
  HIGHLIGHTS OF PRESCRIBING INFORMATION
These highlights do not include all the information needed 
to use Gemcitabine for Injection, USP safely and effec-
tively. See full prescribing information for Gemcitabine for 
Injection, USP.
Gemcitabine for Injection, USP, Powder, Lyophilized, For 
Solution For Intravenous Use
Initial U.S. Approval: 1996_____ INDICATIONS AND USAGE _____
Gemcitabine for Injection, USP is a nucleoside metabolic inhibi-
tor indicated for: 

____ DOSAGE AND ADMINISTRATION ____

 

____ DOSAGE FORMS AND STRENGTHS ____

______ CONTRAINDICATIONS ______
____ WARNINGS AND PRECAUTIONS ____

______ ADVERSE REACTIONS ______
≥ -

To report SUSPECTED ADVERSE REACTIONS, contact APP 
Pharmaceuticals, LLC, Medical Affairs at 1-800-551-7176 or 
FDA at 1-800-FDA-1088 or www.fda.gov/medwatch.

See 17 for PATIENT COUNSELING INFORMATION
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FULL PRESCRIBING INFORMATION

1 INDICATIONS AND USAGE
1.1 Ovarian Cancer 

1.2 Breast Cancer

1.3 Non-Small Cell Lung Cancer

-

1.4 Pancreatic Cancer 
  Gemcitabine for Injection is indicated as first-line treatment 

-

2 DOSAGE AND ADMINISTRATION

2.1 Ovarian Cancer 
-

-

≥ 6

≥ 6

 
-

-

Table 1: Day 8 Dosage Reduction Guidelines  
for Gemcitabine for Injection in Combination  

with Carboplatin
 Absolute  
 granulocyte count  Platelet count % of 
 (x 106/L)  (x 106/L) full dose
 ≥1500 And ≥100,000 100
 1000 to 1499 and/or 75,000 to 99,999 50
 <1000 and/or <75,000 Hold

-
-

-

 
 on 

6

6

6

-

2.2 Breast Cancer
  Gemcitabine for Injection should be administered intra-

-

≥ 6

≥ 6

 
-

Table 2: Day 8 Dosage Reduction Guidelines for 
Gemcitabine in Combination with Paclitaxel

 Absolute  
 granulocyte count  Platelet count % of 
 (x 106/L)  (x 106/L) full dose
 ≥1200 And >75,000 100
 1000 to 1199 Or 50,000 to 75,000 75
 700 to 999 And ≥50,000 50
 <700 Or <50,000 Hold

2.3 Non-Small Cell Lung Cancer

schedule has not been determined [see Clinical Studies 
(14.3)].

 

 should 
-

 

-

-

-

2.4 Pancreatic Cancer
-

 
-

[see Warnings and 
Precautions (5.2)].

[see Warnings and Precautions (5.2) 
and Clinical Pharmacology(12.3)].

-

Table 3: Dosage Reduction Guidelines
 Absolute  
 granulocyte count  Platelet count % of 
 (x 106/L)  (x 106/L) full dose
 ≥1000 And ≥100,000 100
 500 to 999 Or 50,000 to 99,999  75
 <500 Or <50,000 Hold

-
-
-

6
6 -

-

6 6

2.5 Preparation and Administration Precautions

-

[see References (15)]
2.6  Preparation for Intravenous Infusion Administration

-
-

 

-

 

-

-

-

-

3 DOSAGE FORMS AND STRENGTHS

 

4 CONTRAINDICATIONS

5 WARNINGS AND PRECAUTIONS

5.1 Infusion Time

[see Clinical Studies (14.5)].
5.2 Hematology

-
[see 

Adverse Reactions (6.1)],

[see Dosage and 
Administration (2.1, 2.2, 2.3, and 2.4)].

5.3 Pulmonary

-
[see Adverse 

Reactions (6.1 and 6.2)].
5.4 Renal

-

[see Adverse Reactions (6.1 and 6.2)].

-
[see Use In 

Specific Populations (8.6)].

5.5 Hepatic

[see Adverse Reactions (6.1 and 6.2)].

-

[see Use In Specific Populations (8.7)].
5.6 Pregnancy

-
-

[see Use In Specific Populations (8.1)].

5.7 Laboratory Tests

-
sion is detected [see Dosage and Administration (2.1, 2.2, 
2.3, and 2.4)].

thereafter [see Dosage and Administration (2.4)].
5.8 Radiation Therapy

 >
-

-

  ≤

-

 
 

-
-

-

-

6 ADVERSE REACTIONS

6.1 Clinical Trials Experience

-

 

-
[see Dosage and 

Administration (2.1, 2.2, 2.3, and 2.4)].

-

-

  Hematologic -

-

-
-

[see Dosage and Administration (2.1, 2.2, 2.3, and 2.4)].

  Gastrointestinal

  Hepatic

[see Adverse Reactions (6.2)].

  Renal

-

-

-

required [see Adverse Reactions (6.2)].

  Fever 

-

  Rash

  Pulmonary -
-

[see Adverse Reactions (6.2)]. 

  Edema

  Flu-like Symptoms

-

-

  Infection

  Alopecia

  Neurotoxicity -

  Extravasation

  Allergic

[see Contraindications (4)].

  Cardiovascular -

[see 
Adverse Reactions (6.2)].

 

-

-

-

-

-

-

-

-

-

-

-

-

-

-

-

had dose reductions or omissions of a scheduled dose 

 

-

≥

 
-
-

-
≥

-
-

-

-

6.2 Post-Marketing Experience

  Cardiovascular

  Vascular Disorders

  Skin

-

  Hepatic
-

  Pulmonary

-
-

  Renal

-

  Injury, Poisoning, and Procedural Complications 
[see 

Warnings and Precautions (5.8)].
7 DRUG INTERACTIONS

-
-
-

[see Clinical 
Pharmacology (12.2 and 12.3)].

8 USE IN SPECIFIC POPULATIONS
8.1 Pregnancy

-

 
-

GEMCITABINE
FOR INJECTION, USP 

Table 5: Selected CTC-Graded Adverse Reactions From Comparative Trial of  
Gemcitabine Plus Cisplatin Versus Single-Agent Cisplatin in NSCLC 

CTC Grades (% incidence)a

  Gemcitabine plus Cisplatinb   Cisplatinc

 All Grades Grade 3 Grade 4 All Grades Grade 3 Grade 4
Laboratoryd

Hematologic
Anemia 89 22 3 67 6 1
RBC Transfusione 39   13  
Leukopenia 82 35 11 25 2 1
Neutropenia 79 22 35 20 3 1
Thrombocytopenia 85 25 25 13 3 1
Platelet Transfusionse 21   <1
Lymphocytes 75 25 18 51 12 5

Hepatic
Transaminase 22 2 1 10 1 0
Alkaline Phosphatase 19 1 0 13 0 0

Renal
Proteinuria 23 0 0 18 0 0
Hematuria 15 0 0 13 0 0
Creatinine 38 4 <1 31 2 <1

Other Laboratory
Hyperglycemia 30 4 0 23 3 0
Hypomagnesemia 30 4 3 17 2 0
Hypocalcemia 18 2 0 7 0 <1

Non-laboratoryf

Nausea 93 25 2 87 20 <1
Vomiting 78 11 12 71 10 9
Alopecia 53 1 0 33 0 0
Neuro Motor 35 12 0 15 3 0
Neuro Hearing 25 6 0 21 6 0
Diarrhea 24 2 2 13 0 0
Neuro Sensory 23 1 0 18 1 0
Infection 18 3 2 12 1 0
Fever 16 0 0 5 0 0
Neuro Cortical 16 3 1 9 1 0
Neuro Mood 16 1 0 10 1 0
Local 15 0 0 6 0 0
Neuro Headache 14 0 0 7 0 0
Stomatitis 14 1 0 5 0 0
Hemorrhage 14 1 0 4 0 0
Dyspnea 12 4 3 11 3 2
Hypotension 12 1 0 7 1 0
Rash 11 0 0 3 0 0

a  ≥
b

c 
d 
e 
f 

Table 6: Selected WHO-Graded Adverse Reactions From Comparative Trial of  
Gemcitabine Plus Cisplatin Versus Etoposide Plus Cisplatin in NSCLC 

WHO Grades (% incidence)a

  Gemcitabine plus Cisplatinb  Etoposide plus Cisplatinc

 All Grades Grade 3 Grade 4 All Grades Grade 3 Grade 4
Laboratoryd

Hematologic
Anemia 88 22 0 77 13 2
RBC Transfusionse 29   21  
Leukopenia 86 26 3 87 36 7
Neutropenia 88 36 28 87 20 56
Thrombocytopenia 81 39 16 45 8 5
Platelet Transfusionse 3   8  

Hepatic
ALT 6 0 0 12 0 0
AST 3 0 0 11 0 0
Alkaline Phosphatase 16 0 0 11 0 0
Bilirubin 0 0 0 0 0 0

Renal
Proteinuria 12 0 0 5 0 0
Hematuria 22 0 0 10 0 0
BUN 6 0 0 4 0 0
Creatinine 2 0 0 2 0 0

Non-laboratoryf, g

Nausea and Vomiting 96 35 4 86 19 7
Fever 6 0 0 3 0 0
Rash 10 0 0 3 0 0
Dyspnea 1 0 1 3 0 0
Diarrhea 14 1 1 13 0 2
Hemorrhage 9 0 3 3 0 3
Infection 28 3 1 21 8 0
Alopecia 77 13 0 92 51 0
Stomatitis 20 4 0 18 2 0
Somnolence 3 0 0 3 2 0
Paresthesias 38 0 0 16 2 0

a 
b  

c  

d  
e  
f  

Table 7: Adverse Reactions From Comparative Trial of Gemcitabine Plus Paclitaxel Versus Single-Agent Paclitaxel in Breast Cancera

CTC Grades (% incidence)
  Gemcitabine plus Paclitaxel     (N=262)  Paclitaxel     (N=259)
 All Grades Grade 3 Grade 4 All Grades Grade 3 Grade 4
Laboratoryb

Hematologic
Anemia 69 6 1 51 3 <1
Neutropenia 69 31 17 31 4 7
Thrombocytopenia 26 5 <1 7 <1 <1
Leukopenia 21 10 1 12 2 0

Hepatobiliary
ALT 18 5 <1 6 <1 0
AST 16 2 0 5 <1 0

Non-laboratoryc

Alopecia 90 14 4 92 19 3
Neuropathy-sensory 64 5 <1 58 3 0
Nausea 50 1 0 31 2 0
Fatigue 40 6 <1 28 1 <1
Myalgia 33 4 0 33 3 <1
Vomiting 29 2 0 15 2 0
Arthralgia 24 3 0 22 2 <1
Diarrhea 20 3 0 13 2 0
Anorexia 17 0 0 12 <1 0
Neuropathy-motor 15 2 <1 10 <1 0
Stomatitis/pharyngitis 13 1 <1 8 <1 0
Fever 13 <1 0 3 0 0
Rash/desquamation 11 <1 <1 5 0 0

a ≥
b
c

Table 4: Selected WHO-Graded Adverse Reactions in Patients Receiving Single-Agent Gemcitabine  
WHO Grades (% incidence)a

     Pancreatic Cancer  Discontinuations
  All Patientsb   Patientsc  (%)d

 All Grades Grade 3 Grade 4 All Grades Grade 3 Grade 4 All Patients
Laboratorye

Hematologic
Anemia 68 7 1 73 8 2 <1
Leukopenia 62 9 <1 64 8 1 <1
Neutropenia 63 19 6 61 17 7 -
Thrombocytopenia 24 4 1 36 7 <1 <1

Hepatic       <1
ALT 68 8 2 72 10 1
AST 67  6 2 78 12 5
Alkaline Phosphatase 55 7 2 77 16 4
Bilirubin 13 2 <1 26 6 2

Renal       <1
Proteinuria 45 <1 0 32 <1 0
Hematuria 35 <1 0 23 0 0
BUN 16 0 0 15 0 0
Creatinine 8 <1 0 6 0 0

Non-laboratoryf

Nausea and Vomiting 69 13 1 71 10 2 <1
Fever 41 2 0 38 2 0 <1
Rash 30 <1 0 28 <1 0 <1
Dyspnea 23 3 <1 10 0 <1 <1
Diarrhea 19 1 0 30 3 0 0
Hemorrhage 17 <1 <1 4 2 <1 <1
Infection 16 1 <1 10 2 <1 <1
Alopecia 15 <1 0 16 0 0 0
Stomatitis 11 <1 0 10 <1 0 <1
Somnolence 11 <1 <1 11 2 <1 <1
Paresthesias 10 <1 0 10 <1 0 0

a 

b

c

d

e

f  ≥

Table 8: Adverse Reactions From Comparative Trial of Gemcitabine Plus Carboplatin Versus Single-Agent Carboplatin  
in Ovarian Cancera

CTC Grades (% incidence)
  Gemcitabine plus Carboplatin     (N=175)  Carboplatin     (N=174) 
 All Grades Grade 3 Grade 4 All Grades Grade 3 Grade 4
Laboratoryb      
Hematologic
Neutropenia 90 42 29 58 11 1
Anemia  86  22  6 75  9  2 
Leukopenia  86  48  5  70  6  <1
Thrombocytopenia  78  30  5  57  10  1 
RBC Transfusionsc 38   15 
Platelet Transfusionsc 9    3 

Non-laboratoryb 
Nausea  69  6  0  61  3  0 
Alopecia  49  0  0  17  0  0 
Vomiting  46  6  0  36  2  <1 
Constipation  42  6  1  37  3  0 
Fatigue  40  3  <1  32  5  0 
Neuropathy-sensory  29  1  0  27  2  0 
Diarrhea  25  3  0  14  <1 0 
Stomatitis/pharyngitis  22  <1  0  13  0  0 
Anorexia  16  1  0  13  0  0 

a ≥
b

c

 



-

-

[see Warnings and 
Precautions (5.6)].

8.3 Nursing Mothers

8.4 Pediatric Use

-

 

-

8.5 Geriatric Use
[see Clinical 

Pharmacology (12.3)]. -
[see Dosage and 

Administration (2.1, 2.2, 2.3, and 2.4)]

-

[see Clinical 
Studies (14.1)],

≥

8.6 Renal

-
-

[see Adverse Reactions (6.1 and 6.2)].

-
[see Warnings 

and Precautions (5.4)].
8.7 Hepatic

[see Adverse Reactions (6.1 and 6.2)]. 

-

-

[see Warnings and 
Precautions (5.5)].

8.8 Gender 
[see 

Clinical Pharmacology (12.3)].
-

dence that unusual dose adjustments [see Dosage and 
Administration (2)]

-

-

10 OVERDOSAGE

-

-

11 DESCRIPTION
  Gemcitabine for Injection is a nucleoside metabolic 
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12 CLINICAL PHARMACOLOGY
12.1 Mechanism of Action

-

-

-

nucleoside causes a reduction in the concentrations of 

-

-

12.2 Pharmacodynamics

in vitro. -

In vivo,

-

12.3 Pharmacokinetics
 Absorption and Distribution

-

 

-

 Metabolism

-

 Excretion

-

Table 9: Gemcitabine Clearance and Half-Life  
for the “Typical” Patient

 Age Clearance Clearance Half-Lifea  Half-Lifea 
  Men Women Men Women
  (L/hr/m2) (L/hr/m2) (min) (min)
 29 92.2 69.4 42 49
 45 75.7 57 48 57
 65 55.1 41.5 61 73
 79 40.7 30.7 79 94
a

-

 Drug Interactions

 

hours [see Drug Interactions (7)]

-

13 NONCLINICAL TOXICOLOGY

13.1 Carcinogenesis, Mutagenesis, Impairment of Fertility

in vitro in a mouse 
in 

vivo -
in vivo sister chromatid 

in vitro
in vitro. 

-
 

14 CLINICAL STUDIES

14.1 Ovarian Cancer

-

-

-
-

Table 10: Gemcitabine Plus Carboplatin Versus 
Carboplatin in Ovarian Cancer – Baseline 

Demographics and Clinical Characteristics

   Gemcitabine/  
   Carboplatin Carboplatin
  Number of randomized patients 178 178
  Median age, years 59 58 
    Range 36 to 78 21 to 81
  Baseline ECOG  94% 95% 
    performance status 0-1a

  Disease Status 
    Evaluable 7.9% 2.8% 
    Bidimensionally measurable 91.6% 95.5%
  Platinum-free intervalb
    6 to 12 months 39.9% 39.9% 
    >12 months 59% 59.6%
  First-line therapy 
    Platinum-taxane combination 70.2% 71.3% 
    Platinum-non-taxane combination 28.7% 27.5% 
    Platinum monotherapy 1.1% 1.1%
a  Nine patients (5 on the gemcitabine plus carboplatin arm and 

4 on the carboplatin arm) did not have baseline Eastern Cooperative 
Oncology Group (ECOG) performance status recorded.

b  Three patients (2 on the gemcitabine plus carboplatin arm and 
1 on the carboplatin arm) had a platinum-free interval of less than 
6 months.

Table 11: Gemcitabine Plus Carboplatin  
Versus Carboplatin in Ovarian Cancer – Results of 

Efficacy Analysis
 Gemcitabine/
 Carboplatin   Carboplatin 
 (N=178)  (N=178) 
PFS
  Median  
    (95%, C.I.) months 8.6 (8, 9.7) 5.8 (5.2, 7.1) p=0.0038d

  Hazard Ratio (95%, C.I.) 0.72 (0.57, 0.9)
Overall Survival      
  Median  
    (95%, C.I.) months  18 (16.2, 20.3)   17.3 (15.2, 19.3) p=0.8977d

Hazard Ratio (95%, C.I.) 0.98 (0.78, 1.24)
Adjusteda Hazard Ratio 
  (95%, C.I.) 0.86 (0.67, 1.1)
Investigator Reviewed 
  Overall Response Rate 47.2% 30.9% p=0.0016e

    CR 14.6% 6.2%
    PR + PRNMb 32.6% 24.7%
Independently Reviewed
Overall Response Ratec, f 46.3% 35.6% p=0.11e

    CR 9.1% 4%
    PR + PRNM 37.2% 31.7%

a 

b 
c -

d 
e 
f 

 
 
 

Figure 1: Kaplan-Meier Curve of Progression Free 
Survival in Gemcitabine Plus Carboplatin Versus 

Carboplatin in Ovarian Cancer (N=356)
14.2 Breast Cancer

-

-

 administered 

-

Table 12: Gemcitabine Plus Paclitaxel Versus  
Paclitaxel in Breast Cancer

 Gemcitabine/Paclitaxel Paclitaxel
Number of patients 267 262
Median age, years 53 52
  Range 26 to 83 26 to 75
Metastatic disease 97% 96.9%
Baseline KPSa 
  ≥90 70.4% 74.4%
Number of tumor
sites
  1 to 2 56.6% 58.8%
  ≥3 43.4% 41.2%
Visceral disease 73.4% 72.9%
Prior anthracycline 96.6% 95.8%
Overall Survivalb

Median (95%, C.I.) 18.6 (16.5, 20.7) 15.8 (14.1, 17.3)
Hazard Ratio
  (95%, C.I.) 0.86 (0.71, 1.04)
Time to
  Documented 
Disease 
Progressionc

  Median (95%, C.I.), 5.2 (4.2, 5.6) 2.9 (2.6, 3.7) p<0.0001
  months 
Hazard Ratio
  (95%, C.I.) 0.65 (0.524, 0.805) p<0.0001
Overall Response
Ratec (95%, C.I.) 40.8% (34.9, 46.7) 22.1% (17.1, 27.2) p<0.0001
a
b
c

-

 

Figure 2: Kaplan-Meier Curve of Time to Documented 
Disease Progression in Gemcitabine Plus Paclitaxel 

Versus Paclitaxel Breast Cancer Study (N=529)

Table 14: Gemcitabine Versus 5-FU in  
Pancreatic Cancer

 Gemcitabine 5-FU
Number of 
patients 63 63
  Male 34 34
  Female 29 29
Median age 62 years 61 years
  Range 37 to 79 36 to 77
Stage IV disease 71.4% 76.2%
Baseline KPSa 
≤70 69.8% 68.3%

Clinical benefit  22.2% 4.8% 
  response (Nc=14) (Nc=3) p=0.004e

Survival 
  Median 5.7 months 4.2 months p=0.0009
  6-month  
    probabilityb (N=30) 46% (N=19) 29%
  9-month  
    probabilityb (N=14) 24% (N=4) 5%
  1-year    
    probabilityb (N=9) 18% (N=2) 2% 
  Range 0.2 to 18.6 months 0.4 to 15.1+d months 
  95% C.I. of the       median 4.7 to 6.9 months 3.1 to 5.1 months
Time to Disease 
  Progression   p=0.0013
  Median 2.1 months 0.9 months 
  Range 0.1+d to 9.4 months 0.1 to 12+d months 
  95% C.I. of  
    the median 1.9 to 3.4 months 0.9  to 1.1 months

a
b 
c
d
e

-

-

-

 

 Figure 4: Kaplan-Meier Survival Curve

14.5  Other Clinical Studies

-

 

-

-

infusion [see Clinical Pharmacology (12.3)] -

 [see Warnings and Precautions (5.1)].
15 REFERENCES

-

-

16  HOW SUPPLIED/STORAGE AND HANDLING
16.1 How Supplied

Product NDC
No. No. Strength

16.2 Storage and Handling
-
-

[see Dosage and 
Administration (2.5 and 2.6)]

17 PATIENT COUNSELING INFORMATION
17.1 Low Blood Cell Counts

-

[see Warnings and 
Precautions (5.2)].

14.3 Non-Small Cell Lung Cancer (NSCLC)
-

 

  

 

-

-

   

 

 on 

Figure 3: Kaplan-Meier Survival Curve in Gemcitabine 
Plus Cisplatin Versus Cisplatin NSCLC Study 

(N=522)

14.4  Pancreatic Cancer
-

-

-

-

≥ -

-

≥ ≥

-

 
-

-
-

17.2 Pregnancy

[see Warnings and Precautions (5.6) and Use in Specific 
Populations (8.1)].

17.3 Nursing Mothers

mother [see Use in Specific Populations (8.3)]. 

Table 13: Randomized Trials of Combination Therapy with Gemcitabine Plus Cisplatin in NSCLC
Trial 28-day Schedulea 21-day Scheduleb

c c

d

d

e e

a  on 

b

c 
d
e
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