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Problem summary
TGA reform?

Member:
•

•
•

•

SensaSlim®
Undoit®
SENSA®
Berocca®

Media perceptions

Disclosure of interests
•

Disclosure of interests
Media perceptions
Four illustrative
complaints:

Expert group that wrote the WHO Ethical
Criteria for medicinal drug promotion.
Therapeutic Guidelines Limited.
PHARM Committee that devised the Quality
Use of Medicines plank of Australian Medicines
Policy.

April 30, 2013

Adverts pulled from TV
after public backlash

Consumer representative (Choice):
•

•
•

•

Government Working Group on Promotion
of Therapeutic Products.
TGA Transparency Review Panel.
TGA Working Group on Regulatory
Framework for Complementary Medicines.
Government Natural Therapy Review Advisory
Committee.

Supplement regulation by TGA is
completely cactus…
12 April 2013, 10.59am EST
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Experience with complaints
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SensaSlim: the promotion
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SensaSlim: the claims
•

•

•

Dr Matthew Capehorn, Clinical Director
of the National Obesity Forum (UK).

It’s Clinically Proven;
•

•

SensaSlim: the claims

SensaSlim is the most effective slimming
solution available in the world today;
•

Dr Ken Harvey

The SensaSlim Solution formulation
combines five of the most
thoroughly researched weight loss
ingredients over the past 30 years;
•

The trial saw 11,453 people from over 100
countries participate.

•

Sensational results;
•

•

A staggering 87.2% of subjects lost 10% or
more of their body weight.

•
•
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The complaint: March 18, 2011

The complaint: March 18, 2011
•

I have downloaded Dr Capehorn’s “White
Paper” which describes a study allegedly
carried out by the Swiss Institut de
Recherche Intercontinental.
•

Ingredients:
•
•
•
•
•
•
•

Avena sativa 10 mg/mL;
Camellia sinensis 100 mg/mL;
Chromium nicotinate 113 microgram/mL;
Garcinia quaesita 3.6 mg/mL;
Gymnema sylvestre 135 mg/mL;
Levocarnitine hydrochloride 250 mg/mL;
R,S‐alpha Lipoic acid 10 mg/mL
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•

•

•

The complaint: March 18, 2011

The paper claims that 87% of participants
lost more than 10% of body weight.
•

The web site of this “Institute” provides no
bona fides, academic or scientific credentials
and links directly to a promotional site for
SensaSlim.
I could not find the “trial” described in this
“White Paper” in any of the major clinical trial
registries nor in any peer-reviewed medical or
scientific journal.
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The complaint: March 18, 2011

11

A revolutionary intra-oral spray.
Works 9 times faster than pills.
Safe and effective.
Never feel hungry.
TGA approved.

These results are frankly unbelievable
as trials of conventional weight loss
pharmaceuticals are lucky to get 5% weight
loss at 6 months, and this is with a less than
stellar safety profile.

•

•

The results are also inconsistent with
legitimate scientific research on the same
ingredients reported in scientific databases
(using larger oral doses).

In my opinion, the “sensational
results” claimed are most likely to
have been fabricated.
In addition, I do not believe that any
of the other claims made for this
product are capable of substantiation.
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The complaint March 18, 2011
•

Dr Ken Harvey

SensaSlim threats: March 31, 2011

I submit that the claims made for this
product breach
•

Therapeutic Goods Advertising
Code 2007,
o

Section 4(1)(a), 4(1)(b), 4(2)(a), 4(2)(c), 4(2)(h),
4(2)(i), 4(4), 4(5), 4(6)(b)(i) 4(6)(b)(iv), 4(7),
7(3);

•

Therapeutic Goods Act 1989,

•

Competition and Consumer Act 2010

o

o

Section: 22(5);
Section 18, 29(1)(a), 29(1)(f)(i), 29(1)(g),
29(1)(h);
14
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SensaSlim threats: April 4, 2011

SensaSlim action: April 19, 2011

‐‐‐‐‐Original Message‐‐‐‐‐
From: Legal SensaSlim [mailto:legal@sensaslim.com.au]
Sent: Monday, 4 April 2011 3:38 PM
To: Sandra Leggat (Head, School of Public Health, La Trobe University)
Subject: Re: Complaint against Dr Ken Harvey
Dear Professor Leggat,
Can you please confirm that you have formally instructed Dr Harvey to withdraw
his complaint penned under the name of La Trobe University.
If this is not the case, we will be forced to join the School of Public Health, La
Trobe University in our Court action.
Your earliest reply would be appreciated.
Terry Harrison
Legal Advisor
SensaSlim Australia Pty. Ltd.
15
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Newsletter 43: April 29, 2011

CRP response: April 21, 2011

“This defamation action, which
could be in the courts for a year or
two or even longer, basically gives an
iron clad protection that nobody can
raise a complaint against SensaSlim to
the CRP and hurt us”.
Adam T Adams
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SensaSlim: goes SLAPP
•

•

Photo by Malcolm Vickers
Victorian Skeptics

Strategic litigation against public
participation (SLAPP) is commonly
brought by corporations with an
intention of intimidating and silencing
outspoken individuals who voice issues
of public interest or concern.
Recipients of SLAPP writs are often
unable to afford the expensive and
lengthy legal representation needed to
defend the charges against them.
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Dr Ken Harvey

My lawyer’s response

A notice of motion was filed in the NSW Supreme Court
seeking orders to have the SensaSlim claim struck out and the
proceedings dismissed because they disclosed no reasonable
cause for the action. In addition, an order was sought that the
plaintiff should pay the defendants’ costs.
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ABC Radio: May 16, 2011

Dr Capehorn: May 21, 2011
•

Regulation of Complementary Medicines
•

“There is a clinically trialled weight loss spray you have not
encountered. An oral TGA approved liquid spray which claims to be
the most effective slimming solution available anywhere in the
world”.

•

These claims formed the basis of a complaint lodged with the
Therapeutic Goods Administration.

•

Since making the complaint Dr Harvey has been sued by the
manufacturer of the product, SensaSlim Australia Proprietary
Limited.
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•

•

“Despite requests, I’ve never seen
evidence of the original clinical trial,
and it has never been published in a
peer reviewed medical journal”.
“Therefore, the White Paper holds no
scientific relevance, until that original
trial is published”.
“It has not been published at the
European Congress of Obesity in
Istanbul as suggested recently”.
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In court: August 15, 2011

ACCC v SensaSlim July 21, 2011

•

21st July 2011

•

•

The Federal Court ordered SensaSlim to
publish a notice on their web site including a
statement that they had,
•
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“falsely representing that the SensaSlim Solution
was the subject of a large worldwide clinical trial
when in fact no such trial was conducted, etc.”

Nicholas J. struck out
the case and awarded
costs.
However, this was a
pyrrhic victory as the
company administrator
/ liquidator said there
was no money left to
award costs (and there
are also many other
claimants)!

24
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Lessons

In court: August 15, 2011
•

•

•
•

In addition, a new defamation claim, similar to
the first, was filed in the Queensland Supreme
Court by Peter O’Brien (previous Director of
SensaSlim (Australia) Pty Ltd), this time for
$1,075,000.00.
For this second case, Maurice Blackburn
Lawyers offered their services pro bono.
The 2nd case was struck out on May 28, 2012.
The ACCC case continues.
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•

•

•

I could not have defended these actions without
the outstanding moral and financial support of
numerous people: fellow health professionals,
friends from the consumer movement, Australian
Skeptics and many ordinary people.
Thanks to their generosity (including Maurice
Blackburn lawyers who acted pro bono for the
second case) I did not end up out of pocket.
The media also played a crucial role by providing
extensive publicity of this ongoing saga.
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Lessons
•

•

TGA v SensaSlim: 24th Nov, 2011

This response by civil society
sends a strong message to those
companies contemplating similar
tactics against complainants.
The publicity will be counterproductive and these cases will
be fought to a successful
conclusion.
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http://www.tga.gov.au/newsroom/media‐2011‐sensaslim‐111124.htm
28

However: 29th Nov, 2011
Selling and advertising of cancelled listed medicines: Questions and answers
“Where a product that has been cancelled from the ARTG, then depending on the
circumstances, product that was available for retail supply at the time of cancellation
may continue to be sold by retail (assuming the seller is not a "sponsor" or selling
wholesale as described above).
However, any future introduction of product into the market (via import, or
manufacture and supply) by a sponsor or wholesaler after the cancellation would, so
long as the product is not included in the ARTG, be a breach of the Act.”
http://www.tga.gov.au/industry/cm‐cancellations‐cr‐qa.htm

29/11/2011
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Dr Ken Harvey

http://www.chemistdirect.com.au/sensaslim/

Meanwhile, others see the market opportunity

Claims:

A biscuit or two
could be undone with
1 pill.
• A tub of ice-cream may need
2 pills.
Xantrax, Fatblaster, Fatblaster
Max, Fatdessert
Magnet,
• A big sugary/fatty
will
3 pills.
HungerBuster, Detox nneed
Burn,
Sensa, Undoit..
• And a Big Mac and fries will
need 5 pills.
•

30
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Dr Ken Harvey

SENSA®

Case Study: Undoit®
Timeline
Feb 15, 2012 Undoit® complaint submitted to CRP & TGA
Apr 19, 2012 Undoit® complaint upheld by CRP
May 01, 2012 Undoit Plus® listed on ARTG

05/12/2011 Complaint to TGA

May 23, 2012 Original Undoit® listing cancelled by sponsor;
TGA closed its review; Undoit Plus® promoted

03/01/2012 SENSA® acknowledged as therapeutic good; referred to
TGA Regulatory Compliance Unit and CRP Secretariat

May 30, 2012 ABC Radio interview: Diet pill avoids sanctions by
changing its name

27/11/2012 SENSA® agreed to pay $800,000 in civil penalties for
enforcement of consumer protection laws following
action for false advertising claims by nine California
district attorneys.

Jun 14, 2012 Undoit Plus® complaint submitted to CRP &TGA
Sept 6, 2012 CRP determination: Publication of a retraction,
withdrawal of advertisement.

30/11/2012 SENSA® still promoting in Australia; no response from
the TGA or CRP

Dec 11, 2012 Undoit Plus® listing cancelled by TGA

17/05/2013 TGA notified complainant that SENSA® was declared a
food by DoHV; food compliance issues being discussed.
See also: Souvenaid®, a product promoted as a “medical food”
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Case Study: Berocca Performance®

Complaint: Berocca Performance®
•
•

•

•

•

November, 2010

•
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The evidence: Berocca Performance®
•

•

•

•
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October, 2010 complaint submitted to CRP.
February, 2011 CRP agreed that the claims Berocca ® was clinically
proven to have benefits in relation to concentration, tiredness, or
stress, were unverified, likely to arouse unwarranted expectations,
and misleading. Bayer requested to withdraw claims; they refused.
May 2011 the CRP notified the Secretary (TGA) of Bayer’s noncompliance with their request.
March 8, 2013 the TGA finally upheld the CRP’s determination and
issued a regulation 9 “order” for compliance.
Bayer then asked for a judicial review of the TGA decision in the
Federal Court; that move was dismissed by consent with Bayer
ordered to pay $20,000 of the TGA’s costs of the legal proceedings.
Bayer has now asked Federal Health Minister for a review of the
TGA decision. Meanwhile, the claims continue to be made.

The evidence: Berocca Performance®
•

The study initially cited was funded (and co-authored) by Roche
from whom Bayer recently bought the rights to Berocca®
(Psychopharmacology 2000;150(2): 220-225).
It was a double-blind randomized-control trial, in which 80 healthy
male volunteers, aged between 18 and 42 years, recruited from
the U.K. University of Birmingham campus, were assigned to
either Berocca or placebo.
Questionnaires measuring psychological state were completed on
day 1 (pre-treatment) and again on day 28 (post-treatment),
following 28 days of treatment, which were administered at a
dosage of one tablet daily.

•

•

•

The perceived Stress Scale (PSS) was designed to assess the
degree to which situations in people’s lives are appraised as
stressful and comprised 14 items, each scored on a 5-point Likert
scale; total scores range from 0-56.

•

In addition, participants were asked to rate, on a scale of 1 (“not at
all”) to 7 (“very”), to what extent they felt the following during the
last 2 weeks: anxious; depressed; tense; tired; unable to concentrate.
The authors reported that the Berocca® group had significantly
lower levels of perceived stress than the placebo group on day 28.
However, the results (from Table 2 in the paper) showed that the
mean overall stress score (out of a possible 56) on day 1 and day 21
was 20.5 and 22.4 for the placebo group and 20.7 and 19.4 for the
Berocca group I disputed the statistical significance of these results
given the large standard error of the mean.
I also commented that the authors noted that any effect of
Berocca® on tiredness failed to meet statistical significance
(P=0.06).
In addition, the statistical significance of the small difference in the
results for concentration varied according to the test used and was
unlikely to be of clinical significance.

36
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The evidence: Berocca Performance®

The evidence: Berocca Performance®
•

•

Figure 1.
•

•

•

Dr Ken Harvey

Results to question,
“were you unable to
concentrate during the
last two weeks?”
Scale 1 (“not at all”) to
7 (“very”)

•

•

•

(Psychopharmacology
2000;150(2): 220-225).

Bayer then provided both the CRP and journalists with a more
recent paper in support of these claims. (Psychopharmacology
2010; 211:55–68).
Once again, this trial was supported and co-authored by the
product sponsor.
It was a randomised, placebo-controlled, double–blind, trial that
assessed the cognitive and mood effects of a Berocca® in 215 males
aged 30 to 55 years, who were in full-time employment in
Newcastle on Tyne, U.K..
Only a minority of the numerous tests performed showed a
statistically significant result and even these differences were small
and unlikely to be clinically significant.
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“Clinically proven”

The evidence: Berocca Performance®
•

•

•

•

The figures used in the paper showing allegedly statistically
significant results were highly improper as they magnified the
difference between the two arms of the trial by failing to show the
zero baseline and the possible maximum results on the Y axis.
It is well known that if enough tests are performed on a random
group of subjects it is likely that some will cross the arbitrary
boundary of statistical significance on a chance basis.
It was also doubtful if any results obtained from vitamin and mineral
supplementation in Birmingham and Newcastle on Tyne in the U.K.
(two economically and socially deprived regions of the U.K) were
relevant to the broader Australian population.
While observational studies have frequently reported an association
between cognitive function and nutrition, randomised trials of B
group vitamins and antioxidant supplements have mostly found no
beneficial effect, e.g. http://www.ncbi.nlm.nih.gov/pmc/articles/PMC1872030/.
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•

•

•

The Panel is concerned at the growing use of the words
"clinically proven" in advertisements for therapeutic goods.
Given the strength of this claim and the clear potential for it to
mislead and deceive consumers, the Panel considers that its use
in advertising should not even be contemplated unless
unequivocally supported by robustly designed, published, peerreviewed clinical trials which have been conducted upon the
actual product being advertised or an identical formulation (as a
minimum).
Even where such evidence is available, the claim must also reflect
the weight of all available evidence and not just the specific
research being relied upon.
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Summary of problems

Rules under review?
•

A decade of government reports:
•

•

•

•

•

•

•

http://www.youtube.com/watch?v=12ww26sQF7E&feature=youtu.be
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2002 report of a “Review of Advertising Therapeutic Products in
Australia and New Zealand”;
2003 report of the “Expert Committee on Complementary Medicines
in the Health System”;
Numerous discussion documents about a joint Australia-New Zealand
trans-Tasman agency to regulate therapeutic products (suspended in
2007);
Australian Government. Improving advertising arrangements for
therapeutic goods, 2010.
Australian National Audit Office. Therapeutic Goods Regulation:
Complementary Medicines, 2011.
Australian Government. Review to improve transparency of the TGA,
2011.
Therapeutic Goods Administration, Informal Working Group on
Complementary medicines Regulation, 2011-2012.

42
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Culminating in:
•

•

Dr Ken Harvey

What did we want?

Australian Government.
TGA reforms: A blueprint
for TGA’s future, 2011.
http://www.tga.gov.au/about/tgareforms-blueprint.htm
Australian Government. Delivering
reforms - Implementation plan for
TGA Reforms: A blueprint for TGA's
future, 2012.
http://www.tga.gov.au/about/tgareforms-blueprintimplementation.htm
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•
•

•

•

A regulatory system with teeth!
Mandatory labelling, “This product
has NOT been evaluated by
Australian Health Authorities to see
if it works”.
Legislation for timely and
meaningful sanctions for advertising
violations (civil penalties,
enforceable undertakings).
Increased and better targeted postmarketing surveillance and
transparent reporting of problems
and cancellations.

43

What did we get?

What did we get?

Over 4 years the TGA will:
•

•

•

•

Over 4 years the TGA will:

Update and include in the regulations the TGA
document, Guidelines for the levels and kinds of
evidence to support indications and claims (two drafts
have already been produced);
Amend the Electronic Listing Facility (ELF) to
provide increased guidance to sponsors and risk
profile information to the TGA (to assist targeted
reviews);
Increase the number of coded indication in ELF to
eliminate “creative” use of free text;
Broaden pre-clearance requirements to include
medical devices and advertisements on pay TV (but
not the Internet);
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•

•

•

•

•
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Provide more detailed and targeted postmarketing monitoring and reporting by the TGA;
Create a central point at the TGA for all
complaints about advertising, with the TGA to deal
with those regarding efficacy or the intended
purpose, not the Complaint Resolution Panel;
Harmonise industry self-regulatory codes of
conduct to support consistent ethical standards
across the therapeutic goods industry;
Improve labelling to assist consumers make
informed choices;
Explore enhanced sanctions and penalties for
regulatory violations including advertising
breaches.

In conclusion: we are not happy!
•

We will continue to:
•
•

•

•
Friends of Science
in Medicine

•
•

Submit more complaints;
Publicise system problems
through the media;
Put in submissions to
government and industry
inquiries;
Agitate on industry and
government working groups;

Until the system improves.
Join us!
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