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NAME OF FINISHED PRODUCT:  

  
NAME OF ACTIVE SUBSTANCE(S):  

  
  
TITLE OF THE STUDY / REPORT No. / 
DATE OF REPORT 

A randomized placebo-controlled, multicenter, Phase I/II 
study of the safety of escalating single intravenous doses of 
ocrelizumab (rhuMAb 2H7, RO4964913, PRO70769) in 
patients with moderate to severe rheumatoid arthritis 
receiving stable doses of concomitant methotrexate but 
with unsatisfactory clinical response. Final Clinical Study 
Report. Report No. , May 2013. 

INVESTIGATORS / CENTERS AND 
COUNTRIES 

40 centers in 8 countries (United Kingdom [11 centers], 
Spain [10 centers], Canada [7 centers], Russia [6 centers], 
Belgium [2 centers], New Zealand [2 centers], Netherlands 
[1 center] and Australia [1 center]). 

PUBLICATION (REFERENCE) 
 

NA 

PERIOD OF TRIAL 
 

First patient entered:  
26th October 2005 
Reporting period: 
Date of last clinical cut-off 
19th July 2011 to last patient 
last visit 6th February 2013 

CLINICAL PHASE 
 

I/II 

OBJECTIVES 
 

PRIMARY: 
• To evaluate the safety and tolerability of escalating 

single intravenous (iv) doses of ocrelizumab (OCR) in 
combination with methotrexate (MTX) in patients with 
moderate to severe rheumatoid arthritis (RA). 

SECONDARY: 
• To evaluate the efficacy of OCR in combination with 

MTX in patients with moderate to severe RA at 24 
weeks. 

• To characterize the pharmacokinetics of OCR. 
• To characterize the pharmacodynamics of OCR by 

evaluation of the relationship between the dose of OCR 
and the onset, extent and duration of peripheral B-cell 
depletion. 

• To collect research samples for evaluation of potential 
biomarkers, which may be predictive of response to 
OCR treatment. 

• To evaluate the effect of infusion time on the safety of 
administration of OCR. 








