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The clash of the titans FDA vs EMA 
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Lets talk about the elephant in the room 

Sources: https://cancerworld.net/systems-services/bad-for-budgets-
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Is it white? 
• Shortage of essential oncology drugs 
  

 

 

 

 

 

 

 

 

 

 

WHO: Shortages of essential drugs are 
becoming increasingly frequent 

globally, burdening health systems 
with additional costs and posing risks 
to the health of patients who fail to 

receive the medicines they need. 

Our role? Advocating for equal 
access to quality treatment and for 

cancer prevention 
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Sursa: http://www.eiu.com/graphics/marketing/pdf/ESMO-Cancer-medicines-
shortages.pdf 
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Sursa: https://www.researchgate.net/figure/A-Anticancer-medications-on-World-
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Is it red? 

Source: IHE Report 2019 
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Is it red? 

Source: IHE Report 2019 
 



Red! Red! Red! Romania case  

• Tyverb (DCI LAPATINIBUM) 
 

Authorization (centralized procedure) Decision of the European 
Medicines Agency - June 2008   

 

National HTA evaluation  

a) Submission of the medical technology evaluation file for all 3 lines - 
August 2014  

a) Publication of ETM report with positive decision - "in combination with an 
aromatase inhibitor for women with metastatic disease with hormonal receptors 
present, postmenopausal, for whom chemotherapy is not currently indicated" - April 
2015  

b) Publication of the report of ETM with negative decision - "in combination with 
capecitabine, in patients with advanced or metastatic breast cancer, progressive 
following previous therapies, which must have included anthracyclines and taxanes 
and trastuzumab therapy, in metastatic context" - April 2015  

c) Publication of the report of ETM with negative decision - "in combination with 
trastuzumab, in patients with metastatic disease with hormone receptors absent, 
progressive following previous therapies with trastuzumab in combination with 
chemotherapy" - April 2015                  

* Publication of the protocol - December 2016 



Red! Red! Red! Romania case 

Submission of the medical technology evaluation file for 
line 1 - June 2017  

a. Publication of ETM report with positive decision - "in 
combination with capecitabine, in patients with 
advanced or metastatic breast neoplasm, progressively 
following previous therapies, which should have 
included anthracyclines and taxanes and trastuzumab 
therapy, in metastatic context" - July 2017                 

* Update of the protocol - February 2018  

 

Conclusion: Tyverb is currently 
compensated in Romania for 1st and 3rd  
therapeutic lines. 



Red! Red! Red! Romania case 
• Kisqali (DCI RIBOCICLIBUM) 
 

Authorization (centralized procedure) 

Decision of the European Medicines Agency - August 2017  

National HTA evaluation 
    a) Submission of the medical technology evaluation file - July 2018 

a. Publication of ETM report with positive decision - "in combination with an aromatase inhibitor is 
indicated for the treatment of postmenopausal women, with breast cancer, in advanced stage or 
locally metastasized, with hormone receptors (RH) positive and without factor 2 receptor 
epidermal growth factor (HER2), as initial hormone therapy ”with addressability for patients 
receiving ribociclibum in combination with letrozole, in the absence of symptomatic visceral 
impairment with major implications on short-term life prognosis - July 2019 

b. Publication of the report ETM with negative decision - "in combination with an aromatase inhibitor 
is indicated for the treatment of postmenopausal women, with breast cancer, in advanced stage 
or locally metastasized, with hormone receptors (HR) positive and without human factor receptor 
2 epidermal growth factor (HER2), as initial hormone therapy, with addressability for patients 
receiving ribociclibum treatment in combination with other aromatase inhibitors, except letrozole - 
July 2019 

 

 * Publication of the protocol - not yet published 

 

  Conclusion: Kisqali has not yet been introduced in GD 720/2008, but patients have 
access to treatment through an access program provided by the company, for the 
indication for which a positive decision was received from ANMDMR. 



Is it blue? 

Romania status: not recruiting yet  
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Is it blue? 
Barriers - We have identified five major 

challenges to accessing innovative 

cancer treatments to be addressed 

: 
1. Delayed regulatory approval and marketing authorization 

2. Limited availability of health insurance and insurance 

coverage 

3. Lagging disease awareness and screening 

4. Restricted reimbursement and access 

5. Low affordability for patients and their families 



 

Thank you! 
 

Alina Comanescu 
Fouder  

Community Health Association 

Romania 

presedinte.soc@gmail.com  

0040 722 636 627 

mailto:presedinte.soc@gmail.com

