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	ORGANISATION :      
(association, society, …) 

	ACTIVITY SECTOR :      
(insurance, reinsurance, mutual insurance, doctors, geneticists, consumers, patients, ombuspersons, specialists in human rights, other) 

	NAME AND SURNAME :      

	OCCUPIED FUNCTION IN THE ORGANISATION :      

	E-MAIL ADDRESS :      

	Do you authorise the publication of your comments and replies?
Yes  FORMCHECKBOX 
     No  FORMCHECKBOX 



QUESTIONS AND PROPOSALS

The questions and proposals presented in this chapter should be examined in the light of the preceding chapters of the Consultation document. 

As in Chapters 1 to 3, the expression « data » when used in this last part of this Consultation Document, refers to « personal data ».  

DATA COLLECTION
· Questionnaires on health and medical examinations

Questionnaire

1. Questionnaires as tools for collecting health-related data should comply with certain qualitative criteria, in particular to avoid any potential resultant difficulties in interpreting questions and prevent disputes, and guarantee that the insurer collects only information relevant for underwriting. 


Do you agree with this proposal: Yes  FORMCHECKBOX 
 No  FORMCHECKBOX 


(Please explain)      
a.
Only objective questions should be included and open or subjective questions such as “do you consider yourself to be in good health?” should be avoided.


Do you agree with this proposal: Yes  FORMCHECKBOX 
 No  FORMCHECKBOX 
 

(Please explain)      
b.
Which are the other key qualitative criteria that questionnaires should comply with to that end? 
(Please explain)      
2. Insurance applicants should be allowed to obtain clarifications on the meaning of the questions asked in order to be able to reply appropriately.
a.
Do you agree with this proposal: Yes  FORMCHECKBOX 
 No  FORMCHECKBOX 
 
(Please explain)      
b.
If so, how should applicants obtain these clarifications? 

(Please specify)      
Medical examinations

3. Only the results of medical examinations which meet established scientific and clinical standards and are used in clinical practice should be collected for insurance underwriting. 
a.
Do you agree with this proposal: Yes  FORMCHECKBOX 
 No  FORMCHECKBOX 
 
(Please explain)      
b.
If so, how can this be ensured?

(Please specify)      
· Communication of data by third parties

In countries where communication of existing health-related data by third parties is allowed:

4. Third parties should ensure that they disclose only data which correspond to the request and are relevant for the risk evaluation (e.g. doctors should not send full medical records or transmit data which do not concern the patient’s health)?

Do you agree with this proposal: Yes  FORMCHECKBOX 
 No  FORMCHECKBOX 


(Please explain)      
5. Third parties should only communicate these data with the insurance applicant’s express consent.

Do you agree with this proposal: Yes  FORMCHECKBOX 
 No  FORMCHECKBOX 


(Please explain)      
6. Only data known by the applicant should be communicated by third parties to the insurer.

Do you agree with this proposal: Yes  FORMCHECKBOX 
 No  FORMCHECKBOX 
 

(Please explain)      
USE OF PREDICTIVE DaTA and TESTS (complementary questions)

· Existing predictive genetic data

7. Do the characteristics of genetic predictive data as described in particular in Chapter 2 section 1.a.ii justify some form of regulation of their use for insurance purposes?

Yes  FORMCHECKBOX 
 No  FORMCHECKBOX 


(Please explain)      
If so, should such regulation provide for:

a. prohibiting the use of such data for insurance purposes? 

Yes  FORMCHECKBOX 
 No  FORMCHECKBOX 
 

(Please explain)      
b. making such use subject to specific conditions based, inter alia, on the predictive value of the results of the test in question and/or the type of risk covered?

Yes  FORMCHECKBOX 
 No  FORMCHECKBOX 
 

(Please explain)      
c. another approach? 

(Please, specify)      
· Non-genetic predictive examinations


(Please see Chapter 2.1.b. regarding predictivity of non genetic examinations)

8. Is the prohibition of the use of predictive genetic tests for insurance purposes as set out in Article 12 of the Convention on Human Rights and Biomedicine
 also relevant for non-genetic predictive examinations? 

Yes  FORMCHECKBOX 
 No  FORMCHECKBOX 

(Please explain)      
9. In this context, which approach for non-genetic predictive tests would be preferable:

a.
A global one applicable to all non-genetic predictive tests? 

Yes  FORMCHECKBOX 
 No  FORMCHECKBOX 


(Please explain)      
b. A specific one depending on the test in question?


Yes  FORMCHECKBOX 
 No  FORMCHECKBOX 


(Please explain)      
c. 
In the latter case, according to what criteria? 

(Please specify)      
· Reliability and relevance of predictive genetic test results

10. Where the law allows for the use, for insurance purposes, of existing data resulting from predictive genetic tests, this should be restricted to data derived from tests which meet the criteria of scientific validity, clinical validity and positive predictive value (PPV) and are used in clinical practice.


Do you agree with this proposal: Yes  FORMCHECKBOX 
 No  FORMCHECKBOX 


(Please explain)      
· Predictive data obtained in a research context

11. Should the use for insurance purposes of predictive data resulting from a test on which a research is carried out be prohibited?

Yes  FORMCHECKBOX 
 No  FORMCHECKBOX 


(Please explain)      
12. Should the use for insurance purposes of any predictive data obtained in the context of research activities be prohibited? 


Yes  FORMCHECKBOX 
 No  FORMCHECKBOX 
 

(Please explain)      
Family history

13. While family history may sometimes provide information on the impact of environmental factors, its predictive value is very limited where genetic alterations are concerned.

Do you agree with this proposal: Yes  FORMCHECKBOX 
 No  FORMCHECKBOX 


(Please explain)      
14. Not all applicants are aware of their genuine family history (for example, in the case of adoption, assisted procreation with gametes donation or misattributed paternity). Should insurers then avoid relying on family history for underwriting decisions?

Yes  FORMCHECKBOX 
 No  FORMCHECKBOX 


(Please explain)      
15. However, if family history were to be used for insurance purposes, should specific criteria be defined (e.g. reliability and relevance criteria for example, similar to those used for the evaluation of genetic risks)? 
a.
Yes  FORMCHECKBOX 
 No  FORMCHECKBOX 
 

(Please explain)      
b.
If so, how can this be ensured?

(Please specify)      
ACCESS TO AND STORAGE OF DATA 

16. Should insurers: 

a.
establish rules (e.g. privacy codes, good practices, codes of conduct) which protect the security and confidentiality of data (in accordance with domestic law)?
Yes  FORMCHECKBOX 
 No  FORMCHECKBOX 

(Please explain)      
b. make them available to the public? 
Yes  FORMCHECKBOX 
 No  FORMCHECKBOX 
 
(Please explain)      
c. ensure that these rules are enforced. Failure to adhere to the rules should lead to appropriate action, including disciplinary measures and, if necessary, legal consequences?
Yes  FORMCHECKBOX 
 No  FORMCHECKBOX 

(Please explain)      
d. only provide access to members of their staff who need to use them in order to underwrite an insurance application or assess a claim?
Yes  FORMCHECKBOX 
 No  FORMCHECKBOX 

(Please explain)      
17. The insurer should inform the applicant/insured person of any data concerning him/her obtained from a third source. 


Do you agree with this proposal: Yes  FORMCHECKBOX 
 No  FORMCHECKBOX 


(Please explain)      
18. Which are the arrangements to be made by insurers to make available to the applicant any processed data concerning him or her? 


(Please specify)      
19. In accordance with general data protection principles, where the application for insurance coverage is rejected, the data collected for insurance purposes shall only be stored for use in the context of a dispute concerning the said rejection, and only for the period of time required to settle the dispute. Are there reasons justifying any possible longer storage of the data? 


Yes  FORMCHECKBOX 
 No  FORMCHECKBOX 


(Please explain)      
underwriting process 

20. With a view to improving the transparency and fairness of the underwriting process insurance companies should provide, where appropriate on request, the specific reasons for any higher than standard premium, rejection of an application or exclusion.  This would give the applicant, where relevant, the opportunity to challenge the decision of the insurance company, thus contributing to the fairness of the process. 


Do you agree with this proposal: Yes  FORMCHECKBOX 
 No  FORMCHECKBOX 


(Please explain)      
21. Should underwriting practices be monitored with a view to ensuring adherence to fundamental principles?

Yes  FORMCHECKBOX 
 No  FORMCHECKBOX 


(Please explain)      
If so, by what type of monitoring mechanism:

a. by a mediating body? 

Yes  FORMCHECKBOX 
 No  FORMCHECKBOX 


(Please explain)      
b. by a body coming under the insurance company? 

Yes  FORMCHECKBOX 
 No  FORMCHECKBOX 


(Please explain)      
c. other? 



(Please specify)      
22. Which other measures should be taken by insurers to ensure transparency in the process of evaluating and transposing the relevant data in terms of actuarial risks? 

(Please specify)      
Actuarial basis 

23. Which are the measures to be taken by insurers: 

a. to remain abreast of the latest scientific developments in the field of predictive medicine?


(Please explain)      
b. to benefit from the appropriate competences to ensure proper interpretation of the data to be processed?

(Please explain)      
24. Insurers should also systematically include in actuarial basis, data on factors positively affecting the health risks.

Do you agree with this proposal: Yes  FORMCHECKBOX 
 No  FORMCHECKBOX 

(Please explain)      
25. Insurers should seek individual data on factors that may positively affect the individual risks evaluation.

Do you agree with this proposal: Yes  FORMCHECKBOX 
 No  FORMCHECKBOX 
 


(Please explain)      
Potential UNFAIR conducts 

26. According to an established principle, health related data should not be processed further for purposes incompatible with the original purpose of the collection. In accordance with this principle, health related data collected for the purpose of a contract with a person should not be used for a contract with a member of this person’s family.

Do you agree with this proposal: Yes  FORMCHECKBOX 
 No  FORMCHECKBOX 

(Please explain)      
27. In view of the issues they may raise with regard to the right to respect for private life and that surrounding their authenticity, data collected from the internet should not be used for insurance underwriting.

Do you agree with this proposal: Yes  FORMCHECKBOX 
 No  FORMCHECKBOX 


(Please explain)      
COMMUNICATION OF DATA TO OTHER INSURERS or to re-insurer

28. In accordance with the data protection instruments transborder flows of data should require the recipient country to possess at least an equivalent level of privacy protection, in particular regarding sensitive data such as health-related data. What arrangements should be made by the insurance company to comply with this principle? 

(Please specify)      
STAKEHOLDERS CONSULTATION

29. As a general policy rule, regular consultations should be organised between insurers, consumers and other stakeholders (such as physicians, actuaries, government representatives, etc.) with a view to ensuring a well-balanced relationship between the interested parties and increasing transparency towards the public.

Do you agree with this proposal: Yes  FORMCHECKBOX 
 No  FORMCHECKBOX 


(Please explain)      
30. In particular, should the following issues be addressed in such consultation process?

a. reliability and relevance of predictive tests before their results, if authorised by national law, can be used by insurers for underwriting?

Yes  FORMCHECKBOX 
 No  FORMCHECKBOX 


(Please explain)      
b. health related data and medical examinations requested by insurers?

Yes  FORMCHECKBOX 
 No  FORMCHECKBOX 


(Please explain)      
c.
the wording of questionnaires to collect data related to the health of insurance applicants? 


Yes  FORMCHECKBOX 
 No  FORMCHECKBOX 


(Please explain)      
d.
any other issues 

(Please specify)      
31. Would it be appropriate to set up a permanent body within which the various stakeholders and expertises would be represented, to facilitate this consultation process?

Yes  FORMCHECKBOX 
 No  FORMCHECKBOX 


(Please explain)      
32. If so, what should be:
a. the composition of such body? 
(Please specify)      
b. its tasks: 
i.
specific tasks? 


Yes  FORMCHECKBOX 
 No  FORMCHECKBOX 


(Please explain)      
ii.
a more general work scope?


Yes  FORMCHECKBOX 
 No  FORMCHECKBOX 


(Please explain)      
QUESTIONS CONCERNING SOCIAL ASPECTS AND INTERVENTION OF PUBLIC AUTHORITIES
33. Does the social nature of a risk (for example that of illness) justify an intervention by the public authorities to ensure proper coverage?

Yes  FORMCHECKBOX 
 No  FORMCHECKBOX 


(Please explain)      
34. Which are the risks for which proper coverage should be ensured for all persons concerned: 
a. illness? 

Yes  FORMCHECKBOX 
 No  FORMCHECKBOX 


(Please explain)      
b. invalidity? 

Yes  FORMCHECKBOX 
 No  FORMCHECKBOX 


(Please explain)      
c. death?

Yes  FORMCHECKBOX 
 No  FORMCHECKBOX 
 

(Please explain)      
d. long-term care/dependence?

Yes  FORMCHECKBOX 
 No  FORMCHECKBOX 


(Please explain)      
e. retirement?

Yes  FORMCHECKBOX 
 No  FORMCHECKBOX 


(Please explain)      
f. Any other


(Please specify)      
35. In order to ensure proper coverage, should it be possible for the public authorities’ intervention to take the form of regulation of private insurance?

Yes  FORMCHECKBOX 
 No  FORMCHECKBOX 


(Please explain)      
36. If so, which form(s) of regulation would be most appropriate:

a. binding regulation?

Yes  FORMCHECKBOX 
 No  FORMCHECKBOX 


(Please explain)      
b. flexible framework (e.g. agreement between stakeholders and public authorities)


Yes  FORMCHECKBOX 
 No  FORMCHECKBOX 


(Please explain)      
Genetic predictive testing

37. Substantively, should this regulation take the form of a prohibition forbidding insurance companies, when evaluating the risks, to take account of genetic characteristics resulting from a predictive genetic test which is supposed to
 represent an increased risk?  


Yes  FORMCHECKBOX 
 No  FORMCHECKBOX 


(Please explain)      
38. Should such a prohibition be :

a. limited to insurances in respect of which the risk of adverse selection is nil or virtually nil, particularly compulsory insurances?

Yes  FORMCHECKBOX 
 No  FORMCHECKBOX 


(Please explain)      
b. applicable also to insurances with optional subscription?

Yes  FORMCHECKBOX 
 No  FORMCHECKBOX 


(Please explain)      
39. In the latter case, do you think that:

a. the insurance companies are able in present circumstances to bear unaided the possible consequences of adverse selection?

Yes  FORMCHECKBOX 
 No  FORMCHECKBOX 


(Please explain)      
b. incentives of various kinds would be needed (specify which kinds)?

Yes  FORMCHECKBOX 
 No  FORMCHECKBOX 


(Please explain)      
40. Having regard to their social character, which are the risks to whose coverage the above prohibition should be applicable:

a. illness? 

Yes  FORMCHECKBOX 
 No  FORMCHECKBOX 


(Please explain)      
b. invalidity?

Yes  FORMCHECKBOX 
 No  FORMCHECKBOX 
 

(Please explain)      
c. death?

Yes  FORMCHECKBOX 
 No  FORMCHECKBOX 


(Please explain)      
d. long-term care/dependence?

Yes  FORMCHECKBOX 
 No  FORMCHECKBOX 


(Please explain)      
e. retirement?

Yes  FORMCHECKBOX 
 No  FORMCHECKBOX 


(Please explain)      
41. Should this prohibition be applicable, for each of the above risks, to the total coverage or only up to a certain amount:

a. illness?

Limited amount  FORMCHECKBOX 
 Unlimited amount  FORMCHECKBOX 

b. invalidity?

Limited amount  FORMCHECKBOX 
 Unlimited amount  FORMCHECKBOX 

c. death?

Limited amount  FORMCHECKBOX 
 Unlimited amount  FORMCHECKBOX 

d. long-term care/dependence?
Limited amount  FORMCHECKBOX 
 Unlimited amount  FORMCHECKBOX 

e. retirement?
Limited amount  FORMCHECKBOX 
 Unlimited amount  FORMCHECKBOX 

� Article 12 – Predictive genetic tests 


”Tests which are predictive of genetic diseases or which serve either to identify the subject as a carrier of a gene responsible for a disease or to detect a genetic predisposition or susceptibility to a disease may be performed only for health purposes or for scientific research linked to health purposes, and subject to appropriate genetic counselling.”


� This only concerns data derived from tests meeting the criteria described in chapter 2.2 as to reliability and predictive value in particular.
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