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Evaluation on the effectiveness of risk
minimisation measures is also a responsability
of national agencies and EMA (as per
legislation)

Priorisation criteria being developed

Collaboration, so that national initiatives are
shared, and work under a common protocol is
promoted whenever feasible
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® Awareness of risk minimisation measures?

o Effectiveness of risk minimisation
measures?



e Awareness of riskh minimisation
measures

Results from a survey of healthcare

professionals under SCOPE Joint Action
(Strenghtening collaboration for operation of
pharmacovigilance in European Union)

DK, ES, IE, IT, HR, NL, NO, SE, UK
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Some Results

* 3625 respondents
— 1766 GPs
— 222 cardiologists
— 1300 pharmacists

agencia espafola de
medicamentos y
productos sanitarios
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— 337 other
N (26)

Female 2215 (61)
Primary employment setting

Community-based 2570 (70)

Hospital-based 857 (24)

Other 244 (6)
Age

<35 year 625 (17)

35 — 45 year 964 (27)

46 — 55 year 1071 (30)

>55 year 964 (27)
Accreditation

<5 years 370 (10)

5 — 20 years 1394 (38)

>20 years

1859 (51)
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Familiarity

Yes, | have received g0y
this type of

information and |
sometimes read it 60% -

90% 87%

80% -

Range DHPCs 40% -

Country TT%NO-97%IE 20% -

Profession 85% other - 94% GPs

Range NCA 0% - ' '

" JNL 9% ES DHPC NCA Educati(?nal
Profession 14% cardiologists - 91% other material
Range Educational material

Country 60%ES-79%IE

Profession 45% other - 74% pharmacists
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Sender

* | onlyread the safety informationif, | trust the
sender of the safety message

100 BNO (N:577; 1 Kipec] MOST POSITEVELY
0 SN2 Lsped EVALUATED SENDERS

DK (N=67; 1 skipped)
W E (N=430; 2 skipped)
10 - B UK (N=635; 1 skipped)

[[ s -
0 w ~ WES(N=1064; 12 skipped)
ol = B | T (N343 20 kipoed) Professional bodies

60

Strongly disagree Disagree Neutral Agree Strongly agree HR (N=196)
* | only take action in response to a safety warningif, | MOST NEGATIVELY
trust the sender of the safety message EVALUATED SENDERS
100 1NO (N=576; 2 skipped)
i SE (N=122; 1 skipped
" l Sppe ) Lay press
1 DK (N=67; 1 skipped)
L W E (V=424;8skippes) Pharmaceutical companies
0 0 UK (N=628; 8 skipped)
BNL(N=153)
0 W ES N=1068; 8 skipped)
0 - 01T (N=342; 21 skipped)
Strongly disagree Disagree Neutral Agree Strongly agree HR (N=196)
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Alternative channels
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o Evaluation of riskh minimisation
measures

Some examples from Spain on recent referrals
e Tetrazepam
e Cyproterone/ethinylstradiol
¢ Ibuprofen/dexibuprofen
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Consequences of tretrazepam withdrawal in Spain

1st AEMPS communication
(17Jan):

2nd Safety

communication (12Apr):
PRAC Recommendation

3rd Safety

communication (7Jun):
Effective suspension1jul
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Cyproterone/ethinylestradiol.- Knowledge of approved indications
after post-referral RMM (survey by MAH)

» Moderate to severe acne - 92.0%
e Hirsutism - 69.2%

* Mild acne* is not an approved
indication - 47.6%

« Contraception is not an approved
indication - 81%

* Androgenic alopecia is not an
approved indication - 34.0%

Physicians’ knowledge of the
contraindications was high overall
(92.2%-98.8%)

Percentage of physicians (%)

women of in women of
reproductive age reproductive age
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treatment of mild of moderate only treatment of hirsutism
acne related to severe acne of androgenic in women of
to androgen  related to androgen alopecia reproductive age
sensitivity sensitivity in women of
(with or without (with or without reproductive age
seborrhoea) in seborrhoea)

[[] Czech Republic  [] Spain
[T] Netherlands [T] Austria

[ France
[ ] Overall

* A higher percentage of physicians who reported receipt of any of the CPA/EE materials correctly indicated
that this was not an approved indication compared with physicians who received no educational materials
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CYPROTERONE / ETHINYL ESTRADIOL CONSUMPTION in Spain
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Cyproterone/ethinylestradiol- Prescription-related diagnosis in
BIFAP database (primary healthcare electronic records)
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Knowledge about use (important for RMMSs)

Use of high doses of ibuprofen and dexibuprofen in patients with history of
CV risk
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Lessons learnt

e Work in tailoring communications to receiver
preferences (SCOPE results)

e Take into account therapeutic context within
evaluation (not just product-oriented)
(tetrazepam)

e Different approaches needed for a complete picture
(cyproterone/ethinylestradiol)

e National context important when issuing
communications (dexibuprofen)

e Besides... many factors influencing uptake of
measures



So much work still to do!!!!

Thank you for the attention!!!
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