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Mentoring Workshops
• Four Hour Workshop Addressing the Following Topics:

 Why Clinical Trials? 
 History of NCI Funded Research
 Protocol Development within SWOG
 Regulations and Ethics in Research 
 Quality Data: Variability/Bias/Principles
 Audits and Monitoring for S1400 and S1404
 Expectations, Expectation Reports and IPR
 Site Readiness for an FDA Audit 
 Regulatory/Trial Master File 
 Reporting AE/SAEs
 CRA Tools: Source Documents, EPIC smart phrases etc.



Mentoring Workshops
• Workshops were conducted at the following SWOG 

Institutions this past year:

 U of Utah/Huntsman May 04 Attendees:  39
 MAVERIC VA/Boston Oct 27 Attendees:  24
 Fred Hutchinson/Seattle Jan 24 Attendees:  33
 U of Hawaii Feb 17 Attendees:  27
 PCRC NCORP/Seattle Feb 29 Attendees:  22

• Upcoming:

 U of Colorado June 05
 Oregon Health Sciences TBD



Mentoring Workshops
• Criteria:

 Site Request
 High Accruing Site
 IPR Statistics

• Facility Requirements:
 Minimum of 12-15 attendees (may invite components or other 

SWOG sites within the area if you have lower numbers)
 Facility/room large enough to accommodate all attendees
 AV equipment (accommodate power point presentations)
 Internet connection

• Contact:
 Dona Marrah (donam@crab.org)



SWOG Training Retreat
• Held in Chicago – April 13

 What training is currently provided
 Future training objectives
 Strengths/weaknesses
 What resources are needed

• SWOG Training Needs Assessment Survey
 557 Nurse, CRA, other site staff responses

 Training Mechanisms Used?  CTTC
 Current trainings are helpful & accurate?  83% yes
 Training preference?  52% online, 22% in person, 26% NP

• Suggested Topics
 Study-specific training
 Rave, data-entry



SWOG Training Retreat
• Next Steps

 Get the word out
 Update current training modules
 Utilize more functionality the LMS offers
 Continue to engage and collect training needs
 Design new training based on member feedback

• Suggestions?  Please forward your ideas!
 Dana Sparks (dsparks@swog.org) 
 Rodney Sutter (rodneys@crab.org) 
 Mark Schofield (mschofield@swog.org) 



Online Training – CTTC

For technical assistance, contact Mark Schofield:  
MSchofield@swog.org



Resources – ORP Manual

ORP 
Manual



Resources – Best Practices



Rave Image Upload Feature
• Uploading Source Documents

 Sites without a scanner available

• Released in 2014



NCORP Workshop – Fall



NCORP Workshop – Fall
• NCORP studies specific to the following research areas 

will be discussed:
 Cancer Survivorship
 Prevention & Epidemiology
 Cancer Care Delivery Research
 Symptom Control and Quality of Life

• Topics will be specific to the unique administration of 
these studies such as:
 Patient Recruitment
 Patient Follow-Up
 Data Collection

Submit suggestions for topics to:  cancercontrolquestion@crab.org



Statistical Center Training
• Active SWOG FDA Registration Trials

 S1400 (Lung-MAP)
 S1404 (Melanoma)
 S1418 (Breast)
 S1605 (GU)

• Implications 
 Study Set-Up
 Data Submission
 Monitoring
 Analysis
 Reporting
 Resources



Statistical Center Training
8:25 – 8:50 S1404 – Immunotherapy Megan Othus

Clinical Trials

8:50 – 9:10 Data Management for Diana Heaney
FDA Registration Trials Louise Highleyman

9:10 – 9:25 S0777 – Lessons Learned Evonne Lackey
and Moving Forward Cathy Rankin

9:25 – 9:40 How to Navigate Expectations Phyllis Goodman
and the new Data Quality
Portal (DQP)

9:40 – 9:45 Q and A



Questions?



Please Welcome,

Charles D. Blanke, MD
SWOG Chair

Group Chairs Office
Oregon Health & Science University

Portland, OR


