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DISCLAIMER
Intellectual Property

In this presentation, you will notice that we use images of many registered
trademarks, many branded drug trade names, and many copyrighted
advertisements -- from many different business concerns -- including drug
companies, marketing consultants and medical journals. All of the intellectual
property contained therein is, and remains, the exclusive intellectual property of
the respective owners. Each images is used for the purpose of educational, and
critical, analysis. No endorsement of any position articulated in this presentation
should be inferred from the appearance of any brand, trademark, trade name or
ad copy herein. This presentation has been designed with the intent to qualify
for the doctrine of "fair use" -- as to these pieces of intellectual property --
under the law of the United States.
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“Prescribing is a social act...Where
medication is seen as the essence of
medical practice, prescribing is the main
thing expected from a physician”

van der Geest S et al. Ann Rev Anthro 1996; 25: 153

The differing interests of
medicine and industry

= Physicians are responsible for
representing the best interests
of their patients

= Pharmaceutical companies are
responsible for representing
the best interests of their
stockholders

Promoting the Profitable

= There are more than 10,000 drugs in the
U.S. pharmaceutical market
= 50 drugs account for half of promotional
expenditures *
= In 2013, the ten best-selling global
pharma brands made (net) $72.1
billion**
*Ma J et al. Clin Ther 2003;25(5):1503-17
** pharmaceutical-technology.com 2014 (Oct 9)

10 Best Selling Prescription Drugs
in the US 2011

= Lipitor $7.7 billion
= Plavix $6.8 billion
= Nexium $6.2 billion
= Abilify $5.2 billion
= Advair $4.6 billion
= Seroquel $4.6 billion
= Singulair $4.6 billion
= Crestor $4.4 billion
= Cymbalta $3.7 billion
= Humira $3.5 billion

Nisen M. Business Insider. 2012 (June 28)
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ew drugs are not
necessarily better drugs

drugs (2.9%) were withdrawn
* 45 (8.2%) acquired a least one Black Box
Warning
o Half of changes occurred within 2 yrs
o Half of withdrawals occurred within 7 yrs

= In general, generic drugs are
safer than branded drugs simply
because more information is
available about them

Lasser KE. JAMA 2002;287:2215
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Ney;ugs and ADRs

= In a study controlled for risks of
the condition treated, therapeutic

novelty was associated with a
60% increase in serious ADRs

Olson J. Health Econ 2004;23:1135

Promotion includes ’
= Detailing
= Samples
» Meetings and events
» Medical education

The cost of promoting drugs ’
- In 2004, total promotion costs for
Rx drugs was at least $30 billion
More than the entire NIH budget

= At least $7 billion spent on detailing

More than what all U.S. medical schools spend K A
to educate medical students Advertising
= Journals
- $1.8 billion spent on CME . DTCA

More than the entire FDA budget w3
« Publications

Gagnon et al. PLoS Med 2008;5(1): el.
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FiercePharma
What about R&D costs? New numbers back old meme: Pharma

does spend more on marketing than R&D
November 6, 2014 | By Tracy Staton

= Between 1970 and 2005, research and
development accounted for between

8.5% and 17. 3% of sales* “...the BBC has some numbers... sourced
= Pharma spends 2-3 times as much on from GlobalData, they show that 9 out of

marketing as it does on research 10 Big Pharma companies do in fact spend

more on marketing than R&D.”
*PhRMA Annual Membership survey 2006

| Detailing

= About 785,000 doctors in the U.S.
= About 100,000 drug reps

= Actual ratio is about 1 rep per
2.5 targeted docs

Targeted Doctors

= High-prescribing
physicians

= Physicians who influence
other physicians

= Formulary Committee
members

= Teachers

= Anyone who controls
market share
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What you
prescribe
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Prescription Tracking

= Health Information Organizations (HIOs)
= buy prescription information from community pharmacies
= 70-80% of community prescriptions are captured

= Drug reps have information on prescriptions you wrote
last week, last month, and last year on their handheld
devices

The AMA Physician Masterfile

= Contains demographic data that the AMA has
sold to industry continuously since the 1940s*

= In 2005, licensing Masterfile information and
other database product sales provided about
16% ($44 million) of the AMA's revenue**

*Greene JA. Ann Int Med 2007;146:742
** Steinbrook R. NEJM 2006;354(26):2745

Getting
gatekeepers
on boar

Whom
you know:
staff

nurse practitioners.
physician assistants  email sddress

stata ficanss DEA and UPIN domain
‘prescription

birth date ZIP code

primary specialty
phone number
pationt volume ~ hospital affiliations

crodit card acceptance

Personal Information

= Reps are trained to assess physicians personalities,
practice styles, and preferences

= Reps scour a doctor’s office for objects: a tennis

racquet, Russian novels, seventies rock music, travel

mementos, or cultural or religious symbols - that can

be used to establish a personal connection

Fugh-Berman A, Ahari S. PLOS Med 2007;4(4)e150.
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= 3 minutes with a doctor :/4 <
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prescribing change
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“Reps keep me informed on
new drugs”

A study by the Institute for Evidence-Based
Medicine concluded

= Only 6% of drug advertising material is supported by
evidence

= 94% of information has no basis in scientific evidence

Heidelburg. 2004 BMJ; 328: 485

“Reps keep me informed on
new drugs”

= Of 3122 new drugs over the last 25 years, only
2% found to provide important therapeutic
innovation
= 90% did not offer real benefit over already-available
drugs
= Most new drugs are me-too drugs, or combinations of
old drugs

Drug reps don't provide objective information

Prescrire International. 2005;14:68-73.

“But I give the reps a hard time”

“Objections are really opportunities to move the
sales call beyond what the physician sees as a
barrier. They are the foundation upon which you
build a sale, because they give you insight into
the needs and concerns of others.”

Pharmaceutical Representative

What drug reps cost l S

= $96,500 Median total compensation,
for a fully trained primary care rep*
= $175,000 Average cost per primary
care sales rep in 2007 **
= $120 to $220 Average cost of each
sales rep visit***
*Davenport B et al. Salesforce Survey 2008. Pharm Exec 2008 (Jan.)

**Cutting Edge ion. Pl ical Sales 2008.
***Med Ad News 2005 (August);24(8):1.

~ “Money or favor given or promised in

order to influence judgment or conduct
of a person in a position of trust.”

Merriam-Webster’s Definition of:
Bribe
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Gifts

= During training, I was told, when you're out to
dinner with a doctor, “The physician is eating

with a friend.G iff ing with a client.”
hram Ahari
= “The essence of pharmaceutical gifting...is
‘bribes that aren’t considered bribes.”
Michael Oldani
= You are absolutely buying love.
James Reidy

e
b From the PhRIMA Code on Interactions with
ks rotemonat
Q: Under the code, may items such
PERSPECTIVE e robedsnnst
Debunking Myths in Physician-Industry
Conflicts of Interest
“If a company makes what seems to be a R
charitable contribution, it is done with e e
business intent. The companies TR
stockholders do not want the company to e
act like a charity and spend money that has Bk L
no business purpose.”
Paul R. Lichter, MD Now 2 Easy Ways to Order:
Professor of Ophthalmology Online: stethoscope.com/pharma
University of Michigan W. K. Kellogg Eye Center ol i i
Ophthalmology 2008; 146(2): 159-171
: 2R

AMA's Ethical Guidelines for Gifts to
Physicians from Industry

= “Modest” meals are allowed

= |f they cost no more than the physician would
normally pay for

= $100 gifts related to medical care or medical
education are allowed
= As long as there are fewer than 8 choices

= AMA accepted $600,000 from pharma to
promote their gift guidelines




Doctors Don't Write
Prescriptions.
Pens Do.

senator.

(ORIGINAL DESIGNS FOR MENORASLE BRANDS
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The Rule of Reciprocation

= Exists in all cultures
= Qvercomes dislike

= Even small, uninvited favors trigger
indebtedness
= Address labels
= Carnations

" Rx pads, patient record forms, and

reference publications

“reach the physician at the prescribing
moment..."

" reach physicians at a time when they are not
‘expecting’ to be exposed to a product
message...”

“helps keep brand recognition at a heightened
level when the sales rep is not in the forefront.”

Varon S. Medical Marketing Media 2004 (June) 53-56

Matters

“Doctors are too smart to be 3
bought by a slice of pizza”

= Studies consistently show that promotion
increases prescribing*

= Studies consistently show that physicians do
not believe that promotion affects

prescribing**

*Spurling J et al. PLoS Med 2010; 7(10) 1-22

Dana J et al. JAMA 2003 Jul 9; 290(2): 252-255

Wazana A. JAMA 2000 Jan 19;283(3):373-80

Chren MM et al. JAMA 1994 Mar 2;271(9):684-9

Lurie N et al. J Gen Int Med 1990(5):240-243

**Sigworth SK et al. JAMA, 2001;286(9):1024-5

Steinman MA et al. Am J Med 2001; 110:551-557.

McKinney WP et al. JAMA 1990;264(13):1693-7
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The luncheon technique

= In the 1930s, psychologist
Gregory Razan found that
people became fonder of ideas -
and people - during meals

= A study found that overall
attendance at grand rounds
increased 38.4% when free food
was provided

Segovis et al. BMC Med Educ 2007; 7(22): 1-6

Lunch is
“incredibly effective”

“We got the numbers of
what the physicians were
prescribing. If I brought in
lunch one week, I could
see the following week if
that lunch had an impact.”

Katherine Slattery-Moschkau, former
drug rep

G

THE FIRST STEP

TO AN OPEN DOOR POLICY

Tired of waiting 6 Wee.ks ;i
to get Lunch Meetings wit!

Y

How about a mid-afternoon It's Easy:
meeting next week? €,_\ Take Ice Cream!!

h your Doctors?

+Complete, all-inclusive ice cream sundaes for 10,20 or more.

+Spend more time presenting and sefling- omens en it 48 b nd guarried 0 e

ot shopping and picking up food.
et JeeC: il free: 319

— e
&" —
o \armaceutical Represantative

ool

The DocloR HIMSELE

MAY NoT Be€ fRe€, |-

BuT He CAN Be HAD
PRETTY CHEAPLY.

114-06 5 Frdiig G2 WAKTTL PP o




69%

of Americans say that drug makers
hold too much sway over physicians
prescribing habits

2010 Consumer Reports National Research Center poll

Appetite for Instruction

Why Big Pharma should buy your doctor lunch sometimes.

By Jessica Wapner

The war against industry-sponsored medical education
is in full tlt. In recent anti-pharma news, industry
employees have been barred from giving talks during at
least two important upcoming medical meetings, and
oncologists from Vermont, Minnesota, and
Massachusetts were forbidden from partaking in the
snacks provided at corporate exhibit booths during a
recent annual cancer society meeting. These
developments come on the heels of a movement
already well under way at medical centers around the
country: ending the free lunch.

Every year, the pharmaceutical industry spends billions of dollars on educational programs for
doctors, many of them involving food and drinks. Doctors who are experts on a new medication are
paid handsomely by the drug's maker to speak to other doctors—over a fancy dinner or a casual
lunch—about updates on treating a particular disease that (no surprise here) the new drug just so
happens to treat. This approach isn't the only way that doctors continue their post-med-school
education, but it is a mainstay, and not just because of the free and tasty grub. These sessions help.
move the latest medical advances out of the lab and into daily practice.

Slate.com. June 30, 2010

Is the lunch free?

“The lunch isn't free. In the end, our patients pay
for it. The price of drugs, in part, takes into
account the cost of advertisement.”

Mark Crislip, MD
Bought and Sold: Who Should Pay for CME; SBM 2010 w

food-bourne outbreak of expensive antibiotic use
in @ community teaching hospital

Index Case

Dinner

|

| lnalil

Jan  Feb Mar Apr May Jun Jul Aug Sep
Month

Days of Use/1000 Patient-Days

Number of use per 1000
Memphis, January through September 1994,

Shorr and Greene. JAMA 1995; 273(24): 1908

“Mr. Smith, I learned about the antibiotic I'm
prescribing for you at a really great dinner last
night. It was at El Primo Steakhouse. I didn't

have to pay for it because you did — you and the
other patients who buy this drug. Gollee, that was
tasty — thanks!”

Morreim H. Amer J Bioeth 2010; 10(1) 15-17

Disclosure ¢

Is it education?

“When consumer reports discusses cars, it is
education. When Chrysler discusses cars, it is an
advertisement.”

Mark Crislip, MD
Bought and Sold: Who Should Pay for CME; SBM 2010 \.




Samples

“Sending out samples, although
expensive, remains the best way for
pharmaceutical companies to gain access
to a physician and persuade the physician
to prescribe their product.”

Med Ad News 2005;24 (8): 1
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~ “Samples help uninsured patients”

A study of 32,681 US residents from the 2003
Medical Expenditure Panel Survey (MEPS) found
that in 2003

* 12% of Americans received at least 1 free drug
sample

Poor and uninsured Americans were less likely than
wealthy or insured Americans to receive samples

Cutrona et al. Am J Pub Health 2008;98(2):284-289

The real purpose of samples

Gain access to physicians

Habituate physicians to prescribing targeted
drugs

Increase goodwill by enabling doctors to
give gifts to patients

Serve as unacknowledged gifts to physicians
and staff

“Samples don’t affect what
I prescribe”

A study monitored % of generic prescriptions
written by internal med doctors to uninsured
patients with and without access to drug
samples

Out of 1973 prescriptions

= 12% generic with drug samples

= 40% generic without drug samples

Miller DP et al. South Med J 2008; 101(9):888-93

10



“We input the same strategies that your
typical street dealer employs on the
corner when selling crack, which is the
first ones free, and then you pay, and
then you're hooked.”

Pharmaceutical Representative
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Investing in Samples

“The basic economic premise here is
you keep investing until your marginal
return is zero. You keep sampling until a
point of saturation, where additional
samples are not going to make a
physician write any more prescriptions.”

Burns P. Pharm Exec 2005;25(6)

TODAYS OFFICE CAN BE HARD ON REPS.
DON'T SEND THEM IN THERE
WITHOUT JOURNAL ADVERTISING.

Medical Journals

“I don‘t look at the ads”

= “Medical journals are the leading source of
medical information for 76% of physicians”
= “When reading these journals, as many as

90% will see an ad that is part of a fully
funded campaign”

= As many as 65% will correctly associate the
ad’s message with its product”

= “Message retention correlates with
increased sales” ACNielsen HCI

A marketing plan
without enough
journal advertising

You get the idea

11
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Advertise with the Market Leaders

A of

z
sl Medicine 2T e

Whan you sbiclutly, posiely

ACP

Wi are Intenl Medicine

Purchase reprints of the Annals of Internal
Medicine, ACP Observer and ACP Hospitalist
directly with confidence. The Annals of

Internal Medicine is the most highly cited

internal medicine peer-reviewed journal.*

*Impact Factor for 2005 13.254

Reinvest in your exposure to physicians through ACP Reprints

« Sales Force handouts * Seminars/Presentations
+ Trade show support  # Direct Mail

ACP Reprints Direct provides

« Fast professional service + Quick quotes and turnaround
+ Competitive pricing + Savings to your company

ACP American CoLLEGE OF PYSICIANS

CONTACT
For ACP Reprint quotes
contact Helen Canavan at
1-800-523-1546

ext. 2663 or at
heanavan@acponline.org

Think of it as REQUIRED READING
for endocrinologists

195 what the sgh lsées il sedrrelgy eod

“...our readers influence the sales of millions of dollars of
pharmaceutical and biomedical products, writing an
average of 158 prescriptions and conducting 161

diagnostic tests per week. Get your message in front of
this powerful target audience.”

12
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They Just Can't Put It Down

American Familly Physician

JOURNA

“Location is everything, no matter
what you're selling.”

Advertising in medical journals

= Most medical journals have policies that
limit advertising to drugs

= Pharma companies also purchase
“sponsored” subscriptions

= And are the largest purchaser of reprints

Fugh-Berman A, Alladin K, Chow J. PLoS Medicine 2006;3(6):e130

Should industry be
responsible for informing us?

“While we are at it, let's have McDonalds be
responsible for teaching nutrition, Nintendo teach us
about fitness, lobbyists determine congressional voting,
tobacco companies provide research into cancer and oil
companies tell us the cause of global warming.”

Mark Crislip, MD
Bought and Sold: Who Should Pay for CME: SBM 2010

>

OA Standards of Professional Conduct

Relationships with Industry

= Optometrists should avoid situations and
activities that would not be in the best interest
of their patients.

= Any financial and/or material incentive offered
by industry that creates an inappropriate
influence on an optometrist’s clinical judgment
should be avoided

Section E, Part 1-E — Non Patient Professional Relationships

13



AOA Standards of Professional Conduct

Conflict of interest

= The care of a patient should never be influenced by

the self-interests of the provider.

= Optometrists should avoid and/or remove themselves
from any situation that presents the potential for a
conflict of interest where the optometrist’s self
interests are in conflict with the best interest of the
patient
Disclosure of all existing or potential conflicts of
interest is the responsibility of the optometrist and
should be appropriately communicated to the patient

Section B, Part 4-B — Nonmaleficence (“do no harm”)

8/8/17

AOA'’s Ethical Guidelines

Honored to support the
advancement of clinical
ethics in optometry

viSion

A Novartis Company

An Optometrist’s Guide to Clinical Ethics was made possible
by a grant from CIBA Vision—A Novartis Company

FOOD, FREE TRIPS, FREE STUFF

@%@# on Oct 11, 2012

, one of the world’s largest companies in eye care, offers to fourth

r optometry students from across the nation an all-expenses paid

ip to the company headquarters..... | was fortunate enough to be

selected, and it was awesome! &%$ flew us out to $%&®@, picked us up
in a Town Car, and wined and dined us for three days. | feasted like a

king.....and had to keep my pants unbuttoned the whole time. Earlier this
year, $#%& flew us out to #S@%& for a seminar....There, | conceived a

food baby that lasted a week.”

00D, FREE TRIPS, FREE STUFF

@%@# on Oct 11, 2012

u get further into your optometry education, many companies will
 win you over. Lots of free food, free trips, and free stuff. My advice
'keep an open mind. Every company will tell you their products are

the best. Take their information with a grain of salt, and then take their
free stuff.”

What can we do?

Mark Crislip, MD
Bought and Sold: Who Should Pay for CME: SBM 2010

14
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J \ Accreditation Council for
. Graduate Medical Education

2002: ACGME guidelines noted “the inherent conflict of
values between industry and the medical profession” and
encouraged training programs to educate residents about

pharmaceutical interactions

2002: American
Medical Student
Association
established

a campaign to
advocate for evidence
based, rather than
marketing based,
prescribing

Just Medicine Campaign

JUST MEDICINE

Education. Research. Access

No Kick Backs. No Speakers Bureaus. No Free Samples.
JUST MEDICINE.
Just Medicine, formerly known as the PharmFree Campaign, continues to reflect
AMSAS values, ambitions and goals in putting patients above profits and
ensuring the most objective, evidence-based, affordable healthcare for patients.

Our vision for the practice of medicine is that it is simply based on evidence, not
marketing, personal gain, or any interest other than that of the patient.

We seek to facilitate student engagement in work that promotes patient-
centered, evidence-based clinical practice, medical education and research.

1
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Professional Medical A:
and Their Relationships With Industry
A Proposal for Controlling Conflict of Interest

Health Industry Practices That Create
Conflicts of Interest
A Policy Proposal for Academic Medical Centers

e el st Toh e, Confits of et Bt phystan”commiment o patien e 3nd

e desra st cpaie nd s st o o

sl sndteccy esled et P

St oles e o i b compromisd. Alhogh physiian groups, e

wamsa

American Medical Student Association

AMSA Scorecard 2014

Scorscard | About  Metnodsiogy | Bxecthve Summary | Folcy Updstes

I Conflict of Interest Policies at Academic Medical Centers

Ecwand Via Callegs

s 000 e e e

2007: AMSAs

released their
first scorecard

“Just Medicine”

f maretig, esesch n the iycholgy nd ol e of gt rcept

Spakers b, hosturing.nd consulin and s s We
propse oy under whchscademic el s woud ke h s

At e cr sty

2006: A group of educators call for medical associations and

academic medical centers to curtail industry interaction

University af
Wiszonen Scoe of
Medcon and Publ

Madson, Wi

v @
e o o o

®| grading medical
®| schools on their
~ conflicts of

interest policies
[ J

2008: The
Association of
American Medical
Colleges (AAMC)
developed
consensus principles
for conflict of
interest (COl)
policies to manage
industry interactions

AAMC

Healthcare
Professionals

2008: Clipboards,
pens, and mugs
emblazoned with
drug company logos
banned by PHRMA -
industries self-
regulatory body

15
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2009: Institute of
Medicine of the
National Academies
(IOM) released a
concurring report to
ACGME and AAMC

CONFLICT OF INTEREST
IN MEDICAL RESEARCH,
EDUCATION, AND PRACTICE

Does Exposure to Conflict of Interest Policies in Psy|
Residency Affect Antidepressant Prescribing?

BM]

e

RESEARCH

Medical school gift restriction policies and physician
prescribing of newly marketed psychotropic
licati i in-dif analysis

EBloren access

o Essick

P
of medicne”

2013: Studies suggesting conflict of interest policies in academic
medical centers can help inoculate physicians against persuasive

aspects of pharmaceutical promotion

OpenPaymentsData.CMS.gov

OpenPaymentsData.CMS.gov . avo
Physicians
J—— J— p— [a——
Payments
Sunshine Act
(2010): Since The Facts About Open Payments Data
August 1, wtes wwrews tsTews o
E= Ve
2013, by law
industry must //‘/ Total Records Published
report (I /‘ 1 1 .96
amount of all ~—" Million
money given
to doctors - swowmoREDETALS -
and report to Total Companies Making Total Physicians TotalTeaching Hospitls
cMS et it ) v ayment R
1,481 631,000 U 1,146
reor: | 2016 Mesn  t © vihatare the Siferent payment types?

P
$ General Payments

Total General Payments Total General Transactions

$833,950.22 69

A Research Payments

Total Research Transactions

Find Your Doctor’s
Payments

Total Research Payments
$5,111.06 1

[ Ownership and Investment Interest
sted

Explore O
&, piiments Data

Looking for a teaching hospital or company making payments?

R Total Amount Total Value of Interest TotalInvested Transactions
e N/A N/A 0
v Payments by State page
& Associated Research
Total Associated Research Funding Total Associted Research Transactions

Ophthalmologist commonly seen on a drug commercial

16
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vesr: (2016 8 Massure: | Mean © vinatarethe iferen paymere ypes?
« owsncnas

$ General Payments

Total General Payments. Total General Transactions

$443,402.84 441

A Research Payments

Total Research Payments.

N/A

|2 Ownership and Investment Interest

Total Amount Invested Total Value of Interest Total Invested Transactions

N/A N/A 0

4% Associated Research

Total Associated Research Funding

Total Research Transactions

Total Associated Research Transactions

THE STATUS OF OPTOMETRY

(@ ICO

NATIONALDATA |  PAYMENT DEFINITIONS | B,
(Whatis  “paymen ™)

165K

3 W& $183M
‘ 4 $502
$1-5406 K

METHOD

2% CONCLUSION

REMAINING QUESTIONS: oriese ol o bponery?

— 0

neseaey

Optometrist heavily involved in speaking for industry

In 2014, $18.3 million reported in payments to optometrists from
industry, 72% ($13.1 million) to optometrists in top 10%

Last Week Tonight with John Oliver. February 8, 2015

Presidential Address before the
Mayo Clinic, Division of Cardiovascular Diseases
April 16, 2003

"We can't treat conflicts of interest like some family
secret no one talks about. We must become more
comfortable asking and answering pertinent
questions about the sources and substance of
industry funding that might influence individuals,
institutions, and organizations."

Bruce Fye, MD
President, American College of Cardiology
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