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Protocol CBMTG 0601
Frequently Asked Questions

(1) When is the contract going to be negotiated?
The Contracts & Agreements office at the University of British Columbia will be contacting your site within the next 2 months.  (The contract template is being drafted, but is not final yet.)

(2) What is the budget going to be?
The budget is $4,000 CAN per recipient/donor pair.  There will be no payment for activation.

(3) What should be entered for “funding agency”?

The NIH.

(4) Who should be listed as the sponsor in the IRB application?

The CBMTG can be listed as the organizing group and the NIH as the sponsor.
(5) Is the trial registered with a clinical trials registry (for publications related to the trial)?

We are currently in the process of registering the trial with clinicaltrials.gov

(6)  What are the % risks with G-CSF in healthy donors?

Aching in bones (16% to 90%); Headaches (39% to 73%); Nausea and/or vomiting (2% to 13%); Body aches (23%); Flu-like symptoms (5%); Tiredness (42% to 48%); Fatigue (6% to31%); Trouble sleeping (4%); Allergic Rx < 1 in 4,000.  

Note to IRB:  Given that there are differences in study design, quality of information and varying dosages in the studies from which these data are taken, AE rates much be expressed as a range of values when available.  This information was supplied by Sandeep Gantotti of the Medical Information Department at Amgen Canada.  Mr. Gantotti was asked to provide AE rates for healthy donors.
(7) Who will be paying for shipping costs with the optional donor samples  for laboratory research?

Shipping costs will not need to be covered by the site.  A Fed Ex account number will be provided (to cover shipping costs).

(8) Will the site be provided with shipping supplies (i.e. boxes, etc.)

Please use supplies you may have leftover from other studies.  If this is going to pose any problem for your site please contact Holly Kerr (Project Manager).

(9) Regarding Optional Laboratory Research Samples:  Will any genetic 

      testing be done on these samples?

     No genetic testing will be done on the samples (that includes cells that are  

     leftover [after the initial protocol specified research] and stored for future 

     research).

