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Background
European Legal Codes

* French Civil Law

 German Civil Law

« Scandinavian Civil Law

* |talian Civil Law

« Swiss Civil Law

* Anglo-Saxon Common Law



%E ..., Authorities represented on the
FCL-MSC

e  Belgium e Latvia
e  Croatia A ¢ e Lithuania
e (Czech Republic e Luxembourg
e  Denmark Ors : Malta
e  Estonia 4 Moldova
e  Finland * Netherlands
e  Austria = e  Norway
¢  France p ‘c‘: 16 e Poland
&l P e  Portugal
e  Germany \ .‘“ e Rumania
* Greece ‘ e Slovenia
e  Hungary ® Spain
e Iceland a"“ e Sweden
e Jreland ” ‘ e  Switzerland
e Ttaly -0 ‘( e Turkey
v e  United Kingdom
e g‘ =
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EASA

Started in 1969

Status:

Co-operative body for aviation safety
No delegation of legal powers

Started 28 September 2003
Status:

European Union Agency

- legal personality

- implementing powers conferred to it by
the Regulation

Legal Framework:

Basic Regulation
Implementing Rules

Acceptable Means of Compliance
— Alternative Means of Compliance

Guidance Material




Fe=am Risk Assessment

 Class 1 Medical e Class 2 Medical
Certificates Certificates
* 1% risk of * 2% risk unrestricted
Incapacitation « 50 restricted
 Multi-Crew
Operations
o 2% risk of
Incapacitation
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 Use of DOACs

* Colour Vision and the Colour
Assessment and Diagnosis TEST
(CAD, City of London University)

* Insulin Treated Diabetic Pilots.
(ARA.MED.330)
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P~ G 2 searciool

Rivarnxaban Hide individual charts
Apteaban Hide siroke/bleed chart
Edmeaban

PERCENT PER YEAR

annual risk of strokedembolism  annual risk of major bkeeding (infracranial bleeding, bleeding requiring hospitalization, HoB decrease of > 20 g/l or need for transfusion secondary io bleeding)

MO THERAPY 29% 0.6%
ASPIRIN 23% 1.1%
ASPIRIN+CLOP 16% 27%
WARFARIN 10% 27%
DABIGATRAN 110 10% 1.8%
DABIGATRAN 150 06% 27%
RIVAROXABAN 10% 27%
APXABAN 03% 15%
EDOXABAN 30 10% 1.0%
EDOXABAN 50 10% 1.8%
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Vienna VTE recurrence Risk Tool DOACs
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Colour Vision Assessment
MED.B.075 Colour vision

£ %ESAM

« (a) Applicants shall be required to demonstrate the ability to perceive
readily the colours that are necessary for the safe performance of
duties.

* (b) Examination

* (1) Applicants shall pass the Ishihara test for the initial issue of a
medical certificate.

* (2) Applicants who fail to pass in the Ishihara test shall undergo further
colour perception testing to establish whether they are colour safe.

* (c) In the case of Class 1 medical certificates, applicants shall have
normal perception of colours or be colour safe. Applicants who fail
further colour perception testing shall be assessed as unfit. Applicants
for a Class 1 medical certificate shall be referred to the licensing
authority.




‘Fesam AMC1 MED B.075 Colour vision

« (a) At revalidation, colour vision should be tested on clinical
indication.

* (b) The Ishihara test (24 plate version) is considered passed if
the first 15 plates, presented in a random order, are identified
without error.

* (c) Those failing the Ishihara test should be examined either by:

— (1) anomaloscopy (Nagel or equivalent). This test is considered
passed if the colour match is trichromatic and the matching range is
4 scale units or less; or by
* (2) lantern testing with a Spectrolux, Beynes or Holmes-Wright
lantern. This test is considered passed if the applicant passes
without error a test with accepted lanterns.
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Insulin Treated Diabetic Pilot
Protocol



Fe=an Disease Prevalence

Background

* Pre 2013 State of Licence Issue
— National Law, National Licence
— Medical Records remain where examined.

« Post 2013 State of Licence Issue
— Pilot/Operator choice
— Medical Records transfer to State of Licence Issue



Fesan Methods

 Number of Medical Reports 18,863
 Period 2014-2017
 Class 1 Medical Certificates

« 35 States: European Union and Iceland,
Norway and Switzerland

1003 AMEs
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Medical Reports from Europe, not |IE

V%

AT =BE BG=CH CR=CY =CZ =DE =DK=EE =ES sFI "FR =GR HR=HU IS =IT
LT =LU =LV «sMT =NL =NO PL =PT RO=RS SE =S| =SK sSL =SV =« TR = UK




ESANV

Age Profile Medical Certificates non-Irish
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% x Prevalence of Pathology in Irish Pilots on
== revalidation/renewal assessments 2017
Row Labels Count of Assessor n=2712
Cardiology 6 0.2%
Digestive 4 0.1%
Infectious Disease 1 0.0%
Metabolic and Endocrine 7 | 8% 212 7.8%
Musculoskeletal 1 0.0%
Neurology 3 0.1%
Obstetrics & Gynaecology 2 0.1%
Oncology 3 0.1%
Otorhinolaryngology 3 0.1%
Psychiatry 1 0.0%
Psychology 2 0.1%
Visual 9 0.3%
(blank) 226 8.3%

Grand Total 473 17.4%
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Pathology at regular assessments(EU) not |IE

Part-MED Category

Cardiovacular System 0.96% 0.96%
Respiratory System 0.12%
Digestive System 0.22%
Metabolic and Endocrine System 5.75% 5.75%
Haematology 0.05%
Genitourinary System 0.34%
Infectious Disease 0.02%
Obstetrics and Gynaecology 0.02%
Musculoskeletal System 0.35%
Psychiatry 0.03%
Psychology 0.18%
Neurology 0.19%
Visual System 0 1.19%
Colour Vision 1.19% 0.16%
Otorhino-laryngology 0.06%
Dermatology 0.32%
Oncology 0.08%
None 89.96%

Total 100.00%




Pathology at regular assessments(EU) not IE
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%E e Top 6 States
Pathology at reqular assessments(EU) not |E

Part-MED Category Total UK NL IT ES BE SE

None 1667190.53% 6029 85.87% 1376 92.72% 1010 97.87% 1909 93.08% 84491.44% 734 96.20%
Unclear 14 0.08% 8 0.11% 1 0.07% 0.00% 1 0.05% 0.00% 1 0.13%
Cardiovacular System 158 0.86% 107 1.52% 3 0.20% 0.00% 3 0.15% 9 098% 2 0.26%
Dermatology 10 0.05% 9 0.13% 0.00% 1 0.10% 0.00% 0.00% 0.00%
Digestive System 40 0.22% 19 0.27% 3 0.20% 0.00% 5 0.24% 3 033% 2 0.26%
Genitourinary System 60 0.33% 34 0.48% 3 0.20% 0.00% 6 0.29% 3 033% 1 0.13%
Haematology 10 0.05% 6 0.09% 0.00% 0.00% 1 0.05% 0.00% 1 0.13%
Infectious Disease 2 0.01% 2 0.03% 0.00% 0.00% 0.00% 0.00% 0.00%
Metabolic and Endocrine 997 5.41% 607 8.65% 53 3.57% 8 0.78% 86 4.19% 22 238% 6 0.79%
Musculoskeletal System 63 0.34% 27 0.38% 7 0.47% 3 0.29% 2 0.10% 10 1.08% 1 0.13%
Neurology 32 0.17% 17 0.24% 7 0.47% 0.00% 0.00% 1 011% 3 0.39%
Obstetrics and

Gynaecology 4 0.02% 3 0.04% 0.00% 1 0.10% 0.00% 0.00% 0.00%
Oncology 55 0.30% 28 0.40% 6 0.40% 2 0.19% 3 0.15% 4 0.43% 0.00%
Otorhino-laryngology 30 0.16% 16 0.23% 5 0.34% 0.00% 3 0.15% 2 0.22% 0.00%
Psychiatry 3 0.02% 2 0.03% 0.00% 0.00% 0.00% 0.00% 0.00%
Psychology 33 0.18% 26 0.37% 2 0.13% 1 0.10% 0.00% 1 011% 1 0.13%
Respiratory System 21 0.11% 12 0.17% 0.00% 1 0.10% 0.00% 2 022% 1 0.13%
Visual System 211 1.15% 69 0.98% 18 1.21% 5 048% 32 156% 22 2.38% 10 1.31%

100.00 100.00 100.00 100.00 100.00 100.00

Grand Total 18414 % 7021 % 1484 % 1032 % 2051 % 923 % 763 100.00%




‘$ccanm Temporary Unfit (TU)

* 39 “long term unfit” assessments (UK, 1999)
— 27 (69%) contacted CAA to advise of iliness
— 12 (31%) identified at periodic exam
» 8 were identified on resting ECG
* 4 (10%) were identified by physical examination
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Age Profile Medical

Certificates non-Irish
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%-;sAM Reasons for TU Over/Under 40

Under 40 (n=78)

3
7 (0.14%)
1
5
2

1
2
7

21 (0.42%)
2

7 (0.14%)
4
2

1
1
8 (0.16%)

EASA REF
?
Cardiovacular System
Respiratory System
Digestive System
Metabolic and Endocrine System
Haematology
Genitourinary System
Infectious Disease
Obstetrics and Gynaecology
Musculoskeletal System
Psychiatry
Psychology
Neurology
Visual System
Colour Vision
Otorhino-laryngology
Dermatology
Oncology

Over 40 (n=75)

2
9 (0.25%)
1

P hDN D

15 (042%)
1

6 (0.16%)
2
3

5 (0.14%)
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Conclusions

« European cultural diversity presents a challenge to
Standardisation

« Alternative Means of Compliance can improve the
relevance of existing regulation

« Obesity and its effects are a significant cause for
concern

« Continuing research will allow for relevant medical
assessments in the future.

« Co-operative oversight will enhance the quality of
data and rule making
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Go raibh maith agaibh
Thank you

Questions?
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