THE UNIVERSITY OF BRITISH COLUMBIA

Department of Anesthesiology, Pharmacology & Therapeutics
Faculty of Medicine

2176 Health Sciences Mall

Vancouver, B.C. Canada V6T 1Z3

Tel: (604) 822-2575
Fax: (604) 822-6012

Mr. Ray Chepesiuk, Commissioner
Pharmaceutical Advertising Advisory Board
375 Kingston Rd., Suite 200

Pickering, Ontario L1V 1A3

June 22, 2011
Dear Mr Chepesiuk,,

We are writing to lodge a formal complaint about an advertising campaign by Abbott, aiming
to stimulate sales of its testosterone gel, Androgel. This campaign consists of an advertisement
that has been running in the Globe & Mail June 6 to July 12. It is accompanied by promotion
to physicians and by a Canadian-based website: www.lowT.ca [see attached files with
advertising materials].

Not only is the message in this advertisement in contravention of the Food & Drugs Act, it has
serious potential to lead to harm to public health, it provides misleading and inaccurate
information that would not withstand any serious test of truth in advertising, and it is likely to
lead to unjustified increases in health care costs, the latter by promoting testing of men
unlikely to be suffering from hypogonadism. By redefining this condition to include signs of
normal ageing, Abbott is promoting this product for an unapproved use — normal age-related
changes in testosterone levels.

The likely result of this campaign is more false than true positive tests for male
hypogonadism. In addition to misleading the public, this is likely to be associated with
increased costs for physician visits, testing and drug treatment that are unlikely to lead to
health benefits and have a considerable potential for harm. Provincial governments will be
footing a large part of this bill.

1) Promotion of unapproved uses

Androgel (testosterone gel) is indicated for testosterone replacement therapy in adult males for
conditions associated with a deficiency or absence of endogenous testosterone
(hypogonadism). It is not indicated for symptoms of male ageing or for normal, age-related
declines in testosterone levels.

The advertisement features the headline, “Has he lost that loving feeling?” and in large text,
“lack of energy” and “low sex drive.” It calls on readers to contact their doctors and obtain a
test for testosterone if they experience these things. The website includes a 10-question quiz
that similarly calls on the reader to visit their doctor and ask about a testosterone test even if
they exhibit only such non-specific symptoms as ‘falling asleep after dinner” (who doesn’t?),



or “deteriorating work performance.” The impression provided is that low testosterone is a
likely cause and that testosterone treatment is an effective cure.

The ad and website are also misleading in what they leave out: they do not provide
information on the most likely causes of late onset male hypogonadism, such as radiation
therapy or chemotherapy, prostate surgery, injury to the testicles, or other likely medical
causes. The e-mail to physicians cites a highly inflated rate of male hypogonadism of over
38%, which is sure to include many men with healthy gradual age-related reductions in
testosterone levels.

2) Potential harm to public health

Last year a study of testosterone replacement in older men that was published in the New
England Journal of Medicine was stopped early because of increased rates of cardiovascular
adverse events. ' In this study 23/106 (21.7%) of the men on testosterone versus 5/103 (4.9%)
on placebo experienced a cardiovascular adverse event, an increase in 16.8%, p=.0004
(Fisher’s exact test) over a 6 month period. In other words this is highly unlikely to have been
a chance finding. It sends a strong signal that testosterone therapy may be associated with
considerable increases in cardiovascular risk. These men were 65 or over and had limited
mobility. They were at higher risk for cardiovascular events at baseline than healthy men aged
40 to 64. However the large increase in risk observed in this study sends a strong signal for
caution in the use of testosterone replacement. The ad targets men who are overweight and
who have type 2 diabetes. These groups are already at high risk for heart disease, and may be
at extra risk for harm.

Testosterone use has been associated with a range of adverse events, including increased risk
of edema, progression of subclinical prostate cancer, hypertension, and increased haematocrit
levels. 2 A systematic review of clinical trials of testosterone therapy found that men treated
with testosterone had lower levels of HDL (“good”) cholesterol, and had over three times the
risk of developing erythrocytosis as those on placebo or no therapy. * This is a likely
biological mechanism for the observed increases in the risk of heart disease and stroke
described above.

3) Exaggerated implied effectiveness

The advertisement misleadingly implies that if a man’s testosterone is tested, found to be low,
and treated with testosterone therapy, his sexual problems will be solved. A systematic review
of the effects of testosterone replacement failed to find a difference in sexual satisfaction or in
depression.* Similarly, there is no reliable evidence of an effect on cognition. >

4) Disguised advertising of a prescription-only medicine

This is disguised direct-to-consumer advertising of a prescription-only drug. Neither Abbott’s
name nor the brand name appears in the advertisements aimed at the public (website + Globe
& Mail ad), yet the message is part of an advertising campaign aiming to stimulate Androgel
(testosterone gel) sales, as is apparent both from the consumer-directed advertisements and in
the e-mail to physicians. In addition to contravening Canadian law, this advertisement
contravenes international ethical criteria governing drug promotion. As a UN Member State,
Canada supports the implementation of the WHO Ethical Criteria for Medicinal Drug
Promotion. One of the provisions is that, “Promotional material should not be designed so as
to disguise its true nature.” By failing to inform readers that this advertisement is from Abbott,



manufacturer of Androgel, this advertisement disguises its true nature as part of a marketing
campaign for a pharmaceutical.

All three components of the advertisement (printed ad, website and ad to physicians) meet the
Food & Drugs Act definition of an advertisement: “any representation by any means whatever
for the purpose of promoting directly or indirectly the sale or disposal of any food, drug,
cosmetic or device.”

All components also contravene the deception clause in the Act, Section 9 (1): “No person
shall label, package, treat, process, sell or advertise any drug in a manner that is false,
misleading or deceptive or is likely to create an erroneous impression regarding its character,
value, quantity, composition, merit or safety.”

Additionally, this is disguised direct-to-consumer advertisement of a prescription-only
product, and as such it contravenes the following sections of the Food and Drugs Act):

*  Section C.01.0014 No person shall advertise a drug for sale to the general public if that
drug contains any of the substances listed in the schedule to Division 10 (proprietary
medicines).

* Section C.01.044. Where a person advertises to the general public a Schedule F Drug
[prescription-only], the person shall not make any representation other than with
respect to the brand name, proper name, common name, price and quantity of the drug.

We ask you to take immediate action to require Abbott to discontinue all components of this
advertising campaign.

Thank you in advance for considering this matter.

Sincerely yours,

Pt Jh

Barbara Mintzes, PhD, Assistant Professor, Department of Anesthesiology, Pharmacology &
Therapeutics, University of British Columbia

Arthur Schaefer, PhD, Professor, Department of Philosophy, University of Manitoba
Joel Lexchin, MD, Professor, School of Health Policy & Management, York University

Peggy J. Kleinplatz, PhD, Professor, Faculty of Medicine, and Clinical Professor
School of Psychology, University of Ottawa

Thomas L. Perry, MD, FRCPC, Clinical Assistant Professor, Department of Medicine,
Clinical Pharmacologist, General Internist, Vancouver Hospital, University of British
Columbia

Pierre Biron MD, Honorary Professor of Pharmacology, Faculty of Medicine, Université de
Montréal



C. Brian Warriner MD, FRCP(C), Professor and Chair, Department of Anesthesiology,
Pharmacology and Therapeutics, University of British Columbia

Sharon Batt, PhD Candidate, Department of Bioethics, Dalhousie University

Jillian Clare Kohler, PhD, Associate Professor, Leslie Dan Faculty of Pharmacy, University of
Toronto

David Henry, MBChB, MRCP, FRCP, Professor, Department of Medicine, University of
Toronto, Adjunct Professor, School of Medicine and Public Health, the University of
Newcastle, NSW, Australia

Adil Virani, PharmD, FCSHP, Associate Professor, Faculty of Pharmaceutical Sciences,
University of British Columbia; Director, Pharmacy Services, Professional Practice, &
Education. Burnaby Hospital, Fraser Health, B.C.

Paul Filiatrault, BSc(Pharm), Manager, Medication Safety, Regional Pharmacy, Interior
Health, British Columbia

Janice E. Graham, PhD, Professor & Canada Research Chair in Bioethics, Faculty of
Medicine, Dalhousie University

Harriet Rosenberg, PhD, Senior Scholar, Faculty of Liberal Arts and Professional
Studies, York University

Régis Blais, PhD, Director, Department of Health Administration. Faculty of Medicine
Université de Montréal

Kyla Bertschi, BScPharm PharmD. Regional Clinical Pharmacy Specialist — Surgery,
Outpatient DVT Clinic Director. University Hospital of Northern BC,
Prince George, BC

David B. Hogan MD, FACP, FRCPC,Professor and Brenda Strafford Foundation Chair in
Geriatric Medicine, University of Calgary

Marc-André Gagnon, PhD, Assistant Professor, School of Public Policy and Administration,
Carleton University. Research Fellow, Edmond J. Safra Center for Ethics, Harvard University.

Leonore Tiefer, PhD, Associate Clinical Professor of Psychiatry, New York University School
of Medicine and Albert Einstein College of Medicine

Agnes Vitry, PhD, Senior Research Fellow, University of South Australia, School of
Pharmacy and Medical Sciences

Jon Jureidini PhD MBBS FRANZCP, Professor, Disciplines of Psychiatry & Paediatrics,
University of Adelaide, South Australia

Andrew Herxheimer, MB, FRCP, Emeritus Fellow, UK Cochrane Centre, Oxford, UK



Hedwig Diekwisch Dipl.-Soz, BUKO Pharma-Kampagne, Germany
Tim Reed, DPhil, Director, Health Action International (Global), Amsterdam, the Netherlands
cc. Ann Sztuke-Fournier, Manager, Regulatory Advertising and Risk Communications

Section, Marketed Health Products Directorate, Health Canada, ann_sztuke-
fournier@hc-sc.gc.ca

The Honourable Leona Aglukkaq, P.C., M.P., Minister of Health, House of Commons,
Ottawa, Ontario K1A 0A6, Aglukkaqg.L@parl.gc.ca

The Honourable Libby Davies, M.P., Opposition Health Critic, House of Commons,
Ottawa, Ontario K1A 0A6, Davies.L@parl.gc.ca

Encl: Globe & Mail advertisement
e-mail to physicians (in two files, screenshot)
Screen shot of promotional website: www.lowT.ca
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