Navajo Nation Human Research Review Board
Institutional Review Board Meeting Agenda

MEMBERS:

Dr. Mark C. Bauer, Ph.D. - Scientific Education

Beverly Becenti-Pigman, - Community

Dr. David Begay, Ph.D. - Scientific Education

Rebecca |zzo-Manymules, MPH, Ph.D. (C) — Education
Ursula Knoki-Wilson, MSN, MPH — Nursing

Wallace McGilbert - Community

Raymond Reid, MD - Medicine

Kalvin White - Scientific Education

Report Monday, August 02, 2016

Date:
Time:

Place:

OLD BUSINESS
I. Meeting Call to Order:
II. Roll Call:
- Invocation

- Introductions

lll. Review and Approval of Agenda:

August 16, 2016
9:00 AM

NDOH Conference Rm,
Window Rock, AZ

IV. Review and Approval of April 19 Meeting Minutes:

NEW BUSINESS:
V. Quarterly Reports:

VI. Serious Adverse Events (SAE):
VIlI. New Presentations:

VIIl. Returning Presentations:

IX. Noon Hour Discussions:

X. Manuscripts / Abstracts:

XlI. Announcements / Adjournment:
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VII.

NEW PRESENTATION(S)

1.

VI

NNR-16.241T PI: Sepanski, Ashley RN, MSN (USE DOCUMENTS FROM July 29, 2016 MEETING — TABLED ITEM)

Disruptive Behavior in the Healthcare Setting

Reason on Agenda: New Title Previously Tabled

Description: Request Review and Approval of New Study

NNR-16.247T Pl: _Bender, Bruce G. Ph.D. (USE DOCUMENTS FROM July 29, 2016 MEETING — TABLED ITEM)
Creating an asthma collaboration to reduce childhood asthma disparities on the Navajo Nation

Reason on Agenda: New Title
Description: Request Review and Approval of New Study per NNHRRB Request.

NNR-16.250T PI: _Facemire, Challie MA (USE DOCUMENTS FROM July 29, 2016 MEETING — TABLED ITEM)

Grand Canyon Case Study

Reason on Agenda: New Title

Description: Request Review and Approve New Study per NNHRRB Request.

NNR-16.251T Pl: Frank, Daniel MS (USE DOCUMENTS FROM July 29, 2016 MEETING — TABLED ITEM)
Investigating Culturally-Contextualized Making with the Navajo Nation

Reason on Agenda: New Title Amendment
Description: Request Acceptance and Approval of Amendment of Revised Protocol per NNHRRB Request.

NNR-16.252T Pl: Walker, Joe Ben (USE DOCUMENTS FROM July 29, 2016 MEETING — TABLED ITEM)
Reconnecting NACNA with the Sacrament, Peyote

Reason on Agenda: New Title
Description: Request Review and Acceptance of New Title per NNHRRB Request.

NNR-16.253T Pl: Two Bears, Davina R. MA, BA

Shimas'ani' doo' Shicheii Bi' Olta - My Grandmothers' and Grandfather's School: The old Leupp Boarding School, a Historic
Archeological Site on the Navajo Reservation.

Reason on Agenda: New Title
Description: Request Review and Approval of New Title

RETURNING PRESENTATION(S)

1.

NNR-02.094 Pl:  Knowler, William MD

Action for Health in Diabetes Look AHEAD

Reason on Agenda: Quarterly Review
Description: Request Review and Acceptance of Quarterly Report covering April 1 - June 30, 2016 period.

Reason on Agenda: Other
Description: Request Acceptance and Approval of DHHS Certificate of Confidentiality

NNR-02.110 Pl: _Knowler, William MD

Diabetes Prevention Program Outcomes Study (DPPOS)
Reason on Agenda: Quarterly Review

Description: Request Review and Acceptance of Quarterly Report covering April 1 - June 30, 2016 period. Page 2




NNR-04.145 Pl: Lewis, Johnnye L. Ph.D.

Dine Network for Environmental Health Project (DiNEH)
Reason on Agenda: Quarterly Review

Description: Request Review and Acceptance of Quarterly Report covering April 20 - July 19, 2016 period

Reason on Agenda: Annual Report

Description: Request Acceptance and Approval of Annual Report covering July 20, 2015 - July 19, 2016 period.

Reason on Agenda: Continuation Request

Description: Request Acceptance and Approval of Continuation Request of Study from July 20, 2016 - July 20, 2017 period.
NNR-11.323 Pl: Lewis, Johnnye L. Ph.D.

Navajo Birth Cohort Study (NBCS)
Reason on Agenda: Annual Report

Description: Request Acceptance and Approval of Annual Report covering August 23, 2015 - August 22, 2016 period.

Reason on Agenda: Continuation Request

Description: Request Acceptance and Approval of Continuation Request of Study from August 23, 2016 - August 23, 2016 period.
NNR-02.106 Pl. Dabelea, Dana M.D.

SEARCH for Diabetes in Youth Study
Reason on Agenda: Quarterly Review
Description: Request Review and Acceptance of Quarterly Report covering April - June 2016 period.

NNR-13.158 Pl. Dabelea, Dana M.D.
Tribal Turning Point Program (TTPP) (A Feasibility Pilot Study)
Reason on Agenda: Quarterly Review

Description: Request Review and Acceptance of Quarterly Report covering June - August 2016 period.

Reason on Agenda: Annual Report

Description: Request Acceptance and Approval of Annual Report covering August 18, 2015 - August 18, 2016 period.

Reason on Agenda: Continuation Request

Description: Request Acceptance and Approval of Continuation Request of Study from August 18, 2016 - August 18, 2017 period.
NNR-04.151 Pl: Santosham, Mathuram MD

A Phase 3 Study of MEDI-524 (Numax®), an Enhanced Potency Humanized Respiratory Syncytial Virus (RSV) Monoclonal Antibody,
for the Prevention of RSV Disease Among Navajo and White Mountain Apache Infants in the Southwestern United States

Reason on Agenda: Conference Presentation
Description: Request Review and Approval of Abstract for Conference Presentation at International Respiratory Syncytial Virus

Symposium (RSV-16) on September 28 - October 1, 2016 in Patagonia, Argentina. Titled: Risk of Wheeze Among
children Ages 1-3 years Following the Prevention of Medically Attended RSV A/B lliness with Motavizumab Monoclonal

NNR-05.175 Pl:Mohs, Kimberly MD

Navajo Area Indian Health Services - Cardiovascular Risk Reduction Demonstration Project
Reason on Agenda: Quarterly Review
Description: Request Review and Acceptance of Quarterly Report ending July 2016.
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9.

10.

11.

12.

13.

14,

NNR-06.182 Pl: Wallerstein, Nina Dr.PH

Listening to Each Other Curriculum Development Research Project

Reason on Agenda: Quarterly Review

Description: Request Review and Acceptance of Quarterly Report covering April 22 - July 21, 2016 period.
NNR-06.195 Pl: Deaton, James

National Indian Education Study 2007

Reason on Agenda: Quarterly Review

Description: Request Review and Acceptance of Quarterly Report covering April 16 - July 15, 2016 period.
NNR-11.150 Pl: _Shin, Sonya MD

Evaluating the Navajo Community Outreach and Patient Empowerment (COPE) Program

Reason on Agenda: Conference Presentation

Description: Requesting Review and Approval of two Conference Presentation Titles: 1) Strengthening the Role of Community
Health Representatives in the Navajo Nation; 2) Cultural Elements Underlying the Community Health Representative-
Client Relationship in Navajo Nation on October 29 - November 2, 2016 in Denver CO at the America Public Health
Association Annual Conference.

NNR-11.319 Pl: _Patten, Christi A. PhD

Family Cancer Literacy to Promote Mammography Screening among Navajo Women

Reason on Agenda: Quarterly Review

Description: Request Review and Acceptance of Quarterly Report covering February 23 — May 22, 2016 period.

Reason on Agenda: Continuation Request

Description: Request Acceptance and Approval of Continuation Request of Study from August 23, 2016 - August 22, 2017 period.
NNR-11.321 Pl: Samuel-Nakamura, Christine, PhD

Uranium in the plant-animal-human food chain near abandoned mining sites and structures in an American Indian community in
Northwestern New Mexico

Reason on Agenda: Quarterly Review

Description: Request Review and Acceptance of Quarterly Reports covering: 1) February 21- May 20, 2016; 2) May 21 - July 19, 2016 period.
Reason on Agenda: Annual Report

Description: Request Acceptance and Approval of Annual Report covering August 21, 2015 - August 21, 2016 period.

Reason on Agenda: Continuation Request

Description: Request Acceptance and Approval of Continuation Request of Study from August 21, 2016 - August 21, 2017 period.
NNR-11.325 Pl. Campbell, James J. MD

Study of a vaccine for reducing ear and lung infections in children

Reason on Agenda: Revised Protocol

Description: Request Acceptance and Approval of Protocol Revision to include: 1) Laboratories that will perform Hib Polysaccharide
PRP and OPA; 2) Name of the Lab involved in the microbiological assessments; 3) Contact information for the GSK
Biological Medical Monitor update.

Reason on Agenda: (Other)
Description: Request Review and Acceptance of Investigator Brochure (IB) Edition7, June 2016, SPRNG-008 Protocol Amendment
7, dated April 8, 2016.
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15.

16.

17.

18.

19.

20.

21.

22.

23.

NNR-11.329 PI: _Salvador, Julie PhD

Building System Capacity to Implement Evidence-Based Practices within a Community-Based QI Model

Reason on Agenda: Quarterly Review

Description: Request Review and Acceptance of Quarterly Report covering April - June 2016 period.

NNR-13.106 PI: Gordon, Paul H. MD

Neurological Disease among the Navajo

Reason on Agenda: Quarterly Review

Description: Request Review and Acceptance of Quarterly Report covering March 15 - June 15, 2016 period with Publish Manuscript.
NNR-14.176 Pl: Duran, Bonnie G. Dr.PH

Tribal Colleges and Universities Brief Alcohol Screening & Intervention for College Students (TCU-BASICS)
Reason on Agenda: Quarterly Review

Description: Request Review and Acceptance of Quarterly Report covering January - June 2016 period.
NNR-14.177 Pl: Duran, Bonnie G. Dr.PH

Tribal Colleges and Universities Behavioral Health Adaptation of an Evidence-Based Intervention (TCU-ADME)
Reason on Agenda: Quarterly Review

Description: Request Review and Acceptance of Quarterly Report covering January - June 2016 period.
NNR-15.199 Pl: _Shin, Sonya MD

REACH for Healthy Navajo Communities.

Reason on Agenda: Quarterly Review

Description: Request Review and Acceptance of Quarterly Report covering March 17 - June 17, 2016 period
NNR-15.212 Pl: _Solomon, Mark G.

2015 Safety Belt Use Estimates for the Indian Nations.

Reason on Agenda: Quarterly Review

Request Review and Acceptance of Quarterly Reports covering: 1) January 1 - March 31, 2016; 2) April 1 - June 30, 2016 periods.
NNR-15.213 Pl: _Quintana, Eugenia

Residential Wood Smoke Intervention Improving Health In Native American Populations

Reason on Agenda: Annual Report

Description: Request Acceptance and Approval of Annual Report covering June 21, 2015 - June 21, 2016 period.
NNR-15.219 Pl: Mike, Pandora C.

Courageous Conversation about Navajo Perspectives in the Classroom
Reason on Agenda: Revised Protocol
Description: Request Acceptance and Approval of Protocol Title Change to Navajo Teachers Weaving Navajo Culture into Their
Teaching: An Appreciative Inquiry Case Study.
Reason on Agenda: Approval for Dissemination
Description: Request Acceptance and Approval of Study Dissertation to Fielding Graduate University submitted in Fulfillment of
NNR-15.224 Pl: Watanabe, Kohei
Ethnography of Laughter: Laughter of Dine and Creation of Hozo
Reason on Agenda: Quarterly Review
Description: Request Review and Acceptance of Quarterly Report covering April 23, - July 22, 2016 period. Page 5




Reason on Agenda: Continuation Request
Description: Request Acceptance and Approval of Continuation Request covering October 20, 2016 - October 20, 2017 period
. NNR-15.225 Pl: Hee Kim, Sang

Achieving Success by Promoting Readiness for Education and Employment

Reason on Agenda: Quarterly Review

Description: Request Review and Acceptance of Quarterly Report covering April 21 - July 20, 2016 period.
. NNR-15.226 Pl: Yazzie, Benjamin B.

Interpreting Navajo Cultural Strata

Reason on Agenda: Quarterly Review

Description: Request Review and Acceptance of Quarterly Report covering April 20 - July 8, 2016 period.
. NNR-16.242 Pl: Begay, Shawna L. MFA

Developing a Navajo Educational Media Guide: A Community Perspective.

Reason on Agenda: Quarterly Review

Description: Request Review and Acceptance of Quarterly Report covering April 19 - July 8, 2016 period
.NNR-16.244 Pl: Bauer, Mark C. Ph.D.

Identifying and Reinforcing Positive Behaviors among Dine' College Students

Reason on Agenda: Addendum

Description: Request Acceptance and Approval of Addendum of supporting Resolutions from Chinle and Northern Agency Council
(per NNHRRB 4-19 meeting directives)
. NNR-16.245 Pl: _Gittelsohn, Joel Ph.D.

Engaging Tribal Policy Makers to Sustain Improvements to the Food and Physical Activity in American Indian Communities

(OPREVENT2)

Reason on Agenda: Amendment

Description: Request Acceptance and Approval of Amendment to protocols: Form 1: Structural Change in depth Interview Guide;
2) Survey Guide Body Measurements and Clinic Contact Info; 3) Form 2: Community Member Workshop Guide; 4) Form
3: Teacher Workshop Guide; 5) Form 4: Health Staff/Stakeholder Workshop Guide; 6) Form 5: Adult Impact
Questionnaire; 7) Form 10: Community Action Impact Questionnaires.

Reason on Agenda: Revised Protocol

Description: Request Acceptance and Approval of Revised Protocol to use mini-computer (Tablet) to collect data vs paper
. NNR-16.246 Pl. Begay-McCabe, Sharon, MSW

Exploring the Appreciation of Using Navajo Values in Decision-Making by Tribal Leaders

Reason on Agenda: Quarterly Review

Description: Request Review and Acceptance of Quarterly Report.

.NNR-15.214 Pl: Lewis, Johnnye L. Ph.D.
Wood Stove Interventions and Child Respiratory Infections in Rural Communities

Reason on Agenda: Quarterly Review
Description: Request Review and Acceptance of Quarterly Report Covering April 21 — July 20, 2016 period Page 6




Reason on Agenda: Modifications

Description: Request Acceptance and Approval of UNM IRB Protocol Modifications to Study..
Reason on Agenda: Amendments
Description: Request Acceptance and Approval of Amendments: 1) Nicotine Surface Wipe Sample Collection; 2) Post Winter Questionnaires —

Filter Homes; 3) LRTI Education Homes, Post Winter 1 & 2 Assessments.

X. Manuscripts Review
o State and Local Partnership Approach to Addressing Challenges to EBP, Implementation in Rural Communities — Dr. Julie Salvador, PhD.
Published Manuscripts
¢ Bone Mineral Density in Navajo Men and Women and comparison to Non-Hispanic Whites From NHANES (2005-2008) — (NNR-99.068)
e Huntington Disease Among the Navajo: A Population-Base Study in the Navajo Nation — Dr. Paul H. Gordo, MD, PhD. (NNR-13.106)

Abstract for Review
¢ Navajo Health Beliefs: Can Cooking with a Chef Increase Self-Efficacy to Promote Behavioral Change — Kristina Babbitt
¢ Navajo Economy, Entrepreneurship, and Innovation within the Navajo Nation Reservation — Damon J. Clark

Xl. Announcements / Adjournment:

Last page and end of Agenda
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