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Challenges and opportunities

A Public Health System A Emerging needs

A Medical device industry ~ (€.9. developing a shared
understanding of future

healthcare goals)

A Increasing expectation

A (e.g. overcoming health
Inequalities)

A Societal changes
(e.g. ageing society)

A New medical technologies
(e.g. e-health technologies)



Public Health Challenges

A Demographic pressures
i (e.g. ageing of population, low birth rate, etc)

A Increasing prevalence of age and life-style related
chronicle disease

A Previously fatal diseases . . . into chronic conditions . . .

A Patient in the public health-pat i ent s empow
I Increasing compliance
I Decision making
I Self making
I Self care

OSTEOPOROSIS PATIENT
ASSOCIATION

I Self management X



Public Health Policies expectations

A Well formulated patient needs
A Patient-centered approaches in healthcare systems

A Clarity and visibility with regard to public health policies
and strategies

A Harmonization on best practices and guidelines between
Member States



Public Health Policies in Hungary

frrom patient'so

A Patient societies are isolated
I pati ent s oformel&alsot auffieiently

A Lack of the resources (human and financial)
A No coalition of the patient societies
I Poor advocacy

A Poor patient-centered approaches in healthcare
systems

A Poor clarity and visibility with regard to public
health policies and strategies



Involvement, education and training
of different actors expectations

A The role of all actors needs to be acknowledged

A Development new skills and professional
curricula training and skills for healthcare
professionals and also patients

A Education and interaction platforms needed
between technology, patients and healthcare
professionals

A Necessary for all stakeholder to develop a
shared understanding of future education
needs



Education and training of patients
In Hungary
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Patient Safety & Quality of Care
expectations

A Critical component of quality of healthcare
A Patient can be injured or be exposed to adverse events

A The exchange of information on best practice and on
technologies improving patient safety



Patient Safety & Quality of Care

In Hungary

A Adverse / side effect reporting - works
I at the medicines
| at medical devices ?7?

A The exchange of information on best
practice and on technologies improving
patient safety



Value of and access to medical
devices expectations

A Measure appropriately the value of medical devices,

A Enhance better access of patients to medical devices
I looking at the different factors including
A pricing and reimbursement policies.
A waiting lists
A well defined patients routs
A Huge inequity
A Patient involvement in
I measurement the value of medical devices - clinical trials
I decision making process
I Qual ity of canthbatiopat i ent s o
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Quality health information for
empowered patient expectations

A Identifying the fundamental need of patients for
health information

A Tools that aid assessment and use of relevant health
Information

A Obstacles to accessing relevant health information

A Positive action in Europe and across the globe
I Health authorities
I Medical products agencies
i Healthcare assessment agencies
I Healthcare providers
I Healthcare professionals
I Consumer organizations \
I Pat | assdciations X
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Patient voice - Partnership 1

Communication expectations

A Well articulated, formulated, powerful
I quality and quantity

A Partnership - strengths
I health professionals i medical doctors

I medical devices manufacturers, suppliers
| other patient organizations

A Media
I written
I electronic
A Social Web sites - information exchange

HUNGARIAN
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Patient Involvement in Health
Technology Assessment Process
expectations

A HTA Evaluation of health care technology aiming at

providing objective information to support health care
decision

I Technology: drug, procedure, medical devices

I Providing decision makers with appropriate
Information

I Need t o develop patientso

patients to put the case forward in a satisfactory and
meaningful way



Recommendation

A Investing in Health Literacy and training

AP at i @avihgsadcess to information in a concise and
timely way

ADevel op patientsod6 expertise
the case forward in a satisfactory and meaningful way

A European wide platforms to support patients
organisations in participating in HTA

AP at i ergani$ason themselves should be able to

Improve the way they interact with each other and with
decision-makers

Source: EPF X HONGARIAN
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Affordability and reimbursement of
medical devices

Lack of EU guidance - - to member states to improve
transparency of their pricing and reimbursement systems for

medical devices (potential key elements: | ndividual decisions;
verifiable and objective criteria; predictability of timing; availability of
remedies for negative decisions)

Difficult to assess the = value of medical devices - countries pay
attention to credible HTA sources, e.g. NICE appraisals
I Caveat: effectiveness and cost - effectiveness of medical devices is

more country / health care system specific than pharmaceuticals

Price of medical devices Is usually adjusted to local settings
and purchasing power - increased likelihood of reimbursement of
innovative medical devices in lower income countries (as opposed

to pharmaceuticals)

In many countries  budget impact / affordability IS the main
criteria for reimbursement - Innovative medical devices are
reimbursed with volume control mechanisms



Reimbursement algorithm of
medical devices in Hungary

Before: 2010

no objective and verifiable criteria: decisions without
explanation

no explanation = E there is no basis for remedy
no guidelines for budget impact analysis
cost - effectiveness is not defined I no official threshold

no criteria on when, why and how to revise previous
decisions

timelines are not predictable

Inconsistencies due to individual deals and trade - offs



Access of patients-to medical devices:
reimbursement in;Hungary

Before 2010

A non -transparent criteria for reimbursement and
formulary listing

A no involvement of patients into decisions, lack of civil
control

A Unpredictability of decisions: lucky winners and
unfortunate losers

A Even winners were controlled by local budget caps
A Huge Inequity: non  -transparent waiting lists, gratuity

A Lack of managed patient routes - poor health
outcomes in complex diseases e.qg. oncology, diabetes



New regulation in 2010

A Reimbursement-and formulary
decisions only once a year (1st July)

A Transparent point system including
HTA elements

A No experience Yyet



