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Purpose of this presentation

1. What is risk communication?
2. Changing nature of risk communication

3. How to build state of the art risk communication?




What is risk communication?

» FDA Risk Communication Advisory Committee
(2015):

W wireBactively sharing risk and benefit
Information with the public to enable people to
make Informed independent jJudgmentsQ ®




Risk communication science

Psychometrics (Starr 1969; Fischhoff et al. 1979,
Slovic 1987)

. Trust (Renn and Levine 1991+; Siegrist 2000+)

From perception to communication (Fischhoft
1995+++ Leiss 1996; Lofstedt 2005; Fischhoff
2013+)

Risk communication and pharma (Slovic et al.
1989++. Lofstedt 2008, Downs et al. 2008, Fischhoff
et al. 2011 ; Lofstedt et al. 2014++ Bouder et al. 2015,
Way et al. 2015)




215t Century Pharma Risk Comm

1. More contested
I Media scares (e.g. Vioxx, MMR, HPVX 0
I Re-analyzing and mining data (e.g. AllTrials.Net; Cochrane
Collaboration)

2. More transparent
I Maintaining dedicated web portals (e.g. safety-data on ADRs)
I Publishing documents (e.g. clinical trials and lists of monitored
medicinal products) and proactively releasing data

I Disclosing policy committee-meeting minutes(e.g. CHMP and
PRAC).




215t Century Pharma Risk Comm

3. More participatory
A Publicg 2NJ aK2LJa o6S®3IP 9a! QF
2013 consultations).
A Introducing public hearings (2016).
A Applying the Aarhus convention

4. More technologydriven
A Less face-to-face time
A Medical Apps




RC and Trust in medicines

» Past studies (Bouder et al. 2015; Way et al. 2016)
I Public have low knowledge of the regulators
I Public do not find it easy to obtain info from them

I Public do not knowingly directly receive medicines info from the
regulators

» Public trust in medicines is largely rooted in multiple mediating
sources of advice (Bouder et al. 2015)

Public sourcesf medicines advice

Medical GPs, pharmacists, local hospitals, emergency
services
Societal The Internet, friends/relatives, patient

groups, and the mass media

Industry Pharmaceutical companies and brand specific
websites




Online surveys (2012-2016)

Patients Doctors General
public

Dates 2012
(year)
Size 5,648
Type European
adults
Countries FR, De, UK
Sp, Swe, NL
Questions 32
Authors Bouder et al.
Response  12-24%

rate

2014/2015

1,010

HIV/AIDS, IPF,
MS,
Osteoporosis, RA

Fr, De, UK, Sp

30
Way et al.
4.5%

2014/2015

1,005

GPs (50%) +
Specialists
(HIV/AIDS, IPF, MS,
Osteoporosis, RA)

Fr, De, UK, Sp
36

Lofstedt et al.
5%

2015/2016

6,001

European
adults

Fr, De, UK,
DK, I, PL

32
Way et al.
10-26%




State of the art risk communication
(Lofstedt 2005+, Bouder 2011+):

Paying attention to perception drivers

. Trust-building two-way communication
Proactive communications

Neutral parties

. Context matters




1.

Perceptions drivers

10




Risk perception drivers

» Natural ¢ Technological
» Voluntary C Involuntary
» Familiar ¢ Not Familiar

» Control ¢ Not Control

» High Frequency/Low Consequence Risk Vs.
» Low Frequency/ High Consequence Risk

» Child ¢ No Child
» Reproduction
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Risk perception and pharma

Bouder 2010

Product
eption

Low

Moderate

High

Dread

Vitamin pills

X

Acupuncture

X

Aspirin

>

Valium

o

Antibiotics

e

Cancer chemotherapy

Diet medicines

i

Depression and
anxiety medicines

>

AIDS therapies

DNA technology
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2. Trust -building and two way
communication
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Fairness, competence, efficiency

(Renn and Levine 1992)

a2Sifufuid bihegi2dzf 'R N& K SNJ 4K | GS Y|
not, but they are definitely inccahoots with 'the
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FDA
Approved
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Case: Gardasil scare in Spain
(2009)

Gardasil, from Sanofi Pasteur MSD SNC, is a vaccine for the
prevention of cervical cancer and other pre-cancerous
diseases caused by human papillomavirus (HPV). It has
been authorised in the European Union (EU) since
September 2006.

Friday 6 February 2009:
2 teenage girls after second dose
Girls put into the same room in Valencia Hospital (Spain)

Very agitated
52002NA RAIl 3y 2 & Snddetideloindade S LJ
coma.




Precautionary measures

AEMPS immediately in touch with the Sanofi Pasteur

Monday 9 FebruaryMinistry of Health and Valencia province decided
to suspend the batch (against views of AEMPS experts).

Immediately (10 am) the company withdrew the batch, which
represented 75.582 doses. Other Member States stop the batch

16 FebruarySpanish Ministry of Health official communication. Ref:
2009/02.a Sy T 2 ND)\ yv3 GKS LINBOIdziA2yl

countries, requested an mvestlgatlon.
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19 February: Press release

Sorted?

. FAaSR 2y (0KS OdzNNByd RFEGOLIZ
cases are unlikely to be related to vaccination with Gardasil
and that the benefits of Gardasil continue to outweigh its risks.
Therefore the Committee is recommending that vaccination
with Gardasil should continue in accordance with national
vaccination programmesA Y aSYOoSNJ {0 1S& D

EMEA/CHMP/103339/2009
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The shadow of a doubt?

Ga¢KS /lat FYR A& t KI NarelindtigatirgA t |
this situation further. The marketing authorisation holder has been
requested to provide a full analysis of the batchas well as further
AYVF2NXYIEGAZ2Y 2y GKS OF OOAYySQa aa
possible ways in which Gardasil could be linked to the cases seen in
Spain. Following assessment of all of the available data, the CHMP will
RSOUSNNYAYS 6KSOUKSNI FdzZNIKSNJ I O A 2
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G!' a4 LI NG 2F Ada O2yidAydz2dza Y2y Al
recommended an update of the Product Information for Gardasil in
January 2009, to reinforce information on syncopéfainting) as a side
effect of vaccination with Gardasil, indicating that it is sometimes
accompanied by tonic-clonic movements (movements resembling a

seizure). This opinion has been forwarded to the European
Commission, for the adoptionofanEU-g A RS RS OA aA 2y o€
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Why trust was

Intense media coverage in Spain about the vaccination
campaign, which was never consensual (alternatives,
costs) [Risk amplification (Kasperson)]

Debate politicised

Little support from third parties (e.g. OCU) concerned
about aggressive marketing

Intense media coverage of the two cases
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eand how

Neutral party:

Spanish authorities successfully solved the crisis, using an
independent scientific committee with reputable experts
from various disciplines (neurology, immunology,
virology, epidemiology etc.)

Full report presented to Health Ministry (April 09)

Caref ul concl usi ons: na ¢l os:
vacclnati on but nNo evidence

But: the legal suit continues




3. Proactive communication
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Patients desire more info

Way et al. 2015

100%
90%

80%
70%
60%
50%
40%
30%
20%
10%

0%

HIV/AIDS Idiopathic Multiple Osteoporosis Rheumatoid
pulmonary Sclerosis arthritis
fibrosis (IPF)

B Strongly Agree M Agree

Q10A: Please indicate the extent to which you WI 3 DR A & IwEhNIsHSofxhe following statements: at | G A Sy G &
receiving more information on the safety of medicines would increase their confidence in taking medicinesé
(strongly agree, agree, neither agree nor disagree, disagree, strongly disagree). 23




Inform public before it has been
anal ysed? Doct

EU Doctors US Doctors

Q27: Overall, do you think it is a good idea or a bad idea to inform the general public before a scientific
analysis is complete? (By scientific analysis, we mean a full review of the available data by the regulators and
pharmaceutical industry.) [Same questions asked to US sample of 433 physicians in 2011].

*France and UK have a lower % saying it is a bad idea compared to Germany and Spain. No significant
medical speciality differences.




Andéhow wi

36%
23%

Stop taking your
medicine

49 8% 9%

3%
|
Continue taking
your medicine as
usual

Reduce your dose
of the medicine

W General public ® Patients

5% 4%
I .

Seek additional Don't know

advice about the

medicine
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NSeeker so vs

0% Seekers Stoppers

Sweden Netherlands Spain  Germany

Stop taking
our medicine*
/ 32 18 61 51
Seek additional
advice about
the medicine**

67 48 67 33 39

Other (reduce,
continue and

donot know) 5 16 6 10 6

*Each fiseekero nation is significantly different
** Each fiseeker o nation is significantly differe

(Generalised linear model with binomial distribution and logit link, with Bonferroni corrections for
multiple comparisons)

7/5/2016




4. Neutral parties
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Where do patients obtain trusted info?

[ | Very/Somewhat Easy To Obtain Info
O Very/Somewhat Trustworthy

100%

80%

60% -

40%

20%

Q5(a): How easy is it for you to find information about medicines from each of the following sources?
Q5(b): How trustworthy do you believe the following sources are in providing you with advice on the side effects associated

with specific medicines
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MDs trust EMA and NCAs

Trust dimensions (e.g. honesty competency etc.) of
regulator evaluations and communications

Disagree < > Agree
Strongly Strongly

s e )

Trust in National Competent Authority
(Composite variable* created by averaging eight
variables related to trust of this entity)

Trust in EMA C European Medicines Agency
(Composite variable* created by averaging eight
variables related to trust of this entity)

*Composite variables created based on factor analyses. NCA analysis generated one factor that explained
62.4% of the variance (lowest factor loading = 0.73). EMA analysis generated one factor that explained 69.6%
of the variance (lowest factor loading = 0.76).

Il Agree Strongly Agree Somewhat
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Doctors:

too busy to enable empowerment?
BMA 2015 survey (15,562 GPs)

1%

m | have a low
workload

m Generally
manageable

® Generally
manageable, too
heavy at times

B Unmanageable

How would you describe your current workload?
December-February 2015: British Medical Association
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5. Context matters
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Regional
variations for
stop and reduce
combined.

KEY
5-10%

10-15%
15-20%
20-25%
25-30%
30-35%
35-40%
40-45%
45-50%
50-55%

UK

Spain

France

Germany
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Country + therapeutic area
patients)

100%

90%

80%

70%

60%

50%

40%

30%

20%

10%

0%

1%I II
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629 68%

0,
soy 4% 42% %

36% 36% 37%

32% 33% 35%

26% 28%

24%

21% I

16%  16% 18%

B Stop taking your medicine Bl Reduce your dose of the medicine
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] 2y GAydzS GF1Ay3

@2dzNJ YSRAOAYS

I a

NEOSA @GS

2L GF1Ay3
{$51

dza dzI f k

6 A I [IfseBtGpeSatyBroup]S f
@2dzNJ YSRAOAY Sk
I RRAGAZ2Y T |

33

4
W
R




Take home lessons

. Patients do not perceive all risks equally

. Trust-building and two-way communication
demands skills to respond to media scares

. Proactive communication: the right message at
the right time

. HCPs are the crucial channel between regulators
and patients. But it is challenging.

. Country (++) and therapeutically (+) sensitive
communications are critical
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