

MADCaP U01CA184374 Investigators Conference Call Minutes
October 22, 2015

Attendees: Damali Martin (NCI), Sam Mbulaiteye (NCI), Chris Duffy (CPIC), Akin Adebiyi (UCH), Thomas Rohan (Einstein), Ilir Agalliu (Einstein), Pedro Fernandez (SU), Lindsay Petersen (CPGR), Joseph McBride (CPGR), Brian Fortier (DFCI), Caroline Andrews (DFCI), Amy Hayward (DFCI), Timothy Rebbeck (DFCI) 

1. U01 MADCaP Grant meeting
 Reda Room 4, Palais des Congrès de Marrakech, November 17th 2015, 1-5pm
The meeting agenda, dinner arrangements and draft versions of the protocols and questionnaire will be distributed prior to the next conference call (November 3rd).  Investigators were asked to review the materials and provide feedback to enable efficient discussion points in Marrakech.  Will arrange individual meetings with representatives from each center to review specific needs. 

2. Finalizing regulatory approval and funding release
a. Human subjects protection training certification is almost complete from all centers.
b. IRB protocol approval pending: Dana-Farber Cancer Institute; Korle-Bu Hospital & 37 Military Hospital, Accra (conditionally approved); NHLS/Wits University, Johannesburg (conditionally approved); Georgia Institute of Technology (filed exemption status).
Verification of these approvals and training certifications must be submitted to NIH by November 30th 2015.  DM-NCI invited investigators to email her with any questions.
c. Subcontract initialization: Requirements are almost completed, only delay is Public Health Service (PHS) Financial conflict of interest (FCOI) policy compliance.  4 centers need to determine their policy: Ghana, Nigeria, Senegal and Cape Town-S. Africa.  If they have a PHS FCOI compliant policy then need to sign the form that was distributed.  If not, then need to complete and sign the form, declaring that will follow DFCI’s policy.  AH-DFCI will follow up with more information for investigators. 

Qu:  How are Sub-contracts set up? AH-through DFCI, the prime Institution.  Subs will bill DFCI.  Propose to establish advance accounts through DFCI when permitted. 

3. “Stock-take” review
Responses were received from each center with information on samples stored, medical record abstraction and questionnaire completion for existing cases and controls: a total of 1589 cases and 2003 controls.

TR: proposal for grant was for 4000 cases and 4000 controls so about half way there already although the data is incomplete.

Next step: DNA -> CPGR for processing requiring MTA.  Data -> DFCI requiring DUA

4. MTA/DUA
Overview of process: All samples will stay in Africa and be sent to Cape Town-CPGR.  CPGR will require MTA and import permit and Lindsay Petersen will be the contact person at CPGR.  Samples will remain at CPGR until all testing is completed and then conveyed to CLS for long term storage.  PF-SU when samples are eventually transported to CLS additional MTA may be required.

Other piece: CIDR molecular test on a subset of DNA samples.  CPGR and CIDR will undertake parallel Affymetrix arrays.  CIDR will conduct additional tests. May require MTA & DUA between CPGR, DFCI & other centers.  

DUA-DFCI.  Goal is for DFCI to be the centralized data center and will coordinate both the existing future study data.

Qu: Will the data include “genomic” data?  Yes.  CPGR will share final genotypic call data with the centralized data center.  Each center will have access to this data that will include genotypes.
IA-Einstein suggestion that a generic DUA template be generated that each Institution can then amend pertinent to their requirements. 

5. Data harmonization/questionnaire and study protocol development and design.
Goal: design draft data collection instrument and study protocols in the next 2 weeks to circulate.  The questionnaire will be drafted from the “critical”, “important” and “optional” question feedback received by investigators.  CA-DFCI will circulate the draft questionnaire along with summaries of the feedback recognizing that each center has specific unique questions/required information.  Will consult clinicians for advice on questions related to medical symptoms, diet and nutrition.  No instrument known of that can collect African diet specific data.  
Developing biospecimen and recruitment protocols.  An initial flowchart of procedure for biospecimens was reviewed.  
These documents will be reviewed and discussed during the next conference call and at the meeting in Marrakech. 

Next Conference Call scheduled for Tuesday November 3rd 11am EST
