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Explaining the Science

Communication
@ vs Transparency @
Communicate better : i Need to explain the science and ! '
in @ more transparent i facts in ways that the public can
environment i i understand

Need to contextualise information to avoid ‘data dump’
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Why effective benefit-risk communication from
regulators is vital
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EMA's best practice to express benefit-risk

* Always based on evidence and the scientific assessment
* Relevant, clear, accurate messages

* Need to be tailored to the different audiences, and reach them at the right time, for
them to take appropriate action

* Risk always in the context of the benefit
* Should address uncertainties

* Reference to Assessment Report and/or relevant sections of the prescribing
information (i.e. contraindications, warnings and undesirable effects)

* Describe most frequent side effects and most serious ones - following feedback
from patients’ organisations

* Use of absolute risks (not just relative risks)

* When relevant, use of absolute baseline risk for comparison
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Tailoring information: Patients section

B Information for patients

Disease @ = ——-mmmmeeees > F HPV (human papillomavirus) is a major cause of cancer of the cervix (neckof &= Benefit of

the womb) and some other cancers, as well as other conditions such as genital vaccination
warts. HPV vaccines are expected to prevent many cases of such conditions.

Issue = @ @—mmmmmmeeeed > b There have been reports of two syndromes, CRPS and POTS, in girls who have
been given HPV vaccines. CRPS produces long-lasting pain affecting a limb, and
POTS is associated with an increase in heart rate on standing up, together with
various symptoms including dizziness, weakness, pain, feeling sick, and fatigue.
It is recognised that in some affected girls these syndromes can be long lasting
and severely impact quality of life.

Elemen f

ementsof > F CRPS and POTS are difficult to diagnose. They have been reported in the general

uncertainty population since before HPV vaccines became available. Symptoms often overlap
with other conditions such as chronic fatigue syndrome.

b A careful review looking at the available evidence has concluded that the Scientific
occurrence of CRPS and POTS in vaccinated girls is no higher than would be conclusion in
expected in girls in the general population (around 150 cases of CRPS and at p. ——
least 150 of POTS per million each year), and that there is no evidence that the the context of

vaccines can trigger these syndromes. The review took into account cases not

reported as CRPS and POTS but with signs and symptoms suggestive of these baseline risk

Changes to the conditions.
conditions of use > b There are therefore no recommendations to change the way in which the
. vaccines are used and no changes have been made to the prescribing
of the medicine information for these vaccines.
b Patients or families who have any concerns should consult their healthcare G- Recommended
professional. action
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Tailoring information: Healthcare professionals

E Information for healthcare professionals

b Routine surveillance of suspected adverse reaction reports has raised questions
on the potential association between the use of HPV vaccines and two
syndromes, CRPS and POTS.

b CRPS (chronic regional pain syndrome) is defined as continuing pain that is
disproportionate to the inciting event (typically an episode of trauma or limb
immobilisation), and is associated with sensory, sudomotor, motor and
dystrophic changes. It is usually confined to a single limb.

b Patients with POTS (postural orthostatic tachycardia syndrome) typically show
abnormal increases in heart rate on standing, without orthostatic hypotension.
These are accompanied by symptoms (e.g. light-headedness, syncope,
weakness, headaches, chronic aches and pains, gastrointestinal symptoms and
fatigue) which differ between patients.

b Symptoms, in particular of POTS, may overlap with other conditions such as
chronic fatigue syndrome, and patients may have a diagnosis of both chronic
fatigue syndrome and POTS.

b Available estimates suggest that in the general population arcund 150 girls and Ab | t
young women per million aged 10 to 19 years may develop CRPS each year and < _________ SO u e
at least 150 girls and young women per million may develop POTS each year.

COnC| USI On —————————————— > F The review found no evidence that the overall occurrence of these syndromes in basel I ne FISk
vaccinated girls was different from that expected in these age groups, even
taking into account a variety of possible scenarios for underreporting and reports
that did not fully meet diagnostic criteria for these syndromes. Given that many
reports have features of chronic fatigue syndrome, evidence including a large
published stud'gf1 that showed no link between chronic fatigue syndrome and HPV
vaccines was also considered relevant.

» There are therefore no recommendations to amend the pr II N pact
change the way HPV vaccines are used. The benefits of H

outweigh their risks. Use of these vaccines is expected to prevent many cases of 0 n Ia bel
cervical cancer as well as various other cancers and conditions caused by HPV.

The above recommendations are based on analyses of clinical trial and post-
marketing data and included review of published literature, spontaneous reports of
suspected adverse effects, reports submitted by Member States as well as
information from other countries, and information submitted voluntarily by the €= EVldence
public. The Agency also consulted a group of experts in these syndromes and in
neurclogy, cardiclogy and pharmacoepidemiclogy.

Relevant references  ------------=- >

t Donegan K, et al. Bivalent human papillomavirus vaccine and the risk of fatigue
syndromes in girls in the UK. Vaccine 2013; 31: 4961-7.
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Reinforcing messages - Proactive communication

European Medicines Agency (EMA) virtual press briefing - Human papillomavirus (HPV) vaccines

© o s p—
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Virtual press briefing on HPV
vaccines

Virtual press briefing:

Human papillomavirus (HPV) vaccines - recommendation from
the Pharmacovigilance Risk Assessment Committee (PRAC)

id-151105s01
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Requests from the public

Open letter to EMA re: HPV vaccine safety

** APRIL 24, 2016 BY ADMIN 5 COMMENTS

S.A.N.E. VAX, INC.

Sl Mt Mesay P

Note from SaneVax: Apparently medical professionals, scientists, vaccine safety advocates and the general public are not satisified with the
recent EMA conclusion regarding HPV vaccine safety. They are not willing to accept the fact that the written statement on HPV vaccine
safety issued by the European Medicines Agency spent more time attempting to discredit those who filed medically documented questions
than it did dealing with an honest evaluation of the safety concerns being raised around the world after Gardasil and Cervarix administration
Medical consumers are no longer willing to accept the word of purported experts unless it is backed up by sound science

Therefore, the following letter was just emailed to over 120 European Medicines Agency representatives with 446 signatures representing
HPV vaccine survivors from over 30 countries requesting scientifically documented answers to the attached questions and an open public
meeting with participants from both sides of the debate invited to discuss HPV vaccine safety.

Open letter to EMA regarding HPV vaccine safety
24 April 2016

Dear EMA representatives:

| am sure you are all aware of the European Medicines Agency’s recent ‘investigation’ into HPV vaccine safety. | am also certain you
understand that the investigation was cursory at best and most definitely not designed to uncover any real problem that may exist with HPV
vaccines. The arbitrary and most likely pre-ordained conclusion reached must not go unchallenged. Public health and safety is at stake,
particularly when many scientists around the world follow your lead
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L'Agenzia Europesa dei Medicinali ha completato Ia revisione delle evidenze a comedo delle segnalazioni riportate in merito a casi di Sindrome Dolorosa Regionale Complessa (CRPS) e di Sindrome di
Tachicardia Postursle Ortostatica (POTE) in giovani donne a cui era stato somministrsto il vaceino contro il papillomavirus umano {(HPW). In linea con le raccomandsazioni iniziali, I'EMA conferma che le
evidenze non supportano alcun nesso di causalitd fra i vaccini (Cervarix, Gardasil / Silgard & Gardasil 8) & lo sviluppo di CRPS o di POTS. Pertanto, non vi & aleun motive di cambiare le modalité di ufiizzo
dei vaccini o di modificame le attuali product information (Riassunto delle Caratteristiche del Prodotte, Foglio lllustrativo e etichettatura).

La revisione del’EMA ha preso in esame |a letteraturs medico-scientifics, | dati provenienti da sperimentazioni cliniche e le segnalazioni di sospette reazioni avverse inoltrate dz pazienti e da operstori
sanitsri, cosi come | dati forniti dagli Stati Membri. La prima rivalutazione & stata s cura del Comitsto di Valutazione del Rischio per la Farmacovigilanza (PRAG) dellAgenzia che per giungere alle proprie
conclusioni si & avvalso anche della consulenza di un gruppo di esperti del settore & di alcuni gruppi di pazienti che hanno evidenziato Fimpatto che tali sindromi possono avere sui malati e sulle loro
famiglie.

| risultati del PRAC sono stati poi inoltrati al Comitato per | Medicinali ad Uso Umano (CHMP) dellAgenzia, insieme ad ulteriori dichiarazioni di gruppi di pazienti. I| CHMP ha concordato che le prove
disponibili non confermano I'associazione fra CRPS, POTS e la somministrazione dei vaccini per I'HPV. Di conseguenza, il Comitato non ha raccomandato nessuna modifica dei termini di concessione
delle autorizzazioni dei vaccini o delle loro product information.

| benefici dei vaccini HPV continuano quindi a supersre gli effetti collaterali noti. La sicurezza di questi vaccini, come di tutti | farmaci, continuera ad essere attentamente monitorata cosi come ogni
eventusle futurs sospetta segnalazione di eventi avversi correlati.

L= posizione del CHMP dell'Agenzis saré ora inclirata alla Commissione Europes per una decisione giuridicamente vincolante. || rapparto di valutazione dell'Agenzia con tutte le evidenze a sostegno dells
revisione saré pubblicato = breve sul sito dellEMA.

Leggi I notizia sul sito EMA

My HPRA- Login | Register Search our website:

COSMETICS CONTROLLED SUBSTANCES
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Engaging stakeholders and considering
their views in our work

i ; |
» Healthcare professionals,
their organisations
Patients, consumers and their and learned societies

organisations  Veterinarians, farmers, animal
welfare organisations

Industry associations
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I Stakeholders

» EU institution and agencies,

and other bodies

» Other regulators (EU/non-EU)

» Health technology
assessment bodies




Support trust in public health efforts -
activities

« Social media platforms - key channels for sharing information and
engaging with diverse communities.

« New approaches to reach new audiences, including young people
(18-34 years olds) - establishing a pool of European influencers.

 New tools: such as podcast series meant for science enthusiasts,
with a free-flowing discussion format and a focus on explaining
EMA’s daily work to a broader audience.

« Provide accurate and science-based information in areas of
misinformation/misconceptions (e.g. dedicated webpage for
European immunization week with data visualisation on measles,
RSV and HPV).
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https://www.ema.europa.eu/en/human-regulatory-overview/public-health-threats/vaccine-preventable-diseases-key-facts

New tool “Vaccine Essentials”

Effectiveness

Global context DEMA @iy

« Vaccine confidence is declining
worldwide, including in the EU

Vaccine Essentials

Meningococcal group B vacein Menth-fHBP (1rumerts) EU paediatricians’ perspective

« Mis- and disinformation are major
contributors

How were the Meningococcal B vaccines approved?
MenB v: ation of their quality, safety and efficacy had

References

EMA’s response

 Increase the voice from the biomedical D ooy O s
CO m m u n i ty Figure 1. Complications Figure 2. Fatality rate

253 10%

Around one in ten people with invasive
meningococeal diseasa die.

New joint communication tool ‘Vaccine
Essentials’ to provide accurate, evidence-
based information

Purpose
> Increase vaccine and regulatory science literacy
> Facilitate discussions between healthcare professionals and patients/parents

» Each issue of Vaccine Essentials adapted to a specific audience and communication goal
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Communicating benefit-risk with impact

« Evidence-based always

« High quality, accessible content

 Tailored to the audiences’ needs - clear calls for action
« Offered in different formats, including audiovisual

« Communication, engagement and collaboration -
public trust

« Evaluated to continuously learn from mistakes and
successes
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EUROPEAN MEDICINES AGENCY

SCIENCE MEDICINES HEALTH

Thank you

juan.garcia@ema.europa.eu

Follow us


https://www.linkedin.com/company/european-medicines-agency/
https://www.youtube.com/user/emainfo
https://www.instagram.com/onehealth_eu/
https://bsky.app/profile/ema.europa.eu
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