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» The current process for rules development

» The proposed changes
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){ The current rule development phase
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Forthcoming changes

» Strengthened Impact Assessments for less and better
rules

» A more flexible consultation for a tailor-made and thus
more efficient and timely rulemaking process
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Strengthening Impact Assessment

» Paradigm shift: Impact Assessments at the core of the
rulemaking activity

» Preliminary Impact Assessment during the programming
phase, to ensure a better use of alternative actions to
rulemaking, in particular safety promotion and focussed
oversight

» Regulatory Impact Assessment involving stakeholders and
Advisory Bodies, to assess the need for performance based
approach and ensure rulemaking actions are based on
evidence and sound analysis

» Ex-post evaluation, as an explicit part of the rulemaking
programme, to systematically assess the efficiency of rules
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Flexible Consultation (1)
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» Optional consultation of ToR with the Advisory Bodies

» Use of the focussed consultation (e.g. technical workshops,
consultation of the Advisory bodies, a limited survey, etc.) for
replacing the public consultation of NPA

» Criteria for such “accelerated projects”: urgent safety issue, non-
controversial or non-complex issue, size of the affected group of
stakeholders, NAAs and interested parties’ consensus
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Flexible Consultation (2)
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» Direct publication of CS, AMC and GM or Opinion

» When? for urgent safety issues which require immediate
reaction, non-controversial ICAO amendments consulted
through State Letters, adoption of recognised foreign
authority’s advisory material, existing and agreed industry
standard

» A short consultation of the Advisory Bodies (4-6 weeks) is
envisaged prior to the publication of the final deliverable
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» |n certain cases EASA may have information on
a safety problem in areas where EASA is not
competent authority

» Urgent safety action may be needed, when the
level of safety intended by existing rules is
compromised

» EASA has issued in several occasions Safety
Information Bulletins, which may not always be
a strong enough tool

10/12/2015 11




Focussed
oversight

enforce-

OD decision
making

e required
action

e urgent
action

e restoring
intended

safety level
.

promotion

Consultation

e NAAs &
industry

e 4 weeks

e unless
emergency
oD

EASA Operational Directive
pPAEASA .
o Issued: dd Month

Publication

e using
existing
Agency
safety
publication
tool for AD
and SIBs

S N p

Addressed to

MS

e NAA to take
adequate
measures

07/12/2015

Aircrew Medical Fitness Workshop - Operational Directives




Examples for possible use of ODs

» Carriage of lithium batteries as cargo (SIB 2015-
19)

» Unexpected autopilot behaviour on ILS approach
(SIB 2014-07R1)

» Unreliable airspeed indication (SIB 2015-17R1;
SIB 2009-17)

» Authorised persons in the flight crew
compartment (SIB 2015-04)

» Fire risk of electronic cigarettes in checked
baggage (SIB 2015-06R1)
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Further discussions of the concept

» SSCC 10 December
» EASA Management Board 14/15 December
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Y:Legal framework (example)

ARO.GEN.135 Immediate reaction to a safety problem

(a) Without prejudice to Directive 2003/42/EC of the European Parliament and of the Council, the
competent authority shall implement a system to appropriately collect, analyse and disseminate safety
information.

(b) The Agency shall implement a system to appropriately analyse any relevant safety information received
and without undue delay provide to Member States and the Commission any information, including
recommendations or corrective actions to be taken, necessary for them to react in a timely manner to a
safety problem involving products, parts, appliances, persons or organisations subject to Regulation (EC) No
216/2008 and its Implementing Rules.

(c) Upon receiving the information referred to in (a) and (b), the competent authority shall take adequate
measures to address the safety problem.

(d) Measures taken under (c) shall immediately be notified to all persons or organisations which need to
comply with them under Regulation (EC) No 216/2008 and its Implementing Rules. The competent authority
shall also notify those measures to the Agency and, when combined action is required, the other Member
States concerned.

similar: ARA.GEN.135; ADR.AR.A030
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