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Number of patients A total of 729 patients completed the DB part of the GATE. 728 patients entered 
the open label extension, 324 patients in the GTR/GTR group, 323 in the 
GA/GTR group, and 81 in the PLC (placebo)/GTR group. All received GTR 
(generic glatiramer acetate) at 20 mg/mL daily. 

Patient population  Patients diagnosed with RRMS from the 3 treatments group (Glatect, Copaxone 
& placebo) in the double blind GATE study. 

Inclusion Criteria Patients eligible for the double-blind study were aged 18–55 years, had RRMS 
fulfilling the McDonald criteria, Expanded Disability Status Scale (EDSS) score of 
0–5.5, at least one documented relapse in the previous year, and 1–15 
gadolinium-enhancing lesions on T1-weighted brain MRI at screening. (for 
detailed inclusion criteria – please refer to the DB clinical summary)  

All patients completing the double-blind study on assigned treatment 
were eligible to continue into the 15-month open-label extension.   

Exclusion Criteria  Same as in the DB phase study.  

Study design  Phase III clinical trial (GATE) followed by a 15-month open-label extension where 
all patients from the tree groups were treated with GTR (Glatect). 

Centers involved  Patients from 118 sites in 17 countries were enrolled into the double-blind part of 
the trial between December 2011 and March 2013. 

Countries involved United States:California, Florida, Illinois, North Carolina, Ohio. Belarus, Bosnia, 
Herzegovina, Bulgaria, Croatia, Czech Republic, Estonia, Georgia, Germany, 
Italy, Mexico, Republic of Moldova, Poland, Romania, Russian Federation, 
Serbia, South Africa, Ukraine, United Kingdom. 

Randomization / 
Administration of product 

Initially in the GATE Study (9 months), all eligible participants were randomized in 
a 4.3:4.3:1 ratio to receive generic glatiramer acetate (20mg), brand glatiramer 
acetate (20mg), or matching placebo by daily subcutaneous injection for 9 
months. In the GATE Extension Study (15 months), all patients were treated with 
GTR (Glatect) in an open-label extension study. 

Duration of study Fifteen months after an initial 9 months of treatment.  

Objective of study The objectives of the open-label extension were to evaluate efficacy, safety, and 
tolerability of prolonged  (2-year) GTR treatment and of switching from GA to 
GTR.  
In addition, the formation of glatiramer antidrug antibodies (ADAs) over the 
duration of the entire trial was evaluated. 

Primary endpoints The primary efficacy end point was the total number of gadolinium-enhancing 
lesions (i.e., the cumulative number of new and persisting gadolinium-enhancing 
lesions) during months 12, 18 and 24 months. 

Other endpoints  Additional endpoints included other magnetic resonance imaging parameters, 
annualized relapse rate, and Expanded Disability Status Scale score. Safety 
parameters were also assessed  

Other therapy allowed? Same as the DB phase study. 

Study results Baseline characteristics and follow-up 
Of 728 patients who entered the open-label extension, 670 (92.0%) completed 
the trial, with 304 (93.8%) patients in the GTR/GTR group, 300 (92.9%) in the 
GA/GTR group, and 66 (81.5%) in the PLC/GTR group. The most common 
reasons for discontinuation were withdrawal of consent (4.1%) and adverse event 
(1.4%) 



 

 
 
 

 
MRI outcomes.  
Assessments were similar between patients switched to GTR from Copaxone  
and those maintained on GTR:  

 the mean numbers of new and persisting gadolinium-enhancing lesions 
in the GTR/GTR and GA/GTR groups were similar at months 12, 18, and 
24 and averaged 0.6–0.7 in both groups.  

When switched from placebo, the effect of GTR was induced as expected: 
 In the PLC/GTR group, the mean number of new and persisting 

gadolinium-enhancing lesions declined from 1.7 at month 12 to 0.7 at 
month 18 and 0.9 at month 24. 

Other endpoints:  Changes in other MRI parameters (T2 lesion volume, T1 
hypointense lesion volume, and brain volume) were similar in the GTR/GTR 
and GA/GTR groups and larger in the PLC/GTR group 
Clinical outcomes.  
Relapse rates were comparable and were lower as compared to DB part 

 Estimated annualized relapse rates in the extension study were 
GTR/GTR: 0.21 (95% CI, 0.13–0.34), GA/GTR: 0.24 (95% CI, 0.15–
0.39), and PLC/GTR: 0.23 (95% CI, 0.12–0.42). The percentages of 
patients free from confirmed relapses were GTR/GTR: 78.4%, GA/GTR: 
75.2%, and PLC/GTR: 76.5%. The estimated annualized relapse rate in 
the GTR/GTR group over the complete 24 months of the trial was 0.25 
(95% CI, 0.18–0.37).  

EDSS scores were stable and comparable for patients switched to GTR and 
those maintained on GTR 

 The median change in EDSS score was 0.0 in all three groups. 
 
Glatiramer ADAs:  
The incidence and titer of glatiramer ADAs were comparable with GTR and GA 
treatment. Switching from GA to GTR did not affect ADA titers demonstrating a 
comparable immunogenicity.  

Adverse events  GTR treatment was well-tolerated by subjects who switched from Copaxone 
treatment, as reflected by a similar safety profile in GTR/GTR and 
Copaxone/GTR groups:  

 Similar proportions of patients reported adverse events in the GTR/GTR 
(33.3%) and GA/GTR (36.5%) groups compared to 43.2% in the 
PLC/GTR group.  Injection site reactions occurred in similar proportions 
in the GTR/GTR (1.2%) and GA/GTR (0.9%) groups versus 9.9% in the 
PLC/GTR group. Immediate post-injection reactions (within 5 min) 
occurred in 2.2%, 0.9%, and 1.2% of patients in the GTR/GTR, GA/GTR, 
and PLC/GTR groups, respectively. 

 Serious Adverse events (SAEs) were infrequent with similar rates in the 
GTR/GTR and GA/GTR groups. The most common SAEs were MS 
relapse, joint dislocation, and uterine leiomyoma  

 Clinically significant vital sign and laboratory abnormalities (blood 
hematology, biochemistry, and urinalyses) were uncommon in all three 
treatment groups. 

Conclusion  
 
 
 
 
 
 
 

The GATE trial demonstrates the efficacy, safety, and tolerability is maintained 
over 2 years with GTR in patients with RRMS based on a specifically designed 
and adequately powered clinical trial. Moreover, the extension part of this trial 
reported herein demonstrates that patients can be switched safely from branded 
GA to generic GTR without loss of efficacy, safety, or tolerability. These data 
should help patients and prescribers to positively consider GTR as an alternative 
to branded GA. 


