
Questions or comments? Email:     

PUGRESEARCHCOMPLIANCE@VA.GOV  

or John at 6-5645 or Joanne at 6-4616 

CHANGES IN VHA HANDBOOK 1058.01 

Local Research Deaths. Immediate oral notification (written notification 

within 5 business days) to the IRB of any local research death that is both 

unanticipated and related to the research.  

Local SAES/Serious Problems. Written notification to the IRB within 5 

business days of incidents that are both unanticipated and related to the 

research. IF the PI determines an event to be unrelated, it no longer needs to 

be reported within 5 business days to the IRB. Report at the time of 

continuing review. 

Non-Serious Protocol Deviations/Violations are to be reported to the 

IRB on a Report of Problem form within 5 business days or with reasonable 

explanation if not within 5 business days 

ORO Reorganizational Structure 
ORO no longer includes Regional Offices as part of its organizational structure 

effective March 1, 2016. Instead ORO is organized into Subject Matter Expert 

Workgroups 

Breakdown of these groups and Contacts: 

Human Research Protection (HRP) 

· Mr. Richard D’Augusta, Director

Research Safety and Animal Welfare (RSAW) 

· Dr. Jim Trout, Director

Research information Security (RIS) 

· Dr. Brendan Keegan, Director

Comprehensive Research Oversight Workgroup (CROW) 

· Ms. Cindy Paulsen, Director

· Liaison, Duane Janke

Policy and Education (P&E) 

· Aileen Ward, Director

· POC—Ward Hobbs

Informatics and Data Analytics (IDA) 

· Dr. Yen Nguyen

Review Management and Integrity (RMI) 

Research Compliance Tip Sheet 

VA Puget Sound Health Care System 

The Office of Research  

Compliance has added to its au-

diting program, the observing of 

study staff obtaining consent. 

Studies with a full informed con-

sent, that are actively enrolling, 

will be randomly selected on a 

quarterly basis. This proactive 

approach to monitoring the 

consenting process will help 

identify opportunities for im-

provement.  

The checklist used during this 

review can be found at this  

LINK under the Announcement 

section of the SharePoint site. 

Feel free to review and use! 

July 2016 

OBSERVING THE 

CONSENT PROCESS 

RESEARCH COMPLIANCE
RCO SharePoint Site 

mailto:PUGRESEARCHCOMPLIANCE@VA.GOV
http://center.puget-sound.med.va.gov/sites/seo/VAPSHCSResCompOffice/Lists/Announcements/AllItems.aspx
http://center.puget-sound.med.va.gov/sites/seo/VAPSHCSResCompOffice/SitePages/Home.aspx

