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SHP620-302: Phase 3 Pre-emptive Maribavir for CMV Viremia in Stem Cell 

Transplant Recipients 

Population Study drug administration 

(8 weeks) 

1:1 randomization 

Double-blind VAL 900mg BID (N=275) 

Double-blind MBV 400mg BID (N=275) 

 

• Stem cell transplant 

recipients 
 

• Pre-emptive treatment of 

CMV viremia 

(asymptomatic) 

 

Post-Rx follow-up 

(12 weeks) 

• Confirmed clearance of plasma CMV DNA (CMV viremia clearance) at the end of 8 weeks of treatment 

• Key Secondary - Maintenance of CMV viremia clearance achieved after the end of 8 weeks of treatment 

through Study Week 16 

CMV, Cytomegalovirus; MBV, Maribavir; VAL, valganciclovir 

• Target 550 patients enrolled at sites in North America, Latin America, Europe, and Asia Pacific 

• Open in North America & Europe and actively recruiting subjects 

• Web link to see active sites: www.shiretrials.com/transplant 

 

Weekly/Bi-Weekly Follow-up 

Visits 

Source: clinicaltrials.gov 

Primary 

Endpoint 

Current 

Status 

http://www.shiretrials.com/transplant


SHP620-303: Phase 3 Open-Label Maribavir Compared with Investigator-Assigned 

Treatment  of Resistant/Refractory CMV Infection in Transplant Recipients 

Population Study drug administration (8 weeks) 

2:1 randomization 

Investigator-Assigned Therapy (N=117) 

Maribavir 400mg BID (N=234) 
 

• Stem Cell and Solid Organ 

Transplant Recipients 
 

• Resistant/Refractory CMV 

infection 

 

Post-Rx follow-up        

(12 weeks) 

• Confirmed clearance of plasma CMV DNA (CMV viremia clearance) at the end of 8 weeks of treatment 

• Key secondary - CMV viremia clearance at the end of 8 weeks of treatment and resolution/improvement 

of tissue invasive CMV disease for subjects symptomatic at baseline or achievement of clearance of 

viremia and no symptoms of tissue invasive CMV disease for subjects asymptomatic at baseline at the 

end of 8 weeks of treatment, followed by maintenance of this treatment effect for an additional 8 weeks off 

treatment 

• Target 351 subjects enrolled at sites in North America, Europe, and Asia Pacific 

• Open and actively recruiting subjects at sites in all regions 

• Web link to see active sites: www.shiretrials.com/transplant 

Weekly/Bi-Weekly Follow-up 

Visits 

CMV, Cytomegalovirus 

Source: clinicaltrials.gov 

Primary 

Endpoint 

Current 

Status 

http://www.shiretrials.com/transplant

