


Perspectives on ethical issues

History of DTCA
ITs and risks of DTCA




Abusive & Intimidating Anything from physical threats, false accusations, annoying a coworker,
Behavior profanity, insults, yelling, harshness, and ignoring someone to being
unreasonable.

Lying Distorting the truth

Conflicts of Interest When an individual must choose whether to advance his or her own interests,
those of his or her organization, or those of some other group

Fraud Any false communication that deceives, manipulates, or conceals facts in
order to create a false impression by which others are damaged or denied @
benefit.

Discrimination Workplace treatment based on race, color, religion, sex, age, disability,
marital status, veteran status, sexual orientation, political opinion, or national
origin.

Technology Issues Issues relating to privacy, online marketing, and legal protection of intellectual

properties



ETHICAL DECISION-MAKING

1. Facts
‘ > Obtain all unbiased facts

2. Issue(s)

» 1dentify the dilemma
3. Stakeholders

» Who has an interest? What
are their motivations? How
much power does each

hold?

4. Alternatives

» what choices do you have
(look not only to a & b, but
also toyv & z!)

5.

6.
7.

Impact of alternatives
on each stakeholder?

» Consequences, both

beneficial and harmful
Duties/principles involved?
Law?

Personal integrity — can
yvou live with 1t? The “Wall
Street Journal™ test.

Stakeholders’ resuliting
impacts orn yvou?’

Action
Monitor outcomes




PRINT ADVERTISING ALLOWED BY FDA SINCE MID
1980°S

First ad was for Rufen in 1981

RST BLOCKBUSTER PRODUCT TO BE




United States — FDA and AMA objections

ew /ealand — government wavered on ban

L) )
dllowing It




World market Sales (S billion) | % world sales % growth
2002
USA 204 51 12

Europe (EU) 91 22 8
Rest of Europe 11 3 9
Japan 46 12

Asia, Africa, 32 8 11
Australia

Latin America 16
Total

Source: (Auton, 2006)




Why do you suppose that only two countries allow
DTCA for prescription medicinese

Nhat characteristic of these countries facilitate
> only ones allowing DTCA?




1996 1997 1998 1999 2000 2001 2002

Source: Pharmaceutical Manufacturers' Association




$2638 DTCA, $2638
(13%)

Source: Auton 2006




Establishes a base of better informed patients about disease
conditions and treatments

Reduces under-tfreatment and under-diagnosis, often in critical
conditions such as hypertension and depression

s pharmaceuticals which are a less expensive alternative
Jted disease




Marketing is primarily for profit and not consumer health

Leads patient to pressure their doctors for prescriptions
they may not need or may not be best for them

Misleads patients if advertisement is unbalanced
O fo 4 times more than risks




Medicalizes conditions that are typical to aging
Diverts pharmaceutical company funds from R and D
eads o greater use of lifestyle drugs which may not be

ional and not

0



Give prescription for requ

Recommend a different prescription drug

Recommend over-the-counter drug

Recommend no treatment 14%

Recomment lifestyle or behavior changes

0% 10% 20% 30%

Source: Pharmaceutical Manufacturers' Association

40%

50%

o

60%



Vioxx ad
http://www.youtube.com/watch2v=bkkS5urmgRNQ

Procrit ad
http://www.youtube.com/watch2ev=QDWakeiGiYE



http://www.youtube.com/watch?v=bkk5urmgRNQ
http://www.youtube.com/watch?v=QDWqkeiGiYE
http://www.youtube.com/watch?v=QDWqkeiGiYE
http://www.youtube.com/watch?v=cHuKjBcwb7U-
mailto:peggy84066@aol.com
http://www.youtube.com/watch?v=hV2w0YZRjBs
mailto:peggy84066@aol.com
mailto:peggy84066@aol.com
http://www.youtube.com/watch?v=ZMBPuuqTk_M

What do you believe are the key arguments both supporting and
opposing DTCA of prescription medicines?

Which group of arguments is most compelling? Justify your thinking.

ation? Why or why note




Pharmaceutical Manufacturers' Association
Information, published in ChartPak, 2012.

. ind data on research costs, new drug
DTCA impacts physicians.




Drug Discovery

5,000 — 10,000 gt S 2
COMPOUNDS ~ e

ONE FDA-
APPROVE

. PHASE1l = PHASE2 PHASE 3
NUMBER OF VOLUNTEERS

| 207100 100-500 1,000-5,000

3 —6 YEARS

IND SUBMITTED
NDA SUBMITTED

)

Source: Pharmaceutical Manufacturers' Association



Pefroleum, coal
Transportation Equipment

Motor Vehicles, trailers, parts*
Aerospace products*

Navigational, measuring equipment*
Chemicals

Computers and Electronics
Semiconductors*

Communications Equipment*

. . "
*Asterisks indicate Biopharmaceuficals

manufacturing
subsectors.

0
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I
20,000 40,000

$34,978
$37,980
$40/4541

$62,995

I I
60,000 80,000

I
100,000

105,428

120,000



After-Tax Present Value of S

(Millions of 2000 Dollars

$0

387 $39 $21 56

New Medicine Infroduced Between 1990 and 1994, grouped by Tenths, by Lif%e Sales

Source: Pharmaceutical Manufacturers' Association
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$140M

mid-1970s mid-1980s late-1990s early 2000s

Source: Pharmaceutical Manufacturers' Association
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1980s
Years of Approval of First-in-Class Medicine

Source: Pharmaceutical Manufacturers’ Association




1995 2008

Source: Pharmaceutical Manufacturers' Association




70%
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50%
40%
30%
20%

19%
10%
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1984 1990 1996 2002 2008 2009 2010

Source: Pharmaceutical Manufacturers' Association
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Awareness of Benefit Information Awareness of Risk Information

Aware Pay Particular Attention

Source: Prevention Magazine National Survey Datq)



Drug development costs are high and continue to
escalate, yet

uccess rate of new drugs is very low, and

S IvVity is shrinking



“Lifestyle drug is an imprecise term commonly

applied to medications which tfreat non-life
=niNng and non- pcunful conditions such as
os, erectile dysfunction,



http://en.wikipedia.org/wiki/Medication
http://en.wikipedia.org/wiki/Baldness
http://en.wikipedia.org/wiki/Impotence
http://en.wikipedia.org/wiki/Wrinkles
http://en.wikipedia.org/wiki/Erectile_dysfunction
http://en.wikipedia.org/wiki/Acne

Advertising for Low T until 2010 was under $5
million/year, with sales slightly over $1 billion annually.

. ising in 2012 was up to $100 million/year, with
ion annually.



Normal aging

Injury or infection affecting the testicles (which make most of
the testosterone in men)

tments for cancer, including radiation,
erapy for prostate cancer

A




The ads describe the risks while “a vibrant middle-aged
man is cruising in a convertible with a lady friend, or a
peppy guy is canoodling with his wife in the kitchen”
onsumer Reports, July 2013, p 6).

pe.com/watch?v=-



http://www.youtube.com/watch?v=-hn3qJzayo8
http://www.youtube.com/watch?v=hhbhNGebrVw
http://www.youtube.com/watch?v=S9hban1vVns
http://www.youtube.com/watch?v=kSI0EFRkWpc

the only underarm
testosterone treatment
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e does things his way.

And when & comes to low testosterone, his way i new AXIRON ~

30-DAY
FREE TRIAL

DOWNLOAD VOUCHER »

Quick-drying AXIRON has 3 no-touch spplicator Ask your doctor if AXIRON is right for you
daesigned to fit his daily routine

a testosterone sodution that's applied under the arm

L e B S
i ACRON & sale and s¥action = ¢

R i e O R P, R BvL
topic o tastonterane products ke AXIRON. Waomen and
ENIren Shoutd aveld ComMact with the unwashed o
hv’ unclothed ares where AXIRON has been appied If & woman

OF Thitd makes contact with the sppication aea, the
-
Axiron”

{testosterone solution) 2% €
HIS CHOICE, HIS ROUTINE.

Contact ares on the woman of chitd should be washed well
with soap and water right away

To lower tha risk of transter of AXIRON from your body to
others, follow thase impartant Instructions

Appty AXIRON only 1o your armpily

Wash your Rangs right away wilh 5040 and waler after
epplying AXIRON
After the sohstion tas




ANDROGEL
Coupon

Member ID: Enter Year & Time Pharmacy Instructions

(Example: Year 2013; Time 9:14; Enter ID 2013914) Use the processing information

Drug PCN: 7777 on this coupon/card to process

prescription just like an Rx claim
Coupon RxBIN: 610709 card. If you have any problems '
please call the help line below.

T T —— RxGrp:
NEVER EXPIRES xGrp: FDCUSC2 THIS IS NOT INSURANCE

Complements of: Processor: Powered by: Customer Service Pharmacy Helpline
——,— o T T R R
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Do you have fatigue ?

Do you lack initiative ?

Do you have depressed
moods ?

Do you have lack of Drive ?
Are you frequently irritable?

Do you lack stamina and
endurance ?

Have you gained body fat ?

Have you lost muscle mass
and tone ?

www.lowTcenter.com

Do you know your

@@@t@ Efg@

Feel Like You're
Running on Empty?

Whatis Low T ?

L= Progtune

CHOLESTERQL

numbers?

13 Million men in the U.S.
over the age of 40
i have low testosterone.

Are you one of them?




Have you lost your edge?

~Testosterone plays a role in focus,
self confidence,
and overall health

At the bio-chemical level,
Testosterone is what
makes a man look,act,
and feel like a man.

www.lowTcenter.com

Benefits Include:
sImproved Muscle Mass
*Boosted Energy

- *Weight Loss

sImproved Strength

*/ncreased Bone Density

*Decreased Irritability

sImproved Sexual Desire

Call Today!
Its Time to
Live Again!



“Low festosterone can be treated with testosterone

replacement, which comes in shots, patches, gels, and
Jblets you put on your gums. But low testosterone is not
cially in men older than 60. That's

O in men as

Source: www.uptodate.com.



Men older than 60 might have androgen replacement if:
More than 1 blood test shows very low testosterone
> nptoms of low testosterone that bother

Source: www.uptodate.com.



More heart attacks and other cardiovascular events.
Reduced sperm counts/infertility

\ight fuel growth in prostate cancer

Source: Consumer Reports, July 2013



Children exposed to testosterone have physical and
emotional affects

Exposed women can experience acne and increased
oody hair.

osed and breast feeding can pass

Source: Consumer Reports, July 2013 /



How well does the information in the ads
compare with the Consumer Report and the

ohysician web site, UptoDate.com®e

>te and accurate is the




VW.YOUTUBE.COM/WATCH?V=5BPZVQC7A¥%E

~
\

WHY ARE THERE SO MANY LEGAL PROBLEMS WITH LOW T?


http://www.youtube.com/watch?v=5bPZVqC7a9E
http://www.youtube.com/watch?v=jHvwtpfbAKE
http://www.youtube.com/watch?v=EvCZJiMjkqg

Do you have all the relevant information about the
Low T casee¢ |f not, what additional information do you
2ed?¢ Be specific.

=s IN this casee




What choices does the Low T product manager have?

What will be the impact on each stakeholder of the
ision alternativese

ay principles involved




