Claudia DELIN

BLUEPHARM SAS Consultant

CONTACT

9 32 Rue Discolle, 97310 Kourou

D + 594 694 26 26 35

@

c.delin@bluepharm.fr

SKILLS

Medical Affairs

Clinical Affairs

Drug development

Medical device development
Project Management

Literature search

Abstract and publication writing
Management of clinical studies
Medical training of sales teams
Regulatory & Compliance

KOLs recruitment & Management
Quality Management System

INFORMATIONS

* Marital Status : Married, 3 children

¢ French citizenship

LANGUAGES

* French, (mother tongue)

* English (fluent, daily working language)
* Spanish (scholar)

e Créole (fluent)

HOBBIES

* Piano, cyclism, basket-Ball.

Clinical Projects Consultant/ Quality Manager
Medical Affairs | Clinical Projects Management | Quality Insurance Management

International project manager with + 25 years of experience in Medical Affairs and Clinical
Operations acquired in pharmaceutical companies (drugs and medical devices) and CRO
in different therapeutic areas (Pediatrics, Endocrinology & Diabetes, Cardiology,
Biosurgery, Gastrointestinal Endoscopy, ENT, Interventional Radiology) in Europe, Asia-
Pacific and Latin America

» Recognized professional skills in:
- Development of clinical study protocols from phase Il to IV, observational and

epidemiological studies

- Compilation of regulatory dossier submissions for extension of indication, CE
marking, ad conformity to the new MDR

- Generation and communication of scientific data, medical writing (literature

review, scientific articles, clinical study reports, clinical evaluation reports...)

- Management of opinion leaders, scientific committees

- Multinational projects management

- Training of multidisciplinary teams to standard clinical operating procedures
(SOPs), drug regulation & medical devices regulations, and medical training on the
pathologies of interest.

» Strong adaptability to work remotely and in a multicultural environment.

> Proven ability to establish and maintain positive relationships with external partners
(opinion leaders, clinical research service providers) in a national and international
environment.

PROFESSIONAL EXPERIENCE

2022: Consultant Project Manager, Quality Insurance Manager, BluePharm

2021-2013 Clinical Research Assistant, Regional HIV Committee, CH Cayenne

2018- 2021 Consultant for pharmaceutical industry and start up remotely from Kourou
2016-2018 Sciences Teacher, college, Kourou

2005-2016 Clinical Project Development Manager, Baxter Biosurgery France
1999-2005 Clinical Project Manager, CRO-ASCOPHARM/ SANOFI, France

1991-1999 Clinical Research Associate Pharmacia Upjohn, France

EDUCATION AND TRAINING

2023: Medical Writer Training

2021: Good Clinical Practices update training, GIRCI-SOHO

2013 Certificate of Essential Good Clinical Practices EGC13/818 Brookwood International
Academy

1994 Training in Biostatistics applied to Medicine

1990 Master Specialized in Management of Innovation and Technology Transfer,
General Business School, Toulouse

1989 DESS Nutrition and Alimentation, University of Science, Montpellier

1988 Master Degree in Biology and Physiology, University of Science, Toulouse
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