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WHAT IS IMFINZI? 
 

• IMFINZI is approved for the treatment of patients with unresectable Stage III non-small cell lung cancer (NSCLC) 
whose disease has not progressed following concurrent platinum-based chemotherapy and radiation therapy (CRT)1 

• IMFINZI is a human monoclonal antibody directed against programmed cell death ligand-1 (PD-L1)1  
o The tumor microenvironment of NSCLC significantly impairs lymphocyte function, helping the cancer to evade 

immune detection by exploiting inhibitory checkpoint pathways, such as PD-L1/PD-11  
o PD-L1 helps tumors to evade detection from the immune system through binding to the PD-1 receptor on 

cytotoxic T lymphocytes1  
o IMFINZI binds to PD-L1 and blocks the interaction of PD-L1 with PD-1 and CD80 (B7.1), countering the 

tumor’s immune-evading tactics and releasing the inhibition of immune responses1 

• The amount of IMFINZI administered is based on the weight of each individual patient. The recommended dose of 
IMFINZI is 10 mg/kg body weight administered as an intravenous infusion over 60 minutes every two weeks, until 
disease progression, unacceptable toxicity, or a maximum of 12 months1  

 

IMFINZI DATA IN UNRESECTABLE STAGE III NSCLC 
 

• The approval of IMFINZI for the treatment of certain patients with unresectable Stage III NSCLC is based on results 
from the Phase III PACIFIC trial, a randomized, double-blind, placebo-controlled, multi-center trial of IMFINZI in 
patients with unresectable Stage III NSCLC whose disease has not progressed following platinum-based CRT1 

o Data analyzed from this trial were obtained from 26 countries involving 713 patients1, 2 
o Patients had completed at least two cycles of concurrent platinum-based chemotherapy and definitive radiation 

within 1-42 days prior to randomization and had a WHO performance status of 0 or 1, were randomized 2:1 
and received IMFINZI 10mg/kg (n=476) or placebo (n=237) via intravenous infusion every two weeks for up to 
12 months or until unacceptable toxicity or disease progression1 

o The two primary endpoints of the PACIFIC trial were progression-free survival (PFS) and overall survival (OS) 
in patients receiving IMFINZI compared to placebo2 

o Select secondary endpoints include overall response rate (ORR), PFS at 12 months and 18 months from 
randomization, and duration of response (DoR)2  

▪ PFS, ORR, and DoR were assessed by BICR1, 2  
▪ OS and DoR data were not mature at the time of the analysis1, 4 
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• IMFINZI is the first treatment FDA-approved for patients with unresectable Stage III NSCLC who have not progressed 
following CRT, based on a statistically significant and clinically meaningful improvement in median PFS of 11.2 months 
compared to placebo (16.8 months for IMFINZI arm [n=476; 95% CI 13-18.1] vs 5.6 months for placebo arm [n=237; 
95% CI 4.6-7.8]; hazard ratio 0.52; 95% CI, 0.42-0.65; p<0.0001)1, 3, 4  

o Of the patients in the intent-to-treat population, IMFINZI also provided greater tumor responses, with an ORR 
of 26% in the IMFINZI arm (95% CI 23-31; complete response [CR] = 1%; partial response [PR] = 25%) vs 
14% in the placebo arm (95% CI 10-19; CR = 0%; PR = 14%)1, 4 

o Median DoR was not reached at the time of analysis4 
o The PACIFIC trial was an “all-comers” trial, and enrolled patients regardless of PD-L1 status.4 
o The trial is ongoing to evaluate OS, the other primary endpoint, results of which were not mature at the time of 

PFS analysis2, 4 

• IMFINZI can cause serious, potentially fatal adverse reactions. Serious adverse reactions occurred in 29% of patients 
receiving IMFINZI and 23% receiving placebo. The most frequent serious adverse reactions (≥2%) with IMFINZI were 
pneumonitis or radiation pneumonitis (7%) and pneumonia (6%). In patients on IMFINZI, the most common adverse 
reactions (greater than or equal to 20% of patients) were cough (40%), fatigue (34%), pneumonitis or radiation 
pneumonitis (34%), upper respiratory tract infections (26%), dyspnea (25%), and rash (23%). Discontinuation after 
concurrent CRT due to adverse events, regardless of causality, occurred in 15% of patients receiving IMFINZI and 
10% of patients receiving placebo.1, 4 
 

ABOUT STAGE III NSCLC 
 

• Stage III (locally advanced) lung cancer is commonly divided into three sub-categories (IIIA, IIIB and IIIC), which are 
defined by how much the cancer has spread locally and the possibility of surgery. This differentiates it from Stage IV 
disease, when the cancer has spread (metastasized) to distant organs5 

• Approximately one in four patients with NSCLC present with Stage III disease, which is estimated to affect over 
43,000 patients annually in the United States6  

• The majority of Stage III NSCLC patients are determined to have unresectable tumors, meaning the cancer cannot be 
removed with surgery7 

• Until now, the standard of care for those with unresectable Stage III tumors has been concurrent CRT followed by 
active surveillance to monitor for progression3  

• Although the majority of these patients initially benefit from chemoradiation therapy, while in active surveillance, up to 
89% of these patients progress to metastatic disease afterwards8 

• The prognosis remains poor and long-term survival rates are low4, 7 
 

CLINICAL DEVELOPMENT PROGRAM 
 

• As part of a broad development program, IMFINZI is also being investigated for the adjuvant treatment of patients with 
NSCLC in the Canadian Cancer Trials Group BR31 trial (ADJUVANT). In the MYSTIC, NEPTUNE, and PEARL Phase 
III trials, IMFINZI is being studied for 1st-line treatment as monotherapy and/or in combination with tremelimumab, an 
anti-CTLA-4 monoclonal antibody and potential new medicine, for the treatment of metastatic NSCLC. The 
POSEIDON trial is investigating IMFINZI with and without tremelimumab in combination with chemotherapy in a similar 
patient population.9  

 

IMPORTANT SAFETY INFORMATION 
 
There are no contraindications for IMFINZI® (durvalumab). 
 
IMFINZI can cause serious, potentially fatal adverse reactions including immune-mediated pneumonitis, hepatitis, colitis or 
diarrhea, endocrinopathies, nephritis, rash or dermatitis, other immune-mediated adverse reactions, infection, and infusion-
related reactions. Please refer to the full Prescribing Information for important dosage modification and management 
information specific to adverse reactions. 
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Immune-Mediated Pneumonitis 
 
IMFINZI can cause immune-mediated pneumonitis, defined as requiring use of corticosteroids. Fatal cases have been 
reported. Monitor patients for signs and symptoms of pneumonitis and evaluate with radiographic imaging when suspected. 
Administer corticosteroids for Grade 2 or greater pneumonitis. Withhold IMFINZI for Grade 2 pneumonitis; permanently 
discontinue for Grade 3 or 4 pneumonitis. 
 
In clinical studies enrolling 1889 patients with various cancers who received IMFINZI, pneumonitis occurred in 5% of patients, 
including Grade 3 (0.8%), Grade 4 (<0.1%), and Grade 5 (0.3%) pneumonitis. Pneumonitis led to discontinuation of IMFINZI 
in 1.5% of the 1889 patients. In the PACIFIC study, the incidence of pneumonitis (including radiation pneumonitis) was 34%, 
including Grade 3 (3.4%) and Grade 5 (1.1%) pneumonitis in the IMFINZI arm. In the PACIFIC study, pneumonitis led to 
discontinuation of IMFINZI in 6% of patients. 
 
Immune-Mediated Hepatitis 
 
IMFINZI can cause immune-mediated hepatitis, defined as requiring use of corticosteroids. Fatal cases have been reported. 
Monitor patients for signs and symptoms of hepatitis during and after discontinuation of IMFINZI, including clinical chemistry 
monitoring. Administer corticosteroids for Grade 2 or higher elevations of ALT, AST, and/or total bilirubin. Withhold IMFINZI 
for ALT or AST greater than 3 but less than or equal to 8 times the ULN or total bilirubin greater than 1.5 but less than or 
equal to 5 times the ULN; permanently discontinue IMFINZI for ALT or AST greater than 8 times the ULN or total bilirubin 
greater than 5 times the ULN or concurrent ALT or AST greater than 3 times the ULN and total bilirubin greater than 2 times 
the ULN with no other cause. 
 
In clinical studies enrolling 1889 patients with various cancers who received IMFINZI, hepatitis occurred in 12% of patients, 
including Grade 3 (4.4%), Grade 4 (0.4%), and Grade 5 (0.2%) hepatitis. Hepatitis led to discontinuation of IMFINZI in 0.7% 
of the 1889 patients. 
 
Immune-Mediated Colitis 
 
IMFINZI can cause immune-mediated colitis, defined as requiring use of corticosteroids. Administer corticosteroids for Grade 
2 or greater colitis or diarrhea. Withhold IMFINZI for Grade 2 colitis or diarrhea; permanently discontinue for Grade 3 or 4 
colitis or diarrhea. 
 
In clinical studies enrolling 1889 patients with various cancers who received IMFINZI, colitis or diarrhea occurred in 18% of 
patients, including Grade 3 (1.0%) and Grade 4 (0.1%) colitis. Diarrhea or colitis led to discontinuation of IMFINZI in 0.4% of 
the 1889 patients. 
 
Immune-Mediated Endocrinopathies 
 
IMFINZI can cause immune-mediated endocrinopathies, including thyroid disorders, adrenal insufficiency, type 1 diabetes 
mellitus, and hypophysitis/hypopituitarism. Monitor patients for clinical signs and symptoms of endocrinopathies. 
 

• Thyroid disorders—Monitor thyroid function prior to and periodically during treatment. Initiate hormone replacement 
therapy or medical management of hyperthyroidism as clinically indicated. Withhold IMFINZI for Grades 2–4 
hyperthyroidism, until clinically stable. Continue IMFINZI for hypothyroidism. 
In clinical studies enrolling 1889 patients with various cancers who received IMFINZI, hypothyroidism occurred in 
11% of patients, while hyperthyroidism occurred in 7% of patients. Thyroiditis occurred in 0.9% of patients, including 
Grade 3 (<0.1%). Hypothyroidism was preceded by thyroiditis or hyperthyroidism in 25% of patients. 
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• Adrenal insufficiency—Administer corticosteroids as clinically indicated and withhold IMFINZI until clinically stable 
for Grade 2 or higher adrenal insufficiency. In clinical studies enrolling 1889 patients with various cancers who 
received IMFINZI, adrenal insufficiency occurred in 0.7% of patients, including Grade 3 (<0.1%) adrenal insufficiency. 
 

• Type 1 diabetes mellitus—Initiate treatment with insulin as clinically indicated. Withhold IMFINZI for Grades 2–4 
type 1 diabetes mellitus, until clinically stable. In clinical studies enrolling 1889 patients with various cancers who 
received IMFINZI, type 1 diabetes mellitus occurred in <0.1% of patients. 
 

• Hypophysitis—Administer corticosteroids and hormone replacement as clinically indicated and withhold IMFINZI 
until clinically stable for Grade 2 or higher hypophysitis. Hypopituitarism leading to adrenal insufficiency and diabetes 
insipidus occurred in <0.1% of 1889 patients with various cancers who received IMFINZI. 

 
Immune-Mediated Nephritis 
 
IMFINZI can cause immune-mediated nephritis, defined as evidence of renal dysfunction requiring use of corticosteroids. 
Fatal cases have occurred. Monitor patients for abnormal renal function tests prior to and periodically during treatment with 
IMFINZI. Administer corticosteroids as clinically indicated. Withhold IMFINZI for creatinine greater than 1.5 to 3 times the 
ULN; permanently discontinue IMFINZI and administer corticosteroids in patients with creatinine greater than 3 times the 
ULN. 
 
In clinical studies enrolling 1889 patients with various cancers who received IMFINZI, nephritis (reported as any of the 
following: increased creatinine or urea, acute kidney injury, renal failure, decreased glomerular filtration rate, tubulointerstitial 
nephritis, decreased creatinine clearance, glomerulonephritis, and nephritis) occurred in 6.3% of the patients including Grade 
3 (1.1%), Grade 4 (0.2%), and Grade 5 (0.1%) nephritis. IMFINZI was discontinued in 0.3% of the 1889 patients. 
 
Immune-Mediated Dermatologic Reactions 
 
IMFINZI can cause immune-mediated rash. Bullous dermatitis and Stevens Johnson Syndrome (SJS)/toxic epidermal 
necrolysis (TEN) have occurred with other products in this class. Administer corticosteroids for Grade 2 rash or dermatitis 
lasting for more than 1 week or for Grade 3 or 4 rash or dermatitis. Withhold IMFINZI for Grade 2 rash or dermatitis lasting 
longer than 1 week or Grade 3 rash or dermatitis; permanently discontinue IMFINZI in patients with Grade 4 rash or 
dermatitis. 
 
In clinical studies enrolling 1889 patients with various cancers who received IMFINZI, 26% of patients developed rash or 
dermatitis and 0.4% of the patients developed vitiligo. Rash or dermatitis led to discontinuation of IMFINZI in 0.1% of the 
1889 patients. 
 
Other Immune-Mediated Adverse Reactions 
 
IMFINZI can cause severe and fatal immune-mediated adverse reactions. These immune-mediated reactions may involve 
any organ system. While immune-mediated reactions usually manifest during treatment with IMFINZI, immune-mediated 
adverse reactions can also manifest after discontinuation of IMFINZI. For suspected immune-mediated adverse reactions, 
exclude other causes and initiate corticosteroids as clinically indicated. Withhold IMFINZI for Grade 3 immune-mediated 
adverse reactions, unless clinical judgment indicates discontinuation; permanently discontinue IMFINZI for Grade 4 adverse 
reactions. 
 
The following clinically significant, immune-mediated adverse reactions occurred at an incidence of less than 1% each in 
1889 patients who received IMFINZI: aseptic meningitis, hemolytic anemia, immune thrombocytopenic purpura, myocarditis, 
myositis, and ocular inflammatory toxicity, including uveitis and keratitis. Additional clinically significant immune-mediated 
adverse reactions have been seen with other products in this class (see Warnings and Precautions Section 5.7 of IMFINZI 
full Prescribing Information). 
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Infection 
 
IMFINZI can cause serious infections, including fatal cases. Monitor patients for signs and symptoms of infection and treat as 
clinically indicated. Withhold IMFINZI for Grade 3 or 4 infection, until clinically stable. 
 
In clinical studies enrolling 1889 patients with various cancers who received IMFINZI, infections occurred in 43% of patients, 
including Grade 3 (8%), Grade 4 (1.9%), and Grade 5 (1.0%). In patients with Stage III NSCLC in the PACIFIC study, the 
most common Grade 3 or higher infection was pneumonia, which occurred in 5% of patients. 
 
Infusion-Related Reactions 
 
IMFINZI can cause severe or life-threatening infusion-related reactions. Monitor patients for signs and symptoms of an 
infusion-related reaction. Interrupt or slow the rate of infusion for Grades 1–2 infusion-related reactions; permanently 
discontinue for Grades 3–4 infusion-related reactions. 
 
In clinical studies enrolling 1889 patients with various cancers who received IMFINZI, infusion-related reactions occurred in 
2.2% of patients, including Grade 3 (0.3%). 
 
Embryo-Fetal Toxicity 
 
Based on its mechanism of action and data from animal studies, IMFINZI can cause fetal harm when administered to a 
pregnant woman. There are no data on the use of IMFINZI in pregnant women. Advise pregnant women of the potential risk 
to a fetus and advise women of reproductive potential to use effective contraception during treatment and for at least 3 
months after the last dose of IMFINZI. 
 
Lactation 
 
There is no information regarding the presence of IMFINZI in human milk; however, because of the potential for adverse 
reactions in breastfed infants from IMFINZI, advise women not to breastfeed during treatment and for at least 3 months after 
the last dose. 
 
Most Common Adverse Reactions 
 

• In patients with Stage III NSCLC in the PACIFIC study (IMFINZI n=475), the most common adverse reactions (≥20% 
of patients) were cough (40%), fatigue (34%), pneumonitis or radiation pneumonitis (34%), upper respiratory tract 
infections (26%), dyspnea (25%), and rash (23%). The most common Grade 3 or 4 adverse reaction (≥3%) was 
pneumonia (7%). 

• In patients with Stage III NSCLC in the PACIFIC study (IMFINZI n=475), discontinuation due to adverse reactions 
occurred in 15% of patients in the IMFINZI arm. Serious adverse reactions occurred in 29% of patients receiving 
IMFINZI. The most frequent serious adverse reactions (≥2% of patients) were pneumonitis or radiation pneumonitis 
(7%) and pneumonia (6%). Fatal pneumonitis or radiation pneumonitis and fatal pneumonia occurred in <2% of 
patients and were similar across arms. 

 
The safety and effectiveness of IMFINZI have not been established in pediatric patients. 
 
Please see complete Prescribing Information, including Medication Guide. 
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