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All experts involved in EMA activities (meetings, review of
documents) must be included in EMA experts database
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Momin. Form is sent
back to the
Mominating

Authority (via

Expert completes
and submits Dol into
the MMSe database
{using “submit”

bl Dol and
n ination form button in the form). email), who creates )
from the At the same time, a new record in the Once expert submits
Nominating MMSe will prompt Experts Database. Dol and e-CV, h-?:
Authority (by the expert to submit recerves CDr:lfir_mtmn
email). an e-CV. of SUb”'!ES'D
Credentials afe
supplied to the Expert

to log into
validate the Dol.
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Once the Dol has been hi
validated, Experts Exp:_ar‘t USES_ 1=
credentials to sign the
Dol in the MMSe.

The e-Dol and e-CV have
been submitted and Database coordinator
processes the nomin.

expert’s profile created.
request in the EDB.

Experts’ status is green.
Before any involvement in EMA activities, a patient/consumer expert must be
formally nominated by the Agency Source: EMA
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— Any current activities as well as all
activities Within the past 5 yea rs Public Declaration of Interests and Confidentiality Undertaking of

European Medicines Agency (EMA) Scientific Committee

(current = the time of completion of members and experts
the form) INSTRUCTIONS

The document consists of three parts, your Personal Details, the Public Declaration of Interests and the
Confidentiality Undertaking. All parts must be duly completed. The form is designed to be completed electronically and
the data entered stored electronically. You are respensible for the accuracy and completeness of the submitted information.
Data from the form is sent by e-mail to the European Medicines Agency.

— |f unsure whether an interest relates | ...«

Enter your full name, your organisation name, country of organisation and the e-mail address en which you would like to be

to a m ed ici n a I p rod u ct o r to a contacted regarding this declaration. Your e-mail address will be kept confidential and will not be published.

2. Public Dedaration of Interests
This section asks you to decdlare any interests in the pharmaceutical industry that you currently have or have had within the

.
h a rm a ce u t I ca I co m a n d e C I a re past 5 years. If you have interests to declare, please dlick "Ves' to the relevant guestions, All questions in this section must be
) answered. Your declaration will not be accepted if any fields are left empty.
1 H You may also provide information an interests over 5 years ago. This informatien will not be used in the evaluation of
e I n O rl I I a I O n declared interests but will be useful in the context of increased transparency regarding previous interests.
3. Confidentiality Undertaking

Read carefully the confidentiality undertaking agreement and confirm the information declared on this form by entering your
full name. The date field will be autematically entered when yeu submit the form.

— Should the expert acquire any e e L S s T
additional interests or should g s s, you i e 8 s s 1 s conplns ey of o i
interests change since last declaration

of interest, an updated e-Dol must be

re-submitted
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Direct interests:
employment,
consultancy, strategic
advisory role, financial
interests, patent
ownership

Level 1, lowest risk level: no
interests declared in the
pharmaceutical industry

Level 2, intermediate risk
level: indirect interests in the

pharmaceutical industry Indirect interests:
Level 3, highest risk level: principal investigator,

. . . organlsatlon receiving
direct interests in the

grants or other funding,
pharmaceutical industry household member
linked with industry

Experts shall not have financial or other interests in the

pharmaceutical industry that could affect their
impartiality




No interests declared in the
pharmaceutical industry

e Full, unrestricted involvement

Indirect interests in the
pharmaceutical industry

?

e

' e |nvolvement permitted, but with limitations
and risk-mitigating actions

Direct interests in the
pharmaceutical industry

~ ® Severely restricted involvement

Employees of
patient
organisations #
volunteers
representing
patient
organisations

Participation is
less

restricted for
volunteers
(YOU!)
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e-CV (Europass format) published on EMA
webpage (similarly to e-Dol)

Mandatory to be completed: necessary to
allow experts to participate in
meetings/activities

Required in order to validate the e-Dol:
without the e-CV the system will not allow
validation

e-CV to be updated on yearly basis (at
time of update of e-Dol)

Information on qualifications and
experience

BUT

The e-CV template includes a tick box for
“Patient Representative”, completion of
the other fields by patient representatives
is not mandatory

Online safe system

O

LUROPEAN MEDICINES AGENCY
SUTENCE MEDICINES HEALLH

9 July 2013
Regulatory, Procedural and Sdentific Support

Guidance for Submission of Electronic Curriculum Vitae
The following document details steps for submission and update of the e-CV using the MMS system.
1. Submitting an e-CV for the first time

Use the weblink provided to go to the Meetings Portal of the European Medicines Agency
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Select 'Login to start’. The following screen will appear:




Thank you for your attention!

European Federation of Allergy and Airways Diseases
Patients' Associations (EFA)

EFA 35 Rue du Congres
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