
Ελληνική Εταιρεία Φαρμακευτικής Ιατρικής

5η Ημερίδα Φαρμακοεπαγρύπνησης

Ψηφιακή προσυνεδρία
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Conclusion: Despite the initiatives 

undertaken, the pace of progress 

remains slow. The use of PPs remains 

poorly implemented, and evidence of 

proper use of these data in decision 

making is lacking. Guidelines and 

recommendations formalizing the 

purpose of collecting PPs, what 

methodology should be adopted and 

how, and who should be responsible 

for generating these data throughout 

the decision-making processes are 

needed to improve and empower 

integration of PPs in BRA and HTA
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Ασθενοκεντρική Προσέγγιση Οφέλους έναντι Κινδύνου 
Benefit –Risk Assessment of Medicines

Systemic Metanalysis 

https://www.ncbi.nlm.nih.gov/pmc/articles/P
MC9014953/pdf/jmla-110-2-185.pdf

This is the first study, to develop a content search 

strategy that contains generic keywords and MeSH terms 

and subheadings that retrieve published data on patient-

based BRA of medicines with high sensitivity, specificity, 

and accuracy (RA 36papers +Lung Cancer15 papers).

This search strategy for identifying patient-based BRA of 

medicines can be used with confidence by not only 

information specialists but also clinicians or regulators

https://www.ncbi.nlm.nih.gov/pmc/articles/PMC9014953/pdf/jmla-110-2-185.pdf
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Conclusion: Factors important for patients’ BRA of their medicines 

during a chronic disease journey vary more with their clinical 

situation and previous treatment experience. Due to the importance 

of these factors and potential impact on their decision-making and 

clinical outcomes, there is a need for more studies to assess the 

dynamics of patients’ BRA in every disease
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Framework

https://www.ema.europa.eu/en/documents/other/engagement-

framework-european-medicines-agency-patients-consumers-their-

organisations_en.pdf

• supporting access to individual patients’ real-life experiences 

of living with a condition, its management and the current use 

of medicines.

• promoting the generation, collection and use of evidence-

based patient experience data for benefit-risk decision-

making;

• enhancing patients and consumers understanding of 

medicines regulation and their role in the process; 

• contributing to efficient and targeted communication to 

patients and consumers to support their role in the safe and 

rational use of medicines and to foster trust in the EU 

Medicines Regulatory Network.
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Συμπερασματικά  

B/R
• Βελτίωση επικοινωνίας αξιολόγησης του B/R με  τους 

Ασθενείς , Επαγγελματίες Υγείας  ως κύριους εταίρους 

B/R

• Διαφάνεια και Δάλογος με τους εταίρους για την αξιολόγηση 
B/R

• Εγκαιρη έναρξη του Διαλόγου για το B/R 

B/R

• Η συνεχής αξιολόγηση του BR θα έχει μέγιστη απόδοση εάν 
πέραν των εγκριτικών αρχών και της Φ/Β συμμετέχει και 
συμβάλει η κοινότητα των ασθενών & των υγειονομικών



ΣΑΣ ΕΥΧΑΡΙΣΤΩ ΠΟΛΥ
ΓΙΑ ΤΗΝ ΠΡΟΣΟΧΗ ΣΑΣ

Ερωτήσεις

email : president @elefi.gr
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