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Background: experience with DTCA

Legal in 2 countries: the US and New Zealand
First US ads in early 1980s; NZ more recent
1997: US relaxes broadcast ad regulations
Pressure for legalization in many countries

Oct 2002; European Union defeats proposal for
pilot project for AIDS, asthma & diabetes drugs

Dec 2003: New Zealand announces likely ban
1996-2004: repeated proposals for

introduction in Canada
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What does the law say?
Food & Drugs Act

Prescription-only drugs may not be advertised to

the public

— Limited exception in 1978 to allow price
advertising: only name, price & quantity

Companies may not advertise products to the
public for prevention or treatment of listed serious

diseases
— ‘Schedule A’ diseases
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Rationale for prohibition of DTCA

e Prescription-only status: manufacturers may not
sell or advertise directly to public

— More toxic and/or less well understood toxicity
— Condition not easily self-managed

» Greater vulnerability of seriously ill
— Medical treatment or consumer product?
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«...the limitations and prohibitions
Imposed are intended to minimize
the risks to the general public
associated with the use of drug
products. »
-Valerie Robertson, Advertising Coordinator,
Health Canada, October 1995
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Health Canada policy paper
November 2000

In advertising campaigns:

e Manufacturers may say drug name, but
not indication (approved use)

« Or disease, but not name

= Justification? 1978 price advertising
clause

» Neither in keeping with the spirit nor the
wording of the law
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Is this just ‘name, price
and quantity?

eDiane-35 is only approved

8 for severe acne in women
who have not responded to
other treatments.

eSafety advisories sent out by
UK, New Zealand, Australian
— | and Canadian governments —
SIIESSS higher risks of potentially fatal
L= ] blood clots.
- !
*At least 6 deaths reported in
Canada in which Diane-35
was the suspected cause.

ap your docher
or dermibokg L.

s

A powerful lobby for change:

“Advertising medication would
ultimately, and most importantly,
give the Canadian consumer a
choice. Canadians would be
empowered to take charge of their
health like never before.”

- Rx & D [www.canadapharma.com]
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Arguments for allowing DTCA

e Ads provide needed information on
medicines

e Better doctor/patient communication

» People with undiagnosed diseases
seek health care sooner, leading to
health benefits

e Ads lead to better compliance

e A doctor’s prescription is needed, so
the patient is protected.
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Why not allow DTCA?

e Ads aim to stimulate sales; they
cannot provide impartial, objective
information

e Unsustainable increases in drug costs
— threat to public health care

e Unnecessary & inappropriate drug use

e Pressure on doctors, and harm to the
doctor/patient relationship
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What do and don’t we know?

There iIs evidence on:

» Industry spending, type of product, DTCA
content & quality, effects on drug costs

e Public awareness of DTCA & drug requests
= Effects on prescribing decisions

No reliable evidence on:

e Effects on compliance (taking drugs as
directed), hospitalizations, total health care

» Whether ads help people get needed
. CENTRE FOR
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Does DTCA affect
drug sales and costs?
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The United States:
Spending on DTCA in US $ Millions

Effects on Retail Drug Costs

Increase in US retail drug costs 1999-2000
US $20.8 billion (Total = $131.9 billion)

52% of

48% of increase
increase from sales

of about
frorgfséacl)es 10,000

advertise other drugs
drugs

US National Institutes of Health Care Management

www.nihcm.org CENTRE FOR
HEALTH SERVICES AND POLICY
RESEARCH




—&— Beclomethasone
: Dipropionate -
Metered Dose Inhaler Units Aerosol inhaler, 50
per dose
—#— Beclomethasone
Dipropionate -
Aerosol inhaler, 100
cg per dose
—A— Beclomethasone

Dipropionate -
Aerosol inhaer, 250
mcg per dose
—— Budesonide - Aeros|
inhaler, 200 mcg pel
dose

—<— Fluticasone - Aeros(
inhaler, 25 ug per
dose

—+— Fluticasone - Aerosy
inhaler, 50 ug per
dose

—&— Fluticasone - Aeros(
inhaler 125 mcg per|
dose CFC-free

—=— Fluticasone - Aerost
250 meg per dose
CFC-free
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Steroid Inhalers for Asthma: New Zealand 1998-2000

substitution of a costlier (but no more effective) alternative
PHARMAC, New Zealand, 1998-2000 [#doses reimbursed]

Return on Investment
After August 1997

$2.51
o 211 5208

Magazines Mag & TV Total

Source: PERO/HCI. 1999



Does DTCA educate and
Inform patients and the
public?

CENTRE FOR
HEALTH SERVICES AND POLICY
RESEARCH

What products are being advertised,
for which health conditions?

» Nearly half of spending/year on 10 brands

e Most medicines are NOT advertised to the
public
» New, expensive drugs, for long-term use
e Target large patient populations
e Morais: when is a DTC campaign worth
pursuing?
Number of users X persuadable percent

X percent of doctors prescribing X value
per patient (duration of use x price)




Educational value of print DTCA

320 prescription drug ads from 1989-1998,
in 18 major US magazines

Does the ad say? No, not
said
The likelihood of treatment success 91%

How long a person needs to take the |89%
drug
Other helpful activities like exercise or |76%
diet
Any other possible treatments 71%

How the drug works 64%

Robert Bell and colleagues, 2000

‘What do Canadian drug policy experts think?
Feb 2001 survey, n=60 (76% response rate)

DTCA Information Quality
on Drug Benefits and Risks

Very Poor
25%

Poor
50%

No comment
5%

Good
20%




Which would you rather have,
a Cholester
or a final exam?

...“the information used contained misleading statements and omissions

likely to cause medically unjustifiable drug use or to give rise to undue

risks.” J. Quick et al., Dept of Essential Drugs and Medicines Policy , W.H.O.
Lancet Aug 30, 2003

US DTCA Information Quality

Regulatory violations frequent

» 17 of 33 (52%) 1998 US TV ads violated US
regulations

* 1997-mid 2001; 48 broadcast, 46 print ads
violated US law

» Key reasons: inadequate risk information,
exaggerated benefits, unapproved uses.

* Repeat violations common: Claritin(loratadine)
11x; Flonase/Flovent(fluticasone)14 x; Lipitor 4x
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If your're HIV+ .,
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Caperg itho decavs.

UNREALISTIC IMAGES
OF TREATMENT
SUCCESS

San Francisco public
Health Dept, 2001

e Those who had seen
more ads for HIV/AIDS
drugs were less likely to
practice safe sex

e US FDA told companies
to stop using unrealistic
images to sell drugs.

Normal life or an
indication for drug
treatment?
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Independent
evaluation:
-not as effective as
older standard
treatment
-“Average clinical
effects are small
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Does DTCA affect
prescribing decisions?
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For ads to translate
Into sales, patients
must visit doctors
and request
prescriptions.

VIAGRA. It works for
older guys. Younger guys.
Even skeptical guys.

“Join the millions.
Ask your doctor if
a free sample of
Viagra is right for
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Sacramento/Vancouver survey on

prescribing in primary care
(Mintzes et al, CMAJ 2003)

1431 patients in 78 family doctors’ offices;
paired patient/doctor questionnaires

In Sacramento: patients twice as

likely to request an advertised brand

Both cities: most (75%) who asked
received Rx for the specific brand

Doctors were ambivalent about the
choice of treatment half the time.
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Advertising exposure versus DTCA Drug Requests
(n=1431, entire sample)
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US consumer surveys: DTCA works

* FDA survey, 2002: 1 in 14 asked for a specific
brand; 70% received a prescription

* Over 8 million Americans/ year request a
prescription for an advertised drug and
receive it. — US General Accounting Office, 2002

Misplaced faith in regulation:

 California survey, 43% --nearly half -- thought
only completely safe medicines could be

advertised — Bell et al, 2000
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Any drug may be
Advertised to the U.S.
public — amphetamine,
controlled substance,
for use in children.

Font for risk informatior
lighter, condensed
left to right.

Pressure to prescribe

FDA physician survey, 2003 (n=500)

» Latest encounter affected by DTCA; only 1in 5
reported problems overall; 40% positive

» However nearly half (47%) reported pressure to
prescribe, 17% moderate to strong.

Sacramento/ Vancouver survey (Mintzes et al, 2003)

» Any pressure to prescribe: 3% of consultations
overall; 11% with request for non-advertised
drug; 21% with DTCA drug requests
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...Or how advertisers put it

“Today’s patients are the new

spokespeople for your brand. Their
active voice influences the

medications physicians prescribe
and the profits you make.”

-www.HealthEd.com, 2002, NJ
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A strong educational message

e In 1999, Americans saw an
average of 9 TV ads per day
e Taken together the message is:

»Whatever the problem, you can
always pop a pill

»You think you’re healthy? You’ve
got to be kidding.
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