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Cr. Ian Mirchell ..
Director, Officea of Medical liouthzcn

University of Calgary
Hearitage Medical Research Building/Rm 93

3330 Hospital Drive North HWest
CALGARY. Alberta
TN aNl

Dear Dx. Mitchell:
Re: Clinicel Trial Application for E.M.Power +

Furcher cto my correspondence of Cctober 11, 2001,
ragarding ongoing clinical trials with EM Power +, this is
to inform you that the Clinical Trial Application foxr EM
Power + has been reviewsd by the Therspeutic Products
Directorate and is considered not satisfactory according to
Division S5 of the Food and Drugy Regulations. Flease see
attached lettar to Dr. Kaplan that cutlines the conc¢ernms
raised by the Therapeutic Products Dirsctorate.

As a result of this decision, the trial must be
teTminated, and all study subjects must be notified. In
addition, the sponsor must ensure that these subjects are
asseseed and their carze is transferred to an appropriate
professional who can place them on atandard therapy.

‘ Yours sincerely,

Clegr

Robart G. Peterson. MD, MPN
Director Genmral

€.C. Dr. $iddika Mithani

: br, iﬁ;lip waddington
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Organization/Organisme:  University of Caigery
TOLITHL:  (403)-229-7385 FaxTélscopleur: (403) 843 - 9100
No. of Pages, including this page/N® de pages, Inciuant cotie page: 4

Name/Nom: Dr. Mons Akoyry E-NaVCunster decwanique

Tel/Té.:  (613) 941-2132 Fax/Téiboopieur: {813) 952-9836
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Ina Bipoler Disorders Studv:
With respect to the bipolar disorder study, the following must be considersd:

1.

Yo

mm under mmm A s A A e

The patient dlagnam of Npoiav disorder must be confimed by s physician,
Only the newly diagnosed patients with bipolar disorder may be included in the study.
Patients with suicidal tendency or previous suicide attempis must be excluded from the

study

m"a gmgo“ 2 “1 E ﬁgﬁ% 5\:« r ndwtﬁ
w r . mﬁ nhw r o nolmnpm tomg
hoepg\".’ s be p from the

Wouild patients snrolied in this trial raceive counseling therapy? Plesse adviss.
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Please provide a clear description of the patient wRthdrawal criteria.

go.:g m: g:u 'gggi&% gam t im%vognm and worsening of the dissase condition.
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What are the concomitant medications that would be aliowed in this study.
How will the placsbo patients be managed in the study?
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The risk of chronic toxicity due to the large doses should be explained in the consent form.
Please note that with respact to this paint, we would only be considering patients >1B ysars

Eibromyalgis Clinicel Study;
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T it lentific basis for th h i ower
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How wiil the placebo patients be managed in the study?

@ m 'gg:nh are e&"%n.ﬂ‘ :ﬂ&% %‘M study and raceiving the treatment drug?.
Please 0 the anticipated adv e patients risk involved, How would the
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Please provide & clear description of the patient withdrawal criteria.

gl::““ ne %m%wm and worsening of the disease condition.

Rescue j . R o
YOU WOUK US6, he wﬁ‘lﬁ“&%fg&' study. Please identify the rescue medication
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28- What are the concomitant medications aliowed?
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The risk of chronic toxiclty due 1o the large doses should be explained in the consent form.
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