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I.  Attendance
 Voting members present:  Verne Boerner, Tom Weiser, MD    
 Voting members call-in:   Jennifer LaPointe, Sharon John, Dr. Bill Freeman (9:35 am)
                                           Dr. Donnie Lee          
 Professional staff present:  Clarice Charging 

 Voting members absent:  Maxine Brings Him Back-Janis, Rena Gill, Lynn DeLorme,
                                          Erin Moran, 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
	Jodi Lapidus, PhD
	Sharon John
	Car Seat Safety Intervention for Northwest Tribes

	Full
Committee

Review


	Theodore Schurr, PhD
	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.
               Annoucements:  No new announcements.  
               Minutes:  Reviewed and approved October, December 2007 and January 2008 meeting

                               minutes.   October 2007 – Donnie Lee motioned, Sharon seconded.    
                               December 2007 – Sharon motioned, Verne seconded.  January 2008 – Donnie
                               Lee motioned, Jennifer seconded.
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:  Jodi Lapidus, PhD
Proposal:  Car Seat Safety Intervention for Northwest Tribes
Primary Reviewer:  Sharon John
Submission:  Full Committee Review
Description:  The purpose of this protocol is to determine if a cultural based intervention will
change behaviors in six Northwest Tribes.

Specific comments:  PR and IRB committee agreed it was an excellent subject, discussed 
how study might proceed should they witness a child not buckled up.  What level (if any) should  law enforcement be involved?  Should Child Protective Services become involved?  Do any of the selected tribes have cross jurisdictional policy in place?  State of Washington does respond to 911, provides assistance rather than issuing a citation but it is a state law.  Yakama Nation has passed laws on children seat belts.  Maternal Child Health Program (Yakama) has a trained staff on car seat installation, preemies to 40 lbs.  Bill Freeman stated it is not a reportable offense, rather give out as much information that parents accept.  
Motion made by Sharon to approve with contingencies and recommendation, seconded by Bill Freeman.
Contingencies:

1.  Address whether and how to include adolescent drivers.

2.  Provide to the IRB information on the age distribution in each community.
3.  Provide copies of consent and assent should adolescent drivers be included for IRB review.
4.  Provide to the IRB copies of human subject training the researchers and interviewers/staff will be required to complete.
5.  Provide preliminary results in the delayed intervention arm of the study to the IRB
6.  Identify community resources to partner with the study/intervention (law-enforcement, WIC,

health education, Head Start, etc) to ensure safety message.
Recommendation:

1.  Would prefer to see the Inter-Tribal Advisory Committee meet on a quarterly basis rather than the 1-2 meetings per year currently scheduled.   
Letter will be sent to the PI.  

B. Principal Investigator:  Theodore G. Schurr, PhD. 
Proposal:  Genographic Project  

Primary Reviewer(s):  Verne Boerner, 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.
Verne requested an overview of this project. Discussion led by Dr Freemen, who was asked by Alaska IRB to be a consultant in May 2006 for this project.  Dr. Freeman has had private conversations with both AS IRB and the PI.  Verne has spoken too with a colleague of Dr. Schurr’s.  Protocol was not approved by the AS IRB who heard about the project through National Public Radio (NPR).  
1.  Publications and research proposals belong to National Geographic.

2.  PI has collected DNA samples of adults and children without approval from AS IRB, villages or health corporation which is required.  AS IRB very concerned as to what PI will do with all the samples collected.  Specimens have been transferred to storage facility until final determination is made. 
3.  What extent can IRB trust PI on protocol since there is evidence he did not follow protocol.   
Bill suggested after receiving permission from AS IRB and health corporations Dr. Schurr should go out to the villages, apologize, and re-consent all adults who gave their specimens.  Destroy specimen samples for those adults who refuse to give consent (children samples would automatically be destroyed). 
4. Unfortunately role of Health Corporation (i.e. tribal government) is limited.   How would information on this project be communicated to other tribes.  What is Health Corporation’s role regarding publications and presentations for this project?  
5. PI must be willing to work to re-establish integrity and confidence in the way he does research.

6. Bill is willing to work on PA IHS IRB’s response for Dr. Schurr’s protocol.  Bill motioned, Verne seconded.  Letter will also be sent to AS IRB and U/Penn IRB.
Recording of IRB Meeting Minutes

Clarice requested permission to record minutes at each meeting.  Tapes will be erased

after transcription is completed.  After IRB committee discussion Verne motioned to approve request, Tom seconded.  Motion approved. 

Data Sharing Agreements

Indian Health Service and Washington State Registries working together to correct misclassification data.  WA Registries must submit protocol for full committee review. Would it be permissible to approve Oregon and Idaho with data sharing agreements with an amended protocol?  Requested committee members to send comments to Tom on this issue.
New PA IHS IRB email address:

PAIRB@ihs.gov is the new email address for the Portland Area IHS IRB. 
National IHS IRB: 

National IRB has not received Net/electronic submission, still working on it.  Tom suggested maybe PA IHS IRB look acquiring program.   

Verne made a motion to adjourn meeting, Sharon seconded.  Motion approved.
VI. Meeting Adjourned 10:30 am

Next meeting:  March 20, 2008 (tentative)

.
