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[bookmark: _Toc435296287]The recommendation
Recommendation 5(b): The Task Force recommends the creation of a European aeromedical data repository as a first step to facilitate the sharing of aeromedical information and tackle the issue of pilot non-declaration. EASA will lead the project to deliver the necessary software tool.
[bookmark: _Toc435296288]Background and reasoning of the Task Force
[bookmark: _Toc435296289]Aeromedical data
The introduction of pan European medical certification has given pilots freedom to apply to an aero-medical examiner certificated by any EASA State. A system to share aeromedical information in an efficient manner is important to minimise the risk of non-declaration introduced by this freedom.
The Task Force identified the following main issues:
· The implementation of data protection rules should balance the need to protect patient confidentiality with the need to protect public safety. Unless national rules are changed, this will continue to be a risk.
· Pan European medical certification has opened the potential for medical tourism as the States do not share a common medical data system. The authorities and aero-medical examiners do not have access to the past medical history of the individual, nor information on whether a pilot has been denied a medical certificate if previously assessed in another State, nor the reason for denial.
· Pilots are increasingly mobile. Some choose to undertake their medical examinations in States where the costs are lower and there may also be a tendency to go to aero-medical examiners who have a reputation for having a less rigorous approach to examinations. Some may choose to shop around with an intention not to declare one or more aspects of their medical history. A history of psychiatric disease like depression or personality disorders well as issues including drugs and alcohol misuse is particularly vulnerable to this type of non-declaration as there may be no clinical signs that can be elicited on examination. Many operators are still insisting on pilots changing their licences to the State in which the operator is based when they start working for them.
· Also, in the case of a revalidation or renewal application in a different State, procedures have had to be created by the authorities to ensure the medical information report is sent to the authorities of the State responsible for issuing the licence. The procedures are not legislated, are difficult to apply in some States and very difficult to control and oversee. The volume of manual data handling and data loading is large.
The Task Force reviewed the feasibility of a European aeromedical data repository containing basic medico-administrative information and of a comprehensive aeromedical records management system to supersede national systems. The practicality of implementing a full pan-European aeromedical records management system at this time was questioned. Significant issues include cost, lengthy implementation time, data security and difficult buy-in from stakeholders.
A European repository containing medico-administrative information, limited to Class 1 medicals, would deliver a significant benefit and be more readily accepted by aero-medical examiners and other stakeholders. It would include basic personal information (name, date of birth), State of License Issue (or to which the pilot has applied for a medical certificate if yet to achieve a licence) and details of the aero-medical examiner who issued the last medical certificate and current fit status. While acknowledging the limitations of the repository, it could as an act as interim measure to a future full aeromedical records system.
The Task Force recommends the creation of a European aeromedical data repository as a first step to facilitate the sharing of aeromedical information and tackle the issue of pilot non-declaration. EASA will lead the project to deliver the necessary software tool, including the analysis of costs and data protection related issues.
[bookmark: _Toc435296290]Next steps
EASA has been tasked to implement the recommendations issued in the Germanwings Task Force report. Therefore, this preliminary concept paper relates to the implementation phase. It does not discuss the foundations underpinning such recommendations. This has already been addressed by the Task Force.
This preliminary concept paper will be available to all participants of the ‘Aircrew Medical Fitness workshop where EASA will seek feedback on how to best implement recommendation #5(b).
The balance between patient confidentiality and protection of public safety that national regulations should ensure could be associated to the European Commission’s proposal for a regulation of the European Parliament and of the Council on the protection of individuals with regard to the processing of personal data and on the free movement of such data (General Data Protection Regulation)[footnoteRef:1]. To support the implementation of this recommendation, EASA proposes to discuss the processing of personal (health) data at the Aircrew Medical Fitness workshop, involving all relevant stakeholders, including representatives of national medical associations. In particular, the notification obligations of the various actors, i.e. operators, medical doctors, authorities, and pilots, should be addressed. Also, the insight gained about the minimum personal data the various actors need to exercise their safety responsibilities. [1:  	COM (2012) 11 final (http://ec.europa.eu/justice/data-protection/document/review2012/com_2012_11_en.pdf).] 

Following the workshop, EASA will develop a paper containing proposals for actions which are both within and outside its scope.
With regard to the European Aero-Medical data Repository (EAMR), this preliminary concept paper provides insight into the basic considerations and assumptions on which such data repository can be established. The feedback received during the Aircrew Medical Fitness workshop will be considered for further improvements.
[bookmark: _Toc435296291]Basic considerations and assumptions
[bookmark: _Toc435296292]Need and obligation to declare
The need to declare previous medical assessments stems from the fact that the Aero-Medical Examiner (AME) is called upon to exercise clinical judgement based upon a careful review of the medical history and a thorough examination of the applicant (ICAO Doc 8984 ‘Manual of Civil Aviation Medicine’). Many relevant disorders are not detectable on physical examination, and the AME often has to rely on information provided by the applicant. The basic information an applicant is expected to provide relates to previous medical examinations. Non-declaration of previous medical condition may adversely impact aviation safety.
Considering the importance of historical medical conditions in assessing fitness to fly, the obligation to declare previous medical assessments is provided for by international standards and EU legislation.
· ICAO Doc 8984 ‘Manual of Civil Aviation Medicine’
Applicant’s medical history
1.2.4.6 Applicants for licences or ratings for which medical fitness is prescribed shall sign and furnish to the medical examiner a declaration stating whether they have previously undergone such an examination and, if so, the date, place and result of the last examination. They shall indicate to the examiner whether a Medical Assessment has previously been refused, revoked or suspended and, if so, the reason for such refusal, revocation or suspension.
· Commission Regulation (EU) No 1178/2011[footnoteRef:2], as amended[footnoteRef:3] [2:  	Commission Regulation (EU) No 1178/2011 of 3 November 2011 laying down technical requirements and administrative procedures related to civil aviation aircrew pursuant to Regulation (EC) No 216/2008 of the European Parliament and of the Council (OJ L 311, 25.11.2011, p. 1).]  [3:  	Commission Regulation (EU) No 290/2012 of 30 March 2012 amending Regulation (EU) No 1178/2011 laying down technical requirements and administrative procedures related to civil aviation aircrew pursuant to Regulation (EC) No 216/2008 of the European Parliament and of the Council (OJ L 100, 5.4.2012, p. 1).] 

MED.A.035 Application for a medical certificate
[…] 
(b)	Applicants for a medical certificate shall provide the AeMC[footnoteRef:4], AME or GMP[footnoteRef:5] as applicable, with: [4: 	Aero-medical Centre]  [5: 	General Medical Practitioner] 

(1) proof of their identity;
(2) a signed declaration:
(i) 	of medical facts concerning their medical history;
(ii) as to whether they have previously undergone an examination for a medical certificate and, if so, by whom and with what result;
(iii) as to whether they have ever been assessed as unfit or had a medical certificate suspended or revoked.
[…]
[bookmark: _Toc435296293]Need and obligation to share data
The need to share information is determined on the basis of Article 15 of Regulation (EC) 
No 216/2008[footnoteRef:6]. It states that ‘The Commission, the Agency and the national aviation authorities shall exchange any information available to them in the context of the application of this Regulation and its implementing rules.’ [6:  	Regulation (EC) No 216/2008 of the European Parliament and of the Council of 20 February 2008 on common rules in the field of civil aviation and establishing a European Aviation Safety Agency, and repealing Council Directive 91/670/EEC, Regulation (EC) No 1592/2002 and Directive 2004/36/EC (OJ L 79, 19.3.2008, p. 1).] 

The objective of such a provision is expressed in recital 1 of Regulation (EC) 
No 216/2008, stating that ‘A high and uniform level of protection of the European citizen should at all times be ensured in civil aviation, by the adoption of common safety rules and by measures ensuring that products, persons and organisations in the Community comply with such rules and with those adopted to protect the environment […]’.
ARA.GEN.200(c) of Commission Regulation (EU) No 1178/2011 further requires that ‘The competent authority shall establish procedures for participation in a mutual exchange of all necessary information and assistance with other competent authorities concerned including on all findings raised and follow-up actions taken as a result of oversight of persons and organisations exercising activities in the territory of a Member State, but certified by the competent authority of another Member State or the Agency.’.
The EAMR will facilitate the implementation of such a requirement in the limited area of Class 1 medical certificates to the extend needed for the objective set by the recommendation and within the limits set by Regulation (EC) No 216/2008 and its implementing rules.
[bookmark: _Toc435296294]Nature of the data needed for the purpose of the EAMR
Only a limited number of elements available on a Class 1 medical certificate will be used.
The content of a medical certificate is listed in ARA.MED.130 ‘Medical certificate format’. 
Access to information available on a medical certificate is granted by international standards and EU legislation providing for disclosure to inspections and demonstration of compliance.
· Convention on International Civil Aviation, Article 29 (Documents carried in aircraft)
Provisions require that the flight crew members carry their appropriate licences on board every aircraft engaged in international air navigation.
· ICAO Annex 1 to the Convention on International Civil Aviation — Personnel Licensing
1.2.4: Note 2 establishes that the medical certificate, although not being necessarily an integral part of the licence as a unique document, has to be carried on board by the holder of a licence as part of it as provided for by Article 29 of the Convention on International Civil Aviation, for the purpose of demonstrating compliance with the provisions of paragraph 1.2.4.1 and Chapter 6 of ICAO Annex 1.
· Commission Regulation (EU) No 1178/2011
FCL.045 Obligation to carry and present documents 
(a)	A valid licence and a valid medical certificate shall always be carried by the pilot when exercising the privileges of the licence.
· Commission Regulation (EU) No 965/2012
ARO.RAMP.125 Conduct of ramp inspections 
(a) Ramp inspections shall be performed in a standardised manner using the form established in either Appendix III or Appendix IV. 
Especially item 20 of Appendix III and Appendix IV to Part-ARO relates to flight crew licences, including the associated medical certificate, as part of the documents that an inspector can request for the demonstration of compliance under the provisions of 
ICAO Annex 1.
[bookmark: _Ref434849709][bookmark: _Toc435296295]Minimising necessary personal data collection and processing
Data collected will only refer to the content of the Class 1 medical certificate. The elements can be divided in two categories as follows:
	Personal data
1. Licensing authority
2. Surname &  forename(s) of applicant
3. Date of birth of applicant
4. Nationality of applicant
5. Applicant identification document incorporating the applicant’s photo: {such as a passport or ID card as to which identification is to be used}
6. Applicant’s email address: {for notification purposes}

	Data related to medical certificate
7. The date of the medical examination or the date the medical examination was initiated, if process not competed
8. The place of medical examination
9. Any limitations on licence(s)/medical certificate held (No / Yes)
10. Medical certificates denied, suspended or revoked by any licensing authority
11. AME/AeMC or medical assessor who issued the medical certificate
12. Competent authority for the AME/AeMC or medical assessor who issued the medical certificate
13. Expiry date of the medical certificate
14. Date of issue of the medical certificate


Data collection shall be strictly limited to the need of a licensing authority/AME to cross-check the declaration of an applicant for a Class 1 medical certificate as required by MED.A.035. It is not intended to collect detailed information related to the applicant’s health condition. Typically, the following information will not be recorded:
· The reasons for which a medical certificate has not been issued. Only the fact that no certificate was issued will be indicated. Any need for further clarification on whether the certificate was not issued because of medical reasons, administrative matters or interruption of the medical assessment process before reaching concussions will be addressed, outside the scope of the EAMR, by the medical assessor of the licensing authority associated to the applicant’s Class 1 medical certificate.
The details of the limitations associated to a given medical certificate. Only a ‘Yes/No’ status on the existence of such a limitation will be recorded. Again, any need for further clarification on the limitations will be addressed, outside the scope of the EAMR, by the medical assessor of the licensing authority associated to the applicant’s Class 1 medical certificate.
[bookmark: _Toc435296296]Access to data on a strict need-to-know basis
Access to data will only be granted to persons as determined by Regulation (EC) No 216/2008 and its implementing rules on the basis of the strict need-to-know for the purpose of establishing and maintaining a high uniform level of civil aviation safety in Europe.
[bookmark: _Toc435296297]Role of EASA
· Deliver the necessary software tool.
· Initiate the process by granting the relevant National Aviation Authorities (NAAs) access to the EAMR.
· Act as an IT service provider.
· Provide a user guide or manual explaining the use of the system.
· Manage the list of NAAs accessing the EAMR.
[bookmark: _Toc435296298]Role of the Member States
· Designate the representatives of their respective NAAs. Up to 2 NAAs for the same State may be designated (1 per licensing authority as defined in MED.A.010, and 1 per competent authority as defined in MED.A.001).
· Ensure control and oversight of all personnel managing or using the EAMR.
[bookmark: _Toc435296299]Role of the licensing authorities with regard to applicants
· Ensure that, for each applicant for a Class 1 medical certificate, a unique personal record is created, containing the personal data (items 1 to 6) described in 4.4. This record will be called the ‘applicant’s record’ in this paper.
· Ensure that the applicant’s record is created before any medical certificate data is entered.
· Manage the applicant’s record in accordance with the applicable regulations and the business rules related to the EAMR (typically for inserting, updating, deleting, viewing, validating data, etc.).
· Inform applicants about their personal data recorded in the EAMR (items 1 to 6 as described in 4.4), their rights and obligations, and obtain their written consent 
(ARA.MED.150(c)(1)).
[bookmark: _Toc435296300]Role of the competent authorities with regard to medical practitioners
· Ensure that, for each AME with privileges to issue Class 1 medical certificates and for each medical assessor, access is granted to the EAMR by creating a unique identification record, containing:
· the name of the medical professional;
· the email of the professional {for login purposes}; and 
· a unique identifier.
· Manage the AME’s/medical assessor’s record in accordance with the applicable regulations and the business rules related to the EAMR (typically for inserting, updating, deleting, viewing, validating data, etc.).
[bookmark: _Toc435296301]Role of the AMEs and medical assessors
· Identify any applicant for a Class 1 medical certificate based on the identification document incorporating the applicant’s photo indicated in the EAMR (see item 5 as described in 4.4).
· Ensure that, for each Class 1 medical examination initiated, the date mentioned in item 7 (described in 4.4) is recorded.
· Ensure that, for each Class 1 medical examination issued, items 7 to 14 (described in 4.4) are recorded and validated.
· Inform applicants about the data related to their medical certificate recorded in the EAMR (items 7 to 14 as described in 4.4), their rights and obligations, and obtain their written consent (ARA.MED.150(c)(1)).
· AMEs are expected to refer to the relevant licensing authority to request clarifications/additional information about existing certificates or applicants’ records when the information is not recorded in the EAMR. Example: The EAMR indicates that a limitation to a certificate has been issued by a different AME while no indication is provided on the nature and the extent of the limitation.
[bookmark: _Toc435296302]Role of the medical assessors
· When ensuring oversight or acting in the case of referral, under the provisions of MED.A.025, MED.A.040, MED.A.050, MED.B.001, MED.B.005, ARA.MED.125, ARA.MED.150 and ARA.MED.245, the relevant medical certificate record in the EAMR (items 7 to 14 described in 4.4) are updated and recorded as appropriate.
· Inform applicants about the data related to their medical certificate recorded in the EAMR (items 7 to 14 as described in 4.4), their rights and obligations, and obtain their written consent (ARA.MED.150(c)(1)), as applicable.
· Exercise oversight on the activity of the AMEs under their responsibility as regards the use of the EAMR.
[bookmark: _Toc435296303]Role of applicants for Class 1 medical certificates
· Contact their licensing authority before applying for the first Class 1 medical certificate. This also applies to persons currently holding a Class 1 medical certificate before applying for renewal. 
· Check correctness of all data recorded when notified by the system, the licensing authority, the AME or the medical assessor.
· Inform the relevant licensing authority, the AME or the medical assessor about any incorrect, incomplete or inaccurate information recorded based on data received through the notification process.
[bookmark: _Toc435296304]Essential functionalities of the EAMR
· The system will notify, in real time, any licensing authority, AME or medical assessor of any existing applicant’s record or certificate record when a new record is about to be created.
· The system will ensure the tracking of the changes to all records in order to ensure adequate traceability.  
· The system will systematically notify all Class 1 applicants of any creation, change or deletion of data recorded related to their identity or medical certificates.
· The same principle applies to other persons whose data is recorded in the systems such as AMEs or medical assessors.
· In addition to the real-time notification mentioned above, the system will regularly run consistency checks to identify possible dual applicant records, dual certificate records or inconsistent records. Appropriate notifications will be generated accordingly.
· The system will generate notifications/warnings indicating dormant certificates or applicants’ files.
· The system will allow for interoperability with most used databases across the Member States. The objective is to avoid as much as possible duplication of data and undue administrative burden.
· The system will allow and will track changes to the licensing authority when requested by an applicant in accordance with FCL.015.
· Suspended, revoked, corrected, reissued, renewed and valid certificates will be recorded accordingly.
· The system will generate reports to facilitate oversight of AMEs in accordance with Regulation (EC) No 216/2008 and its implementing rules.
· The system will generate reports to facilitate standardisation of NAAs under the provision of regulation. 
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