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The PV person shall ensure that the investigator(s) monitors all of the 
patients included in the clinical trial and records detailed information 
about all of the adverse events, in all treatment groups, regardless of 
suspected causal relationship to IMP. Management of cases and case 
processing (SAE), SAE medical review, MedDRA coding, safety data 
reconciliation with all sites in the OSTEOproSPINE project are part of our 
daily activities in the PV process. In case of Suspected Unexpected Serious 
Adverse Reactions (SUSARS) expedited reporting is performed. Annual 
safety reports containing all relevant safety information according to the 
corresponding guidelines are prepared and submitted to Regulatory 
Authorities and Ethics Committees as appropriate. 
 
Due to quality assurance activities, audits and double visits to all three sites 
during last five years have been performed. In case of some discrepancies 
and different opinions, the Quality Assurance staff was consolidated for 
making a final decision.  
 
The OSTEOproSPINE 
study has been going on 
for more than five years. 
During this time several 
changes to study 
protocol and protocol 
related documents had 
to be performed.  
For example, due to 
COVID-19 pandemic and 
related restrictions safety 
measures had to be implemented and study activities had to be changed: 
  
Consequently, an adjustment of the patient enrolment plan had to be 
made, Stage 3 started 3 months behind the plan. 
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The next BMP conference is planned for 2024 in the United States in 2024. We are looking forward to 
it!  

 

More impressions from the BMP Conference: 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

  

Visiting arboretum Trsteno: A renaissance Dubrovnik garden owned by Croatian academy of 
Science and Arts. 

Closing remarks and announcement of the next BMP conference by Prof. Slobodan 
Vukicevic, OSTEOproSPINE coordinator 










