
Dr Harris A Steinman

22 July 2012
Advertising Standards Authority of South Africa
Box 41555
Craighall 2024

Dear Sir/Madam,

Re: Oscillococcinum / Z Joubert & Others / 18385 - Heads of Argument FAC
Appeal

The letter from Wagner attorneys addressed to Mr Mokgatsi (sic) Rampa refers.

In the respondent's [Boiron] response to the notice of appeal dated 26 June 2012 the
respondents attempt to divert attention from the central issue by attacking the appellant’s
[Steinman] bona fides. The claims are spurious and false. These have previously been
questioned and adequately addressed to the ASA’s satisfaction. I categorically deny any
allegations of mal fides and take exception to the comment “[H]e has a vested interest in
perpetuating complaints in order to achieve his own and his company's ends. He therefore
has a direct pecuniary interest in creating a profile for his company which will attract
commissioning to conduct work that it is paid for.” My role as an activist does not in any way
attract “business” as is falsely claimed by the respondent. Indeed most businesses would
tend to shy away from any association with a person who has the reputation of being an
activist.

The respondents have replied with voluminous extraneous arguments and obfuscation of the
facts directing attention away from the central core of the complaint and arguments therefor.

It must also be categorically stated that the statement in paragraph 2.5 that “[H]e has
succeeded in turning the ASA into an unofficial MCC” is absolute nonsense and reveals a
lack of understanding by the respondent of the difference in regulating the availability (or
not) of a medicine on the shelves (the MCC's role) and regulating the advertising claims
made for a product (the ASA's role).

The respondent [Boiron] in paragraph 8.4.7 states that: “[T]he Appellant [Steinman] accepts
“the practise or paradigm of homeopathy” (at least in his appeal before the Final Appeal
Committee)” with a reference to the letter of 12 June 2012. The statement in that letter was
that the “appeal is not regarding the practise or paradigm of homeopathy” (emphasis in
original), not that the practice or paradigm was accepted. The “acceptance” indicated was
that the practice of homeopathy was recognised in law. The statement was needed to make
it clear that there was no “attack” on the legitimacy of the homeopathic industry as alleged by
the respondent as well as Dr Nye in his affidavit paragraph 5 (Annexure AW1 of
Respondent's submission dated 26 June 2012).

The repetition of the allegation in paragraph 2.14 (refuted above) that I am not a consumer-
complainant but an “entrepreneur who commands a huge (sic) business that strives (sic) on
soliciting or initiating complaints such as the current one in order to benefit financially” is
rejected with contempt. I do not solicit complaints. And I do not benefit financially in initiating
complaints. In fact, quite the opposite. My work as a health activist is entirely voluntary.



Central core of the complaint and arguments
The essence of the complaint was this: The television advert for this product made a claim to
be effective for colds with the clear impression that most if not all users of the product will
benefit.

The ASA Directorate correctly interpreted the data supplied by the respondents [Boiron] and
came to the conclusion that the data was insufficient to satisfy the claims for the product.

However the subsequent appeal clearly did not evaluate the claims but simply believed that
as the substantiator, Dr David Nye was an “expert” in homeopathy, that his substantiation
uninterrogated and evaluated, would be sufficient and ruled in Oscillococcinum’s favour.

In the FAC appeal I argue that the ASC ruling was incorrect, that Dr Nye’s substantiation
was not evaluated or adequately interrogated which would have indicated a
misrepresentation of the studies, and that the ASC gave undue credibility to Dr Nye’s
substantiation therefore making an incorrect decision.

From previous ASA rulings and arbitrations, it is clear that many “experts” have been very
incorrect in their assessments and at times have acted no more than as “guns for hire”, not
that I am implying this about Dr Nye. It is therefore imperative that the ASA follow the
measure of substantiation as noted in Clause 4.1

The measure of the ASA for substantiation of a product resides in the following:
Clause 4.1 of Section II of the ASA’s Code states “Before advertising is published,
advertisers shall hold in their possession documentary evidence as set out in Clause 4.1, to
support all claims, whether direct or implied, that are capable of objective substantiation.”
[my emphasis]

and

“Documentary evidence, other than survey data, shall emanate from or be evaluated by a
person/entity, which is independent, credible, and an expert in the particular field to which
the claims relate and be acceptable to the ASA”.

Therefore, is the substantiation offered capable of “objective substantiation” and is the
substantiator an “independent, credible expert”, and in particular, does the latter absolutely
correctly interpret the former?

The ASA requires the substantiator to be an “independent credible expert”. The respondents
point out that the appellant has accepted Dr Nye as ‘clearly an expert in homeopathy’. This
is simply based on his qualifications alone for I do not support that Dr Nye is “credible”, an
essential component required for this substantiation.

Dr Nye’s credibility is called into question based on two major aspects:

1. Honesty and transparency
2. Whether his substantiation is based on the facts or a false interpretation of these

1. Honesty and transparency

a. In paragraph 10.13 Dr Nye’s argument is supported by stating that “Marrari et al also
reviewed the literature on Oscillococcinum in 2012, and stated that ‘The latest
epidemiological views concur that evaluations of clinical trials should give greater
weight to subjective aspects, meaning how patients themselves assess their state of



health.’ ” Not stated explicitly is that the authors are in fact employed by Boiron labs,
i.e., the study is not independent. Dr Nye failed to point this out.

b. In paragraph 10.3 it is pointed out that “In the matter of Herbex Slimmers for Men / Dr
HA Steinman / 879 the ASA appointed Dr Nye, who is a registered General
Practitioner, Homeopath and Acupuncturist, as an arbitrator.” What is not apparent is
that following arbitration it came to the appellant’s [Steinman] knowledge that Dr Nye
acted as an arbitrator knowing full well that the substantiator of the Herbex product,
Dr Sandell, was a personal friend of his and an individual who Dr Nye’s letter of
support resulted in Dr Sandell being registered as a homeopath without the
requirement of passing an exam. One would expect a “credible” individual to have
pointed out this conflict of interest.

2. Was the substantiation based on correct interpretation of the facts?

a. In 16.3.5 and others, Dr Nye makes a strong case “that the appellants [Steinman]
claim that the remaining 83% (he (the appellant) incorrectly states 93%) did not get
better at all”. However, the respondent’s [Boiron] own statistician, Mr. Tebogo
Dlamini, concurs with the appellant [Steinman] stating “Just to simply this
interpretation, out [of] 100 people, approximately 7 more people recover earlier from
the Oscillococcinum Group when compared to Placebo group.” This would mean that
93 people out of 100 (= 93%) would not recover earlier through using
Oscillococcinum. (It must also be noted that in my appeal I did not state that 93% “did
not get better at all” – I stated that 93% will receive no benefit at all. There is a subtle
difference between these statements.)

In contrast with the television advertisement which gives the impression that the majority
if not all users of this product will benefit from its use, the respondent’s [Boiron] own
statistician agrees with the appellant [Steinman] that only 7 individuals out of 100 are
likely to benefit from this product. And as previously pointed out, may benefit only by a
few hours (the range being 1.5 to 12 hours).

b. Dr Nye misrepresents the Cochrane report (confirmed by the author or the Cochrane
Report – see below).

In paragraph 8.4.9.4 the respondent accepts the authority of the Cochrane Review
stating: “Their work is internationally recognised as the benchmark for high quality
information about the effectiveness of health care. Enough said.”

This statement is juxtaposed with the following two statements:

In paragraph 8.4.5.2 the respondent claims that “the author of the Cochrane review
supports the use of Oscillococcinum.”

In paragraph 8.4.9.2 the respondent claims “[T]he Cochrane Review is instructive as
it covers all the trials carried out on Oscillococcinum like products. Extract from the
author’s conclusions of Cochrane review state: ‘However the company did not
mention the preceding sentence "Oscillococcinum is inexpensive, easy to take and
apparently very safe. It is worth taking Oscillococcinum even if it is of only very
moderate benefit. At a population level, there would be significant social gains from
even a five per cent reduction in the length of influenza episodes"

What the respondent [Boiron/Dr Nye] fails to mention (deliberately?) is that the above
quote comes under a heading “Implications for research.” The heading previous to this
is: “Implications for practice.” (emphasis added) where it is unambiguously stated that:



“. . . the evidence was not strong enough to make a general recommendation to use
Oscillococcinum for routine treatment.”

The implication for research is that large confirmatory trials are needed to prove the
positive effects of Oscillococcinum (of an average of 6 hours improvement in 7% of those
taking it). These trials have not been conducted.

Opinion of the principal author of the Cochrane Report
In order to find out exactly what was meant, the appellant contacted Dr Vickers, the principal
author of the Cochrane Report, directly. It is clear that Dr Vickers supports the ASA
Directorate’s and the appellant’s [Steinman] interpretation of the Cochrane Report and not
that of the respondent [Dr Nye/Boiron]. The communications below are reproduced with Dr
Vickers permission. The essential text follows (full text in Appendix A):

Question
Date: 29 June 2012:
Dear Dr Vickers,

I am a doctor practising in South Africa. A complaint was laid with the local
Advertising Standards Authority against a television advert for Oscillococcinum
where the claim is made that this product is effective for colds, and obviously for all
sectors of the population. The company promoting the product claims that "the author
of the Cochrane review supports the use of Oscillococcinum". This is not the
message that I have taken from your meta-analysis. Would you please be prepared
to comment on this statement?

Sincerely,
Dr Harris Steinman

Answer
Date: 29 June 2012
Dr Steinman: thank you for your note. The meta-analysis was written a very long time
ago and I haven't been active in the field for many years. So I think everyone will
have to rely on the exact text of the review paper, the conclusions of which were

Oscillococcinum probably reduces the duration of illness in patients presenting with
influenza symptoms. Though promising, the data are not strong enough to make a
general recommendation to use Oscillococcinum for first-line treatment of influenza
and influenza-like syndrome. Further research is warranted but required sample
sizes are large. Current evidence does not support a preventative effect of
homeopathy in influenza and influenza-like syndromes.

Andrew [Vickers]

Question
Date:29 Jun 2012
Dear Andrew,

Thank you for your comment for this was my “take home message”.

The company has also brought up the comment in your review which stated “It is
worth taking Oscillococcinum even if it is of only very moderate benefit. At a
population level, there would be significant social gains from even a five per cent
reduction in the length of influenza episodes"



However the company did not mention the preceding sentence "Oscillococcinum is
inexpensive (approximately $5 US per influenza episode), easy to take and
apparently very safe". In South Africa, the cost is around $12.00 (R94).

In your expert opinion, would you support the claim a) or b) that
a.) That there is insufficient data to make a television advertising claim that

Oscillococcinum is effective for prevention/treatment of colds, or that,
b.) Although the evidence is only “modest”, that television advertising claims that

Oscillococcinum is effective for prevention and/or treatment of colds is
supported by your analysis

In other words, does the statement in your review ‘It is worth taking
Oscillococcinum even if it is of only very moderate benefit’ suggest that it is one
thing to take this product hoping it may be of benefit, and another for claiming in
television advertising that it IS effective.

Regards,
Harris

Answer
Date: 29 June 2012
The statement "It is worth taking Oscillococcinum even if it is of only very moderate
benefit. At a population level, there would be significant social gains from even a five
per cent reduction in the length of influenza episodes" was made in the section
"implications for research" and was explicitly connected with sample size
considerations. I did not say "oscillococcinum has moderate benefits; it would be
worth taking if it had moderate benefits; therefore take it". What I said was "it would
be worth taking if it had moderate benefits; to detect moderate benefits you need
very large sample sizes; more research is needed with very large sample sizes"
[appellant’s emphasis]

Andrew

Other arguments
The respondent [Boiron] claims in paragraph 8.2.3 “Honesty and truthfulness – The
Oscillococcinum in the TV advertisement claims that it is suitable for ‘the relief of flu
symptoms”. In paragraph 8.3.2, the respondent states: “Oscillococcinum . . . on balance
offers relief during the sick period of a few days by soothing the uncomfortable symptoms.
So the advertised claims (sic) and it is clear on this point. They are accurate.” This statement
by the respondent [Boiron] is false – no evidence for relief of a few days was offered. The
most reliable evidence showed that a very small minority of people are likely to have a few
hours of relief. There is no evidence for any “soothing” effect on uncomfortable symptoms.

The statement that 50% of purchasers of Oscillococcinum from Dischem are repeat
purchases does not meet any acceptable standard of evidence of effectiveness for the
product as the respondent claims in paragraph 8.4.5.2. It is certainly not of greater
significance than “any artificial clinical trial” as averred by the respondent.

The ASC ruling commented that “[I]n the absence of other expert opinions the Committee
accepts the opinion of Dr Nye and in the absence of another expert the Respondents
challenge is not accepted.” In my years of dealing with the ASA, I have never been asked to
submit an external “expert’s” opinion for an appeal. In fact, I have been led by the ASA to
believe that this is only required, in an arbitration process. This was NOT an arbitration and
hence no other expert’s opinion was submitted. Indeed, I am concerned that if I had



submitted an expert’s opinion, the ASA may have rejected the appeal arguing that the
process is therefore an arbitration and not an appeal.

Conclusion
It is evident that the Cochrane Report’s principal author concurs with the appellant’s
[Steinman] argument and with the ASA’s initial ruling, by concluding that:
“For treatment: Though promising, the data are not strong enough to make a general
recommendation to use Oscillococcinum for first-line treatment of influenza and influenza-
like syndrome.
For prevention: Current evidence does not support a preventative effect of homeopathy in
influenza and influenza-like syndromes.”

If the advertising for Oscillococcinum were to be not misleading, it would have to state that
by taking Oscillococcinum, about 7 out of every 100 people will benefit and will experience
relief of their symptoms about 6 hours more rapidly than if they'd taken nothing at all.

I therefore conclude that the ASA’s Directorate ruling was correct and appropriate and that
the appeal ruling in the respondent’s [Boiron] favour incorrect. I request that the FAC rule in
my (and the ASA Directorate’s original ruling) favour.

Sincerely,

Dr Harris Steinman
ID 5503135083085



APPENDIX A

From: vickersa@MSKCC.ORG [mailto:vickersa@MSKCC.ORG]
Sent: 29 June 2012 05:26 PM
To: Harris@Zingsolutions.com
Subject: Re: Oscillococcinum
The statement "It is worth taking Oscillococcinum even if it is of only very moderate benefit.
At a population level, there would be significant social gains from even a five per cent reduction
in the length of influenza episodes" was made in the section "implications for research" and was
explicitly connected with sample size considerations. I did not say "oscillococcinum has
moderate benefits; it would be worth taking if it had moderate benefits; therefore take it". What I
said was "it would be worth taking if it had moderate benefits; to detect moderate benefits you
need very large sample sizes; more research is needed with very large sample sizes"

Andrew

From: Harris <Harris@Zingsolutions.com>
Date: Fri, 29 Jun 2012 10:36:22 -0400
To: vickersa <vickersa@mskcc.org>
Subject: RE: Oscillococcinum

Dear Andrew,

Thank you for your very quick response! I forgot for a moment you are half way around the world.

Thank you for your comment for this was my “take home message”. One quick, and last question
(appreciating that you mention you have been out of the field for many years) – I will not prolong
the dialog!

The company has also brought up the comment in your review which stated “It is worth taking
Oscillococcinum even if it is of only very moderate benefit. At a population level, there would be
significant social gains from even a five per cent reduction in the length of influenza episodes"

However the company did not mention the preceding sentence "Oscillococcinum is inexpensive
(approximately $5 US per influenza episode), easy to take and apparently very safe". In South Africa,
the cost is around $12.00 (R94).

In your expert opinion, would you support the claim a) or b) that
c.) That there is insufficient data to make a television advertising claim that Oscillococcinum is

effective for prevention/treatment of colds, or that,
d.) Although the evidence is only “modest”, that television advertising claims that

Oscillococcinum is effective for prevention and/or treatment of colds is supported by your
analysis

In other words, does the statement in your review ‘It is worth taking Oscillococcinum even if it is
of only very moderate benefit’ suggest that it is one thing to take this product hoping it may be
of benefit, and another for claiming in television advertising that it IS effective.

Regards,

mailto:vickersa@MSKCC.ORG
mailto:vickersa@MSKCC.ORG
mailto:Harris@Zingsolutions.com
mailto:Harris@Zingsolutions.com
mailto:vickersa@mskcc.org


Harris

From:vickersa@MSKCC.ORG [mailto:vickersa@MSKCC.ORG]
Sent: 29 June 2012 02:40 PM
To:Harris@Zingsolutions.com
Subject: Re: Oscillococcinum

Dr Steinman: thank you for your note. The meta-analysis was written a very long
time ago and I haven't been active in the field for many years. So I think everyone
will have to rely on the exact text of the review paper, the conclusions of which
were

Oscillococcinum probably reduces the duration of illness in patients presenting
with influenza symptoms. Though promising, the data are not strong enough to
make a general recommendation to use Oscillococcinum for first-line treatment
of influenza and influenza-like syndrome. Further research is warranted but
required sample sizes are large. Current evidence does not support a preventative
effect of homeopathy in influenza and influenza-like syndromes.

Andrew

On 6/29/12 8:34 AM, "Harris" <Harris@Zingsolutions.com> wrote:

Dear Dr Vickers,

I am a doctor practising in South Africa. A complaint was laid with the
local Advertising Standards Authority against a television advert for
Oscillococcinum where the claim is made that this product is effective for
colds, and obviously for all sectors of the population. The company
promoting the product claims that "the author of the Cochrane review
supports the use of Oscillococcinum". This is not the message that I have
taken from your meta-analysis. Would you please be prepared to comment on
this statement?

Sincerely,
Dr Harris Steinman
Cape Town

mailto:From:vickersa@MSKCC.ORG
mailto:vickersa@MSKCC.ORG
mailto:To:Harris@Zingsolutions.com
mailto:Harris@Zingsolutions.com
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Please note that this e-mail and any files transmitted from
Memorial Sloan-Kettering Cancer Center may be privileged,

confidential,
and protected from disclosure under applicable law. If the reader of
this message is not the intended recipient, or an employee or agent
responsible for delivering this message to the intended recipient,
you are hereby notified that any reading, dissemination, distribution,
copying, or other use of this communication or any of its attachments
is strictly prohibited. If you have received this communication in
error, please notify the sender immediately by replying to this

message
and deleting this message, any attachments, and all copies and backups
from your computer.


