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From:  N4oncavage,  Me l  i  ssa  M
s e n t :  t v t o n d a y ,  J u l y  2 4 ,  2 0 0 6  3 : 1 9
T o :  B u t l e r ,  J e n n i e  c
C c :  R i  k i  n ,  K a t h r y n  J  ;  M o n c a v a q e ,  w e l  i  s s a  M
S u b j e c t :  F W :  D T c  i m p a c t  o n  p h y s i c i a n - p a t i e n t  c o m m u n i c a t i o n

At tachments :  commonHeal th  o rc  S tudy  7  11  06 .pp t

H i ,  J e n n i e .

R o s e  c u n n i n g h a m  s u g g e s t e d  r  s e n d  t h i s  D T c  d o c k e t  s u b m i s s i o n
s u b m i s s i o n  i s  f o r  t h e  d o c k e t  c r e a t e d  f o r  o u r  p u b l i c  M e e t i n o
( 2 0 0 5 N - 0 3 5 4 )  p l e a s e  l e t  m e  k n o w  i f  y o u  n e e d  a n y t h i n g  e i s e :

t t te l  i  ssa  Moncavage,  MpH
L e a d e r ,  D T C  R e v i e w  G r o u p
o i v ' i s i o n  o f  D r u g  M a r k e t i n g ,  A d v e r t i s i n g ,  a n d  c o m m u n i c a t i o n s
c e n t e r  t o r  D r u g  E v a l u a t i o n  a n d  R e s e a r c h ,  F D A

p h o n e :  3 0 1 - 7 9 6 - l - 2 0 0
fax: 301,-796-9877

docd ' i  spa tchserv  [1 ]

PM

d i  rec t l y  t o  you .  rh i  s
l as t  November .
It tel i  ssa

F r o m :  s r a d l . e y  D a v i d s o n  [ r y a i 1 t o : b d a v i d s o n @ C o m m o n H e a l t h . c o m ]
S e n t :  t u e s d a y ,  l u l y  1 1 ,  2 0 0 6  9 : 2 1  p M
T o :  A i k i n ,  - r a t h r y n  : ;  M o n c a v a g e ,  M e l i s s a  M
c c . : . M a t t  G i e g e r i c h ;  J o e  G a t t u a o ;  K a m p ,  J o h n
S u b j e c t :  D T c  i m p a c t  o n  p h y s i c i a n - p a t i e n t  c o m m u n i c a t i o n

D e a r  K i t  a n d  v e l i s s a .

on  beha l  f  o f  commonHeal
r o R  d o c k e t .  r e g a r d i  n g  t h e
c o m m u n i c a t i o n .  p l e a s e  l e t
t h i s  d a t a  i n  t h e  d o c k e t .
da ta  and prev ious  dra f ts

t h ,  r  a m _ s u b m i t t i n g  t h e  f o l l o w i n g  d e c k  f o r  i n c l u s ' i o n  r ' n  t h e
i m p a c t  o f . o r c  a d v e i t i s i n g  o n  p h y S i c i a n - p a t i e n t
m e  k n o w  i f  t h e r e  i s  a  m o r e  f b r m a l  p r o c b s s  f o r  i n c r u d i n q

r h i s  s h o u l d  b e  c o n s i d e r e d  t h e  d e f i n i t i v e  v e r s i o n  o f  i t r e -
s h o u l  d  b e  d i  s c a r d e d  .

r  w a n t  t o  t h a n k  b o t h  o f  y o u  f o r  m e e t i n g  w i t h : o h n  K a m p  a n d  r  b a c k  i n  F e b r u a r v .  a n dfor  your  feedback  and commbnts  a t  tha t  t ' i "me.  ns- *e  s tJ t i :a_1n"n , - i i ' ' yo ;  i r ; ; ; " ; ; i '
f u r t h e r  q u e s t i o l s , _ p l e a s e  d o _ n o t  h e s i t a t e  t o  c o n t a c t  r v i e t i ; i ' J o e  a t
l g a t t u s o @ c o m m o n h e a l t h . c o m .  n l s o  a s  w e  d i s c u s s e d  a t  t h a t  t i m e ,  w e  a s  a n  o r q a n i z a t i o n
I :Y]9 ! . :_V: ly- lappy to discuss further_with ,you any of  

- t t ie 
r . isu"r- i r ,u i  ; ;E-; ; ; ; ; " i iy

b e r n g  e v a l u a t e d  b y _ t h e  F D A  r e g a r d i n g _ D T c  a n d  i t s  i m p a c t  o n  c o m m u n i c a i r ' o n  i n - -  
-

p a r t i c u l a r  a n d  h e a l t h  c a r e  i n - g e n e r i 1 .

T h a n k  y o u ,  a g a i n ,  f o r  y o u r  f e e d b a c k  a s  w e  p r e p a r e d  t h i s  d o c u m e n t .

B e s t ,

B  rad

eage 1



r h i s  e m a i l  m e s s a g - e  a n d  a n y  f i l e s  t r a n s m i t t e d  w i t h  i t  a r e  c o n f - i d e n t i a l  a n d
i n t e n d e d  s o 1 e 1 y  f o r  t h e  u - s e  o f  t h e  i n d i v i d u a l  o r  e n i i i y - t o - * f r o m  t h e y  a i e -
a d d r e s s e d .  r f  y o u  a r e  n o t  t h e  i n t e n d e d  r e c i p i e n t  y o u  i r e - n o t i i i e A - t r r i t -

d i  s c l  o s i  n g  ,
c o p y i n g , . d i s t r i b u t i n g _ o r  t a k i n g  a n y  a c t i o n  i n  r e l i a n c e  o n  t h e  c o n t e n t s  o f  t h i s
r n f o r m a t i o n  i s  s t r i c t l y  p r o h i b i t e d .  a n d  t h a t . y o u  s h o u l d  i m m e d i a t e l y  O e t e t e  i t r i i
1 9 : l t g " . I . o T  y o u r  s y s t e m .  I f  y o u  h a v e  r e c e i v e d  t h i s  e m a i l  i n  e r r 6 r  p t e i i " - ' -
no t l t y  the  commonHeal th  emai1  manager  a t  sys temadm' in@commonhea l th .co in

r y $ , 9 o  n o t , g u a r a n t e e  t h a t  t h i s  m a t e r i a l  i s  f r e e  f r o m  v i r u s e s  o r  a n y  o t h e r  d e f e c t s
a l t h o u g h  d u e  c a r e  h a s  b e e n  t a k e n  t o  m i n i m i z e  t h e  r i s k .

B r a d  o a v i d s o n ,  p h D

V i c e  P r e s i d e n t ,  A c c o u n t  G r o u p

MBS/Vox

8 0 0  l a n i d e x  P l a z a

P a r s ' i  p p a n y ,  N l  0 7 0 5 4

off ice # 973 352 2048

Fax # 973 352 2548

bdav i  dson@commonhea l  th  .  com

www. commonheal th .  com

docd i  spa tchserv  [1 ]
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DTC Advertising's Influence on physician-
Patient Communication: Results of
Observational Linguistic Analysis

Contents

a

a

Current beliefs about DTC
Summary of study results
Detailed study findings
- Methodology
- Sample
- Analysis

Conclusions and implications
Appendix
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DTC Impact.
. Consumers are highly aware of DTC

- Conditions, brands-primarily from W
. Public health benefits

- DTC results in diagnosis of previously undiagnosed conditions
- Consumers are reminded to take/refill Rx's-potentially more

likely to be compliant when Rx is requested

. DTC drives patients to physician's office
- I out of 3 patients claim DTC prompted visit

'Preented lo DDMAC 12105

Source Prevention Magazne Suruey Kar*r Permanenle Sludyi Ptrzer P n . PlizerlBx Rernedy Study

CornmonHeal lh .  Ju ly  2006.  Page 3

Concerns About DTC ImPact on
Physicia n- Patient I nteractions

. DTC leads to inappropriate patient requests for medications

. DTC negatively influences risk-benefit discussions
- Physicians are not providing adequate "risk-benefit" discussions

of requested Rx medications
- Patients are over-exposed to medication benefits and under-

exposed to Potential risks

Source Gilbody S. Wil$n P. Wafl I Benefils and hams ol dr&l lo consumer advedising. a syslemalic review Oual Sal Health Cere 20Os

Augus l  14(4)  246 '50

CommonHeallh . July, 2006 r Page 4

2



Concerns About DTC Impact: Reported
Patient-Initiated Rx Requests

. In general, belief that patients are led by DTC to ask for Rx
medications that are dangerous or inappropriate

. Example: suruey of reported COX-2s prescribing behavior:
- "Suggests that DTC advertising leads to inappropriate

prescribing, with costly medications"
- However, "some patients for whom the drugs are truly

appropriate may benefit from DTC advertising"

sources: Robtl$n el al Drrsllo-consumer Pharmacedical Adveni$ng: Physictan and public oprnton and polentiaj ElI4ls on lhe physc,an-
Palient Relatonshap Arch Inl Med 164(4) Feb 232N4 427 431
Spence el al Dirdlo consumer Adventsing of cox-2 lnhrbrlors Ett€t on Appropmalenes ot Trealment Me<lical care He$arch and
Rev iew Vo l  62  No.s . {Oc lober  2005)

CommonHeal lh  .  Ju ly ,  2006.  Page 5

Concerns About DTC Impact: Risk-Benefit
Presentation
. Concern that DTC is not "fair" in risk-benefit presentation,

which may undermine physician presentation of risk-benefit
analysis

"The risks are usually discussed toward the end of the
adveftisement and discussed in a rapid-fire manner. The terms
often are in medical speak and not layman's terms,,

. Of note:
New PhRMA Principles have increased the emphasis on risk in
DTC advertising created since August 2005

Source: Sleln G Drrel{o'Consumer Promotron of Regulaled Medical Prd@ls FDA Public Meeting Novsber 1 2OOs

CommonHeallh . July, 2006 r Page 6
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Summary of Study Results

Patient Rx Requests are Not Driven by DTC
. ln 440 visits analyzed, patient-initiated Rx requests are

min ima l
- Patients rarely request Rx medications by name or category
- Of these requests, only one patient asks for an Rx by name

(Zyrtec), and this patient had been prescribed this medication
previously

- All other requests either ask for "something new,,, OR ask about
possible risks of medications patients are currenily on (in
response to a physician mention of the medication)

. DTC is rarely referenced by patients, and never as "I
saw/heard this ad and want this Rx"

ConmonHeallh r July 2006. Page I
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DTC Does Not Influence Balance of
Risk/Benefit
. In 291 visits in which select categories of medication were

discussed by name, risk-benefit presentation by physicians is
minimal, for both brands with heavy and minimal DTC spends

. DTC spend does not appear to increase amount of benefit
presentation by physician in relation to risk presentations
- In categories with high DTC spend (cholesterol, allergy), "risk-

benefit" discussion is more common than in hypertension (with a
negligible DTC spend)

. In no instance were patients engaged in a discussion about
their opinion of their own "risk-benefit" ("These are the risks
and benefits-what do you want to do?')

CommonHeallh . July. 2m6 . Paqe I

Detailed Study Findings



Rea lity-Based Resea rch

Research fielded by MBS/Vox, a CommonHealth unit focused
on analysis of actual physician-patient interactions
Multi-disciplinary team with expefts in medical l inguistics and
related social sciences, professional and patient promotion,
education and clinical practice
5+ years' experience in 27 therapeutic categories-largest
known library of recorded visits

CommonHeal lh .  Ju ly ,2006 |  Page l l

In-Office Linguistic Methodology

Completed over 45 studies in 27 therapeutic categories-
Nearly 2rO00 hours of actual physician-patient visits

* Al l  studies are HIPAA compliant;  s ince 2005, al l  studres are IRB approved
4'Al l  vrsrt  part icrpants are recorded and Interurewed ncluding parents and patrents where appropr ate

CommonHealth r  July,  2006 r Page l2
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Categories Studied to Date
. Acne
. Allergy
. Alzheimer's Disease
r Anticoagulation
. Antiplatelet
. Asthma
. BPH
. Contraception
. COPD
. Dental Care
. Depression
' TYPe II Diabetes
. Hepatitis C
. Hormone Replacement

Therapy

CommonHeal lh  r  Ju ly .2006.  Page 13

Hypercholesterolemia
Hypedension
Irritable Bowel Syndrome
Migraine
Multiple Sclerosis
Obesity
Oncology
Onychomycosis
Osteoporosis
Pain/Arthritis
Pediatric Vaccines
Vision Care
Women's Health

Data Analysis

Uses validated sociolinguistic techniques to determine and quantify:
. Allocation of topics by time, speaker and sequence
. Symptoms leading to diagnosis and/or treatment choice
. Language that "encourages" or "discourages" discussion
. Risks and benefits of treatment options
. Specific language to describe brands
. How physician, parent/patient emotion influences visit outcome
. Degree of alignment (re: diagnosis, prognosis, goals of therapy,

severity of condition, etc.) between physician and patient
. Language used to set expectations and encourage compliance
. How DTC, Internet and other consumer media influence the visit

CommonHeal lh r  July.2006 |  Page 14
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a

o

Specifics of Sample

Represents 10 different in-office studies, conducted 2001-
2005, selected for likelihood of discussion of target Rx
medications
440 individual patients
172 healthcare providers
- 164 physicians

. 82 PCPs, 8 Pediatricians, 13 OB/Gyns, 13 Pulminologists, 21
Cardiologists, 9 Endocrinologists, 12 Allergists, and 6
Rheumatologists

- B "All ied Health Providers" (Nurses, PAs)

Geographically dispersed across US within each study
- Typically 3-5 locations per each of the 10 studies

CommonHealth r July 2006 r Page I 5

Sample Composition
. Three therapeutic categories chosen to test impact of DTC on

physician-patient conversation, with comparison across
categories possible:

Overall DTC
spend 2OO1-2O05Type of condition

Allergy High ( -$2.6 b i l l ion)
Symptomatic,
"lifestyle"

Cholesterol High ( -1.6 b i l l ion) Asymptomatic, CV

Hypeftension
Low (-$0.118
bi l l ion) Asymntornatic, C\t'

Source: TNS l, ledia Intell igence Copyright 2006. Magazine Publishers of America Inc.

CommonHeal lh  r  Ju ly ,2006 r  Page 16
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Intra-Sample Comparisons
. Sample will allow for comparison between impact of "type of

condition" and "overall DTC spend"
. Allergy and cholesterol categories are very different types of

conditions but both had large DTC spend between 2001-2005
- Similarities in patterns of discourse may reflect impact of DTC on

physicia n-patient comm u nication

. Cholesterol and hypertension categories are similar types of
conditions but have very different DTC spends overall
between 2001-2005
- Similarities in patterns of discourse may reflect underlying

importance of the nature of the condition treated, regardless of
DTC spend

CommonHeat rh .  Ju ly  2006.  Paqe 17

Sample for Analysis

. Initial search for target Rx mentions in 440 physician-patient
visits (recorded 2001-2005) in primary care setting

. Yielded 291 visits in which selected allergy, cholesterol, and
hypertension Rx medications were discussed by name/
representing conversations in these three distinct therapeutic
categories:x
- lI2 visits with at least 1 mention of an Allergy Rx
- 157 visits with at least 1 mention of a Cholesterol Rx
- 113 visits with at least 1 mention of a Hypertension Rx

* Note: Visits may contain discussions of Rx medications from more than one category

CommonHeallh r JulY. 2006 r Paqe 18



Allergy Medications Reviewed
With DTC spend (in millions), 2001-2005x
. Astelln
. Allegra/ Allegra-D
. Clarinex
. Clarit in/ Clarit in-D
. Flonase
. Nasacort AQ
. Nasonex
. Rhinocort Aqua
.  Singula i r
. ZYrtec

($ 00.7)
($601.2)
($284.1)
($ 7e.3)
($470.7)
/ t  4 1  ? \

($1e0.e)
($ 40.e)
($441.8)
($373.e)

*Note: "DTC spend" refeE to any DTC advetisrng that rentions the Rx by name; DTC spend data from TNS Media Intelhqence Copyrighl

2006. liaga.ne PublEheB of Arenca Inc.

CommonHealth . July. 2006 r Page 19

Cholesterol Medications Reviewed

With DTC spend (in mill ions), 2001-2005*
. Crestor
. Lescol
. Lipitor
.  Niaspan
. Pravachol
. Welchol
. Vytorin
. Zetia
. Zocor

$3s4.8)
$  0 .6 )
$446.8)
$  1 .0 )
$ 1 3 1 . 1 )
$ 14.6)
$206.s)
$  1 . 2 )
$402.6)

Without DTC spend, 2001-2005x
. Mevacor
.  Niacin
. Tricor
,&r. ..rt rrd" r.r.B ro .ny DtC *v.6!nq 6at ftnnoB ft Ri by sru oTC rFto d.o rioh Tfls ftLr l^t.lrg.(. Copy.lht ?006 M.g.nn. PudEh.R ot h.rk. ln(

CommonHeallh . July. 2006 | Page 20
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Hypertension Medications Reviewed
With DTC spend (in millions), 2001-2005x
. Altace ($46.4)
. Coreg ($17.9)

*Note: "DTC spend" refers to any DTC advertising that mentions the Rx by name; DTC spend data from TNS l'4edra Intelligence

Copynght 2006. f4agazine Publishec of Amenca Inc.

CommonHealth . July. 2m6 . Page 21

Hypertension Medications Reviewed
Without DTC spend, 2001-2005x
. Accupril
. Atacand
. Avapro
. Cardizem
. Catapres
. Cozaar
. Diovan
. DynaCirc
. HYzaar
. Inderal
. Lasix
. Lopressor

. Lotensin

. Lotrel

. Minipress

. Monopril

. Norvasc

. Prinivil

. Procardia XL

. Tiazac

. Toprol-XL
r Zestril

*Note: "DTC soend" refers to any DTC advertrsing that mentrons the Rx by name; DTC spend data from TNS
Media Intblliqence Copyright 2006. Magazine Publrshers of America Inc

commonHealth r July. 2006 r Page 22
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Analysis: Patient-Initiated Rx Discussions
and DTC Mentions

Analysis: Patient Initiated Rx Discussions
. Review of all target Rx medication mentions, in all visits
. Count who first introduces Rx into conversation by name-

index of "indirect requests" by patients

Cateqory MD: Patient Rx initiation Total Mentions, MD:PT

Allergy 2.5:1 MD:Patient 143:58

Cholesterol 4.3:1 MD:Patient 202:47

Hypertension 4.4:1 MD:Patient 1  10 :25

. Implication: Disease category, not DTC spend, influences how
frequently patients initiate discussion of specific Rx medication

Note: Nurse (20) and Visit Companion (17) Rx initiations are negligjble in these visits

Commonl-lealth r July 2006 r Page 24
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Analysis: DTC References in Visits-Rules

. Included: Direct DTC mentions (DTC clearly referenced)
- Examples:

. 'I saw it advertised'

. 'You see it on W a lot'
. Included: Ambiguous DTC mentions-source could be DTC,

but could also be another source (e.9., radio program on
NPR; magazine article...)-cast a very
- Examples:

. 'Have you heard about (drug name)?'

. ' I heard something on the radio'

. ' I was readinq about that'

CommonHeal lh  r  Ju ly .2m.  Page 25

Analysis of General DTC References

. Analyzed all 440 visits

. References of DTC for any Rx medication (including, e.9., Rx
medications for diabetes, depression, etc.):
- Direct DTC references occurred in 16 visits (3.7o/o)
- Ambiguous references occurred in 25 visitsx (5.7o/o)

* 2 visits had both direct and ambiguous references to DTC

commonHeallh r July, 2006 | Page 26
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Analysis of DTC References for Allergy,
Cholesterol, Hypertension Medications
. Analyzed relevant discussions from 291 visits in which an

allergy, cholesterol, or hypertension medication was
discussed, for DTC references relating to brands/category:
- Cholesterol: 9 references (including "statins") in 157 visits

. 3 direct, 2 by MD and 1 by patients (1.9% of visits)

. 6 ambiguous, 4 by MD and 2 by patients
- Allergy: 6 references (including "nasal sprays',) in 112 visits

. 4 direct, 2 by MD and 2 by patients (3.60lo f visits)

.  2 ambiguous, by MD
- Hypertension: 2 references (including "diuretics,,) in 113 visits

. 1 direct, by patient (1% of visits)

. 1 ambiguous, by Nurse Practitioner

CommonHeal lh  . . Ju ly .  2006 r  Page 27

Analysis of DTC References About Allergy,
Cholesterol, Hypertension Medications
. Majority of DTC references, direct or indirect, come from

physicians and other health care providers
* 4 of B direct references from MD or Allied Health provider
- 7 of 9 ambiguous references from MD

. Direct correlation between DTC spend and number of
references to DTC in conversation
- Hypertension Rxs had no direct branded DTC references

whatsoever, which is not surprising given the relative lack of
DTC in this category-the only DTC reference is to..diuretics,, in
general, by a patient

. No instance observed of patient using DTC to request Rx
medication

CommonHeallh . July. 2006 r Page 28
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Direct DTC Mentions-ExamPle
from Cholesterol
Patient: And then the next time I came in-but that was a couple of-

Doctor: That was a while ago. Here's-here's what we need to do, okay?
There's one main class of cholesterol medicine called the statins,
okay? That's what Lipitor is in. Lipitor-all the ones you see on
TV are in this category. Lipitor, Zocor, you've seen on TV;
Pravachol, I don't think is on TV, isn't that ridiculous that that's how
I discuss things? (Laughs)

Patient: When you watch Lifetime, that's all they show-

Doctor: I know, that and, l ike, hemorrhoid commercials. (Laughs)

Patient: And tamPons.

Doctor: (Lauqhs) Yeah. Exactly. These are all statins. You got muscle
aches from the LiPitor.

-37-Year-Old Male with a PCP

CommonHeal lh  .  Ju lv .  20m.  Page 29

Patient Requests for Medication

. Overall, patients requested Rx medications (by name or
otherwise) in 2.7o/o of visits (Bl29L)

. In the six cases where patients request a medication, that
request is fulfilled

. In the two cases where a patient raises a concern about a
medication, that patient got a new Rx (1) or told to stop the
medication in question (1)

r In NO CASE did a patient reference a DTC ad directly as the
motivation for the request (see following slide)

CommonHeallh I July. 2006 | Page 30

t c



Patient Requests for Medication
Asks for . . .

"Something other than. . ."

"Something other than. . ."

"That  new one. . . "

"That  new th ing.- . "

"A prescr ipt ion for . . . "

"TheZyrlec l 've used before...

Asks about . . .

"Bad news l 've heard about..."

"Bad news l 've heard about . . . "

Brand

Clarit in

Allegra-D

Crestor

Crestor

Allegra

Zyrt.ee

Crestor

Zocor

Outcome

Gets Zyrtec

Gets "plain"
Allegra

Gets Crestor

Gets Crestor

Gets Allegra

Gets Zyrtec

Gets Zocor

Told to stop
Zocor

ConnnonHealth r July, 2m6 . Page 3l
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Risk-Benefit Discussions Analysis
. Review of all target Rx medication mentions, in all visits

- Code for "risk" or "benefit" presentation
. Analyze between categories

- Determine if nature of condition or DTC spend influence patterns
of risk-benefit presentation

. Analyze within categories
- Determine if Rx brands with DTC spend have different risk-

benefit presentation than Rx brands with no DTC spend

CommonHeallh r July. 2m6 . Page 33

"Risk-Benefit" Rules Applied

. Risk: Any potential negative consequence of an Rx medication
- Statement: "It fAllegra] can make you drowsy" (1 risk)
- Question: "Claritin-D ever cause any symptoms for you? Any

palpitations, or kind of get you wired or, uh...any chest
discomfort from that?" (4 risks)

. Benefit: Any potential positive consequence of an Rx
medication
- Statement: "And we're going to add a pill called Zetia which will

lower your cholesterol." (1 benefit)
- Statement: "But, in any event, I think Crestor's safe." (1 benefit)

CommonHeallh r July 2006 | Page 34
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"Risk-Benefit" Rules Applied

. Focused on semantics of words spoken

. Not included:
- Implied benefits (e.9., that by prescribing a medication an MD is

implying a future, but unspoken, benefit)
- Implied risks (e.9., by comparing two Rx medications, "Brand x

is safer than brand y'i implication is that both brands are to
some degree unsafe)

- Conversations about:
. Dosing
. Samples
. Cost
. Formulary or insurance coverage

CommonHeal th  .  Ju ly .  2m.  Page 35

Typical Physician Benefit Presentation

. Benefit presentation by physician is usually minimal

. Typically involve statements of fact or anticipated results

. Patients rarely ask questions about these statements

DOCTOR: Pravacholand the-Niaspan is 500 mg twice a day.
And, um, you know, the Pravachol is to lower your bad
cholesterol mainly and the Niaspan raises your good
cholesterol main/y.

PATIENT: Uh-huh.
Primary Care Physician

commonHeallh . July, 2006 | Page 36
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Typical Physician Risk Presentation

. Risk presentation by physician is usually minimal

. Typically involve statements or directions to contact physician
in case of potential future consequences

. Patients rarely ask questions about these statements

DOCTOR: And what you can do is iust let us know if you're
feeling any different. lJm, if you're having any muscle
pain or if you feel different after taking the medication'
You've been on Zocor, so.

PATIENT: Yeah, just 20!
Primary Care PhYsician

CommonHedl lh  r  Ju tY 2N6.  Paqe 37

Minimal Risk/Benefit Discussion

. over half of visits in which a medication was discussed had no risk

or benefit discussion for that medication
- Allergy 43o/o of visits; Cholesterol 417o of visits; Hypertension 29o/o of

visits
. The majority of medication mentions do NoT have an associated

risk or benefit
- Cholesterol260/o of medication mentions; Allergy 160lo; Hypeftension

I3o/o

. All categories show more benefits being presented than risks;
allergy medications show the highest ratio, hypeftension the lowest
- Allergy medication "risks" typically involved drowsiness or discomfort
- cholesterol and hypertension "risks"typically involved liver functions,

neuralgias, or other sings of serious side-effects

CommonHeahh r Julv. 2006 r Page 38
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Impact of DTC on Physician Risk/Benefit
Presentation

. DTC spend does not appear to influence the presentation of
risk/benefit in cV conditions; allergy, with a lower consequence of
risks, has a higher risk-benefit

Risk Benefit
Allergy* 17o/o B3o/o
Cholesterol, with DTC 27o/o 73o/o

Cholesterol, without DTC 24o/o 760/o

Hypertension, with and
without DTC**

260/o 73o/o

+All Allergy medications analyzed had DTC between 2001 2005
*r Individually, "Hypertension with DTc" and "Hypertension without DTC" did not have a sufficient number of risk-benefit
statements for statistical comparign, however both "wjth" and "without" cat€ories mirror the overall Rnding dirtrtionally

ConrmonHeallh . July 2m6 r Page 39

Risk-Benefit Statements by patients

. Patients do not routinely ask about risks or benefits of Rx
medications
- They DO report on what has',worked,, or "not worked,,, or side

effects they have suffered
. In 12 of 29l visits, there were only 10 patient mentions of a

risk, and 3 patient mentions of a benefit
- 4 "risk statements" were made about allergy medications
- 6 "risk statements" were made about Rx cholesterol

medications, and 3 "benefit statements,, about cholesterol
medications (but only one branded medication, .,Niaspan,,: the
other mentions are "statins" and "niacin,,)

CommonHeallh r July 2006 | Page 40
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Conclusion and Implications

Conclusion

CommonHeal lh r  July,  2006. Page 42

Overall, physician-patient dialogue about Rx medications is
minimal, regardless of DTC spend
- Physicians recommend Rx medications
- Patients ask few questions relating to those recommendations

DTC does not appear to drive specific patient requests for Rx
medications
- It is possible that DTC "primes" patients to be receptive when

physicians introduce Rx medications into the discourse, however
DTC does not appear to increase amount of "benefit talk,, in
relation to "risk talk"
- Overall, risk-benefit discussions are minimal in all categories,

and almost never occur in the context of an engaged 'tisk-
benefit" discussion
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If not in the Dialogue...Where?

. Hypothesis: DTC impact on physician:
- Conscious awareness-medication and/or condition is top-of-

mind for physician
- Unconscious awareness-physician has been exposed to

advertising and internalizes messages
- Discussions outside the scope of the physician-patient dialogue-

e.9., conversations with other physicians, nurse, allied health
professional, etc.

CommonHeallh . July, 2006 | Page 43

I f  not in the Dialogue...Where?
. Hypothesis: DTC impact on patient:

- Remove stigma/raise awareness or willingness to discuss
condit ions (ED, migraine.. . )

- Conscious awareness-patient can recall adveftising
. Medication awareness may have prompted visit, with no ensuing

dialogue (i.e. car advertising)
. Post Rx, leads to acceptance/compliance or discontinuation
. Pre/Post visit, numerous non-physician behaviors

- Discussions with family/friends
- Internet searches
- Chat room visits
- 800 # calls

- Unconscious awareness
. While ad/medication are forgotten, ad surfaced a dormant concern

that arises durinq visit

CommonHeallh . July. 2006 r Page &
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Appendix: Study Methodology

a

o

Study Methodology-Physician Recruitment

In this methodology, physicians and patients are research subjects
Physicians were recruited for 10 different studies-data reviewed
in this analysis is aggregate of all data from those studies
9,856 community-based physicians were sent letters via Federal
Express inviting.them to participate in a study of "physician-patient
communtcaUon
Focus of study was never revealed to phvsicians, patients, or the
researchers conducting the fieldwork, to minimile' "Hawthbrne
effect"
- Physicians were not part of "research panel"
- Participating physicians responded to invitation and were screened

via telephone for appropriate demographics and practice profile
(volume; community-based; years in practice; etc.)

- Allied Health Professionals, if part of study, were not recruited
directly, but were enrolled on the day of research through the
oractiie itself

CommonHeallh . July 2006 . Page 46
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Study Methodology-Patient Recruitment

. on previously scheduled days, a field researcher was sent to
physicians'oifices, and patients were recruited by the office
staff to take part in a study of "physician-patient
communication"
- Office staff were instructed to recruit patients that had

scheduled appointments and who were "likely to have a

discussion about" the category in question

- All research participants were compensated for their

particiPation

. None of the pafticipants (physicians, patients, field

researchers) was aware of the specific focus of the study

CommonHeallh r July. 2006 . Page 47

Study Methodology-Recording the Visit
. After obtaining informed written consentfrom,all pqf]9:,Ilo-would

appearonthe'recording(physician,.a| | . iedhea|thprofess|ona|S,
i5fi"ni,lnO vtsit compin)bni if any), the office visit was video- and
audio-taPed
- the field researcher did not observe the visit

. To orotect their privacy, participants were given..the o.ption to cover
the'camera lens'(while maintaining a.udio recording),durlng any
portion of the visit in which they might be undresseo

immediatelv followinq visit, patient and healthcare provider
participated individually in video- and audio-taped rollow-ut
ImmediatelY following visit,
part ic ipated individual lY in '
interviews

p

- These short post-visit interviews revealed the relative m.atch or
ri ffi;tcii bi 

-pa 
ticipi ntstperceptions rega rd i n g issues d iscussed

in the visit
Interview questions were designed to uncover what.participants -
meant to cbnvey (primarily on the part oJ the provld.er) ano wnat
they understood (primarily on the paft of the patlent)
- rieu researchers did not share information about physician's or

patient's responses during interviews

CommonHealth t JulY, 2006 . Page 48
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