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Prior Authorization DRUG Guidelines 
 
 
 
 
 
 
 
 
 
 
 

Gemcitabine is a pyrimidine antimetabolite that inhibits DNA synthesis by inhibition of DNA 
polymerase and ribonucleotide reductase. 

 
 
 

Pre-Authorization Criteria:   

Breast cancer: First-line treatment of metastatic breast cancer (in combination with paclitaxel) 

after failure of adjuvant chemotherapy which contained an anthracycline, e.g. doxyrubicin 

(unless contraindicated);  

Non-small cell lung cancer (NSCLC): First-line treatment of inoperable, locally advanced (stage 

IIIA or IIIB) or metastatic (stage IV) NSCLC (in combination with cisplatin);  

Ovarian cancer: Treatment of advanced ovarian cancer (in combination with carboplatin) that 

has relapsed at least 6 months following completion of platinum-based chemotherapy;  

Pancreatic cancer: First-line treatment of locally advanced (nonresectable stage II or III) or 

metastatic (stage IV) pancreatic adenocarcinoma 

 

Off-Label:  

Biliary tract cancer, adjuvant therapy; Biliary tract cancer, advanced; Bladder cancer, muscle 

invasive, neoadjuvant therapy; Bladder cancer, non–muscle invasive, transitional cell, 

refractory; Cervical cancer, recurrent or persistent; Ewing sarcoma, refractory; Head and neck 

cancer: nasopharyngeal, locally advanced, advanced, or metastatic; Hodgkin lymphoma, 

relapsed; Malignant pleural mesothelioma; Non-Hodgkin lymphoma, relapsed or refractory; 

Osteosarcoma, refractory; Pancreatic cancer, potentially curable, adjuvant therapy; Renal 

carcinoma, non-clear cell, metastatic; Small cell lung cancer, refractory or relapsed; Soft tissue 

Gemzar (gemcitabine) 
 

Effective Date: 1/31/12 
Date Developed: 12/14/11 by Albert Reeves MD 

Last Approval Date: 1/26/16, 1/24/17, 1/23/18, 1/22/19, 2/18/20, 
8/3/21, 2/1/22, 1/31/23, 2/13/24, 2/18/25 
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sarcoma, advanced; Testicular cancer, refractory germ cell; Thymic malignancies, refractory; 

Unknown-primary carcinoma; Urothelial carcinoma, locally advanced, unresectable, or 

metastatic; Uterine sarcoma 

 
 

NOTE: VCHCP requires that Gemcitabine be prescribed by an Oncologist. 
 

Dosing: Adult 
 

Details concerning dosing in combination regimens should also be consulted. Note: 

Prolongation of the infusion time >60 minutes and administration more frequently than 

once weekly have been shown to increase toxicity. 
 

Pancreatic cancer, locally advanced or metastatic: I.V.: Initial: 1000 mg/m2 over 30 minutes 

once weekly for up to 7 weeks followed by 1 week rest; then once weekly for 3 weeks out 

of every 4 weeks 
 

Dose escalation: Patients who complete an entire cycle of therapy may have the dose in 

subsequent cycles increased by 25% as long as the absolute granulocyte count (AGC) nadir is 

>1500/mm3, platelet nadir is >100,000/mm3, and nonhematologic toxicity is less than WHO 

Grade 1. If the increased dose is 

tolerated (with the same parameters) the dose in subsequent cycles may again be increased 

by 20%. 
 
 
Pancreatic cancer, advanced (unlabeled dosing/combinations): I.V.: 1000 mg/m2 over 30 

minutes weekly for up to 7 weeks followed by 1 week rest; then weekly for 3 weeks out of 

every 4 weeks (in combination with erlotinib) (Moore, 2007) or 1000 mg/m2 over 30 minutes 

days 1, 8, and 15 every 4 weeks (in combination with capecitabine) (Cunningham, 2009) 

or 1000 mg/m2 over 30 minutes days 1 and 15 every 4 weeks (in combination with 

cisplatin) (Heinemann, 2006) or 1000 mg/m2 infused at 10 mg/m2/minute every 2 weeks (in 

combination with oxaliplatin) (Louvet, 2005) 
 
 
Nonsmall cell lung cancer, locally advanced or metastatic (in combination with cisplatin): 
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I.V.: 1000 mg/m2 over 30 minutes days 1, 8, and 15; repeat cycle 

every 28 days or 1250 mg/m2 over 30 minutes days 1 and 8; repeat cycle every  
21 days 

 
 

Breast cancer, metastatic (AGC should be ≥1500/mm3    and platelets 

≥100,000/mm3 prior to each cycle): I.V.: 1250 mg/m2 over 30 minutes days 1 and 8; repeat 

cycle every 21 days (in combination with paclitaxel) or (unlabeled dosing) as a single agent: 

800 mg/m2 over 30 minutes days 1, 8, and 15 of a 28- day treatment cycle (Carmichael, 1995) 
 
 
Ovarian cancer, advanced (AGC should be ≥1500/mm3    and platelets 

≥100,000/mm3 prior to each cycle): I.V.: 1000 mg/m2 over 30 minutes days 1 and 8; repeat 

cycle every 21 days (in combination with carboplatin) 

 

OFF-LABEL USES: Consult product literature 
 
 
ADVERSE EFFECTS: 
 

Bone marrow suppression,  Hemolytic uremic syndrome, Serious hepatotoxicity (including 

liver failure and death), Pulmonary toxicity, including adult respiratory distress syndrome, 

interstitial pneumonitis, pulmonary edema, and pulmonary fibrosis  
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