/2013 1:19 PM
JHU IRB Determination Notice for Data Transfer Agreement 5/10/2017 3:55 PM
Data Transfer Agreement - Akiba 5/11/2017 3:54 PM

View: 07.1 Study Scope

07.1 Study Scope

* Are you using a drug, biologic, food, or dietary supplement in this study?



  Yes No

 *Does the study involve either of the following:

Use of an algorithm (whether computer based or not), a medical device, a mobile app, an in vitro
diagnostic test, or using samples to look for biomarkers in this study?
Use of a humanitarian use device (HUD)?

  Yes No

* Is this study retrospective, prospective, or both?

Retrospective

Prospective

Retrospective and Prospective

* Who is providing Statistical Support for this study?

Study Team

Statistical - Internal

Statistical - External

Need it

Other

    If Other, describe:

View: 10. Subject Population and Enrollment

10. Subject Population Groups and Enrollment

* Population Groups (Select targeted population groups only):
Adults

Minors who are Wards of State

Minors

Patients

Pregnant Women

Fetuses

Prisoners

Adults incapable of giving consent

Adults with diminished capacity

Handicapped subjects

Students1

Employees1

Healthy Controls2

Deceased subjects3

Blanket Protocol

Population Groups excluded from participation in this study:



Pregnant Women

* Maximum number of subjects to be consented at Duke:         0

   Maximum number of subjects to be consented at all sites:    1280

       For retrospective/repository studies:

   Maximum number of patient records / samples to be used:  

View: 10.1 Subject Procedures and Costs

10.1 Subject Procedures and Costs

Biobank
* Does this study involve the collection, use, tracking, banking (storage) or distribution of human
biological specimens?
  Yes No

Procedures
Check all that apply:
Genetic Testing

Gene Transfer

DNA Banking

Testing for Reportable Infectious Diseases

Human Cell Banking

*Use of Human Embryonic Stem Cells

*Use of Human-induced Pluripotent Stem Cells

*Use of Other Cells Derived from Human Embryos

*Use of Human/Animal Chimeric Cells

*Specialized Cell Populations for Cell Therapy

Will blood be drawn in this study for research purposes?
  Yes No

   If Yes:
   Maximum amount to be drawn in any 8 week period (ml): 
   Number of blood draws per week:  

Will the Operating Room be used in this study?
  Yes No

   If Yes, Anesthesia time in minutes required (for research purposes):  

Costs and Compensation
* Will there be extra costs to subjects or insurance as a result of the research (e.g. tests,
hospitalization)? 
  Yes No

* Will there be Subject Compensation?
  Yes No

   If Yes:
   Compensation for Travel / Lost Income:   $ 2.50
   Other Subject Compensation:
Gifts such as soap, sugar, stationery. Together with transport compensation will not exceed a value of



$2.50.

View: 11. Subject Recruitment Materials

11. Subject Recruitment Materials

All materials that will be used to advertise the study in order to recruit subjects must be approved by the IRB.
Note - when referencing the study ID in recruitment materials, use the full Protocol ID ("Pro" + 8 digit number). Do not use
"IRB".

Attach a copy of each advertisement that you will be using with this study. If any Ad will have multiple wording
variations, attach a copy of each version of the Ad.
Document Name Category Previously Approved by IRB Date Modified
There are no items to display

View: 12. Privacy and Confidentiality

12. Privacy and Confidentiality

* Explain how you will ensure that the subject's privacy will be protected:
The subjects are interviewed either in their own homes or in a private room at TAWREF/ACE Africa.
The interviews takes place in a private room. Participants will be reminded that they do not have to
discuss anything they do not want to and that the interviewers are required to keep their information
confidential

* Describe how research data will be stored and secured to ensure confidentiality:
All study documents are keep in a locked file cabinet at the local sites in a lockable office. The database
and computers used are password protected. All information that links identifying information to a
participant's study ID is stored separately from the data. All study staff are experienced in sensitive
mental health interventions and receive further training during project start up

View: 12.1 Research Data Security Plan

12.1 Research Data Security Plan

Research Data Security Plans are required for every study, but are reviewed and approved
independently from the Protocol. Click the link below to go to the Research Data Security Plan
workspace. To access the plan from the study workspace, click the link under the "Review Status"
column in the "HRPP Reviews Required" section. 

Research Data Security Plan:   RDS_Pro00039770 

Current Status of this plan:    Approved

View: 13. Protected Health Information (PHI)

13. Protected Health Information (PHI)

* Indicate how you intend to use potential subjects' Protected Health Information (PHI):
 

I will review, but not record, PHI prior to consent.

I will record PHI prior to consent.

I do not intend to use PHI prior to consent.

I will record PHI without consent. (decedent research, database repository, chart review)

View: 14. Consent Process



14. Consent Process

 Attach draft consent forms. To attach a revised version of an existing document, click the [Edit]
link. 
Document Name Date Created Last Modified Revision

Kenya-ACE CBT II Adult Consent - 01.25.13 clean final.docx 1/25/2013 4:42
PM

1/25/2013
4:42 PM 0.01

Kenya-ACE CBT II Adult Consent - New Caregiver -
07.02.2013.docx

7/2/2013 1:27
PM

7/2/2013 1:27
PM 0.01

Kenya-ACE CBT II Adult Consent - New Caregiver - Kiswahili
07.22.2013.docx

7/23/2013
10:26 AM

7/25/2013
9:09 AM 0.02

Kenya-ACE CBT II Adult Consent Kiswahili - 04.09.13.doc 4/9/2013 11:55
AM

4/9/2013 2:09
PM 0.02

Kenya-ACE CBT II Child Assent - 01.25.13 clean final.docx 1/25/2013 4:43
PM

1/25/2013
4:43 PM 0.01

Kenya-ACE CBT II Child Assent Kiswahili - 04.09.13.doc 4/9/2013 11:55
AM

4/9/2013 2:34
PM 0.03

Tanzania-TAWREF CBT II Adult Consent - 01.25.13 clean
final.docx

1/25/2013 4:43
PM

1/25/2013
4:43 PM 0.01

Tanzania-TAWREF CBT II Adult Consent - New Caregiver -
07.02.2013.docx

7/2/2013 1:27
PM

7/2/2013 1:27
PM 0.01

Tanzania-TAWREF CBT II Adult Consent - New Caregiver -
Kiswahili 07.22.2013.docx

7/23/2013
10:27 AM

7/25/2013
9:10 AM 0.02

Tanzania-TAWREF CBT II Adult Consent Kiswahili -
04.09.13.docx

4/9/2013 11:55
AM

4/9/2013 2:11
PM 0.02

Tanzania-TAWREF CBT II Child Assent - 01.25.13 clean
final.docx

1/25/2013 4:43
PM

1/25/2013
4:43 PM 0.01

Tanzania-TAWREF CBT II Child Assent Kiswahili -
04.09.13.docx

4/9/2013 11:56
AM

4/9/2013 2:31
PM 0.02

Who will conduct the consent process with prospective participants?  Give the person's role in
this study (PI, Study Coordinator, etc.)
The local interviewers will conduct the consent process with participants. They are trained in research
able to explain the research and the consent without being coercive, as well as being able to answer all
questions.

Who will provide consent or permission? (Select all that apply)
Consent Provider
Participant

Parent(s) or Legal Guardian(s)

Legally Authorized Representative (LAR)

How much time will the prospective participant (or legally authorized representative) have
between being approached about participating in the study and needing to decide whether or
not to participate?  If you are not giving the person overnight to consider whether or not to
participate, please justify.
The participants may have as long as they need within a two-week period from when they are
presented with the option to participate in the research to when they may consent/assent or refuse.
Many will be approached initially by telephone and an appointment made to explain the screening and
the program. At the meeting, consent could be provided, but the caregiver has the option of having the
interviewer return at a later time

Where will the consent process occur?
The consent process will take place in the participant's home.

What steps will be taken in that location to protect the privacy of the prospective participant?
Participants are approached individually and separately in their homes

How much time will be allocated for conducting the initial consent discussion, including
presenting the information in the consent document and answering questions, with each



prospective participant?
We will plan for half an hour to an hour for each participant, but any prospective participant can take
more time for questions.

What arrangements will be in place for answering participant questions before and after the
consent is signed?
Participants can ask questions at any point during the consent process and are given information on
how to contact the local study coordinatotor/lead investigator if they have questions at a later date.

Describe the steps taken to minimize the possibility of coercion or undue influence.

Emphasis is always placed on the right to refuse or withdraw. Incentives to participate are deliberately
kept at a level that is not seen within the community as coercive. Any gifts or transport reimbursements
are capped at an equivalent of $2.50 to minimize coercion.

What provisions will be in place to obtain consent from participants who do not read, are blind
or who do not read/understand English?
The study interviewer will read the consent form to the participants. All consent forms are translated into
the local language, Swahili, and backtranslated to compare against the original English for accuracy.

View: 15. Specialty Committee Reviews

15. Specialty Committee Reviews

Select all committees which will be required to review this protocol:
Pediatric Risk Assessment

View: (i) Clinical Trials Memo

Required registration of studies in ClinicalTrials.gov

On September 27, 2007 Congress enacted U.S. Public Law 110-85 (also known as H.R. 3580, or Food and
Drug Administration Amendments Act of 2007).  This act mandates the expansion of ClinicalTrials.gov,
expands the required submission elements and establishes penalties for not listing a trial.  Investigators and
sponsors must ensure that applicable drug, biologic and device trials are registered within 21 days of enrollment
of the first subject and preferable before first subject enrollment.

Which studies must be registered?

Registration is required for any research study that:

Uses a drug, biologic, or device as the intervention or control/comparison AND

Prospectively assigns human subjects to intervention and at least one concurrent control or comparison
groups AND

Studies the safety, efficacy or cause-and-effect relationship between an intervention and a health
outcome

The registration requirement does not apply to:

The use of FDA approved, marketed products used in the course of medical practice

Phase I clinical investigations of drugs or biologics

Small clinical trials to determine the feasibility of a device or clinical trial to test prototype devices
where the primary outcome measure relates to feasibility and not to health outcomes

FDA required pediatric postmarketing surveillance of devices

Investigators and sponsors are encouraged to register all studies to ensure they meet the publication



requirements of the International Committee of Medical Journal Editors (ICMJE) and to promote
transparency in clinical research.

Who is responsible for registering the study?

For investigator-initiated trials, the lead principal investigator responsible for conducting and
coordinating the overall clinical trail should take responsibility for registration

For Sponsor-initiated trials the sponsor should take responsibility for registration

Trials sponsored by the federal government (e.g. NIH) should be registered by the grantee

Trials associated with Investigational New Drug (IND) or Investigational Device Exemption (IDE)
applications with the U.S. FDA should be register by the IND/IDE holder

If the individual or sponsor who should register the trial is unwilling or unable to register
the trial it should be registered by a participating investigator

How do I register a study at Duke?

Contact the Department of Clinical Research by email (docr.help@dm.duke.edu) to establish a
user account to register a study with the ClinicalTrials.gov Protocol Registration System
(https://register.clinicaltrials.gov). Please label the message with "ClinicalTrials.gov Protocol
Registration" in the subject line, and include your name, telephone number, and email address in
the body of the email.

Who do I contact for more information?

Additional information about this process can be found on the Department of Clinical Research's
website (http://docr.som.duke.edu/modules/flash_articles/). You may also contact the DOCR by
email (docr.help@dm.duke.edu) or by phone (681-6665) with further questions.

View: 18. End of Application Form

End of Application Form 

You have reached the end of the New Protocol Application form. Upon clicking the "Finish" button below, this application will
not automatically be submitted for review. It will instead appear under the "Presubmission" tab on your workspace, allowing
further edits to be made to the application later if it is not yet ready for submission.
If this application is complete and ready to be submitted for review, you must click the "Submit Study" activity button, located
in the left column of this application's workspace, to begin the Duke HRPP review process.
View: MultisiteCreateView
Complete detail form for each site:

Site Name and Location:
Name of Site: ACE Africa
City: Bungoma
State/Province:
Country: Kenya

Site Contact Information:
Primary Contact Name: Augustine Wasonga
Primary Contact Phone or Email: augustine@ace-africa.org

Site Details:
Does the site have an IRB?
  Yes No Site IRB approval expiration date:  5/16/2018

If date not provided, explanation of why:



Has the site granted permission for the research to be conducted?
Yes No

Does the site plan to rely on the DUHS IRB for review?
Yes No

Attach site approval letters or site personnel lists here:

Document Name Date Created Last Modified Revision
KEMRI CBT2 Approval.pdf 3/15/2013 4:11 PM 7/5/2017 4:58 PM 0.05

View: MultisiteCreateView
Complete detail form for each site:

Site Name and Location:
Name of Site: Tanzania Women's Research Foundation
City: Moshi
State/Province:
Country: Tanzania

Site Contact Information:
Primary Contact Name: Dafrosa Ithemba
Primary Contact Phone or Email: dafrosakoku@gmail.com

Site Details:
Does the site have an IRB?
  Yes No Site IRB approval expiration date: 

If date not provided, explanation of why:
Site IRB approval was allowed to lapse after 2/6/2017, because data-related
activities at the site ended on 1/31/2017. All study-related activities at the site
ended on 2/28/2017. Please see attached study closure letter from TAWREF.

Has the site granted permission for the research to be conducted?
Yes No

Does the site plan to rely on the DUHS IRB for review?
Yes No

Attach site approval letters or site personnel lists here:

Document Name Date Created Last Modified Revision
KCMC CBT 2 IRB clearance certificate 3/15/2013 4:12 PM 3/18/2016 5:22 PM 0.03
NIMR CBT 2 IRB clearance certificate 5/21/2013 11:57 AM 6/22/2016 11:59 AM 0.04
TAWREF Site Completion Letter 7/6/2017 12:35 PM 7/6/2017 12:35 PM 0.01

View: MultisiteCreateView
Complete detail form for each site:

Site Name and Location:
Name of Site: University of Washington
City: Seattle
State/Province: Washington
Country: U.S.A

Site Contact Information:



Primary Contact Name: Shannon Dorsey
Primary Contact Phone or Email: dorsey2@u.washington.edu

Site Details:
Does the site have an IRB?
  Yes No Site IRB approval expiration date: 

If date not provided, explanation of why:
University of Washington is willing to reply on Duke’s IRB and enter into an
IRB authorization agreement with Duke University

Has the site granted permission for the research to be conducted?
Yes No

Does the site plan to rely on the DUHS IRB for review?
Yes No

Attach site approval letters or site personnel lists here:

Document Name Date Created Last Modified Revision
UW cert insurance Psychiatry & Behavioral Sciences.pdf 9/5/2012 4:36 PM 9/5/2012 4:36 PM 0.01
UW IAA Pro00039770.pdf 9/5/2012 4:35 PM 9/5/2012 4:35 PM 0.01
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