
Patients with advanced mltiple myeloma (Failed 2 line s of 
therapy)
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Safety, tolerability and Efficacy study

Anti-cancer drug
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Phase I study
Multi-centric
Open label
Dose escalation study (6 Cohorts)
21 patients to be enrolled 
Study duration: 12-18 months per patient. Study to 
continue till disease progression.
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Case 7 – Multiple Myeloma



Key Challenges/Achievements:

• Regulatory approval was granted despite the fact that 
Indian patients would often be exposed first to the next 
higher dose in this dose-escalating first-in-patients 
design. 

• SIRO guided the sponsor with regard to the presentation 
of all available pre-clinical safety data and other 
commitments that would be required by DCCI. 

• Indian investigators have enrolled six patients in a span 
of seven months (Feb 2007) from four active sites out of 
the total global enrollment of eleven (beginning Jan 
2006).
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Key Challenges/Achievements – Multiple Myleloma Study

Challenges: In terms of patient recruitments: 

• The study being a Phase I trial, it was a difficult task to convince the 
PIs since the study is mainly about safety in this therapeutic area and 
efficacy is the secondary objective.

• Consenting the patients to participate in the Bone marrow PK 
evaluation was difficult for the PIs as the patients tend to find the 
biopsy procedure very painful and cumbersome.

• Most of the centers have patients coming in from distant places.
Hence, the PIs requested us to aid the patients with travel and 
sustenance re—imbursement. 

• This study involves 3 Central labs and one local lab to be coordinated 
simultaneously for assessment of the patient. It was a continuous 
effort for the site to manage the logistics and for us to train the site. 
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