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Clinical Data Manager (CDM) 
 
A Clinical Data Manager is part  of the Biom et r ics Unit  and works operat ionally in 
prepar ing, conduct ing and com plet ing Clinical Data Managem ent  tasks during the 
study process, according to com pany policies, SOP’s and regulatory requirem ents. 
The work often involves collaborat ion with colleagues at  our other offices.   
 
 
 
Principal dut ies relate to: Addit ional Responsibilit ies: 
 
• Responsibilit y of the Clinical Data 

Managem ent  process 
• Guidance of Data Managem ent  staff 

• Review Study Protocol 
• Database design and validat ion 
• Data Managem ent  Plan 

• Data Validat ion Plan 
• Data Ent ry I nst ruct ions 
• Quality checks 

• Coding (AE, concom itant  m edicat ion, m edical 
history)  

• Clean file procedure 
• Data Managem ent  Report  

• Docum entat ion 

• Assist  in Proposal work 
 
 
Desirable qualificat ions and background: 
 
• Knowledge of clinical t r ials 
• Knowledge of clinical data m anagem ent  
• Experience in SAS program m ing 
• Knowledge of I CH GCP guideline 
• Knowledge of MedDRA (Adverse Event  

dict ionary)  and WHO Drug dict ionary  
• Excellent  com m unicat ion skills in English and 

of the nat ive language in quest ion  

 


