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What is TRIP? 

EU Competent Authority (CA) survey 

https://www.istockphoto.com/fr/photo/drapeau-de-lunion-europ%C3%A9enne-avec-des-%C3%A9toiles-comme-point-dinterrogation-gm531383405-55473550


What is TRIP? 

Biovigilance Hemovigilance 
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EU Competent Authority (CA) survey 

What is TRIP? 
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EU CA survey 

31 countries approached 
(28 EU Member States and 3 EEA countries) 

28 countries replied 

(32 Competent Authorities) 
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EU CA survey 

Are there separate CAs for Tissues, Medically Assisted 

Reproduction (MAR) and Hematopoietic Stem Cells (HSC) 

in your country? 

0 5 10 15 20 25

One for all tissues and cells

One for all and separate for
MAR / Tissues&HSC

Separate for MAR and
Tissues&HSC

28 countries 

Regions and states 
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EU CA survey 

How many CAs in your country are involved in the SARE 

reporting for T&C?  

0 5 10 15 20 25

1 CA

2 CAs

3 CAs

28 countries 
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EU CA survey 

By who(m) is the data collected for SARE reporting? 

(multiple answers possible)  

0 5 10 15 20 25 30

By CA(s)

By biovigilance office or organisation

Other

32 CAs 
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EU CA survey 

Is the content of the SARE reports assessed by the CA(s)? 

(multiple answers possible)  

0 5 10 15 20 25 30

Yes, CA experts, including inspectors

Yes, experts of CA and biovigilance

Yes, experts of CA and other

Other

32 CAs 
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EU CA survey 

Which organisations provide the data of processing and 

distribution, recipients and SARE?  

(multiple answers possible)  

0 5 10 15 20 25

Other

Not available

TE and other

Only TE Processing and
distribution

Recipients

SARE

32 CAs 
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EU CA survey 

Which organisations provide the data of processing and 

distribution, recipients and SARE?  

(multiple answers possible)  

0 5 10 15 20

Other

National Transplant Organisation(s)

Stem Cell laboratories

Stem Cell registries

Fertility laboratories

Hospitals and clinics Processing and
distribution

Recipients

SARE

Other 
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EU CA survey 

Do you have a reporting system for SARE in place?  

0 5 10 15 20 25 30

Yes and receive SARE reports

Yes, but don't receive SARE reports

No, but receive SARE reports

Other (by email)

32 CAs 
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EU CA survey 

If you have a reporting system in place, is this digital or 

on paper? (multiple answers possible)  

0 5 10 15 20

Standardised paper form

Standardised digital form

No standardised form

Other

32 CAs 
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EU CA survey 

Do you read the Common Approach before entering data in the 
reporting template? (multiple answers possible)  

0 5 10 15 20 25

Whole document

To check points

New paragraphs

No

32 CAs 
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EU CA survey 

Do you collect Serious Adverse Reactions in Donors (SARD)?  

0 5 10 15 20 25 30

Yes

No

Not received

32 CAs 
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EU CA survey 

Open Question:  

What problems do you experience with the collection of 

numbers of processed and distributed T&C and recipients? 

Incorrect or incomplete data Incorrect or incomplete data 
Especially data of recipients 

Some data not available  
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EU CA survey 

Open Question:  

What problems do you experience with the collection of SARE? 

Underreporting 

No SAR reporting by TE  
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EU CA survey 

Open Question:  

What problems do you experience with the collection of SARD? 

Underreporting (voluntary) 

Low awareness of clinicians  
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EU CA survey 

Open Question:  

What problems do you experience with the completing the 

reporting template? 

None 

Yearly changes  

Free text in SAE 

Differences in interpretation of definitions 
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EU CA survey 

Open Question:  

Do you have any suggestions for easier data collection and 

improving the SARE reporting template? 

Online application 

Clear and binding definitions   

Training course for CAs 

Extra specification for SAE: 

System failure 

Dropdown menu with SAE categories 
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Slides will be available at  

www.tripnet.nl 



Thanks to: 
DG SANTE: SoHO team 

Members of the VES-BTC 

CAs of EU MS and EEA 

TRIP colleagues 

 

And all of you!! 


