


MADCaP U01CA184374 Investigators Conference Call Minutes
September 29, 2015

Attendees: Damali Martin (NCI), Sam Mbulaiteye (NCI), Ann Hsing (CPIC), Yuri Quintana (BIDMC), Thomas Rohan (ECM), Ilir Agalliu (ECM), Pedro Fernandez (Stellenbosch Univ), Brian Fortier (DFCI), Caroline Andrews (DFCI), Timothy Rebbeck (DFCI)

1. Regulatory approvals & Staffing: (*Critical for grant funding)
Needed from each site:
a. *Human subjects research training certification (CITI training) 
b. [bookmark: _GoBack]*IRB protocol approval notification form 
c. Protocol and associated consent forms, questionnaires

Key personnel need to provide training certification as soon as possible.  CA-DFCI will keep track of protocol renewal dates, training etc and will follow up with each center as to what is still needed.
Timeline for completion of training certification: October 1st 2015
Timeline for IRB approval: 1 month

DUA +/- MTA:
Template available, distribute, process needed?

DUA/MTA not required for funding but will be needed from each center.  Main requirement: who the contact person is going to be to obtain these?  CA-DFCI will follow up with an email requesting this information. 

Qu: Is there a template with universal language that can be used and then modified according to requirements of each country? Yes, Universal Biosample MTA (UBMTA) exists already (at least for the USA).  It has not been used in Africa but potentially could be. Discussion on best way to establish data sharing and sample sharing within Africa-one centralized systematic process?

Qu: MTA or DUA?  If all samples are being delivered to Cape Town and not US, need to determine the process in Africa for sharing samples and data and then develop this process.  Intent is for centers to have their own biobanks but aliquot of DNA to be sent to CPGR for genetic analysis.  Can’t share samples/data until MTA/DUA is in place.

Center Project Managers – hiring, status?

CA-DFCI will follow up about this with each center.  Who will be the PM for each site, which ones are in place?

2. Quantification of existing data/sample “Stock-take”
· Questionnaire used and # people information collected on
· Was the questionnaire used one that has been shared, or a different one?
· If different, can it be shared?
· Medical records obtained?
· # people DNA samples collected on
· DNA shipping to CPGR and NCI/CIDR for test


Need MTA/DUA in place prior to sharing but want to figure out #’s.  Have some details from grant but want to obtain deeper information so can then share appropriately once approval is in place.  Data -> DFCI/U Penn.  DNA -> CPGR for storage.  DNA -> CIDR , anonymized and separate from main study-this MTA will likely be approved more quickly.  CIDR samples will be destroyed immediately afterwards. 
Will be sending out a SurveyMonkey following the call for each site to complete.
Timeline for completion: 1 week
 
3.  Data harmonization and questionnaire development
Review of spreadsheet circulated
Prioritize: 
	Critical (“must have” questions)
	Important questions
	Optional questions
Coding and harmonization process (include GEM-TI)
Questionnaires, Data Dictionary creation – draft at DFCI 

Goal: historical data collected, stock take 
1) Harmonize across all centers, mapping to common data point.
2) Create a new instrument (questionnaire).

Review of spreadsheet: contains questions from multiple questionnaires/groups (MADcAP, Cerg-SA, PrCa-Nigeria, Ghana, CaPTC, AC3), and represents a superset with many questions that may not be relevant for this study.  Qu:  ancestry, family history and accuracy from self report? Degree of relatedness to obtain information on? Unreliable? 
TR: Suggested designing an additional pre-screening/eligibility questionnaire.  Eg. Previous cancer question, answer = yes, would remove from study. Could have this same question on main questionnaire as a second check for eligibility.
Qu: How do people perceive risk?  Novel data for African population-might be good to include in the questionnaire. Or an additional separate questionnaire?
Diet.  No decision yet about including/excluding anything.  Physical activity-difficult to quantify accurately. Could bring in people with this expertise.
Co-morbidities eg. Diabetes, obesity.  These are not well known in Africa
Metabolic syndromes: Fat in blood-biomarker panel-been collecting in Ghana.  Possible to obtain blood sample on subset of participants who are fasting?

To review and send back comments to CA-DFCI identifying 1) Critical questions, 2) Important questions, 3) Optional questions tracked in spreadsheet

Once completed will work with GEM-TI (NIH) to harmonize, create questionnaire, translate into French and other languages (as necessary). Questionnaire will need to be submitted as an amendment to each IRB protocol and logged. 
Timeline: To review spreadsheet and add comments: 1 week
To accomplish Goal 3: 2 months

Discussion of standardization/variability across sites, ensure each PM has available:
Scales (for measuring weight)
Tape measure
Questionnaire
Blood tubes/phlebotomy kits

Next Conference Call scheduled for Thursday October 22nd 11am EST
