EUROPEAN MEDICINES AGENCY

SCIENCE MEDICIMES HEALTH

Curriculum Vitae

Personal information Kairi Rooma

Work experience

1. Employer: The State Agency of Medicines
e Start date: 042016
e End date:
e Position: Leading Specialist
e Activities: Acting as a contact person and co_ordinator at the national level for the
centralised procedures. Review of all the assessment reports in centralised procedures since
2016.
e Country: Estonia
2. Employer: State Agency of Medicines
e Start date: 082004
e End date: 012012
e Position: Specialist
e Activities: Quality assessment and writing the quality assessment reports and also
responsible for co_ordination of compilation of the assessment reports and for following the
timetables for the national, centralised and decentralised procedures.
e Country: Estonia

Education and training

-

. Subject: University of Tartu, Faculty of Medicines
e Start date: 091999
End date: 062004
Qualification: Master's degree
Organisation: Pharmacy studies in the University
Country: Estonia

N

. Subject: EMA
e Start date: 112006
e End date: 112006
e Qualification: New Assessors Training
e Organisation:
e Country:
. Subject: EMA

w

Start date: 122007
End date: 122007
Qualification: Quality Assessors Training
Organisation:
Country:
4. Subject: EMEA/EFPIA
e Start date: 092009
End date: 092009
Qualification: Quality by Design application workshop
Organisation:
Country:
. Subject: Competent national authorities of Denmark and The Netherlands
e Start date: 032010
e End date: 032010
e Qualification: EU Assessors Training on “Efficient and Effective Quality Assessment”
e Organisation:
e Country:
6. Subject: ICH, PDA, ISPE
.
.
.
.
.
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Start date: 062010
End date: 062010
Qualification: ICH Q_IWG Training Workshop for ICH Q8, Q9 ja Q10
Organisation:
Country: Estonia
Subject: EMA
e Start date: 052011
e End date: 052011
e Qualification: Training of Quality Assessors
.
.

N

Organisation:
Country:
8. Subject: EMA
e Start date: 012006
e End date: 012006
e Qualification: Process Analytical Technology (PAT) Training for Quality Assessors and

Inspectors
e Organisation:
e Country:

9. Subject: Institute of Pharmacology, Prague
e Start date: 092019
e End date: 092019
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e Qualification: BioBridges workshop 2019
e Organisation: Dissolution of generics, well established use applications, ICH M9 _ BCS
guideline
e Country: Czechia
10. Subject: Dutach Medicines Evaluation Board (MEB (CBG)
e Start date: 022020
e End date: 022020
e Qualification: Benefit/Risk workshop organised by the ICP
e Organisation: Benefit/risk assessment principles in the assessment on clinical part of the
documentation of the MAAs.
e Country: Slovenia
11. Subject: EMA
e Start date: 102022
e End date:
e Qualification: Webinar Challenges in drug development, regulation and clinical practice in
Follicular Lymphoma
e Organisation:
e Country:

Additional information

Publications
none

projects Master" s degree 2004 (sup) Ain Raal, Viljar Pihl, Katrin Pudersell "The effect of the content of the iron and
putrescine in the medium on the growth and production of scopolamine in root cultures and hairy root culture and
riboflavin excretion by root culture, of henbane (Hyoscyamus niger L.)"

Memberships None

Other Relevant Information
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