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REPORT 
 

1 INTRODUCTION 

Biomedical innovation has led, in recent years, to an upsurge in the use of human tissues and 

cells, as well as cellular or tissue-based products, to such an extent that their use has been 

referred to as an ‘industry’.  Today, these human substances, ranging from musculoskeletal, 

cardiovascular and ocular tissues, to gametes and embryos, are used routinely for medical 

purposes, therapy and research.  This burgeoning field, which involves both private (for profit 

and not-for-profit) and public sector tissue establishments, is, in some cases, highly lucrative.  

Thus profit may be the motivating factor for the provision of tissues and cells.  In such 

instances, the risk that an illegal or fraudulent activity (IFA) might occur must be 

acknowledged and, indeed, a number of cases have been well documented.  This document 

aims to outline key issues related to IFA in the area of tissues and cells used for 

transplantation and assisted reproduction and to provide guidance to European Union (EU) 

Competent Authorities for detecting / identifying, investigating, managing and 

communicating such activities. 
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2 BACKGROUND 

Requirements for ensuring the quality and safety of tissues and cells in the EU are set out in 

Directive 2004/23/EC
1
 and its implementing measures (Commission Directives 2006/17/EC

2
, 

2006/86/EC
3
).  Although no specific reference to illegal or fraudulent activities (IFA) is 

made, Article 27 of Directive 2004/23/EC does require Member States, when transposing the 

Directives into their national legislation, to establish rules for the penalties to be applied 

when violations do occur and to ensure that these are enforced.  There is, therefore, an 

obligation upon Competent Authorities (CA), and those designated by them to conduct 

inspections, to be aware of issues related to IFA. 

The Council of Europe in its ‘Additional Protocol to the Convention on Human Rights and 

Biomedicine concerning Transplantation of Organs and Tissues of Human Origin’ has 

highlighted that trafficking of organs and tissues and cells is something that competent 

authorities should deter.  In addressing the prohibition of this practice, Article 21 of the 

Protocol states that ‘the human body and its parts shall not, as such, give rise to financial gain 

or comparable advantage’
4
.  The Council of Europe also expressed concern about trafficking 

in organs, tissues and cells (OTC) in its joint study with the United Nations.
5
  This report 

declared that trafficking in OTC occurs when there is ‘(a) the illicit removal, preparation, 

preservation, storage, offering, distribution, brokerage, transport or implantation of organs, 

tissues or cells (cells for the purpose of therapeutic transplantation); and (b) the possession or 

purchase of organs, tissues or cells with a view to conducting one of the activities listed in (a) 

solely for financial or other economic gain (for this or a third person’s benefit)’.  The study 

recommended inter alia that “an international legal instrument be prepared, setting out a 

                                                           
1
 Directive 2004/23/EC of the European Parliament and of the Council of 31 March 2004. Official Journal of the 

European Union. L102, 7.4.2004. p.48 

2
 Commission Directive 2006/17/EC implementing Directive 2004/23/EC of the European Parliament and of the 

Council as regards certain technical requirements for the donation, procurement and testing of human tissues 

and cells. Official Journal of the European Union. L38, 9.2.2006. p.40 

3
 Commission Directive 2006/86/EC implementing Directive 2004/23/EC of the European Parliament and of the 

Council as regards traceability requirements, notification of serious adverse reactions and events and certain 

technical requirements for the coding, processing, preservation, storage and distribution of human tissues and 

cells. Official Journal of the European Union. L294, 25.10.2006. p.32 

4
 Additional Protocol to the Convention on Human Rights and Biomedicine concerning Transplantation of 

Organs and Tissues of Human Origin. Council of Europe. 1er December 1999. 
5
 Caplan A, Domínguez-Gil B, Matesanz R & Prior C.  Trafficking in organs, tissues and cells and trafficking in 

human beings for the purpose of the removal of organs: Joint Council of Europe/United Nations Study. 

Strasbourg, France. Council of Europe, Directorate General of Human Rights, October 2009. 
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definition of ‘Trafficking in OTC’ and the measures to prevent such trafficking and protect 

and assist the victims, as well as the criminal-law measures to punish the crime”. 

The World Health Organization has also addressed the issue of trafficking in its guiding 

‘Principles’ for the transplantation of organs, tissues and cells which were adopted in 2010.
6
  

Principle 5 states that ‘Cells, tissues and organs should only be donated freely, without any 

monetary payment or other reward of monetary value.  Purchasing, or offering to purchase, 

cells, tissues or organs for transplantation, or their sale by living persons or by the next of kin 

for deceased persons, should be banned’.  The commentary on this Principle notes that 

‘Besides preventing trafficking in human materials, this Principle aims to affirm the special 

merit of donating human materials to save and enhance life’. 

Combatting trafficking in human organs and tissues, however, is challenging.  In a 1998 

report on human tissue transplantation crime,
7
 its authors stated that ‘illegality arising from 

the transplantation of human tissue exists primarily because of an international shortage of 

donors able to provide tissue suitable for use in recipients’.  A report on organ trafficking 

from the United Nations Economic and Social Council
8
 indicated that ‘some Member States 

do not have the resources and capacity to respond adequately to the problem …, because 

awareness, law enforcement resources, judicial expertise and cooperation between national 

and international law enforcement agencies are insufficient or lacking.  Effective law 

enforcement efforts and international cooperation are necessary’. 

2.1 The SOHO V & S project 

In 2005/6, a significant IFA case related to tissues and cells was encountered during a joint 

inspection in an EU Member State.  Following this experience, the issue of IFA in general 

was suggested to the EUSTITE project for inclusion in its inspector training which was then 

in development.  This led in due course to the inclusion of IFA as one of nine Work Packages 

in a project proposal submitted to the European Commission by the Centro Nazionale 

Trapianti (CNT).  The proposal was subsequently approved, with European Commission co-

financing, as the Vigilance and Surveillance of Substances of Human Origin (SOHO V & S) 

                                                           
6
 Human organ and tissue transplantation. Report by the Secretariat. World Health Organization. Sixty-third 

World Health Assembly. Provisional agenda item 11.21. A63/2425. March 2010. Annex. WHO Guiding 

Principles on human cell, tissue and organ transplantation. 
7
 No.87 Human tissue transplantation crime. Elizabeth King and Russell G. Smith. B.  Trends & issues in crime 

and criminal justice. May 1998. 
8
 Preventing, combating and punishing trafficking in human organs.  Report of the Secretary-General: United 

Nations Economic and Social Council. 21 February 2006. CN.15/2006/10. 
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project.  Co-ordinated by CNT (the Italian National Transplant Centre), the project aims to 

provide support to EU Member States in the establishment of effective vigilance and 

surveillance systems for tissues and cells used in transplantation and assisted reproduction.  It 

aims to do this by addressing the management of serious adverse reactions and events, the 

establishment and management of vigilance systems, the management of reactions in tissue 

and cell donors, and the investigation of suspected illegal and fraudulent activity.  The latter 

task was allocated to Work Package 6. 

2.2 Work Package 6 

Work Package 6 has as its primary aim the preparation of a guidance document that outlines 

the key issues related to suspected IFA in the area of tissues and cells.  Drawing upon the 

experience and findings both within the European Union and in third countries, the document 

aims to assist Competent Authorities in detecting / identifying, investigating, managing and 

communicating such activity. 

3 METHODOLOGY 

In order to meet the objectives of WP6, a meeting of its working group (AFSSAPS, CNT, 

HTA, IMB, KCBTiK. see Annex XI for full titles) was convened to discuss challenges 

associated with IFA, the legislative context and rationale for action, and the general 

framework of a Guidance document.  During these early discussions and the review of known 

IFA cases it soon became apparent that the group needed to assess the level of IFA across the 

Member States.  Therefore, a questionnaire was prepared and submitted to EU competent 

authorities as well as to several other partners.  The scope of the questionnaire was that of 

Directive 2004/23/EC on tissues and cells used in transplantation and assisted reproduction.  

It covered the legislation in place at individual Member State level, the requirements in place 

at the level of the CA in relation to suspected IFA of tissues and cells, and any experience 

with IFA in this area.  The group agreed that all information provided in the responses would 

be anonymised before being shared with project partners. A copy of the questionnaire is 

shown at Annex I. 

Following receipt of completed questionnaires from the CAs, the responses were analysed 

and the results presented at a second meeting of the working group.   The responses to the 

questionnaires were discussed and it was evident from the onset that the term illegal and 

fraudulent needed to be adequately defined.  The review also identified items that could be 
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utilised in generating guidance to inspectors and CA’s regarding IFA.  Tasks were then 

assigned to WP6 members covering suspected or confirmed IFAs cases, their detection, and 

procedures for their identification, management and communication.  In addition, existing 

reports were reviewed, issues of relevance to IFA identified, potential activities and 

recommendations drawn up and an initial draft guidance document prepared.  A third meeting 

was then convened to review the draft document, discuss issues presented in it, revise tables 

so that they were more reflective of reality, and identify possible recommendations.  The 

draft was then revised, and shared with WP members and Competent Authorities (CA) for 

comments.  Subsequently, a fourth meeting was organised to review the remarks received 

from the CAs, introduce modifications to the text and finalise the Draft Report and Guidance 

document. 

4 QUESTIONNAIRE FINDINGS 

The WP6 survey questionnaire on IFA elicited 30 responses from 22 EU Member States, 

three European non-EU countries and one non-European country.
9
  In addition, responses 

were received from two non-European countries
10

 on a modified WP6 questionnaire that had 

been sent to participants attending the September 2010 meeting in Paris of the 

Pharmaceutical Inspection Cooperation / Scheme (PIC/S).  An analysis of all the responses 

showed that many questionnaires were not completed fully.  This could be attributed to 

misunderstanding a question or difficulty in answering because the situation in the country is 

not clearly defined.  As a result statistics related to the questionnaire lack consistency and 

comparability.  Some findings, however, are presented below. 

4.1 Legislation in place 

In response to questions about the legislation in place at the level of individual countries, 22 

of 31 responses indicated that their general national legislation related to IFA was applicable 

to tissues and cells (T&C).  Of the nine that indicated national legislation was not in place, 

there were three that indicated IFA legislation was necessary.  With respect to existing 

national legislation for T&C, 21 responded that it currently encompasses the management of 

IFA.  Of the 11 that responded negatively, one has plans to implement such legislation.  

                                                           
9
 Belgium, Cyprus, Czech Republic, Denmark, Germany, Estonia, Spain, Finland, France, Ireland, Italy, Latvia, Lithuania, 

Luxembourg, Malta, Netherlands, Poland, Portugal, Romania, Slovenia, Sweden, United Kingdom. Croatia, Iceland, 

Liechtenstein, USA.  
10

 Australia, Singapore 
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Twenty respondents indicated that their country has implemented other national IFA 

legislation for other products / services.  

4.2 Investigation of suspected IFA 

Responding to questions about who is authorized to investigate suspected IFA cases of 

tissues and cells, 18 indicated that this responsibility resided with their Competent 

Authorities, and specifically 18 identified inspectors, 11 identified enforcement officers (see 

Glossary), and 16 identified police officers as the staff responsible for involvement in IFA.  

Upon identification of a suspected IFA, 22 noted that action can be taken against the 

individual with 24 indicating against the institution.  Twenty-three responded that there are 

defined penalties for IFA.  Twenty-five respondents indicated that there is an appeal process 

for stakeholders who want to challenge any penalties that are imposed. 

In relation to the question about the enforcement powers of inspectors, 19 responded that 

inspectors do have such powers but 20 indicated that they have the power or authority to 

enter any relevant site; 15 have the power to caution; 18 the right to seize anything of 

relevance (material, document, product) but not removal from premises; 12 to quarantine 

material; 14 to gather evidence and maintain the chain of custody; 15 the authority to remove 

material, documents, and product from premises; and 10 to arrest or prosecute.  In those 

situations where inspectors do not have enforcement powers, only nine responded positively 

to collaboration with other CA officers or with other enforcement agencies. 

With respect to suspected IFAs of human tissues and cells, only six of 21 indicated that the 

management of these activities is defined in their CAs quality management system and of 

these only four have specific SOPs.  

The measures that an inspector can take in the event of a suspected IFA vary among 

countries.  Before the inspection, 23 of the responses indicated that they inform relevant 

authorities about the concern, 22 gather any additional information and 6 have other 

measures; during the inspection, 13 issue a caution / warning, 17 gather evidence and ensure 

the chain of custody is maintained, and at least 16 can seize or remove anything relevant from 

the premises.  As a consequence of the inspection, 17 inform the CA, 21 inform the 

individual / holder of the authorization / institution, 12 inform the court, 5 prosecute, and 4 

take other action. 
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With respect to what measures are in place at the CA level in relation to suspected IFA of 

human tissues and cells, 13 of 20 already provide training to inspectors on how to identify 

and investigate a suspected IFA.  Twenty-two consider that European Union training on this 

subject would be useful.  

4.3 Experience with suspected IFA 

Twelve of the completed questionnaires indicated that they had had actual experience with 

illegal and fraudulent activity of tissues and cells in the last 5 years.  Fifteen have had 

experience with misleading advertising in the use of T&C (i.e. unsubstantiated claims) with 

15 responding negatively.  Eighteen of 31 have procedures to communicate suspected IFA 

cases to other agencies and to the public while 25 of 29 have had no experience with a 

‘virtual’ tissue establishment involved in import / export.  

4.4 Cases of IFA 

The questionnaire sought to collect information on actual suspected IFA cases, the type of 

tissue involved, what aroused the suspicion, when it was suspected, how it was detected or 

identified, the prescribed activity involved, who investigated it, the final outcome as well as 

any penalties involved.  Seventeen cases were reported which dealt with gametes (sperm, 

oocytes, embryos), cord blood / tissue, and bones / musculoskeletal tissue.  Of these, nine 

were confirmed as constituting an IFA, the others are still under investigations.  Some 

examples of the reported cases are provided in Annex II.  Most of the IFA activity occurred 

during the procurement / donation stage of the process – an area where regulation is weak in 

most Member States.  There is no requirement in the EU legislation for the licensing of 

procurement sites - only for the authorisation of the conditions of procurement, which is 

commonly conducted via the tissue establishment inspection. 

4.5 Strengths and weaknesses of IFA management system 

The questionnaire invited respondents to comment on what they considered to be the 

strengths and weaknesses of their IFA management system.  Although some did not respond, 

those that did provided valuable insight into the current system for the management of 

suspected IFA in many countries.  The comments indicated a range in Member States from 

strong support for such measures and processes to the lack of any regulatory system for IFA; 

from the existence of a strong investigative team to the lack of any inspection; from a clear 



 

 

8 

 

set of enforcement and punishment measures to an inefficient and ineffective system. (Annex 

III). 

5 QUESTIONNAIRE SURVEY CONCLUSIONS 

The analysis of the questionnaire responses about the situation in the EU and in third 

countries led the WP6 members to agree that there is significant diversity throughout the EU 

with respect to the management of suspected IFA in the context of tissues and cells.  They 

noted that although inspectors and enforcement officers have identified authority, there is a 

lack of specific training dealing with how to identify and handle cases of suspected IFA 

related to T&C.  Although the majority of reported IFAs occurred during the procurement 

phase they could take place at any stage, including during processing and distribution.  

Competent Authorities noted that the apparent lack of standard operating procedures (SOPs) 

for the management of IFAs within a CA’s quality management system made it difficult to 

handle such alleged cases when they arose.  In addition, the WP6 Members identified the 

need for definitions of the terms ‘illegal’ and ‘fraudulent’.  The issues raised in the 

questionnaire responses formed the basis of discussions in the working group and provided 

the outline for the development of guidance on how to detect IFA. 
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Vigilance and Surveillance of Substances of Human Origin    
 
WP. 6 

Document Type:  Minutes Deliverable Other (Specify): Questionnaire 
Version:  Draft No.  Final approved FINAL 

 

 Drafting Date:  Approval Date: 16 July 2010 

Status: Confidential – level 1 
(partnership only) 

Confidential – level 2 
(partnership and key 
collaborators) 

Consultation 

CA 
Public 

 
Name of Member State: 

 

Name of the Competent Authority 
 

Person completing the questionnaire: 

 

Contact details:  
a. Name of organization:  

b. Telephone number:  

c. e-mail:  

 

A. Questions about Legislation in place at individual Member State level. 

1. Is your general national legislation related to illegal and fraudulent activity (IFA) applicable to 

tissues and cells? 
 Yes     No 

2. If you answer No to Question 1, do you consider it necessary to have specific legislation on 

illegal and fraudulent activity (IFA) related to tissues and cells? 
 Yes     No 

3. Does your national legislation for tissues & cells currently encompass the management of 

IFA? 

If No, do you have any plans to implement such legislation? 

 Yes     No 
 

 Yes     No 

4. Are you aware if your Member State has implemented any other national legislation on IFA 

for other products / services? 

If Yes, please specify.  

 Yes     No 

5. If you answer Yes to Question 1, which of the following actions taken in your Member State following 

identification of a suspected IFA are relevant for tissues and cells? 

 

a. Action against the individual 
Please describe.  

b. Action against the institution (suspension, license revocation  
Please describe.  

Other, please describe.   

c. Are there defined penalties for IFA? 

If Yes, please specify.   

 Yes     No  
 
 

 Yes     No 
 
 

 Yes     No 
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6. 

Who is authorized to investigate suspected cases of IFA for tissues and cells in your MS? 

CA 

Inspectors 

Enforcement officers (see Guidance for explanation) 

Police  

Other.  Please specify   

 
 
 
 
 

 

7. Do your inspectors have enforcement powers?  Yes    No  

8. 
If Yes, what powers of enforcement do inspectors /authorized officers have? 

i. The power or authority to enter any relevant site 

ii. Caution (see Guidance for explanation) 

iii. Seizure of any relevant thing (material, document, product) but not 

removed from premises  

iv. Quarantine 

v. Evidence gathering and maintenance of chain of custody 

vi. Removal of material / documents / product from premises 

vii. Arrest / prosecution 

viii. Other. Please specify.   

 

 
 
 
 
 
 
 
 

 

9. 
What powers of enforcement do Enforcement Officers have (if different from inspectors)? 

i. They are the same 

ii. The power or authority to enter any relevant site 

iii. Caution 

iv. Seizure of any relevant thing (material, document, product) 

v. Quarantine 

vi. Evidence gathering and maintenance of chain of custody 

vii. Removal of material / documents from premises 

viii. Arrest / prosecution 

ix. Other. Please specify.   

 
 
 
 
 
 
 
 
 

 

10. If the inspectors do not have enforcement powers, do they collaborate with other officers in 

the CA or with other agencies for enforcement activities? 

If Yes, which other agency?  

 Yes    No  

11. Is there an appeal process for stakeholders who want to challenge the penalties being applied?  Yes    No  

 
Questions about what is in place at the Competent Authority level in relation to suspected illegal and 
fraudulent activities (IFA) of human tissues and cells 

12. 
Is the management of suspected IFA defined in the quality management system of your 

CA? 

a. Do you have SOPs to manage suspected IFA? 

 

b. If Yes, please provide a list of the relevant SOPs for tissues and cells.  

 
 Yes   No 

 
 Yes   No 

13. 
What measures can an inspector take in the event of a suspected IFA? 

a. Before the inspection? 

i. Inform relevant authorities about the concern  

ii. Gather any additional information 

iii. Other, please specify.  

 
 

 
 
 

 b. During the inspection? 

i. Caution/warning 

ii. Seizure of any relevant material or document 

iii. Gathering of evidence and maintenance of chain of custody 

iv. Removal of any relevant things from premises 

v. Other, please specify.  

 
 
 
 
 
 

 c. As a consequence of the inspection? 

i. Inform the CA 

ii. Inform the individual/ holder of the authorization /institution 

iii. Inform the court 

iv. Prosecution 

v. Other, please specify.   
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14. 
Do you provide training to inspectors on how to identify and investigate a suspected IFA? 

If Yes, please summarize    

 
 Yes   No 

15. If you answer No, to Question14, do you consider that European Union training on this 

subject would be useful? 

 
 Yes   No 

 

Experience with illegal and fraudulent activity of tissues and cells 

16. Please provide the number of suspected IFA cases related to tissues and cells your CA / 

MS has been involved in the last 5 years 

 

17.  What, in your opinion are the strengths and weaknesses of the IFA management system in 

your MS?     Please, summarize.  

strengths:  
weaknesses:  

 

18.  Do you have any experience in dealing with misleading advertising in the use of tissues 

and cells (i.e. unsubstantiated claims)? 

 

If Yes, please summarize 

 
 Yes  No 

19.  
Do you have procedures to communicate suspected IFA cases to other agencies / the 

public? 

 

If Yes, please summarize   

 
 Yes  No 

20.  
Have you had any experience with a ‘virtual’ tissues establishment that is involved in 

import/export? 

 

If Yes, please summarize 

 
 Yes  No 

 
 

Annex: 
CASE REPORT FORM 

 

Please copy if required for multiple cases (Please complete a sample of up to 5 cases on Annex forms)? 

1. What tissue / cell was involved?   

What caused the suspicion? 

When was the IFA suspected?  

2. How was the suspected IFA detected / identified?    

3. What prescribed activity was involved in the suspected IFA case (i.e. donation, procurement, testing, 

processing, storage distribution, import or export)? 

4. Who investigated this case (i.e. which agency, authority)?  Please list if multiple agencies involved. 

 

5. What was the outcome of the suspected case? 

IFA not proven 

IFA proven 

Other, please specify.  

6. If proven, were penalties applied? 

If Yes, please describe what penalties were applied and to whom. 

7. Please provide a summary of any other relevant information about this suspected IFA case, in 

particular any lessons that can be learned. 
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Annex II   
Suspected IFA Cases 

 

 

Type tissue / cell 
involved 

Suspicion /Issue How detected / 
identified 

Prescribed activity 
involved 

Who investigated 

Gametes 

embryos 

Payment of egg 

donors from non-

EU country 

License application 

- follow-up 

inspection 

 Inspector with 

police 

Cord  blood Local procurement 

and storage in 

another MS in a 

non-licensed TE 

Not part of 

Directory of locally 

licensed 

establishments.  MS 

that to which cord 

blood was sent not 

yet implemented 

licensing 

procedures 

 Competent 

authority contacted 

the CA of the MS 

that the cord blood 

was stored. Verified 

the absence of 

License. Police 

Cord tissue Brought to the 

attention of 

inspectorate by 

civilian 

Before CA enquiry 

to TE, dummy 

customer used to 

inquire about this 

service.  TE 

personnel admitted 

that they provided 

this service for a 

while. 

procurement, 

testing, processing, 

storage 

CA and police 

Oocytes Brought to attention 

of inspectorate by 

civilian 

Centre records  

were removed, 

police interviewing 

of donors 

 CA and police 

Bones Complaints from 

patients who have 

been affected after 

transplantation 

(quality defect of 

the final products) 

By the justice and 

by the inspection 

done on site. 

After reviewing the 

patient records 

• no medical record 

of procurement 

• no information of 

the procurement 

establishment 

• serological test 

were missing or 

not done 

• quality defect of 

the bones after 

surgery which 

injured and 

affected many 

patients 

• use of bones after 

expiry date 

no traceability data 

Justice and CA + 

regional 

inspectorate 
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Annex III   
Strengths and Weaknesses of IFA Management system 

 
This table presents in each row, the actual responses received on what were considered to be the strengths and 

weaknesses of a particular Member State’s IFA management system. 

 
 Strengths Weaknesses 

CA 1 Legislation clearly states what is required by 

TEs, what is considered a fraudulent activity 

and the penalties 

Penalties are not high enough to threaten the 

financial viability of establishments. It is not 

stated whether persons involved in IFA can 

reapply under a different 

company/establishment   
CA2 Many laws governing illegal activities No system governing fraudulent activity 
CA3 Inspectors’ enforcement powers are sufficient. 

Criminal acts are clearly described in 

legislation. 

 

CA4 QA system in place and SOP’s for each steps 

of the process 

Network (justice, customs, others institutions, 

and agencies) 

Lack of training for detecting IFA 

Complicated administrative aspect 

Lack of formal cooperation with other CAs 

Length of final decision 
CA5 1) Inspection and decision are separate,  

2) Administration and justice are separate, 

3) Possibility of appeal 

4) Adherence of professional organisations 

1) Lack of inspections (broad scope compared 

to the allocated means) 

2) Range of penalties 

CA6 Dedicated and trained enforcement department 

which deals with IFA in relation to health care 

products. IFA investigations are performed by 

enforcement officers with particular expertise 

in such investigations and in particular 

situations requiring evidence gathering and 

case building.  This system allows inspectors 

to focus on assessing compliance with 

legislative requirements and does not interfere 

or affect future interactions with sites where 

IFA has been suspected or investigated.  The 

enforcement department has gained experience 

in dealing with IFAs in relation to medicinal 

products which is extremely useful in dealing 

with new areas such as tissues and cells. 

As the responsibility for tissues and cells is a 

new addition to the roles of the IMB, new 

skills and knowledge are required particularly 

where removal and storage of samples may be 

required. It is hoped that this expertise will be 

built up over time. 

CA7 Broad set of enforcement and punishment 

measures of various nature and level. 

Provisions for inspections and consultations 

carried out by various accredited institutions 

We have not encountered real IFA cases over 

the last 5 years, so no real experience. 

CA8 All the substances of human origin are 

regulated by a single competent authority & 

thus there is a consistent approach to all IFA 

cases. 

 

CA9 - No IFA management system in place 
CA10 Enthusiastic and motivated inspectors fully 

aware of their responsibility and tasks; positive 

leadership; long tradition (of 30 years) 

conducting inspections in the field of 

healthcare; participation as an active member 

of EHFCN; good relations with other 

authorities, including police departments, 

inspectorates and Public Attorney's Office. 

Legal system is inefficient and ineffective; 

although an investigation and a prosecution 

may be achieved in a reasonable time, 

scheduling of a trial and coming to a final 

decision in court is a very long, troubled 

process in which many of the cases end up 

prescribing before they are concluded.   
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 Strengths Weaknesses 
CA11 Good reporting system and regular inspection. Time period between two regular inspections 

too long. 

Small number of inspectors. 
CA12 Good communication with authorized tissue 

establishments 

Not enough resourses for supervision, not 

enough experience in the field of IFA. 
CA13 Systematic approach to inspection 

Powers to enter, seize and obtain an entry 

warrant defined in relevant legislation 

Experienced inspectors 

Advice available from other agencies 

Developing protocol/understanding for referral 

to police 

SOPS for dealing with allegations/whistle 

blowers and investigation 

Regulatory penalties defined in legislation 

Inspectors not specifically trained to identify 

IFA; Identification is based on inspector 

experience and advice from senior and legal 

staff. 

CA14 Efficient and quick CA response Insufficient number of T&C inspectors 
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Annex IV   
Glossary 

 
Crime A violation of a law in which there is injury to the public or a member of the 

public and a term in jail or prison, and/or a fine as possible penalties 

Enforce Compel observance of (a law etc.) 

Enforcement officer An individual who has the authority to investigate, apprehend, or detain an 

individual suspected of an illegal or fraudulent activity 

Evidence Information indicating whether a belief or proposition is true or valid. 

Evidence (in law) Information used to establish facts in a legal investigation or admissible as 

testimony in a law court 

Fraud An intentional misrepresentation of fact, false statement or omission of 

information made knowingly and intentionally - not as a result of a mistake – 

in order to encourage another person to take action 

Fraudulent
1
 activity involves criminal deception and is one in which a person or a thing is not what 

it claims to be 

Illegal Something that is in breach of a directive, regulation or statute.  An illegal 

action may or may not be criminal.  

Illegal
11

 activity one that is not legal or is criminal 

Inspector An official who ensures that regulations are obeyed 

Inspection 
On-site assessment/control of compliance with the EU directives principles 

and national regulations performed by officials of community Competent 

Authorities 

Procurement  A process by which tissue or cells are made available 

Procurement 

organization 

A health care establishment or a unit of a hospital or another body that 

undertakes the procurement of human tissues and cells and that may not be 

accredited, designated, authorized or licensed as a tissue establishment. 

Suspicion 
Feeling that something is possible or probable or that someone is guilty of a 

crime or offence. 

Cautious distrust 

Suspicion, under Suspected of wrongdoing 

‘Virtual’ tissue 

establishment 

One that acts as a ‘broker’ i.e. facilitates the transfer of tissues / cells from a 

procurement institution to a user. It may do this electronically without the 

tissues / cells actually passing through its facility. The tissues / cells may be 

exported from one country and imported into another without ever being 

received at this establishment. 

 

                                                           
11

 The Concise Oxford Dictionary. Tenth Edition. Edited by Judy Pearsall. Oxford University Press, 1999 



 

 

16 

 

 

Annex V   
Acronyms 

 

AFSSAPS Agence française de sécurité sanitaire des produits de santé 
AGES Österreichische Agentur für Gesundheit und Ernährungssicherheit, 

(Austrian Agency for Health and Food Safety) 
AGES 

PharmMed 
Austrian Medicines and Medical Devices Agency 

CA Competent authority 

CNT Centro Nazionale Trapianti. (National Transplant Centre) 
ECDC European Centre for Disease Prevention and Control 

EU European Union 

EUSTITE 
European Union Standards and Training in the Inspection of Tissue 

Establishments 

IFA Illegal or fraudulent activity 

IMB Irish Medicines Board 

HTA Human Tissue Authority 

KCBTiK Krajowe Ccntrum Bankowania Tkanek I Komorek. (National Centre for 

Tissue and Cell Banking) 
OTC Organs, tissues and cells 

QMS Quality management system 

PIC/S Pharmaceutical Inspection Convention / Scheme 

SOHO Substances of human origin 

SOP Standard operating procedure 

V&S Vigilance and surveillance 
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proposal for a solution. ECDC Management Board. Twentieth Meeting. Stockholm, 9-10 November 

2010. Agenda Item 6 MB20/9. 21 October 2010. 

 

Counterfeit drugs kill. WHO International Medical Products Anti-Counterfeiting taskforce.  

(IMPACT). May 2008. 
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Draft Council of Europe Convention on counterfeiting of medical products and similar crimes 

involving threats to public health. European Committee on Crime Problems (CDPC).  Council of 

Europe. CDPC (2009) 16 FIN. Addendum IV. 
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points of contact (SPOCs): Information about recent national cases of counterfeit medicines and 
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Committee on Pharmaceuticals and Pharmaceutical Care (cd-p-ph). Committee of experts on 

minimising public health risks posed by counterfeiting of medicines and related crimes (cd-pph/ 

cmed). European Directorate for the Quality of Medicines and HealthCare (EDQM). 
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Annex VII   
WP6 Working Group 

 

 

AFSSAPS 

00.33-1-55.87.40.41 

fenzi.teskrat@afssaps.sante.fr 

Fewzi Teskrat.  WP leader 

Frances Delaney. project advisor 

Human Tissue Authority 

Tel 020 7269 1900   

Teena.Chowdhury@hta.gov.uk 

Liz McAnulty (Paris meeting) 

Stephen Wicks (Paris meeting) 

Teena Chowdhury (Dublin, Vienna-1 

meeting) 

Irish Medicines Board 

Tel : 353-167-649-71 

patrick.costello@imb.ie 

Patrick Costello (Paris, Dublin 

meetings) 

Centro Nazionale Trapianti  

Tel : +39/06/49904040 

deirdre.fehily@iss.it 

Deirdre Fehily (Paris, Dublin, 

Vienna-2 meetings) 

KCBTiK (National Centre for Tissue 

and Cell Banking) 

izabela.tyszkiewicz@kcbtik.pl  

Izabela Uhrynowska-Tyszkiewicz 

(Paris, Dublin, Vienna-1 meetings) 

Federal Ministry of Health 

Tel.: +43/1/71100-4643 

johann.kurz@bmg.gv.at 

Johann Kurz (Vienna-1&2 meetings) 

Johannes Dichtl (Vienna-1 

meeting)Bernhard Gradinger 

(Vienna-2 meeting) 

AGES Pharm Med 

enforcement@basg.gv.at 

Mag. Hannes Wyrkner (Vienna-2 

meeting)  
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Annex VIII   
WP6 Respondents to IFA Questionnaire 

 

 

Member State Competent Authority 

BE 
Belgique / België 

Federal Agency for Medicines and Health Products 

CY 
Κύπρος/Kıbrıs Cyprus 

Ministry of Health 

CZ 
Česká Republika 

State Institute for Drug Control 

DK 
Danmark 

Danish Medicines Agency 

DE 
Deutschland 

Paul-Ehrlich-Institute 

EE 
Eesti 

State Agency of Medicines 

ES 
España 

Organización Nacional de Trasplantes 

FI 
Suomi/ Finland 

Finnish Medicines Agency (Fimea) 

FR 
France 

AFSSAPS 

Agence de la biomedicine 

IE 
Éire/ Ireland 

Irish Medicines Board 

IT 
Italia 

Italian National Transplant Centre 

LV 
Latvija 

State Agency of Medicines 

LT 
Lietuva 

National Transplant Bureau under the Ministry of Health 

LU 
Luxembourg 

Ministère de la Santé 

MT 
Malta 

Director General Public Health Regulation 

NL 
Nederland 

Dutch Health Care Inspectorate (IGZ) & Ministry of Health, Welfare 

& Sport (VWS) 

PL 
Polska 

National Centre of Tissue and Cell Banking 

PT 
Portugal 

Autoridade para os Serviços do Sangue e da Transplantação (ASST) 

Inspecção-Geral das Actividades em Saúde (IGAS) 

Conselho Nacional de Procriação Medicamente Assistida (CA for 

ART) 
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Member State Competent Authority 

RO 
România 

Ministry of Health 

SI 
Slovenija 

Slovenija Transplant 

Agency for Medicinal Products and Medical Devices of the Republic 

of Slovenia (JAZMP) 

Institute for transplantation of Organs and Tissue of the Republic of 

Slovenia (Slovenia-transplant); responsible for histovigilance 

SE 
Sverige 

National Board of Health and Welfare 

UK 
United Kingdom 

Human Tissue Authority 

Human Fertilisation and Embryology Authority 

  

HR 
Croatia 

Ministry of Health and Social Welfare 

IC 
Iceland 

Ministry of Health 

Liechtenstein Amt für Ggesundheit 

  

Australia 
Therapeutic Goods Administration (TGA) 

Office of Manufacturing Quality & the Biological Science Office of 

Scientific Evaluation 

Singapore Health Science Authority 

USA 
United States Food and Drug Administration Center for Biologics 

Evaluation and Research 

 


