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Va/“ Director in Patient-Reported Outcomes
We are currently seeking to further expand our international feam by recruiting an additional Director to our
European Patient-Reported Outcomes (PRO) team. The successful candidate will work with the team and our
clients from the pharmaceutical industry to optimise the use of PRO data to support healthcare products in the
market place.
Requirements
Applicants should be able to offer:

¢ Indepth knowledge of the development and validation of PRO instruments, and of the analysis of PRO data in
the clinical trials environment;

e Experience of working with the EMEA or FDA in a role related to review of PRO data in regulatory
submissions;

*  Working experience of PRO research either in the pharmaceutical industry or in a specialist consultancy
company;

*  Ability to relate well to clients, demonstrating an understanding of their issues and winning business for Mapi
Values;

e Superb verbal and written communication skills;

e A postgraduate qualification in a relevant discipline.

Responsibilities

The Director will be responsible for:

e Providing strategic advice on PRO endpoints to be included in clinical trials to support product licence
applications and labelling claims;

e  Ensuring that projects involving the development and validation of PRO instruments, or the analysis of PRO
data, follow current best practice and comply with relevant guidance or regulations;

¢ Reviewing documents intended for submission to regulatory authorities;
e Advising on, or attending, meetings with regulatory agencies to discuss issues relevant to PRO research;
e Supporting, training and mentoring managers and researchers working within our international PRO team;

*  Monitoring developments in the field of PRO research and relevant regulatory trends or requirements to
ensure current knowledge.

If you meet the above requirements and enjoy working in a professional but friendly dynamic working environment,
we want to hear from you. This position could be based in either our UK office located in the charming village of
Bollington, close to Manchester, or our French office located in the beautiful city of Lyon.

Please apply in writing, explaining why you feel you are suited to this post, and enclosing your CV, to:

Carole Evans PhD, Operations Director — Global,
Mapi Values, Adelphi Mill, Grimshaw Lane,
Bollington, Macclesfield, Cheshire SK10 5JB, UK.

e-mail: carole,evans@mapivalues.com



