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I.  Attendance
 Voting members present:  Verne Boerner, Erin Moran (9:00 – 10:30am) Tom Weiser, MD, 

                                           Maxine Brings Him Back-Janis    
 Voting members call-in:   Jennifer LaPointe, Sharon John, Rena Gill
                                           Dr. Bill Freeman (9:00 – 9:55 am)           
 Professional staff present:  Clarice Charging 

 Voting members absent:  Lynn DeLorme, Donna LaVallie
II.           Quorum:    Yes
III.          Agenda  

                                               (Welcome and opening

9:05 am   Rena Gill                ( Announcements

                                               (Agenda Overview

	
	Protocol Reviews
	

	9:10
	Principal Investigator 
	Primary Reviewer
	Title of Proposal

	Full 
Committee 

Review
	Karina Walters, PhD
	Maxine Brings Him Back-Janis
	Healthy Hearts Across Generations

	Full
Committee

Review


	Theodore Schurr
	Verne Boerner and Bill Freeman
	Geographic Project


I. Welcome, Agenda and Minutes Overview
  Tom Weiser welcomed the IRB members and roll call was taken.

               Agenda:   Reviewed and approved updated agenda.  Agenda items are to be switched.
               Annoucements:  No new announcements.  
               Minutes:  Verne motioned to approve February 2008 minutes, Tom seconded.  Motion
               approved.

.
II. Protocol Reviews
New or re-submitted protocols are submitted to the full committee for review.  Following is an overview of the submissions.  IRB members received a copy of the project and offered an opportunity to comment. 

A. Principal Investigator:  Theodore Schurr, PhD
Proposal:  Genographic Project
Primary Reviewer:  Verne Boerner, BA and Bill Freeman, MD
Submission:  Full Committee Review
Description:  The goal of this project is to collaborate with Native American communities from Canada, the US and Mexico on genetic studies that will systematically trace historical human migrations.  
Meeting opened with discussion of the deferral letter sent to Dr. Schurr.  Dr. Freeman contacted and read the letter over the phone to Terry Powell, IRB Administrator of the Alaska Area IRB.  Ms. Powell stated it is a thorough review of the project and does not oppose the letter being sent out.  Ms. Powell will receive a copy of the letter and one will be forwarded to the University of Pennsylvania IRB.  
Dr. Weiser has also spoken with Terry regarding the letter.  Terry advised that communication should be by phone only as e-mails are discoverable, and Tom should be prepared to talk with the media on this project. This brought up the subject on who should be referred to field questions from the media.  Dr. Weiser will contact Dr. Phil Smith, Chair, National IHS IRB to discuss this matter.  Rena stated Doni Wilder, Area Director, Portland Area IHS IRB has selected Terry Dean as the Portland Area spokesperson.  All media requests should be forwarded to him.
Terry Powell informed Tom that PI has not started process towards resolving problems with protocol.

B. Principal Investigator:  Karina Lynn Walters PhD. 
Proposal:  Healthy Hearts Across Generations  

Primary Reviewer: Maxine Janis, MPH 
Submission:  Full Committee Review

Description:  This protocol is a five-year developmental project to design and test a culturally appropriate, and generalizable cardiovascular disease (CVD) risk prevention program for American Indians in the Northwest.
Maxine presented her review of the project, phase 1, qualitative study.  PI will conduct a qualitative study involving 3 focus groups and 20 key informant interviews among American Indian parents, elders, and Native health providers to determine their experiences with food, nutrition and exercise, and common barriers (historical, communal, familial, and individual.)
The University of Washington IRB approval has been included with the submission.

Verne questioned why tribal members who are not parents of minor children are not included in this project.   Wealth of information could be received from tribal members who do have older children, and those who are childless. This exclusion is not stated on the flyer either.  Project should state why they are targeting parents with minor children.  Could mention this in their letter, but this issue and recruitment from the population size and area will be covered in the remaining portions of the project. After further review Maxine motioned to approve the protocol with contingencies, Sharon seconded.  
Contingencies:

1. Provide to the IRB status of the data sharing agreement.  If a draft is available IRB would like to review and receive a finalized copy.

2. Provide an updated University of Washington IRB approval letter.  Last approval agreement ended January 10, 2008.

3. Provide detail in the consent form that the transcripts will be made available to the focus group participants upon completion of the survey.

4. Provide clarification for the resource list eligibility.

5. Provide detail in the consent form and recruiting script for transportation reimbursement.

6. Explain in the protocol the decision to exclude tribal members who are either childless or have children older than 18 years of age.  Flyer does not state this exclusion either.

7.  Phone script contains words higher than the 8th grade reading level.  Some participants might be embarrassed to admitting they do not understand words such as qualitative, fictitious, repercussions.

8. Under Food Habits questions 11 and 12 were considered judgmental.  Replace with questions that have an open-ended format. (This could be a recommendation.)
Letter will be sent to PI.

Other Agenda Items:

PA IHS IRB website:  Maxine would prefer to receive protocols, etc. from a link off the website.  Will check with Jim Fry, NPAIHB Director of Information Services on this issue.
PRIM&R Conference Call:  Verne reported on the 3/14/08 conference call with PRIM&R staff.

Tract on Indian research is an option with a suggestion of a track under the international umbrella but nothing was offered and they are not committing to anything.  Verne will contact Dr. Santosham, John Hopkins University to see if he and his staff would be available for a call on this issue.
Rena made a motion to adjourn meeting. Maxine seconded.  Motion approved.
VI. Meeting Adjourned 10:40 am

Next meeting:  April 22, 2008 (tentative)

.
