


























tissues and cells internet sales has been drafted and is currently reviewed by the Irish 
Ministry of Health and could be shared with the group after its approval at national level. 
It was also agreed that MS interested in getting more information on direct distribution to 
individuals in their countries may request it from the DK CA. 

8.2. Liquid Nitrogen - a CE marked medical device? (DK) 

This issue was brought up to the attention of the group by DK following a question raised 
within the medical devices sector by the IT CA in April 2014, when the regulatory status 
of liquid nitrogen for the cryopreservation of cells of human origin based on the Manual 
on Borderline and Classification in the Community Regulatory Framework For Medical 
Devices was questioned. During the discussion the group agreed that CE-marked liquid 
nitrogen for storing organs or body tissues and cells is not available. It was also 
mentioned that there is no difference in the quality of the liquid nitrogen used for research 
and medical applications, and the fact that GMP regulation require CE-marked certified 
liquid nitrogen during the ATMP manufacturing does not provide for additional quality. 

8.3. Training course for inspectors of tissue establishments (EUSTITE) {PT) 

The group was reminded that the very successful EUSTITE project which ended in 2009 
organised 5 courses (2008, 2009 and 2011) which were attended by 99 inspectors from all 
EU MS. The group was informed that, due to the interest expressed by some MS, a new 
EUSTITE course is organised. The course will include an e-learning stage (27 October 
2014 - 1 March 2015) followed by a residential stage (16-20 March 2015). The tutors and 
the main topics of the e-learning phase were introduced. It was mentioned that travel, 
accommodation and daily subsistence during the face-to-face course need to be covered 
by the participants and that a certificate will be awarded at the end of the course. 
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