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Highlights 
Questions and Answers, Discussion 
 

1. Centralised negotiation also for procurement and pricing of ATMPs and OMPs in children? 

(Bosone) 

 

D’Atri explains that the common procurement procedure for remdesivir, vaccines and other 

COVID treatment products has been one of the positive results of the pandemic. However, 

pricing of medicinal products is a completely national competence and the EU can act only with 

the agreement of Member States To trigger a common procurement process the agreement of 

Member States is necessary. In the past, triggering such procedure had not been successful due 

to the lack of sufficient interest. 

 

2. Priority for rare diseases and OMPs 

 

This issue has been agreed by many Speakers: it will be an important topic for the new OMP 

Regulation. 

 

3. EUnetHTA also conducts rolling reviews for medicines to treat COVID-19 and vaccines. Are the 

EMA rolling reviews also made public? (Houyez) 

 

Cavaleri: so far the rolling reviews are still confident but, as soon as we reach an opinion, they 

will be published 

 
4. How many PIPs have been already applied for COVID products? How many have been granted? 

(Ceci) 

 

Cavaleri: Three of them are under discussion but we expect to have many others very soon. 

 
5. Could we dream of a time where drugs can follow a similar accelerated approval process as 

seen for COVID-19 vaccines? Thinking in particular of rare diseases with unmet medical need 

(Leary) 

 

Cavaleri: We agree but we cannot do this procedure systematically because it has been very 

demanding in term of human resources. 
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6. Considering that the COVID-19 study is enrolling 60000 people in a short time, has JC foreseen 

any use of innovative technologies to support this large recruiting effort and the conduction of 

the trial? (F. Bonifazi) 

 

Ryser: Yes, we have used innovative technologies with the objective to rapidly activate trials in 

different countries. IT has been also useful focusing diverse populations into the trials 

 

7. How the Emergency readiness was arranged for home visits? For Phase II there should be near-

by emergency readiness available and a doctor – not only the nurse (Lepola) 

 

Kremer: answer to be given afterwards because it needs a specific competence. 

 
8. Do you think that the the new operational approaches may or should remain in place after the 

pandemic? (F. Bonifazi) 

 

Kremer: Not for all of them but for some of them, for example how to recruit patients and for 

retention of patients, because they can save some travels to the sites. 

 
9. Is the use of remote procedures associated to a lower cost? Which are the more experienced 

difficulties to move towards remote processes? Type of diseases? Populations? (Ceci) 

 

Kremer: yes, for example travel costs are reduced but you have other costs: for example the 

validation of the tools. For sure these new tools are convenient for elderly people, who can save 

the travels.  In addition of this, the new tools are not adapted for all the diseases, depending on 

the endpoints which have to be validated.  

 

10. Does 5G technology helps to increase the safety of clinical data (to avoid hackers) and, in the 

same time, facilitate the activities of the Operators, reducing the burden of the complexity of 

GCP in clinical trials? (Bosone) 

 

Kremer: answer to be given afterwards because it needs a specific competence. 

 

11. How difficult is to work in different regulatory and clinical context such as US and EU? Which 

framework is more challenging in your experience? (Ceci) 

 

Gambotto: in general, the translational part is the more difficult work we must do for the 

regulatory approvals. The regulators should put all the different pieces together, when there is a 
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good scientific rationale. If they should take into account the common correlated data, we could 

skip some of the tests. This action could be useful also for the orphan drugs which are studied by 

the academia. 

 

12. The vaccine you develop seems very promising. Would you not be interested to collaborate 

with industry? (Kremer)  

 

Gambotto: we are open to collaborate with industry, particularly if the technology has the same 

base, as in case of adenovirus. 

 

13. Do you know if somebody is against the AI use? New luddistic groups? If yes, why are they 

against AI (privacy?) and which good reasons and tools to address their concerns? (Bosone) 

 

Mazzi: AI is debated because on the one hand its use can be undoubtedly beneficial and desirable 

for many sectors, while at the same time it raises a number of concerns, especially regarding the 

socioeconomic consequences of its use. Indeed, the number of initiatives concerning the ethical 

use of AI is growing. These initiatives by far consist of soft law tools, such as code of conducts and 

best practices addressing challenges related for example to biases, accountability, fairness and 

yes, privacy. In fact, AI is “fed” with data and its potential is directly proportional to quality and 

quantity of data. Not only, but the logic behind certain AI output is also not readable, due to the 

so-called “black-box” phenomenon. Moreover, when it comes to healthcare, AI decisions 

potentially impact on people’s lives and they are based on sensitive data. In this sense, 

compliance with data protection law plays an important role in safeguarding individuals’ right and 

building a trust relationship between AI developers and users, and in Europe we have one of the 

most advanced standards from a privacy perspective, considering the level of rights recognition 

and protection that the GDPR ensures to data subjects. 

 

14. How can we mitigate the relevant problems underlined by Marek, regarding the care of 

children during pandemic? (Bosone) 

 

Migdal: we should improve cooperation and coordination of our works to improve the situation. 

 
To look more in detail about the Q&A session consult and freely download the video recording here.  
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