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Dear Dr. Fessenden: o 2K0-327-¢F77 | " ypzecuB-9s00 |

Sdsnce and Resedrch Fund Proposal for the Nutraceutical Treaiment of Menial Disorders

Thank you for being willing to consider a revision ot the above-named proposal. Thig letter is
Deing FAXed, along with the attachment from Me'aléuca (because | have only a hardcopy of the
mwwc’); however, the text of the propesal and the budgeét &ré being sent by email to Sill

Four specific items were mentioned in Bill Ma:Danald's March 4 letter:

e We have responded to the comments fram tha independent reviewers. A summary of the
resulting changes is on tha first page of the text, 30 | will not repeat them ail here.

e The request is now for anly one trial, a sort of pilot study for this entire endeavour. Plgase note
that the revised budget is a bit mora than 1/3 of the previous budget for three trials. This is
simply bacause thers is a centain economy of scale that means that three trials would have
been less Peneive than three tmes a singls tral. Also, we note that the current budget ls still
somewhat modest. Apparently phasrmacsutica) companies routinely budget $10-15,000 per

nt when doing # clinical trial on pEychosis. Since our Proposed sample consists of 88
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e We were also asked about ethics approval, The University of Caigary's Conjoint Heaith
Research Ethics Board has taken the position that it does not want 0 review protocsis yntil they
are funded. Exceptions can be made if the potential funding agency requires it (as some U.S.
agencies do). We saw no need to raquest gxemption from their rile, however. For instance, in
the enciosed revision we mention that the Hea'th Research Fund of AHFMA has just funded the
dinical trial of the Melaleuca Suppiements in the treatment of (ibromyaigia: consequently, this
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month we are finalizing our consent form, etc., and submitting the protocol to the Conjoint
Health Research Ethics Board. This is the normal sequence, and we would prafar to follow it.

| look ferward o hearing from you reganding our proposal.
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