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Cancer efficacy of Gem/Doce 

                                                                               

                                               

 

  

                                    

    
  

Weighted mean 
RFS 
 

BCG 
states 

12 
months 

24 
months 

60% 42% BCG 
failure 

80% 75% BCG 
naïve 

Weighted mean PFS 
 

BCG status 

92% BCG failure 

98% BCG naïve 

Long term follow-up (5 years) 
Oncological outcomes 

Progression-free 
survival 

82% 

Cystectomy-free 
survival 

75% 

Cancer-specific 
survival 

91% 

Overall survival 64% 

Cystectomy rate 
BCG failure 

Treatment  

10-35% Gem/Doce 

3-50% BCG 

 

Gemcitabine/Docetaxel (Gem/Doce) Fact Sheet 

What constitutes Gem/Doce therapy? 

Indications for Gem/Doce 

Sequential intravesical gemcitabine and docetaxel 

(Gem/Doce) therapy consists of two drugs, Gem and 

Doce, used in sequence one right after the other. It was 

first described by Dr. Michael O’Donnell and colleagues 

in 2015 at the University of Iowa in the US for NMIBC 

patients in whom BCG therapy had failed [1].   

Intravesical Gem/Doce therapy may be used for 
intermediate and high-risk BCG-unresponsive NMIBC 
patients who are unfit or refuse surgery for bladder 
preservation [2–6]. It has also been shown to work at 
least as well as BCG for first-line therapy of intermediate 
and high-risk BCG-naïve NMIBC, mainly when BCG 
therapy is unavailable [7-10]. 

Sequential administration of 1 g Gem 
in 50 ml NS (60-90 min), then drain and 
give Doce 37.5 mg in 50 cc NS (60–90 
min).  

Pre-treatment Recommendations: 

-Avoid/restrict excess fluid, caffeine, 
alcohol, and diuretics 4-6 hours prior. 
 

-Oral sodium bicarbonate (1300 mg) 
night before and morning of Gem/Doce 
to reduce urine acidity from Gem.  

-Oral ondansetron (4 mg) and/or 
naproxen (220-250 mg)/ ibuprofen 
(600 mg) if nausea or bladder pain 
occur, respectively. 

-Antispasmodics for patients with 
bladder irritability or spasms. 

 

          Cost of therapy 

-The mean costs per patient at 2 

years is approximately $12,363 for 

BCG therapy vs. $7,090 for 

Gem/Doce [11]. 

- Radical Cystectomy costs at 90 days 

is more than $50,000. 

 

[8]. 

 
RFS: Recurrence-Free Survival 
HG RFS: High-Grade RFS 
PFS: Progression-Free Survival 

-4-7% of recurrences are limited to 

Ta low grade (LG). Accordingly, the 

HG RFS is ≈ 4-7% higher than 

the overall RFS. 

Non-Muscle Invasive 

Bladder Cancer 

(NMIBC) 

Gem/Doce Protocol 



       

       Efficacy of Gem/Doce vs. BCG therapy in BCG naïve patients 

  

 

 

        

        Gem/Doce results for BCG failures 

  

 

 

  

 

      Toxicity of Gem/Doce therapy 

 

 

 

 

 

 

 

 

 

       Future directions 

       

 

      

 

53% 56% 61%
38% 40%

50%

RFS at 12 mo RFS at 24 mo

Weighted mean RFS 
 

Therapy 

12 months 24 months 

70% 60% BCG 

80% 75% Gem/Doce 

Weighted mean RFS 
 

Therapy 

12 months 24 months 

82% 74% BCG 

84% 76% Gem/Doce 

Gem/Doce has shown better 

efficacy than BCG for high-risk 

disease and similar efficacy for 

intermediate-risk disease. These 

results are based on cohort studies. 

 

Gem/Doce generally works better for high-

grade papillary tumors without CIS and in BCG 

relapsing vs. refractory cases (recurrence after 

achieving a disease-free state at 6 months after 

adequate BCG vs. never disease free after BCG). 

 

53%
65%

32%
46%

BCG Refractory (n=107) BCG relapsing (n=96)

RFS at 12 mo RFS at 24 mo

-Local side effects from BCG 

therapy occur in ~60% of cases, 

and systematic side effects occur in 

up to 35% of cases. Overall 5% are 

serious. 

-Treatment regimens are affected by 

BCG toxicity (delay or 

discontinuation) in up to 30% of 

cases. 

 Documented toxicity of Gem/Doce is generally mild 

in most studies. ~50% report no side effects. 

 Grade III or higher adverse events are rare <1%. 

 Most adverse events are related to irritative 

urinary symptoms (dysuria, frequency, hematuria). 

However, mild-moderate tiredness lasting 1-2 days 

and/or mild nausea < 24 hours may also occur. 

 Adverse events that affect treatment schedules 
range from 6% to 16%. 

 Only about 3-4% of patients are unable to tolerate 
a full 6 weeks’ induction regimen (vs. 10% for BCG). 

A Randomized Phase III Trial of Intravesical BCG versus Intravesical 

Docetaxel and Gemcitabine Treatment in BCG Naive Non-Muscle 

Invasive Bladder Cancer (The BRIDGE Trial) 

Average results from multiple published clinical trials 

published.  

High-risk NMIBC Intermediate-risk NMIBC 

For BCG-failure intermediate risk disease, all 

tumor stages and grades appear to be equally 

responsive to Gem/Doce. 

 Patients with high-risk disease who fail on BCG 

therapy will benefit from a monthly 

maintenance regimen of Gem/Doce for 24 

months. This is associated with better 2-year 

RFS than patients who did not receive 

maintenance therapy. Hazard ratio = 2.37 

(p<0.01) [3]. 
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