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Letters
Correspondance

Misplaced allegations

As chairs of the Clinical Research
Ethics Board (REB) at the Univer-

sity of British Columbia (UBC), we felt
we should respond to the allegations
made in CMAJ’s Holiday Review by
Ian Scott and Cheryl Wilson,1 both of
UBC. Although there does appear to be
a correlation between forest industry
activity and the paper demands of re-
search ethics boards, we suspect that
this is more association than causation. 

Nonetheless, we were concerned
about the issue and conducted some fur-
ther research. Ethics approval was not
sought, because we could not afford to
make the 20 copies required by our own
REB. What we found is far more dis-
turbing than the aforementioned associ-
ation. Table 1 clearly shows what ap-
pears to be a strong association between
the number of copies of ethics applica-
tions required by REBs and the number
of Conservative Party of Canada plus
Progressive Conservative (PC) mem-
bers of Parliament from each province
(Table 1). We are not sure how this fac-
tor has influenced the number of copies
required by REBs, but we plan to find
out. We also believe that the reason the
PCs are still listed (at the time of writ-
ing, in mid-January 2004) as a separate
entity in the House of Commons party

standings,2 despite recent reports of a
merger with the Canadian Alliance, is to
obscure this association.

Hence, for the foreseeable future,
we plan to approve only research pro-
posals that look into this issue. To ex-
pedite the process, we will require only
1 copy of any original research proposal
that examines this disturbing trend.
However, if the application comes from
the Department of Family Practice at
UBC, 40 copies will be required.

James McCormack
Associate Chair
Peter Loewen
Chair
Clinical Research Ethics Board
University of British Columbia
Vancouver, BC
(Not on behalf of any of the other
members of the UBC Clinical Research
Ethics Board.)
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[One of the authors responds:]

We appreciate the desire of James
McCormack and Peter Loewen

to further understand the cause of the
disparate number of copies of research
applications required for submission to
research ethics boards at different uni-
versities, as reported in our article.1

However, we were disappointed to
learn that the Clinical REB at UBC
has arbitrarily singled out our group
and henceforth will be demanding 40
copies of any applications from the De-
partment of Family Practice. In re-
sponse, we plan to foster collaboration
by seeking formal cross-appointments
to the Faculty of Pharmaceutical Sci-
ences for all members of our depart-
ment, which we hope will lead to this
unfair ruling being overturned. We
wish to assure readers that the fact that
members of the Faculty of Pharmaceu-
tical Sciences get to personally experi-
ment with all the great new drugs has
nothing to do with our attempt to join
this group.

Ian Scott
Department of Family Practice
(and, hopefully, Faculty of
Pharmaceutical Sciences)
University of British Columbia
Vancouver, BC
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Sample size and study
interpretation

Max Pittler and associates1 report
the results of a randomized dou-

ble-blind crossover trial of the effective-
ness of artichoke extract in preventing
alcohol-induced hangovers. However,
their sample size of 15 is too small.
Even though the study had a crossover
design, the standard deviations (SDs)

Table 1: Comparison by province of number of copies of ethics
applications required by research ethics boards (REBs) and numbers of
Conservative Party of Canada (CPC) + Progressive Conservative (PC)
members of Parliament

Province

No. of copies required
by REBs in each faculty

of medicine
No. of CPC + PC

members of Parliament*

British Columbia 20 25
Alberta 17 24
Manitoba 15   5
Nova Scotia 14   3
Ontario 13   3
Quebec 13   1
Newfoundland 11   3

Saskatchewan† 12   9

*According to data on party affiliations in the 37th legislature, as of Jan. 19, 2004.2

†Data from Saskatchewan were excluded from the analysis because that province refuses to participate in
daylight savings time.



are too large for the results to have sta-
tistical significance (e.g., mean systolic
blood pressure of 124.3 with SD of 17.7
mm Hg and mean diastolic blood pres-
sure of 75.4 with SD of 10.9 mm Hg at
baseline). Furthermore, the range of
blood pressure measurements (as de-
rived from the means and standard devi-
ations presented in the article) indicate
that the volunteers were not all that
healthy.

Another problem relates to the
study’s power. Pittler and associates1

state in the Methods section that there
would be a power of 80% with 16 par-
ticipants, but it is not clear if they recal-
culated the power on the basis of the 15
participants who actually completed the
study. Also, the Methods section does
not state the critical estimated scores of
the 2 groups. The authors do admit a
limitation relating to a possible type II
error because of the small sample size.
If this type II error was large, the au-
thors are not justified in saying that “ar-
tichoke extract does not prevent the
signs and symptoms of alcohol-induced
hangover over and above placebo.”

Frank C. Leung
Retired
Division of Infection and Immunology
Health Canada
Toronto, Ont.
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[Two of the authors respond:]

We welcome the opportunity to
restate important limitations of

our study, which we discuss in our pa-
per.1 Frank Leung’s main concern re-
lates to sample size and its implications.
The sample size of 16 for a power of
80% was calculated using an estimated
standard deviation of 2.0 and an esti-
mated mean difference of 1.5 cm on a
10-cm visual analogue scale. This mean
difference was considered adequate in

the expected and confirmed sample of
moderately hungover individuals.2 Be-
cause of the small sample size and the
measurement variation, which proved
larger than expected, we discuss in our
paper the degree of uncertainty relating
to the data and state that this might
have obscured a possible true effect.
Acknowledging the study’s limitations
and in the absence of any trend in
favour of artichoke extract, we stand by
our conclusion that “our findings do
not suggest that artichoke extract is ef-
fective in preventing alcohol-induced
hangover.” 

Max H. Pittler
Edzard Ernst
Complementary Medicine
Peninsula Medical School
Universities of Exeter and Plymouth
Exeter, UK
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Taking our vitamins

In Eric Wooltorton’s article on vita-
min and mineral supplements,1 a foot-

note to Table 1 states that vitamin K has
an anticoagulant effect. In fact, vitamin
K promotes healthy coagulation, be-
cause it is a cofactor in a carboxylation
reaction that is essential for the clotting
process.2 [A correction on this point was
published previously.3 — Editor.] 

Vitamin K was excluded from this
table because it “is not available in
Canadian multivitamin preparations.”1

However, vitamin K is included in
some multivitamins available in the
United States. Given the popularity of
cross-border shopping and the avail-
ability of products through the Inter-
net, it is possible that many patients of
CMAJ readers, or even the journal’s
readers themselves, are consuming vita-
min K in supplement form.

Despite several trials evaluating vita-

min K (vitamin K1 [phylloquinone] and
vitamin K2 [menatetrenone]) for its ef-
fects on bone quality and density4–6 and
its usefulness in other contexts,6 the toxic
effects of even pharmaceutical doses of
these 2 naturally occurring forms of vita-
min K have not been identified.8 In addi-
tion, at least one study, which evaluated
the effects of large doses of vitamin K2

(45 mg of menaquinone-4) on hemosta-
tic activation, found no thrombotic ten-
dency at high doses.8

Ruth Wilson
Medical Student, Class of 2006
University of Western Ontario
London, Ont.
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Icommend Eric Wooltorton1 for
alerting Canadian physicians to the

potential of health risks with excessive
consumption of some vitamins and
minerals. However, the recommended
intakes listed in Table 1 of that article
do not reflect dietary reference intake
(DRI) values,2 which should be used as
the dietary standards for Canadians.
Furthermore, there is no mention of
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