
25/03/2021 Gmail - FW: questions regarding NGO's participation in ESI funding

https://mail.google.com/mail/u/2?ik=5e21013518&view=pt&search=all&permthid=thread-a%3Ar8073322846888276175%7Cmsg-f%3A16950435… 1/9

Ковид-19 Плазма <covidplasma19@gmail.com>

FW: questions regarding NGO's participation in ESI funding 
1 message

FEHILY Deirdre <Deirdre.FEHILY@ec.europa.eu> Tue, Mar 23, 2021 at 7:12 PM
To: "covidplasma19@gmail.com" <covidplasma19@gmail.com>
Cc: "SANTE-SOHO@ec.europa.eu" <SANTE-SOHO@ec.europa.eu>, VAN DER SPIEGEL Stefaan <Stefaan.VAN-DER-
SPIEGEL@ec.europa.eu>

Dear Dr Michailova

It would indeed be possible to establish plasmapheresis centres in haematology departments in hospitals and, as
you suggest, transfer the collected plasma to authorised blood establishments (BE) for processing, tes�ng and
storage before use.  Indeed, this arrangement is common in the EU.

 

However, to comply with the EU blood legisla�on, those new plasma collec�on centres would need either

(a) to be authorised themselves as blood establishments or

(b) to be managed under the responsibility of an exis�ng authorised blood establishment.

 

Op�on (b) would imply that the Responsible Person of the authorised blood establishment would also be
responsible for the compliance of the plasma collec�on centre with all safety and quality requirements related to
donor selec�on and collec�on and the authorisa�on of the BE would need to be amended to cover the extension
of the quality management system to the collec�on centre.

 

We hope this is useful for you and wish you every success in your efforts to increase plasma collec�on during the
pandemic.

 

Kind regards

Deirdre

 

Deirdre Fehily 
Policy Officer – Substances of Human Origin Team

European Commission  
DG SANTE (Health and Food Safety)

Unit B4 – Medical Products: quality, safety, innovation 

Office address: Rue Froissart 101, 08/91, B-1049 Brussels/Belgium  
Desk telephone: +32 2 29 79773 
Deirdre.FEHILY@ec.europa.eu

http://ec.europa.eu/health/blood_tissues_organs/policy/index_en.htm
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From: Ковид-19 Плазма <covidplasma19@gmail.com>  
Sent: Monday, March 22, 2021 3:51 PM 
To: SANTE SOHO <SANTE-SOHO@ec.europa.eu> 
Subject: Re: ques�ons regarding NGO's par�cipa�on in ESI funding

 

 

Thank  you so much, Please write back if there is any unclarity in the text

 My idea is to receive an official answer from the EC, because now we are in the third pandemic wave. 

 

Here is my question: 

 

The treatment of COVID-19 with convalescent plasma is a method that has found wide application in
Bulgaria. There is even a hospital that transfuses convalescent plasma to 95% of its covid patients with a
great success. Unfortunately, however, the places for donation via plasmapheresis are six - 2 in Sofia and 4
in the country.

For 6-7 months now, our NGO "Convalescent plasma for Treatment of COVID-19”, insists that people have
more chances to donate plasma  at more places in the country. Our proposal to the Minister of Health is to
give permission the Transfusion hematology wards to the district Hospitals to open a temporarily ward/point
for plasma donation. We sent more than 10 letters to different institutions, including to the Prime Minister,
made two national petitions, but our request has been rejected on the pretext that such a permit would be in
violation of European directives, according to which "collection, diagnosis, processing and shipment of
convalescent plasma COVID 19 is only performed by blood centers that are accredited for the collection,
processing and diagnosis of blood and plasma.”  
Yes, OK, but we want something else. And here is my concrete question: 

Is it possible in the Transfusion hematology wards to the Hospitals to open points equipped with
plasmapheresis devices and trained staff, to take plasma via plasmapheresis and this plasma is diagnosed
and processed in the  nearby accredited blood establishment? These points will function only as mobile
plasma donation vehicles, nothing else. 

   
According to our consultations with lawyers, this decision is entirely within the competence of the Bulgarian
Minister of Health and does not represent a violation of any European directive.  
In the conditions of a pandemic with an increase in mortality, which is one of the highest in the world, and
with doctors who want to apply this method, not giving Bulgarian people a chance to donate plasma via
plasmapheresis as recommended by the European Commission on 11.1.2021 is irresponsible and
unacceptable for us.

Dr. Pavlina Michailova,

Chairperson

"Convalescent plasma for treatment of COVID-19" Association

·        Bulgaria,  Sofia 1000, 9 Tri Ushi Str., №9, fl.1

·        mob. +359 89 878 0380

·        Web: covid19plasma.eu 

·        https://www.facebook.com/covid19plasma/
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