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PROTOCOL SYNOPSIS 

 

A Prospective, observational, multicenter, post marketing surveillance study to assess 

safety of durvalumab in Indian adult patients with resectable Non-Small Cell Lung 

Cancer (NSCLC) 

 

Background/Rationale: 

Lung cancer is the leading cause of cancer-related deaths worldwide with non-small cell lung cancer 

(NSCLC) accounting for 85% of all lung cancers. Surgery is the most effective treatment for patients 

with resectable NSCLC. However, only 20% to 35% can be treated through resection.  1  Peri-operative 

immunotherapy has the potential benefits of both neoadjuvant & adjuvant therapy and helps to improve 

survival outcomes as well as reduce micrometastases.Recently, immunotherapy has also been 

established as a valuable component of treatment for resectable NSCLC with pembrolizumab, 

atezolizumab, and nivolumab all approved by the US FDA for use in this setting. Of these, neoadjuvant 

nivolumab has received approval from CDSCO for use in India. Perioperative immunotherapy has been 

incorporated into the NCCN Clinical Practice Guidelines for Oncology (NCCN Guidelines) and is 

categorized into adjuvant and neoadjuvant immunotherapy approaches [2,3].   

Neoadjuvant immunotherapy aims to enhance systemic immunity against tumour antigens, eliminating 

micrometastatic tumour deposits that would otherwise be the source of postsurgical relapse. 

Furthermore, while the primary tumour is in place, neoadjuvant therapy leverages higher levels of 

endogenous tumour antigen present in the primary tumour to enhance T cell priming [4]. Adjuvant 

therapy plays an important role in eliminating micrometastases and preventing recurrence [5].  

The Indian Health Authority has granted conditional approval of durvalumab in combination with 

chemotherapy as neoadjuvant therapy followed by durvalumab monotherapy after surgery for use in 

patients with resectable (tumors ≥ 4 cm and/or node positive) NSCLC and no known EGFR mutations 

and ALK rearrangements 

AstraZeneca is mandated to conduct a study evaluating the safety of durvalumab in patients with 

resectable NSCLC, as administered by physicians in standard clinical practice settings as per the CDSCO 

approval. This study aims to confirm the known safety profile and identify previously unrecognized 

adverse reactions of durvalumab in the treatment of resectable NSCLC among Indian patients, in 

compliance with the requirements of the Indian Health Authority. 

Objectives: 

Primary objective 

To assess the safety of Durvalumab (IMFINZI) 

in resectable non-small cell lung cancer 

(NSCLC) patients in India 

Outcome measure 

- Frequency and proportion of patients with 

Grade 3/4 possibly related adverse events 

(PRAEs)* 
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- Frequency and proportion of patients with 

treatment emergent adverse events & serious 

adverse events (SAEs) and ,  mortality  

- Time to occurrence of first AEs and first SAEs 

* PRAEs as assessed per the WHO-UMC 

criteria 

Methods: 

Study design: 

This will be a single-arm, multicenter, prospective, observational, real-world study and the data source 

is the patients’ medical record at each site. A total of 78 patients will be enrolled in the study. 

Eligible patients with newly diagnosed, previously untreated, resectable NSCLC (tumors ≥ 4 cm and/or 

node positive) and no known epidermal growth factor receptor (EGFR) mutations or anaplastic 

lymphoma kinase (ALK) rearrangements will be included.  

This study will be conducted according to each site's routine clinical practice for the treatment of 

resectable NSCLC. Patients will undergo routine biopsies and staging investigations; and will be offered 

durvalumab as neoadjuvant and/or adjuvant therapy in accordance with the approved prescribing 

information and as per the institutional standard at the discretion of the Investigator. Patients accepting 

this treatment approach will be offered enrolment into this study. Patients will be made aware that their 

therapy and subsequent management will not be impacted as a result of their enrolment. Patients will be 

provided with an informed consent form (ICF) that describes the data to be collected, and the purpose 

of the study. There will be no protocol-mandated procedures in the present study. 

The treatment period for an individual patient will be calculated from the date of the first dose of 

durvalumab until:   

- Date of last dose of durvalumab + 90 days or 

- Date of first dose of subsequent anti-cancer therapy; whichever is earlier 

Patient data will be gathered for about 90 days for safety assessment since the last dose of the study drug, 

until withdrawal of consent, lost to follow-up, or death, whichever comes first. The enrolled patients 

should be followed up at least once after taking the study drug. Safety follow-up will be conducted for 

all AEs occurring during the study period.  

The total number of visits and the visit time will be determined at the discretion of the investigator based 

on the patient’s condition. Patients’ demographic, disease status, investigations, durvalumab dosing and 

other treatment data at baseline and throughout the study period will be collected and recorded in eCRF, 

along with outcome measures such as incidence of TEAE including SAEs and death (Refer Since this is 

an observational study, there will be no protocol-mandated investigations.Data related to the 

below mentioned assessments (if available) will be collected at the following timepoints 

corresponding to treatment schedule: 

Table 1). 
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Data Source(s): 

The data source of this study is the patient’s medical records in each site and collected data will be 

recorded and gathered in case report form (eCRF). Participation in this study is not intended to change 

the routine treatment patients receive, as determined by their prescribing physicians (Investigators); all 

treatment decisions, type and timing of disease monitoring are at the discretion of treating physician and 

patient. 

Study Population: 

Inclusion criteria 

1. Patients with newly diagnosed previously untreated resectable NSCLC (tumors ≥ 4 cm and/or 

node positive) and no known EGFR mutations or ALK rearrangements prescribed with 

durvalumab as per local prescriber information. 

2. Provision of signed, written and dated informed consent  

3. Male or female patients aged 18 years or older   

Exclusion criteria 

1. Presence of unresectable or metastatic disease. 

2. Prior treatment with durvalumab for any other indications 

3. Requires concurrent treatment for cancers other than resectable NSCLC 

4. Concurrently participating in any other clinical trial 

5. Patients with active or prior autoimmune disease or with medical conditions that required 

systemic corticosteroids or immunosuppressants 

6. Any condition that, in the opinion of the investigator, would interfere with the patient’s 

participation in the study. 

Exposure(s): 

Patients who fit the eligibility criteria and are assessed by their physicians as qualifying for therapy 

with durvalumab and have not received any previous treatment for their NSCLC will be considered for 

enrolment in the present study. Durvalumab will be administered as per each site's routine clinical 

practice and in accordance with the approved prescribing information. 

 

Exposure will be defined in terms of total and actual exposure. The total exposure (duration of treatment) 

will be calculated using the start and stop dates of Durvalumab and the intended dosing interval (or 

intervals if dosing is not regular 

Dose interruptions and dose reductions will also be monitored and captured in the eCRF. 

Outcome(s): 
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Frequency and proportion of patients with treatment emergent adverse events (AEs) (Grade 3/4 PRAEs 

& all-grade AEs) including immune mediated adverse events& treatment emergent serious adverse 

events (SAEs), and deaths. The AEs will be characterised based on the time point of occurrence- before 

& after surgery. Additionallytime to occurrence of first AEs and first SAEs will also be noted.  

Sample Size Estimations: 

The primary endpoint of the trial is to demonstrate the safety profile of durvalumab in routine clinical 

practice as assessed by the incidence of Grade 3/4 possibly related AEs observed during the trial. 

Based on the durvalumab data generated from the results of AEGEAN trial [18], the incidence rate of 

Grade 3/4 AEs which were at least possibly related, is 33%. A sample size of 70 will be needed to 

estimate a 33% AE rate (grade 3 or 4, possibly related) with 11% margin of error leading to a 95% 

confidence interval of 22% to 44%. With a dropout rate of 10%, the total sample size is 78. 

Statistical Analysis: 

 Statistical software SAS® version 9.4 or higher (SAS Institute Inc, Cary, North Carolina) will 

be used for the analyses. The safety analysis population will include all patients who sign the ICF and 

receive at least one dose of durvalumab. 

In general, the variables will be summarized by using standard descriptive statistics. Continuous 

variables will be summarized with the number (n) of non-missing observations, mean, standard 

deviation, median, and minimum and maximum, unless otherwise specified. For categorical data, 

descriptive statistics will be presented with the number and percentage of subjects in the various 

categories of the endpoint. Detailed methodology for summary and statistical analyses of data collected 

in this study will be documented in the SAP, which will be dated, filed and maintained by the sponsor. 
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1. BACKGROUND AND RATIONALE 

1.1 Background 

According to GLOBOCAN 2022, lung cancer was the most frequently diagnosed cancer in 

2022, responsible for almost 2.5 million new cases, or one in eight cancers worldwide (12.4% 

of all cancers globally) and is also the leading cause of cancer death (18.7% of the total cancer 

deaths). Lung cancer is most frequent cancer in men (both cases and deaths). Biologically, lung 

cancers are a group of heterogenous diseases categorically divided into non-small cell lung 

cancer (NSCLC) and small cell lung cancer (SCLC). NSCLC is predominant, representing 85% 

of the cases, while SCLC comprises 15% of total lung cancer cases. Furthermore, depending on 

the cell of origin, lung cancers of NSCLC histology are classified into two major subtypes: lung 

adenocarcinoma and lung squamous carcinoma [7] 

For lung cancer, as in any other cancer, an accurate diagnosis is crucial to provide the patients 

with the best possible treatment. Lung cancer staging is necessary to determine the prognosis, 

to evaluate the available treatment options, and to allow accurate representation in clinical trials 

[8].  

Surgery is the most effective treatment for patients with resectable NSCLC. However, only 20% 

to 35% can be treated through resection [1]. In addition to TNM staging, the presence of driver 

mutations [such as alterations in the epidermal growth factor receptor (EGFR) gene and 

anaplastic lymphoma kinase (ALK) rearrangements] is another important factor to be considered 

during treatment selection. In patients with no known driver mutations, immunotherapy with 

checkpoint inhibitors has revolutionized the treatment [8]. 

Immunotherapy in cancer 

Recently, immunotherapy has been established as a valuable component of treatment for 

resectable NSCLC.  Perioperative immunotherapy has been incorporated into the NCCN 

Clinical Practice Guidelines for Oncology (NCCN Guidelines) and is categorized into 

neoadjuvant and adjuvant immunotherapy approaches [2]. Neoadjuvant immunotherapy aims 

to enhance systemic immunity against tumor antigens, eliminating micrometastatic tumor 

deposits that would otherwise be the source of postsurgical relapse. Furthermore, while the 

primary tumor is in place, neoadjuvant therapy leverages higher levels of endogenous tumor 

antigen present in the primary tumor to enhance T cell priming [4]. Adjuvant therapy plays an 

important role in eliminating micrometastases and preventing recurrence [5]. The huge number 

of genetic and epigenetic changes that are inherent to most cancer cells provide plenty of 

tumour-associated antigens that the host immune system can recognize, thereby requiring 

tumours to develop specific immune resistance mechanisms. An important immune resistance 

mechanism involves immune-inhibitory pathways, termed immune checkpoints, which 

normally mediate immune tolerance and mitigate collateral tissue damage [10].   

Immune Checkpoints and Immune Checkpoint Inhibitors (ICIs) 

Immune checkpoints regulate immune activation, preventing autoimmunity and limiting tissue 

damage. Tumors exploit these mechanisms to evade immune responses by suppressing tumor-
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specific lymphocyte activation. Blocking these inhibitory signals reactivates antitumor 

immunity, forming the basis of modern immunotherapies using monoclonal antibodies or 

recombinant receptors. While effective, this approach may trigger autoimmune reactions [11]. 

PD-1, an inhibitory receptor, regulates T-cell responses and is expressed on various immune 

cells in the tumor microenvironment (TME), including monocytes, dendritic cells, NK cells, T 

cells, and B cells. Its ligands, PD-L1 and PD-L2, are expressed by tumor and immune cells. PD-

L1 suppresses T-cell migration and proliferation by binding PD-1 and B7.1, hindering tumor 

cell killing and facilitating immune escape [12, 13, 14]. 

Antibodies targeting immune inhibitory receptors, such as CTLA-4, PD-1, and PD-L have been 

the most widely used immunotherapeutic agents in the last decade. An increasing number of 

studies report that immune checkpoint inhibitors may be of significant therapeutic value. 

After the FDA's 2011 approval of the CTLA-4 inhibitor (ipilimumab), six additional ICIs have 

received FDA clearance, including 3 PD-1 inhibitors (nivolumab, pembrolizumab, and 

cemiplimab) and 3 PD-L1 inhibitors (atezolizumab, avelumab, and durvalumab). Oncologists 

frequently use these ICIs in their routine treatment for about 15 different tumor types, and they 

have demonstrated impressive success [14]. Durvalumab, one such novel antibody against PD-

L1, is currently being evaluated in the present study. 

Durvalumab 

On February 16, 2018, the Food and Drug Administration approved durvalumab (Imfinzi, 

AstraZeneca Inc.) for patients with unresectable stage III non-small cell lung cancer (NSCLC) 

whose disease has not progressed following concurrent platinum-based chemotherapy and 

radiation therapy. Durvalumab is a human immunoglobulin G1 (IgG1) monoclonal antibody 

and is a highly selective PD-L1 blocking antibody. It is highly selective for PD-L1 and does not 

bind to PD-L2, which plays a role in controlling inflammation in normal tissue, and which might 

potentially decrease the immune-related toxicity associated with the PD-L2 interaction. When 

used in conjunction with chemotherapy and radiation treatment, durvalumab is an appealing 

new approach to targeting the immune system pre- and post-surgery, thus enhancing survival 

rates [15]. 

In the phase III, placebo-controlled PACIFIC trial of patients with unresectable, stage III non–

small-cell lung cancer (NSCLC) whose disease had not progressed after platinum-based CRT, 

administration of durvalumab for up to 12 months improved overall survival and progression-

free survival. The degree of benefit with durvalumab versus placebo remained consistent at 

subsequent updates. Furthermore, durvalumab exhibited a manageable safety profile and did 

not detrimentally affect patient-reported outcomes compared with placebo. Durvalumab 

received global approvals on the basis of these findings, establishing consolidation durvalumab 

after CRT (the PACIFIC regimen) as standard of care (SoC) for patients with unresectable, 

stage III NSCLC [16]. 

In the recent AEGEAN trial, perioperative durvalumab plus neoadjuvant chemotherapy was 

associated with significantly better results with regard to the two primary end points of event-

free survival and pathological complete response. Regarding resectable NSCLC, findings from 

the AEGEAN trial and other recent trials (i.e., CheckMate-816, IMpower010, KEYNOTE-091, 
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Neotorch, and KEYNOTE-671) have confirmed the benefits of immunotherapy given as 

neoadjuvant treatment in combination with chemotherapy, as adjuvant treatment, or both [17, 

1817]. 

1.2 Rationale 

This will be an observational post-marketing study of durvalumab (IMFINZI®) to be conducted 

in compliance with a condition of approval specified by the Indian Health Authority.  

Approval in India has been granted for the use of durvalumab in combination with 

chemotherapy as neoadjuvant therapy followed by durvalumab monotherapy after surgery for 

use in patients with resectable (tumors ≥ 4 cm and/or node positive) NSCLC and no known 

EGFR mutations and ALK rearrangements. As a condition of approval, AstraZeneca is 

mandated to conduct a study evaluating the safety of durvalumab in patients with resectable 

NSCLC, as administered by physicians in standard clinical practice settings.  

This study aims to confirm the known safety profile and identify previously unrecognized 

adverse reactions of durvalumab (if any) in the treatment of resectable NSCLC among Indian 

patients, in compliance with the requirements of the Indian Health Authority. 

2. OBJECTIVES 

2.1 Primary Objective 

To assess the safety of Durvalumab (IMFINZI) in resectable non-small cell lung cancer 

(NSCLC) patients in India 

3. METHODOLOGY 

3.1 Study Design – General Aspects 

This will be a single-arm, multicenter, prospective, observational, real-world study and the data 

source is the patients’ medical record at each site. A total of 78 patients will be enrolled in the 

study.  

Eligible patients with previously untreated resectable NSCLC (tumors ≥ 4 cm and/or node 

positive) and no known epidermal growth factor receptor (EGFR) mutations or anaplastic 

lymphoma kinase (ALK) rearrangements.  

This study will be conducted according to each site's routine clinical practice for the treatment 

of resectable NSCLC. Patients will undergo routine biopsies and staging investigations; and 

will be offered Durvalumab as neoadjuvant and/or adjuvant therapy in accordance with the 

approved prescribing information and as per the institutional standard at the discretion of the 

Investigator. Patients accepting this treatment approach will be offered enrolment into this 

study. Patients will be provided with an informed consent form (ICF) that describes the data to 
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be collected, and the purpose of the study. There will be no protocol-mandated procedures in 

the present study. 

The treatment period for an individual patient will be calculated from the date of the first 

dose of durvalumab until:   

- Date of last dose of Durvalumab + 90 days or 

- Date of first dose of subsequent anti-cancer therapy; whichever is earlier 

Patient data will be gathered for about 90 days for safety assessment since the last dose of the 

study drug, until withdrawal of consent, lost to follow-up, or death, whichever comes first. The 

enrolled patients should be followed up at least once after taking the study drug. Safety follow-

up will be conducted for all AEs occurring during the study period.  

Duration of exposure before & after surgery, dose reduction & dose interruption will also be 

monitored 

The total number of visits and the visit time will be determined at the discretion of the 

investigator based on the patient’s condition. Patients’ demographic, disease status, 

investigations, durvalumab dosing and other treatment data at baseline and throughout the study 

period will be collected and recorded in CRF, along with outcome measures such as incidence 

of TEAE, SAEs and mortality All AE which are not treatment emergent will also be captured 

in the CRF and listed as part of the study reporting.(Refer Since this is an observational study, 

there will be no protocol-mandated investigations.Data related to the below mentioned 

assessments (if available) will be collected at the following timepoints corresponding to 

treatment schedule: 

Table 1). 
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3.1.1 Data Sources 

All data collected in this study is intended to capture the real-world treatment patterns and 

outcomes of patients with resectable NSCLC. An electronic case report form (eCRF) will be 

used for data collection. The eCRF must be signed by the investigator. The signature serves to 

attest that the information contained on the eCRF is true. At all times, the investigator has the 

final responsibility for the accuracy and authenticity of all clinical and laboratory data entered 

into the eCRFs.  

The investigator or authorized medical staff will record clinical and treatment data from 

patients’ existing medical records into an eCRF following each patient’s standard of care clinic 

visit. 

3.2 Study Population 

Indian patients with previously untreated resectable (tumors ≥ 4 cm and/or node positive) 

NSCLC and with no known epidermal growth factor receptor (EGFR) mutations or anaplastic 

lymphoma kinase (ALK) rearrangements will be enrolled from a geographically 

representative population from clinics/ hospitals across the country. Resectable NSCLC 

patients whose treatment decision with Durvalumab has been made by their treating physician 

and meet the eligibility criteria will be invited to participate in the study. 

3.3 Inclusion Criteria 

Patients must meet all of the following inclusion criteria to be eligible for enrolment into the 

study: 

Figure 1 Study Design 
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1. Patients with newly diagnosed previously untreated resectable NSCLC (tumors ≥ 4 cm 

and/or node positive) and no known EGFR mutations or ALK rearrangements 

prescribed with durvalumab as per local prescriber information. 

2. Provision of signed, written and dated informed consent 

3. Male or female patients aged 18 years or older 

3.4 Exclusion Criteria 

Patients meeting any of the following criteria will not be included in the study: 

1. Presence of unresectable or metastatic disease. 

2. Prior treatment with durvalumab for any other indications 

3. Requires concurrent treatment for cancers other than resectable NSCLC 

4. Concurrently participating in any other clinical trial 

5. Patients with active or prior autoimmune disease or with medical conditions that required 

systemic corticosteroids or immunosuppressants 

6. Any condition that, in the opinion of the investigator, would interfere with the patient’s 

participation in the study. 

3.5 Participant Follow-up 

Patient data will be collected for safety assessment for 90 days since the last dose of the study 

drug, until start of new therapy, until withdrawal of consent, lost to follow-up, or death, 

whichever comes first. The enrolled patients should be followed up at least once after taking the 

study drug. Safety follow-up will be conducted for all AEs occurring during the study period.  

Patients are free to discontinue the study at any time without giving their reasons. Already 

collected data will be analyzed for this study unless patients refuse.  

A patient must be withdrawn in the event of any of the following: 

• Newly diagnosed malignant neoplasm other than resectable NSCLC to be treated during 

prospective data collection 

• Administrative or other reasons 

4. VARIABLES AND EPIDEMIOLOGICAL MEASUREMENTS 

Objectives: 

The present study will confirm the known safety profile or identify previously unrecognized 

adverse reactions of Durvalumab for the treatment of resectable NSCLC in Indian patients in 

accordance with the requirements of the Indian Health Authority. 
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Primary objective 

To assess the safety of Durvalumab 

(IMFINZI) in resectable non-small cell 

lung cancer (NSCLC) patients in India 

Outcome measure 

- Frequency and proportion of patients with 

Grade 3/4 possibly related adverse events 

(PRTEAEs)* 

- Frequency and proportion of patients with 

treatment emergent adverse events (TEAE) 

& serious adverse events (SAEs),  ,  

mortality. 

- Time to occurrence of first AEs and first 

SAEs 

- * PRAEs as assessed per the WHO-UMC 

criteria 

 

All those AEs which are not treatment emergent will be listed as part of the study reporting.As 

this is a single arm study, the obligations to assess confounders or effect modifiers as in 

comparative studies is not required.  

4.1 Exposures  

Patients who fit the eligibility criteria and are assessed by their physicians as qualifying for therapy 

with durvalumab and have not received any previous treatment for their NSCLC will be considered for 

enrolment in the present study. Durvalumab will be administered as per each site's routine clinical 

practice and in accordance with the approved prescribing information  

For adult patients with previously untreated resectable NSCLC and no known EGFR 

mutations and ALK rearrangements, durvalumab is indicated for use in combination with 

platinum-containing chemotherapy as neoadjuvant treatment, followed by durvalumab 

continued as a single agent as adjuvant treatment after surgery. Off-label use of durvalumab is 

not permitted for patients in the present study. 

Exposure (i.e. duration of treatment) will be defined as follows: 

Total (or intended) exposure 

The total (or intended) exposure (i.e. duration of treatment) of a patient to Durvalumab is 

calculated using the start and stop dates of Durvalumab and the intended dosing interval (or 

intervals if dosing is not regular). For a dosing period, the total (or intended) exposure is 

calculated as the number of days from date A to date B (i.e. B-A+1) where 

• A is the date of first dose of Durvalumab in the dosing period. 

• B is the earliest of: 
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• the date of death, 

• the date of discontinuation, and 

• the date when the last non-zero dose of Durvalumab was received (e.g. > 0 mg of 

durvalumab or > 0 Gy of a radiation therapy) plus C, where C is equal to the scheduled 

number of days between doses minus one.   

Actual exposure 

Actual exposure will be measured by the number of cycles received.  A cycle corresponds to a 

period of 3 weeks in neoadjuvant period, and 4 weeks in the adjuvant period.  If a cycle is 

prolonged due to toxicity, this should still be counted as one cycle.  A cycle will be counted if 

treatment is started even if the full dose is not delivered. 

Missed doses 

Missed doses will be recorded in the eCRF as a dose interruption.   

Patients who permanently discontinue during a dose interruption 

If a patient permanently discontinues study treatment during a dose interruption, then the date 

of last administration of study medication recorded on eCRF. 

4.2 Outcomes 

- Frequency and proportion of patients with Grade 3/4 possibly related adverse events 

(PRAEs)  

- Frequency and proportion of patients with  treatment emergent adverse events (TEAEs) 

including immune mediated adverse events & serious adverse events (SAEs) Reactions), , 

mortality The AEs will be characterised based on the time point of occurrence- before & after 

surgery. Additionally time to occurrence of first AEs and first SAEs will also be noted.  

4.3 Other Variables and Covariates 

Age, sex and other baseline characteristics may be considered as covariates. 

5. STATISTICAL ANALYSIS PLAN 

5.1 Statistical Methods – General Aspects 

The safety analysis population will include all patients who sign the ICF and receive at least 

one dose of durvalumab. 

In general, the variables will be summarized by using standard descriptive statistics. 

Continuous variables will be summarized with the number (n) of non-missing observations, 

mean, standard deviation, median, and minimum and maximum, unless otherwise specified. 

For categorical data, descriptive statistics will be presented with the number and percentage of 
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subjects in the various categories of the endpoint. Detailed methodology for summary and 

statistical analyses of data collected in this study will be documented in the SAP, which will 

be dated, filed and maintained by the sponsor. 

Statistical software SAS® version 9.4 or higher (SAS Institute Inc, Cary, North Carolina) will 

be used for the analyses. 

5.1.1 Primary Objective 

Safety and tolerability will be assessed in terms of AEs (including SAEs), deaths, laboratory 

data, vital signs, ECGs and exposure. Data from all cycles of treatment will be combined in the 

presentation of safety data. For AEs, on treatment (or treatment-emergent AEs) will be defined 

as any AEs that started after dosing or prior to dosing and which worsens following exposure 

to the treatment. 

Adverse events observed up until 90 days following discontinuation of the last dose of study 

intervention or until the initiation of the first subsequent therapy following discontinuation of 

treatment (whichever occurs first) will be used for the reporting of the AE summary tables. AE 

summary tables will also be presented by treatment period- neoadjuvant, surgery, post-surgery 

and adjuvant periods. 

Safety data will be summarised descriptively by MedDRA by system organ Class and preferred 

term, by seriousness, by causality, and by maximum NCI CTCAE Grade (v5.0). 

The frequency and proportion of patients with Grade 3/4 possibly related adverse events 

(AEs) will be presented, along with the 95% confidence interval, using the Clopper–Pearson 

method. 

The frequency and proportion of patients with AEs(including PRAEs, TEAE, SAE including 

immune mediated adverse events and deaths will also be presented along with the 95% 

confidence interval using the Clopper–Pearson method.  

Detailed tables will be prepared on the AEs with reference to their seriousness and grades 

(CTCAE v5.0), the SOCs and PTs involved,  causal relations  actions takenLaboratory data, 

data on vital signs and ECGs and duration of treatment exposure will be tabulated and 

presented. 

5.2 Time to occurrence of AEs and SAEs: Time to occurrence of first AEs 

and  first SAE will be estimated using Kaplan-Meier method. Median time to the 

events will be estimated and presented for each type of AE included under the set 

of primary endpoints. In the present context, the median time to an AE will be 

interpreted as the time at which 50% of the patients have experienced their first 
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AE. The presentation will also include a graphical display of the time-to-event 

probability.Bias 

5.2.1 Methods to Minimize Bias 

This post-marketing surveillance study is a non-interventional study in patients who initiated 

durvalumab in usual clinical practice. Given the conditions where additional tests and 

questionnaires cannot be performed, the type of safety data available for collection may be 

limited, compared with other non-interventional clinical trials where additional assessment is 

available. There might be information bias by extracting data from medical records, missing 

data, and risk selection bias by loss to follow-up. Moreover, reporting bias (more severe AEs 

are recorded in the medical data), treatment bias (sicker patients get newer treatments), no 

control group to compare and contextualize against background events in similar patients, lack 

of actual medication adherence measurements, unmeasured confounding that affects safety 

other than durvalumab will also be limiting factors of this study. 

To minimize any biases involved, careful study design, standardized monitoring and reporting 

procedures will be undertaken. 

5.2.2 Adjustment for Multiple Comparisons 

Not applicable for this observational safety study protocol. 

5.2.3 Strengths and Limitations 

Single-arm studies are simpler to design, and conduct compared to randomized controlled trials 

(RCTs). They are typically faster and less resource-intensive since they do not require a control 

group. Single-arm studies can make use of historical control data to provide a contextual 

understanding of safety and adverse event rates. However, such studies are beset with certain 

limitations, which must be guarded against. 

The absence of a control group makes it harder to contextualize and interpret the findings. 

Selection bias could occur if the patients enrolled in the study are not representative of the 

broader population. This can lead to an underestimation or overestimation of the frequency of 

AEs, as the selected population may not reflect how the treatment would perform in a more 

general population. In single-arm studies, there may be a tendency to either under-report or 

over-report AEs, especially if participants or investigators have preconceived expectations 

about the treatment's safety. Absence of a control group to compare the incidence of AEs, makes 

it difficult to determine whether the observed AEs are due to the intervention or part of the 

natural course of the disease or other external factors.  

Without a control group, any observed AEs might be attributed to the treatment even when they 

could have occurred independently, or baseline incidence rates for certain AEs are not properly 

accounted for. Attrition bias (censoring) arises if patients drop out of the study or are lost to 

follow-up before experiencing an AE, and their data are excluded from the analysis. The Kaplan 
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Meier estimator proceeds under the assumption of non-informative censoring. Failure to 

account for changes over time such as advancements in patient management, detection 

techniques, or the natural progression of the condition can introduce bias. 

The source data described in this protocol contain the inherent limitation of any current NIS, 

real world study. These studies have the potential for missing, inaccurate, or incomplete data. 

The limitations of the observational nature can result in methodological challenges in attributing 

causality to outcomes. The patient selection and the diagnostic or monitoring procedures are 

those applied per the usual treatment paradigm of the treating physician and not dictated by the 

protocol. Heterogeneous patient populations could make the interpretation of the outcomes 

difficult. 

5.3 Interim Analyses 

No Interim Analyses are planned for this study.  

5.4 Sample Size Calculations 

The primary endpoint of the trial is to demonstrate the safety profile of durvalumab in routine 

clinical practice as assessed by the incidence of Grade 3/4 possibly related AEs observed 

during the trial. 

Based on the durvalumab data generated from the results of AEGEAN trial [8], the incidence 

rate of Grade 3/4 AEs which were at least possibly related, is 33%. A sample size of 70 will 

be needed to estimate a 33% AE rate (grade 3 or 4, possibly related) with 11% margin of error 

leading to a 95% confidence interval of 22% to 44%. With a dropout rate of 10%, the total 

sample size is 78. 
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6. STUDY CONDUCT AND REGULATORY DETAILS 

6.1 Study Conduct 

6.1.1 Study Flow Chart and Plan 

Since this is an observational study, there will be no protocol-mandated investigations.Data 

related to the below mentioned assessments (if available) will be collected at the following 

timepoints corresponding to treatment schedule: 

Table 1 Data Entry Schedule 

Data Collection and Entry1 
Baseline/ 

Screening 

Neoadjuva

nt therapy 

period 

Pre-

Surgery 
Surgery 

Post-

Surgery 

Adjuvant 

therapy 

period 

Follow-up 

period 

 

Visits Visit 1 
C1 to C4 

(q3weeks) 
   

C5 to C16 

(q4weeks) 

End of 

Study/ 

EOS2 

Informed Consent X       

Inclusion/ Exclusion Criteria X  X     

Patient Demographics, Medical 

History 
X    X   

Disease medical history & 

Baseline disease status 

(including 

EGFR/ALK status) 

X       

Concomitant Medications X X X X X X X 

Physical examination and Vital 

signs 
X X    X X 

ECOG Performance Status X      X 

Clinical & Radiological 

Assessments3 
X X X  X X X 

RECIST 1.1 assessment X  X  X X X 

ECG4 As clinically indicated 

Laboratory assessments5 X X    X X 

NSCLC Treatment details6  X    X X 

AE and SAE Reporting7 X X X X X X X 

1 Data is collected in accordance with normal SoC visits, enter all data available per Data Entry Schedule into 

the eCRF. Any information collected between treatment cycles (e.g. AE/ SAE reporting) can be entered 

under ‘Unscheduled visit’. 

2 Enter data at SoC visits where any subsequent NSCLC therapy is prescribed, and at End of Study (EOS), 

where EOS is defined as:   

a. 90 days from last dose of durvalumab OR 

b. first dose of subsequent anti-cancer therapy; whichever is earlier 

3 Clinical & Radiological assessments: overall clinical response as judged by Investigator, at intervals per 

standard of care schedule: imaging assessment (e.g., MRI/CT/ PET scans), clinical progression, and clinical 

biomarkers. 
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4 ECG: any ECG assessments done at baseline and during durvalumab treatment as per SoC will be entered in 

the eCRF 

5 Laboratory assessments: any laboratory assessments performed at baseline and during durvalumab treatment 

as per SoC, including but not limited to c clinical chemistry, haematology, APTT and INR, TSH, Urinalysis, 

Hepatitis B&C, HIV, Pregnancy tests etc will be noted in the eCRF. 

Laboratory tests for liver enzymes, creatinine, and thyroid function at baseline and periodically during 

treatment will be taken as per Investigator’s discretion. 

6 NSCLC Treatment: all treatments given in line with SoC including surgery, radiation and systemic 

chemotherapy in both neoadjuvant/adjuvant settings, prior to, during, and post durvalumab treatment. Also 

include any other additional medications such as Folic acid/ Vitamin B12. 

7 AE/SAE reporting: begins when the patient signs the informed consent form (ICF) till up to 90 calendar days 

following the last administration of durvalumab, or till first dose of subsequent anti-cancer therapy, 

whichever is earlier. All AEs that occur after surgery regardless of decision to start adjuvant treatment must 

be reported. 

No drug will be provided as part of the study. 

6.1.2 Procedures 

Since this is a post marketing, real-world observational study, there will be no protocol-

mandated assessments or procedures for the entire duration of the study. The investigator or 

authorized medical staff will record clinical and treatment data from patients’ existing medical 

records into an eCRF following each standard of care clinic visit. 

6.1.3 Procedures for Voluntary withdrawal/discontinuation 

The reason(s) for discontinuation will be recorded for all patients who wish to discontinue, 

and they will be assessed by the Investigator according to current practice. 

Patients who discontinue durvalumab, withdraw consent, or cannot be followed up prior to the 

visit schedule outlined in Table 1 will be considered lost to follow-up from the PMS after at 

least 3 attempts are made to contact the patient. 

Patients who do not follow the treatment guidelines as per the durvalumab product label will 

be discontinued from the PMS. Patients who restart treatment will not be eligible to be re-

enrolled in the PMS. 

6.1.4 Procedures for early termination of study 

Should AstraZeneca decide to discontinue the study prior to what was established in this 

protocol, the investigator, and relevant authorities should receive written notice describing the 

reasons why the study was terminated at an earlier date.  The investigator will immediately 

notify the patients taking part in the study; they will continue to receive their treatment 

according to usual clinical practice. 

6.1.5 Data Collection 

The following data will be used for analysis in this PMS study. 
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Patient Demographics & Medical History 

Patient's date of birth, gender, height, weight, presence of pregnancy and breastfeeding in case 

of female patients as well pregnancy status of female partners in case of male patients. 

Medical history, concurrent disease, and date and type of anti-meningococcal vaccination 

including boosters. 

Disease medical history & Baseline disease status (including EGFR/ALK status) 

Patient’s disease history such as staging information, ECOG performance status and 

EGFR/ALK status (if known), will be collected from their medical records. 

Concomitant Medications 

Information about any concomitant medications taken by the patients will be recorded, 

including drug name, daily dose, route and indication. Any data available regarding Pre-

randomization medications such as Folic acid or Vitamin B12 will also be noted in the eCRF. 

Physical examination and Vital signs 

Any results of physical examinations conducted, or vital signs recorded (especially body 

weight) as per Table 1 will be noted in the eCRF. 

ECG 

ECG readings taken over the duration of the study, especially at baseline, pre-surgery and 

post-surgery will be noted from the patient medical records. 

Clinical & Radiological Assessments 

All clinical and radiological assessments performed to evaluate the disease status or overall 

clinical response as judged by Investigator, at intervals per standard of care imaging 

assessment (e.g., MRI/CT/ PET scans) on clinical progression, and clinical biomarkers will be 

noted in the eCRF according to the research visit schedule outlined in Table 1. 

Laboratory assessments 

Results of any laboratory tests performed at baseline and during durvalumab treatment as per 

SoC, including but not limited to clinical chemistry, haematology, APTT and INR, TSH, 

Urinalysis, Hepatitis B&C, HIV, Pregnancy tests etc will be noted in the eCRF. 

Results for clinical chemistry tests such as LFTs, electrolytes, full blood count, and creatinine 

must be available before commencing an infusion and reviewed by the Investigator prior to 

dosing. Laboratory tests for liver enzymes, creatinine, and thyroid function at baseline and 

periodically during treatment will be taken as per Investigator’s discretion. 

NSCLC Treatment details 
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All treatments given in line with SoC including surgery, radiation and systemic chemotherapy 

in both neoadjuvant/adjuvant settings, prior to, during, and post durvalumab treatment. Details 

to be noted include total dose, total duration of treatment, ongoing or discontinuation status of 

treatment, reason for discontinuation of treatment/ reason for change dose of treatment. 

AE and SAE Reporting 

The following items will also be collected for patients enrolled in the PMS: 

Occurrence of adverse events for patients on durvalumab will be assessed by the Investigator. 

When an adverse event (see Section 6.3) occurs, information on the following items will be 

collected; adverse event term, onset date, resolution date, seriousness, severity, causal 

relationship with the study drug, action taken for the study drug, outcome, action taken for 

adverse event, doctor’s comment, etc. 

All patients enrolled in PMS will be followed up as per the visit schedule outlined in Table 1, 

or withdrawal from the PMS (see Sections 6.1.3 and 6.1.4). Appropriate follow up 

information will be sought to determine outcome of safety events. 

6.1.6 Quality Control 

Data Entry 

Data will be entered in the eCRF system at the Investigator’s site. The Investigator will be 

responsible for entering data into the eCRF and according to the Investigator Instructions 

Manual.  The Investigator Instructions Manual will also provide the site with data entry 

instructions.  

Data entered in the eCRF will be immediately saved to a central database and changes tracked 

to provide an audit trail. All data collected via the eCRF will be reviewed by remote data 

monitors for clarity and completeness. Missing or unclear data will be queried according to 

the approved specifications. When data have been entered reviewed and edited, the 

Investigator will be notified to sign the eCRF electronically as per the agreed project process 

and data will be locked to prevent further editing.  A copy of the eCRF will be archived at the 

Investigator’s site. 

Monitoring 

This study will be monitored according to the SOPs and study’s monitoring plan. The 

Investigator will allocate adequate time for such monitoring activities. The Investigator will also 

ensure that the monitor or other compliance or quality assurance reviewer is given access to all 

the above noted study-related documents and study related facilities (e.g. pharmacy, diagnostic 

laboratory, etc.), and has adequate space to conduct the monitoring visit. 

Contacts with the sites to: 

• Provide information and support to the investigator(s) 

• Confirm that the research team is complying with the protocol and that data are 

recorded in the eCRFs 
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• Ensure that the subject informed consent forms are signed and stored at the 

investigator’s site 

• Ensure that the eCRFs are completed properly and with quality compliance. 

Signals like a high rejection rate at a site can indicate low protocol compliance by 

investigators. If such signals appear, or if CRO or sponsor representative suspects suboptimal 

protocol compliance by a site investigator, specific steps would be taken to assess the situation 

and implement corrective action plans. 

Training of Study Site Personnel 

The Principal Investigator will ensure that appropriate training relevant to the Observational 

Study is given to investigational staff, and that any new information relevant to the 

performance of this Observational Study is forwarded to the staff involved. 

6.2 Protection of Human Subjects 

The PMS study will be performed in accordance with ethical principles that are consistent 

with the Declaration of Helsinki, ICH GCPs, ISPE GPP and the applicable legislation on Non-

Interventional Studies and/or Observational Studies.  

The Investigator will perform the study in accordance with the regulations and guidelines 

governing medical practice and ethics in the country of the study and in accordance with 

currently acceptable techniques and know-how. 

The final protocol and the final version of the Informed Consent Form must be approved or 

given a favourable opinion in writing by the Institutional Review Board (IRB)/Independent 

Ethics Committee (IEC). 

The Ethics Committee/IRB/IEC must also approve any amendment to the protocol according 

to local regulations. 

6.2.1 Subject Informed Consent 

The Investigator at each site will ensure that the subject is given full and adequate oral and 

written information about the nature, purpose, possible risk and benefit of the study.  Subjects 

must also be notified that they are free to discontinue from the study at any time.  The subjects 

should be given the opportunity to ask questions and allowed time to consider the information 

provided. 

The signed and dated subject informed consent must be obtained before any specific 

procedure for the study is performed, including: 

• Interview with the investigator 

• Fulfil the questionnaires  

• CRFs completion. 
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The Investigator must store the original, signed ICF.  A copy of the signed ICF must be given 

to the subject. 

6.2.2 Confidentiality of Study/Subject Data 

The ICF will incorporate wording that complies with relevant data protection and privacy 

legislation.  Pursuant to this wording, subjects will authorise the collection, use and disclosure 

of their personal data by the Investigator and by those persons who need that information for 

the purposes of the study. 

The ICF will explain that study data will be stored in a computer database, maintaining 

confidentiality in accordance with the local law for Data Protection. 

The ICF will also explain that for quality check purposes, a monitor of AstraZeneca or a 

monitor of company representing AstraZeneca, will require direct access to the signed subject 

informed consent forms.  In case source data verification will be planned as quality check, the 

ICF will explain that for data verification purposes, monitor of AstraZeneca or a monitor of 

company representing AstraZeneca may require direct access to source documents that are 

part of the hospital or practice records relevant to the study. 

6.3 Collection and Reporting of Adverse Events/Adverse Drug 

Reactions/Special Situations 

6.3.1 Definition of Adverse Events (AE) 

An AE is the development of any untoward medical occurrence in a patient or clinical study 

participant administered a medicinal product, and which does not necessarily have a causal 

relationship with this treatment. An AE can therefore be any unfavourable and unintended 

sign (e.g., an abnormal laboratory finding), symptom (for example nausea, chest pain), or 

disease temporally associated with the use of a medicinal product, whether it’s considered 

related to the medicinal product. The term AE is used to include both serious and non-serious 

AEs. 

6.3.2 Definition of Serious Adverse Events (SAE) 

A serious adverse event is an AE occurring during any study phase, that fulfills one or more of 

the following criteria: 

• Results in death 

• Is immediately life-threatening (life-threatening in this context refers to a reaction in 

which the participant was at risk of death at the time of the reaction; it does not refer 

to a reaction that hypothetically might have caused death if more severe) 

• Requires in-patient hospitalisation or prolongation of existing hospitalisation 

• Results in persistent or significant disability or incapacity 
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• Is a congenital anomaly or birth defect 

• Is an important medical event that may jeopardise the participant or may require 

intervention to prevent one of the outcomes listed above. Medical and scientific 

judgement should be exercised in deciding whether other situations should be 

considered an SAE. 

Any suspected transmission via a medicinal product of an infectious agent is also considered 

an SAE and may be subject to expedited reporting requirements in some countries. Any 

organism, virus or infectious particle (for example Prion Protein Transmitting Transmissible 

Spongiform Encephalopathy), pathogenic or non-pathogenic, is considered an infectious 

agent. 

Comment to Seriousness Assessment for Invasive and Malignant Cancers: 

The above instruction applies only when the malignant tumour event in question is a new 

malignant tumour (i.e., it is not the tumour for which entry into the study is a criterion and that 

is being treated by the IP under study and is not the development of new or progression of 

existing metastasis to the tumour under study). Malignant tumours that – as part of normal, if 

rare, progression – undergo transformation (e.g., Richter's transformation of B cell chronic 

lymphocytic leukemia into diffuse large B cell lymphoma) should not be considered a new 

malignant tumour. 

6.3.3 Definition of Adverse Drug Reactions (ADR) 

An Adverse Drug Reaction (ADR) is an Adverse Event suspected to be causally related to the 

medicinal product. 

When assessing causality consider the following factors when deciding if there is a 

‘reasonable possibility’ that an AE may have been caused by the medicinal product. 

• Time Course. Exposure to suspect drug. Has the participant received the suspect 

drug? Did the AE occur in a reasonable temporal relationship to the administration of 

the suspect drug? 

• Consistency with known drug profile. Was the AE consistent with the previous 

knowledge of the suspect drug (pharmacology and toxicology) or drugs of the same 

pharmacological class? Or could the AE be anticipated from its pharmacological 

properties? 

• De-challenge experience. Did the AE resolve or improve on stopping or reducing the 

dose of the suspect drug? 

• No alternative cause. The AE cannot be reasonably explained by another aetiology 

such as the underlying disease, other drugs, other host, or environmental factors. 
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• Re-challenge experience. Did the AE reoccur if the suspected drug was reintroduced 

after having been stopped? AstraZeneca would not normally recommend or support a 

re challenge. 

• Laboratory tests. A specific laboratory investigation (if performed) has confirmed the 

relationship. 

In difficult cases, other factors could be considered such as: 

• Is this a recognised feature of overdose of the drug? 

• Is there a known mechanism? 

6.4.4 PRAE (Possibly Related Adverse Event) 

• A possibly related adverse event (PRAE) is defined as an AE (excluding any AE 

occurring after initiation of subsequent anti-cancer therapy and also excluding AE 

which occur more than 90days after the last dose of study treatment), where the 

WHO UMC causality assessment will be used. 

 

Table 2 Causality assessment 

Causality term Assessment criteria* 

Certain Event or laboratory test abnormality, with plausible time 

relationship to drug intake 

Cannot be explained by disease or other drugs 

Response to withdrawal plausible (pharmacologically, 

pathologically)  

Event definitive pharmacologically or phenomenologically (i.e. an 

objective and specific medical disorder or a recognized 

pharmacological phenomenon) 

Rechallenge satisfactory, if necessary 

Probable/ Likely Event or laboratory test abnormality, with reasonable time 

relationship to drug intake 

Unlikely to be attributed to disease or other drugs 

Response to withdrawal clinically reasonable 

Rechallenge not required 

Possible Event or laboratory test abnormality, with reasonable time 

relationship to drug intake 

Could also be explained by disease or other drugs 

Information on drug withdrawal may be lacking or unclear 
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Causality term Assessment criteria* 

Unlikely Event or laboratory test abnormality, with a time to drug intake 

that makes a relationship improbable (but not impossible) 

Disease or other drugs provide plausible explanations 

Conditional/ 

Unclassified 

Event or laboratory test abnormality 

More data for proper assessment needed, or 

Additional data under examination 

Unassessable/ 

Unclassifiable 

Report suggesting an adverse reaction. 

Cannot be judged because information is insufficient or 

contradictory. 

Data cannot be supplemented or verified 

*All points should be complied with reasonably 

Severity/ Grades 

Severity of AEs will be assessed by using the CTCAE v5.0 grading system. The CTCAE 

displays Grades 1 through 5 with unique clinical descriptions of severity for each AE based on 

this general guideline:   

Grade 1 Mild; asymptomatic or mild symptoms; clinical or diagnostic observations 

only; intervention not indicated.   

Grade 2 Moderate; minimal, local or noninvasive intervention indicated; limiting 

ageappropriate instrumental ADL#.   

Grade 3 Severe or medically significant but not immediately life-threatening; 

hospitalization or prolongation of hospitalization indicated; disabling; limiting self-

care ADL##.   

Grade 4 Life-threatening consequences; urgent intervention indicated.   

Grade 5 Death related to AE.   

Notes: 

A Semi-colon indicates ‘or’ within the description of the grade. 

Grade 5 (Death) is not appropriate for some AEs and therefore is not an option. 

Activities of Daily Living (ADL)  
#Instrumental ADL refer to preparing meals, shopping for groceries or clothes, using the 

telephone, managing money, etc.   
##Self-care ADL refer to bathing, dressing and undressing, feeding self, using the toilet, taking 

medications, and not bedridden. 
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6.3.4 Collection of Adverse Events 

All AEs, including those with a fatal outcome MUST be recorded in the eCRF. 

For each AE, the following variables will be collected; 

• AE term  

• The date when the AE started and, if available, when the AE stopped 

• Intensity 

• CTCAE grade 

• Whether the AE is serious or not 

• Investigator causality rating against the medicinal product (yes or no) 

• Action taken with regard to medicinal product 

• Whether the AE caused participant’s withdrawal from the study (yes or no)? 

• Outcome 

In addition, the following variables will be collected for SAEs: 

• Date AE met criteria for SAE 

• Date investigator became aware of SAE 

• AE description 

• AE is serious due to 

• Date of hospitalisation 

• Date of discharge 

• Probable cause of death 

• Date of death 

• Autopsy performed 

• Causality assessment in relation to study procedure(s) 

• Causality assessment to other medication 

It is important to distinguish between serious and severe AEs. Severity is a measure of 

intensity whereas seriousness is defined by the criteria in Sections 6.3.2. An AE of severe 

intensity need not necessarily be considered serious.  For example, nausea that persists for 

several hours may be considered severe nausea, but not a SAE unless it meets one of the 

criteria shown in Section 6.3.2. On the other hand, a stroke that results in only a limited degree 

of disability may be considered a mild stroke but would be a SAE if it satisfies one of the 

criteria shown in Section 6.3.2. 

Any ADR which is not required to be collected, as specified in this protocol, may be reported 

according to local regulations including the study protocol number. 

Time period for collection of adverse events 

Adverse Events will be collected from the time of starting Durvalumab therapy throughout the 

treatment period until  
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i) 90 days after the last dose of Durvalumab, OR  

ii) Date of first dose of subsequent anti-cancer therapy; whichever is earlier 

6.3.5 Collection of Special Situations 

Special situations are situations of relevance for monitoring the safety of AstraZeneca 

products and which may or may not be associated with an AE. In general, special situations 

must be collected and reported, even if no AE occurred.  

• Exposure to product during pregnancy 

• Exposure to product via breastmilk 

• Overdose 

• Medication error and potential medication error 

• Off label use 

• Drug Abuse 

• Drug Misuse 

• Occupational exposure 

• Lack of efficacy and disease progression 

Special situations will be collected on the AE page or on event specific forms in the eCRF. 

ICSRs with special situations are to be collected even in the absence of an AE, to ensure 

regulatory reporting and surveillance requirements.  

Reporting of Adverse Events 

The Investigators or other site personnel will inform the appropriate AstraZeneca 

representatives within one day i.e., immediately but no later than 24 hours of when he or she 

becomes aware of: 

• All AEs with a fatal outcome 

• All other serious adverse events 

• All non-serious ADR (related non-serious AEs as assessed by the reporter) 

• Special situations 

The designated AstraZeneca representative works with the Investigator to ensure that all the 

necessary information is provided to the AstraZeneca Patient Safety data entry site within 2 

calendar days of initial receipt for fatal and life-threatening events, within 2 calendar days 

of initial receipt for all other serious AEs and within 5 calendar days for special situations 

without AE and non-serious ADRs. 

For all collected AEs and special situations, where important or relevant information is 

missing, active follow-up is undertaken immediately.  Investigators or other site personnel 

inform AstraZeneca representatives of any follow-up information within the same timeframe 

as the original report.  

All collected adverse events will be summarised in the final study report. 
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STUDY INFORMATION AND INFORMED CONSENT  

FORM 
  

Study Code: D9106R00007 Site No:   

Sponsor: AstraZeneca Pharma India Limited Subject Id:   

Principal 

Investigator: 
 

Study Title: 
A prospective, observational, multicenter, post marketing surveillance 

study to assess safety of Durvalumab in Indian adult patients with 

resectable Non-Small Cell Lung Cancer (NSCLC) 

 

There are [3] parts to this document: 

Part I: the “Study Information” essential to your decision to take part in the clinical 

study, 

Part II: your “Consent Form” which summarises what you may agree to, 

Part III:  supplementary information in the “Additional information for patients” 

Section, including a glossary. 
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PART I: STUDY INFORMATION 

D9106R00007, Durvalumab Post Marketing Safety Study 

 
Observational Study to Assess the Safety of Durvalumab in Indian Adults with 

Removable Lung Cancer 

 

Dear Madam/Sir, 

You are invited to take part in this study because you have recently been diagnosed 

with a type of lung cancer called resectable (removable) non-small cell lung cancer 

(NSCLC). You have accepted the recommended treatment approach, which includes 

durvalumab in combination with chemotherapy as pre-operative therapy, followed by 

durvalumab monotherapy after surgery. This treatment is designed to help shrink the 

tumour and reduce the risk of cancer from returning.  

We are conducting this study to evaluate the safety of durvalumab in patients with 

resectable NSCLC. In this post-marketing study, your treatment will continue as 

decided by your doctor, and we will only collect your data. Participation requires your 

written consent. Before you decide whether you want to participate in this study, you 

will be given an explanation about what the study involves.  

The overall description of this study, including the collection, storage, and use of your 

data and documentation, etc. has been reviewed in your country by an independent 

Ethics Committee to ensure that the rights, safety, and well-being of study patients are 

protected. 

Your condition may or may not improve if you join the study. However, the information 

we get from this study might help other patients with the same condition in the future. 
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1 What is this study about? 

Durvalumab is a type of medicine known as immunotherapy. It works by helping your 

body’s immune system recognize and attack cancer cells. Some cancer cells protect 

themselves by using a signal called PD-L1 which “switch off” the immune system. 

Durvalumab blocks this signal, helping your immune system find and destroy the 

cancer cells. 

We are doing this study to learn more about how safe durvalumab is when used for the 

treatment of removable NSCLC, a type of lung cancer. This type of cancer occurs when 

uncontrolled cells multiply in your lungs and form a tumour. Pre-operative therapy, like 

the combination of durvalumab and platinum chemotherapy, is given before surgery to 

help shrink the tumour and enhance the body’s defence. After surgery is done to 

remove a tumour, some small cancer cells that are too small to be detected by MRI, 

CT, or PET scans may remain. These residual cells can sometimes survive and cause 

the cancer to return later. After surgery, durvalumab monotherapy is given to 

strengthen the body's ability to fight against residual cancer cells and to reduce the risk 

of cancer from coming back. 

The aim of the study is to make sure that durvalumab is safe, as shown in earlier 

studies, while also looking out for any new or unexpected side effects. Durvalumab has 

been in the market since 2017 and is approved by the United States Food and Drug 

Administration (USFDA). . 

About 78 patients will participate in this study. The total duration of the study will be 

from the date of the first dose of durvalumab until the date of the last dose of 

durvalumab +90 days or the date of the first dose of subsequent anti-cancer therapy, 

until withdrawal of consent, lost to follow-up, or death, whichever is earlier. 

2 Do I have to take part? 

You have a choice whether or not you would like to participate. 

Please take as much time as you need to decide whether or not you would like to 

participate in this study. It may be helpful to talk with your friends and family as you 

make this decision. 

If you join the study, you can leave it at any time (see “section 14” for more details). 

Leaving will not affect your care. If you choose to leave the study, please let your study 

doctor know as soon as possible. 

Please consider the study time commitments and responsibilities as a research patient 

when you are deciding to take part. 
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If you don’t join the study, you will continue to receive care for your lung cancer. Your 

study doctor or treating physician will talk to you about other possible drugs, their risks, 

and benefits. 

3 What will happen if I join the study? 

Because this is an observational study, no medications or other treatments are 

provided to you by the Sponsor as part of this study. 

You will be required to continue with your routine doctor’s appointments and to take 

your regular medication as prescribed by your doctor. 

Before you join the study drug you will undergo a series of tests. This is called 

screening. If you meet the screening criteria, you may enter the study. If you don’t meet 

the screening criteria, the reasons will be explained. Your study doctor or treating 

physician will talk to you about other possible treatments/options. 

You will undergo routine biopsies and staging investigations and will be offered 

durvalumab as pre-operative and post-operative therapy in accordance with the 

approved prescribing information by your doctor. We will collect your data throughout the 

study. You will be in the study from the date of the first dose of durvalumab until the date 

of the last dose of durvalumab +90 days or the date of the first dose of subsequent anti-

cancer therapy, until the withdrawal of consent, lost to follow-up or death, whichever is 

earlier. Your participation in the study may need to be longer to get better answers to the 

study questions. 

The total number of visits and the visit time will be determined at the discretion of the 

investigator based on the patient’s condition. 

During the routine visits, information will be collected for the study, and this might add 

some extra time to your routine visit. 

If you cannot come to a visit, you must tell your study doctor. 

Please note that the study, and your participation in the study, may be stopped earlier 

than expected, for example for scientific or safety reasons (see “Section 9” for more 

details).  

4 What are the required tests and procedures? 

While you are on the study, we will need to take your medical data from your records. 

As part of the standard of care examinations, the data from the following tests and 

procedures will be recorded:  
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Patient Demographics & Medical History 

Your date of birth, gender, height, weight, presence of pregnancy and breastfeeding in 

case of female patients, and pregnancy status of female partners in case of male 

patients will be collected. Also, medical history of any other disease and date and type 

of anti-meningococcal vaccination, including boosters, will be collected. Disease 

medical history & baseline disease status (including EGFR/ALK status). Your disease 

history, such as staging information, ECOG performance status (your ability to function 

in daily life), and EGFR/ALK status (to check for the presence of change in the gene), 

if available, will be collected from your medical records. 

 

Concomitant Medications 

Information about any ongoing medications you have been taking will be noted from 

your medical records, including drug name, daily dose, route, and indication. 

 

Physical examination and Vital signs 

Any results of physical examinations conducted, or vital signs (especially body weight) 

recorded by your study doctor will be noted.  

 

ECG 

ECG readings taken over the duration of the study, especially at baseline, pre-surgery, 

and post-surgery, will be noted from your medical records. 

 

Clinical & Radiological Assessments 

All clinical and radiological assessments, such as MRI/CT/PET, performed to evaluate 

the disease status or overall clinical response, and RECIST 1.1 assessments, which 

assess the response of the tumour to treatment in clinical trials, whenever available, 

will be recorded for the study. 

 

Laboratory assessments 

Results of any laboratory tests performed at baseline and during durvalumab treatment 

as per prescribed treatment, including but not limited to clinical chemistry, 

haematology, kidney function test, liver function test, thyroid levels, urinalysis, Hepatitis 

B and C, HIV, pregnancy tests, etc., will be noted. 

 

 

NSCLC Treatment details 

All treatments given in line with the prescribed treatment, including surgery and 

chemotherapy before and after surgery, will be recorded. Details to be noted will 

include the total dose, total duration of treatment, ongoing or discontinuation status of 
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treatment, and reason for discontinuation of treatment/ reason for changing the dose 

of treatment. 

 

Safety assessment 

The occurrence of any side effect you might be experiencing, however small it may be, 

will be assessed by your study doctor. When a side effect occurs, information on the 

following items will be collected: what the side effect is, when it started and ended, how 

serious it is, how bad it felt, whether it is related to the study drug, what is done about 

the drug because of the side effect, what happened afterwards, what steps were taken 

regarding the side effect, and any comments from the doctor. 

The complete list of study tests and procedures, including their detailed schedule is 

available in the “Part III: Additional information for patients”.  

 

5. What are the optional tests and procedures?  

Since this is an observational study, we will only collect data from your medical records. 

There will be no additional or optional tests or procedures. 

6. What are the risks of joining the study? 

This study will only capture the routine medical treatment provided to you by your 

doctor. There is no immediate clinical benefit for you. However, the information we get 

from this study may help us to describe how lung cancer patients are managed in real-

life practice and to increase our knowledge about the disease and its symptoms. This 

will hopefully help us to better treat patients with lung cancer in the future. 

Since Durvalumab is an immunotherapy that helps the immune system fight cancer. 

Since it activates the immune system, it may sometimes cause the immune system to 

affect normal organs and may cause some unwanted effects. 

Common Side Effects 

• Low red blood cell count (anaemia) 

• Nausea 

• Constipation 

• Tiredness 

• Muscle or bone pain 

• Skin rash 

 

Possible Immune-Related Side Effects 

Durvalumab may cause inflammation in different organs, including: 

• Lungs (cough, shortness of breath) 
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• Liver (yellowing of skin/eyes, abnormal liver tests) 

• Intestines (diarrhea, stomach pain) 

• Hormone glands (thyroid or adrenal problems causing fatigue, dizziness, or weight 

changes) 

• Kidneys 

• Skin 

These side effects may occur during or after treatment. Most can be treated if detected 

early, but some may be serious and require hospitalization or stopping treatment. 

Rarely, severe complications may be life-threatening. 

Side Effects of Other Treatments 

If you receive chemotherapy, surgery, or radiation therapy as part of routine care, these 

treatments may cause additional side effects such as nausea, hair loss, infections, 

bleeding, pain, breathing problems, or fatigue. Your doctor will explain these risks 

separately. 

Risks of Routine Tests 

Routine blood tests may cause mild pain or bruising. ECG may cause mild skin 

irritation. No major risks are expected from these procedures. There is a risk that your 

lung cancer will not get better or even get worse during the study.  

It’s important to note that any side effects you experience may be related to the 

treatment you have chosen and are not a result of participating in this study. This study 

is purely observational and involves only recording your routine medical data provided 

by your doctor. Also, since the study is non-interventional, it will not change how your 

doctor manages your treatment. 

To read more about risks, turn to the additional risk information provided in the 

“Additional information for patients”. 

7. Are there any other considerations or risks I need to know 
about? 

Special Warnings 

• Durvalumab may cause immune-related side effects that can affect organs such as 

the lungs, liver, intestines, kidneys, hormone glands, skin, heart, or nervous system. 

• These reactions can occur during treatment or even after treatment has stopped. 

• Some side effects may become serious if not treated early. 
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• You should inform your doctor immediately if you experience new or worsening 

symptoms such as breathing difficulty, persistent diarrhea, yellowing of the skin/eyes, 

severe fatigue, chest pain, confusion, or severe rash. 

Other Medicines, Food, and Drinks 

• You should inform your doctor about all medicines you are taking, including 

prescription drugs, over-the-counter medicines, herbal products, and supplements. 

• Some medicines (especially steroids or medicines that affect the immune system) 

may need medical supervision while you are receiving durvalumab. 

• Do not start any new medicine without discussing it with your doctor. 

• There are no specific food or drink restrictions, but you should follow your doctor’s 

dietary advice during treatment. 

Driving, Machinery, Sports, and Activities 

• Durvalumab may cause tiredness, dizziness, or weakness. 

• If you feel unwell, tired, or dizzy, you should avoid driving, operating machinery, or 

performing activities requiring full alertness. 

• There are no specific restrictions on sports or activities, but you should follow your 

doctor’s advice based on your condition and overall health. 

Pregnancy, contraception, and breast-feeding 
Because the effects of durvalumab on an unborn child or infant are not known you (or 

your female partner if you are a male) must not get pregnant or breastfeed a child 

during the study.  

The study doctor can discuss acceptable birth control methods with you. 

For female patients: 

If you become pregnant, you must tell the study doctor straight away. You will have to 

stop taking the study drug immediately until you have spoken to your study doctor. You 

will be asked to provide information about you and your baby. This may involve a 

separate consent to allow us to monitor your baby’s health and development. 

For male patients whose partners become pregnant: 

If your partner becomes pregnant, you must tell the study doctor immediately. Your 

partner will be asked, under a separate consent, to provide information about their 

health and your baby’s health. 
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Fasting 

No specific fasting is required for participation in this study unless advised by your 

treating doctor for routine medical tests or procedures. 

Vaccinations 

• Inform your doctor before receiving any vaccine. 

• Live vaccines should generally be avoided during treatment with durvalumab and for 

a period after treatment, as advised by your doctor. 

• Inactivated (non-live) vaccines may be given if recommended by your doctor. 

Blood Donation 

You should not donate blood or blood products during treatment and for a period after 

the last dose of durvalumab, as advised by your doctor. 

8. What are the possible benefits of taking part? 

The information the study Sponsor receives from this study may help to better treat 

patients with lung cancer in the future. 

It is not certain that you will directly benefit from the participation in the study. Your 

participation may, however, help other patients in the future by improving the 

knowledge of disease and improving medical care. We do not know if taking part will 

help your condition, but we hope that it will. 

9. What happens if something changes while I am in the study, e.g. if 
new information is found? 

Changes may happen in the study that could make you change your mind about 

continuing to take part in the study. If something changes, we will tell you as soon as 

possible. 

You can choose to leave the study at any time. For more details, see section 14 below. 

The study doctor can also choose to take you out of the study if they believe that it is 

best for you. 

Your participation in the study also stops when the Sponsor, Indian health authorities, 

the ethics or regulatory agencies decide that the study must be stopped. 
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10. What happens if I am harmed or injured during the study? 

 

Since this is an observational study, it does not involve any experimental treatments or 

procedures beyond the routine medical care provided by your doctor. Therefore, the 

risk of harm or injury from participating in the study is extremely low. Your doctor will 

continue to provide the necessary care and manage your treatment as usual. If you 

have any concerns, you can contact the study team or your doctor for further 

assistance. 

If there is an emergency, call your study doctor as soon as you can. All relevant contact 

details can be found in part III: “Additional information for patients”.  

If you become ill or are injured while you are in this research study, you must tell your 

study doctor straight away.  

Injuries that have been caused by the study drug, tests, or procedures are called 

‘research injuries’. Injuries caused by your usual medical care or your lung cancer are 

not research injuries. 

If you have medical insurance, please check with your insurance company that taking 

part in this research study will not affect your coverage. 

By signing this form, you do not give up any legal right you may have.  

11. What will happen to my data gathered in the study? 

a.  Which data are collected? 

To conduct the study, the Study site will have to collect and register information about 

your identity, such as your medical condition and medical history (this may include 

information from your physicians / available in your medical records), your lifestyle, your 

demographics (age, gender, ethnic and racial background), clinical chemistry, 

haematology, kidney function test, liver function test, thyroid levels, urinalysis, Hepatitis 

B&C, HIV, pregnancy tests etc will be noted along with the medicines you are taking 

for any other disease. Also, ECG and data generated from the imaging techniques like 

MRI/PET/CT will be collected. The treatment you will receive, along with your response 

to the treatment and side effects or any discomfort you may have, will be collected. 

b. What is my data needed for? 

Your data is needed for the Sponsor to generate post-marketing safety evidence on the 

use of durvalumab to fulfil the post-approval regulatory commitment to the Indian Health 

Authority. Therefore, the data will be used as planned in this study as well as within 

related research activities necessary for the drug development programme in to better 
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understand the studied disease and associated health problems. They may further be 

used to publish research results in scientific journals or use them for educational 

purposes.  

c. Who can access my data? 

Only at the study site, your name and contact details will be accessible to the study 

doctor and the study team to conduct the study. Non-medical personnel acting on 

behalf of the Sponsor and being bound by a duty of confidentiality as well as Health 

authorities and Ethics Committees may also be given access to this data only to verify 

that the study is carried out in compliance with legal and quality requirements. Some of 

your data may be accessed remotely, where allowed. 

The study site will share your data with the Sponsor but only after they have been 

coded (which means that your name, contact details or health insurance number, have 

been replaced by a code. For more information about coding, see details at the end of 

this document in part III: “Additional information for patients”. 

The Sponsor may share your coded data with its Research partners and Service 

providers for the purposes of the drug development programme. 

In order to ensure proper conduct and accurate results of the study and to get 

permission to market the drug, the Sponsor will share your coded data with authorities 

and possibly with Ethics Committees. They may also be shared with scientific journals, 

so the study results can be reviewed by independent scientists and to ensure the 

accuracy of results. 

In none of these cases your identity will be revealed. 

Some of the above-mentioned persons may be located outside your country. If this 

other country does not have equivalent personal data protection standards as your 

country, appropriate Safeguards (such as contracts and technical Security measures) 

will be adopted to protect and maintain the confidentiality of your data as further 

described at the end of the document in part III: “Additional information for patients ”. 

In case another organisation takes over development or commercialisation of the study 

drug, your coded data may be transmitted to them. They will then have to protect your 

data in the same way as described herein. 
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d. Who else may have access to my contact information and why? 

Your name or contact details may be shared with service providers to collect information 

on your survival status.  

The service providers must keep your name or contact details private and will NOT 

share any information that can directly identify you with the Sponsor. 

e. How long will my coded data be kept? 

The study site and the Sponsor are obliged to keep all study data for 15 years after the 

end of the study, to comply with study sites and Sponsor’s legal obligations. You can find 

out more about how the sponsor keeps personal information at 

www.astrazenecapersonaldataretention.com. Your coded data will then be deleted or 

anonymised.  

For more details about anonymizing, see part 1 section 11g: What does anonymised 

data mean?”.  

f. What are my rights under data protection law? 

You have the right to review which of your data is collected and being used; you can 

also ask for a copy of this data, ask for restriction of use of this data, or ask to have 

incorrect data rectified. 

To ensure the scientific integrity of the study, you will not be able to review some of the 

data or receive a copy of it until the study ends. 

To exercise these restricted rights, please contact preferably the study doctor.  

g. What does anonymised data mean? 

Health authorities as well as pharmaceutical companies believe that access to clinical 

studies data advances clinical science and medical knowledge and is in the best 

interest of patients and public health, provided that patient privacy is protected. 

Therefore, the Sponsor may generate and share internally or with other researchers an 

anonymised set of your data collected in the study (e.g., on www.vivli.org). This means 

your coded data will be stripped of your Patient code as well as of any other information 

that could reasonably be used to identify you, such as your date of birth.  

12. What are the costs of taking part?  

Participating in this study will not cost you anything more than the costs related to your 

routine appointments with your doctor. You will not be paid for being in this study. The 

cost of the study drug and lab investigations will not be covered through the study. 

http://www.astrazenecapersonaldataretention.com/
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13. How to find out more after the study?  

Trial Result Summaries are a short and easy to understand summary of the results of 

this study. These will be added to www.trialsummaries.com within 1 year of the last 

study patients last site visit. You can visit www.trialsummaries.com website anytime to 

sign up to be notified via email when the trial results summary of your study is 

available. Or please let your study doctor know if you need a printed copy of the 

document. 

Information in technical language related to study protocol and the results will be posted 

on http://astrazenecaclinicaltrials and http://www.clinicaltrials.gov. A description of this 

study is also available on http://ctri.nic.in. These websites do not contain any 

information about you. 

14. What will happen if I want to quit the study? 

Your participation in the study is voluntary which means you can stop your participation 

at any time. If you want to stop taking the study drug, want to have a modified visit 

schedule or if you want to stop your participation, you should tell the study doctor and 

discuss available options.  

If you stop participating in the study be aware that this is a “study discontinuation”, and 

not a withdrawal of / objection to consent for processing personal data, the study doctor 

will stop the collection of your data, but your previously collected data will be kept and 

used to guarantee the validity of the study and to comply with regulatory requirements, 

as allowed by law. The study doctor will then invite you to have an end of study 

examination to check your wellbeing. If you don’t show up at a planned visit, the study 

doctor will try to reach you. This is important for study results. It is not mandatory but 

would be helpful for the study if you explain to your study doctor why you wish to stop 

your participation, in particular if you have experienced discomforts. 

We will continue to use your data and collected samples as originally consented, unless 

you would like your data not to be used after you quit the study. In such a case, you 

must inform the study doctor, but your coded data previously collected will be kept as 

required by clinical regulations. 

15. Who can answer any questions I may have? 

Remember, there are no silly questions! Feel free to ask at ANY TIME! It is your right 

to be fully informed before deciding to take part in this study. You can contact the study 

doctor at any time at the address indicated in part III: “Additional information for patients”. 

 

http://www.trialsummaries.com/
https://www.trialsummaries.com/
http://astrazenecaclinicaltrials/
http://www.clinicaltrials.gov/
http://ctri.nic.in/
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PART II:  CONSENT FORM 

D9106R00007, Durvalumab 

 
A prospective, observational, multicenter, post marketing surveillance study to 

assess the safety of Durvalumab in Indian adult patients with resectable Non-

Small Cell Lung Cancer (NSCLC) 

Subject’s Initials:    

Subject’s Name:    

Date of Birth  

(dd-mm-yyyy):  

  Age (years):    

Address of the Subject:    

Qualification:    

Occupation:  

(Please  tick  as  

appropriate)  

  

Student   Self-Employed    Service   Housewife    

Others_______________________  

Annual Income of the 

subject:   

Name and address of the 

nominee(s) and his/her 

relation to the Subject:  

    

Please sign this consent form only after you have had a chance to ask questions and have 

received acceptable answers to all of your questions. By signing this page, you will be 

confirming the following statements: 
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INFORMED CONSENT FORM  

      

 

 

Signature (Or Thumb impression) of the Date of Signature subject/Legally 

Acceptable Representative (LAR)  

 

    

 

Signatory’s Name (Name of the subject or LAR who has signed)    

Sl. No Please provide your initials (short signature or signature) or thumb impression 

(as applicable) against each one of the following statements to confirm your 

consent to these statements. 

(i) I confirm that I have read and understood the Study Information 

and Informed Consent Form dated ……………………., Version 

Number ……. for the above study and have had the opportunity 

to ask questions.  

[        ] 

(ii) I understand that my participation in the study is voluntary and 

that I am free to withdraw at any time, without giving any reason, 

without my medical care or legal rights being affected. 

[         ] 

(iii) I understand that the Sponsor of the clinical trial, others working 

on the Sponsor’s behalf, the Ethics Committee, and the 

regulatory authorities will not need my permission to look at my 

health records both in respect of the current study and any 

further research that may be conducted in relation to it, even if 

I withdraw from the trial. I agree to this access. However, I 

understand that my identity will not be revealed in any 

information released to third parties or published. 

[         ] 

(iv) I agree not to restrict the use of any data or results that arise 

from this study, provided such a use is only for scientific 

purpose(s) 

[         ]   

(v) I agree to take part in the above study. [         ] 
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Where a subject is not able to give informed consent (e.g., an unconscious person or a minor or 

those suffering from severe mental illness or disability), the same may be obtained from a legally 

acceptable representative (a legally acceptable representative is a person who is able to give 

consent for or authorise an intervention in the patient as provided by the law(s) of India).  

  

 

Relationship of legally acceptable representative to subject  

    

 

Signature of the Investigator  Date of Signature    

 

Study Investigator’s Name    

 If the Subject or his/her legally acceptable representative is unable to read/write - an impartial witness 

should be present during the entire informed consent process who must append his/her signatures to 

the consent form.  

Impartial witness is a person who is independent of the trial, who cannot be unfairly influenced by 

people involved with the trial, who attends the informed consent process if the subject or the 

subject’s legally acceptable representative cannot read, and who reads the informed consent form, 

and any other written information supplied to the subject.  

  

     

    

 

Signature of Impartial Witness  Date of Signature  

       

 

Name of Impartial Witness    

Copy of the Patient Information Sheet (Adult Study Participant Master Information) 

and duly filled Informed Consent Form shall be handed over to the subject or his/her 

legally acceptable representative.  
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PART III: ADDITIONAL INFORMATION FOR PATIENTS  

1. Contact details 

Study doctor  Study Coordinator (e.g. nurse appointed 

to the study)  

Phone No.   Phone No.  

Address  Address  

Email address Email address 

 

Name of EC Member Secretary  

Phone No. of EC Member Secretary  

 

2. Detailed list of visits and Test/Procedures 

There is no protocol mandate in the present study, so you will not have any separate 

investigation apart from the treatment you are undergoing. We will collect information 

about your health from the first dose of durvalumab until the date of the last dose of 

durvalumab + 90 days or the date of the first dose of subsequent anti-cancer therapy, 

until withdrawal of consent, loss to follow-up, or death, whichever is earlier. During the 

study, we will record any side-effects you may have, like fatigue, musculoskeletal pain, 

constipation, decreased appetite, nausea, peripheral oedema, urinary tract infection, 

or any unknown side effects. The number and timing of visits will depend on the 

doctor’s judgment based on the patient’s condition. Information such as the patient’s 

age, disease status, test results, durvalumab doses, and other treatments will be 

collected at the start and throughout the study.  

3. Detailed Study Tests and Procedures Schedules 

Here is the outline of what to expect at 

Baseline/Screening 

At the baseline, you will undergo the initial procedures to assess your eligibility for the 

study. This includes signing the informed consent form, verifying inclusion/exclusion 

criteria, and recording details about demographics, medical history, and the medicines 

you are taking will be recorded, and the patient will have a physical examination, vital 

sign checks, ECOG performance status assessment, and baseline clinical and 
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radiological imaging. Initial tumour measurements will be documented according to 

RECIST 1.1 guidelines, which provide a standardized set of rules for response 

assessment of the treatment, and necessary laboratory assessments will be 

conducted. 

 

Neoadjuvant Therapy Period 

Regular assessments will include recording concomitant medications, recording 

physical examinations, and vital sign checks. Clinical and radiological assessments will 

be performed to monitor treatment response, and laboratory assessments will help 

track therapy-related changes. Any adverse events (AEs) or serious adverse events 

(SAEs) will be carefully documented. 

 

Pre-Surgery Phase 

In preparation for surgery, eligibility criteria may be rechecked if necessary. Updated 

records of concomitant medications and clinical/radiological assessments, including 

RECIST 1.1 evaluations, will be recorded. The pre-surgery phase will focus on ensuring 

the patient is optimally prepared for the surgical procedure. Safety monitoring for AEs 

and SAEs continues during this phase. 

 

Surgery Phase 

The surgery phase involves the actual surgical intervention to remove the tumour. 

During this time, any necessary perioperative medications will be documented. Safety 

monitoring will focus on identifying surgery-related AEs or SAEs. 

 

Post-Surgery Phase 

Post-surgery, patients will undergo health monitoring to assess recovery and surgical 

outcomes. This includes recording concomitant medications, conducting physical 

examinations, and performing vital sign checks. Clinical and radiological assessments 

will evaluate the surgical success and any residual disease, while RECIST 1.1 

evaluations and laboratory tests will provide further insights. Monitoring for AEs and 

SAEs remains a priority during this phase. 

 

Durvalumab monotherapy Period 

The adjuvant therapy period focuses on reducing the risk of disease recurrence. 

Patients will continue to receive treatment with regular evaluations, including updates 

on concomitant medications, physical examinations, clinical and radiological 

assessments, RECIST 1.1 tumour evaluations, and laboratory monitoring. Safety 

monitoring remains critical, with detailed documentation of any AEs or SAEs. 

 

Follow-Up Period 
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In the follow-up period, patients will be monitored long-term to detect any recurrence 

or late complications. Clinical and radiological assessments, along with RECIST 1.1 

evaluations, will continue. Concomitant medication updates and AE/SAE reporting will 

also be done throughout this phase till 90 days after the last dose of the treatment or 

the first day of the start of another treatment, until the withdrawal of consent, loss to 

follow-up, or death, whichever is earlier. 

The table describing what to expect at each visit: 

Data Collection and Entry 
Baseline/ 

Screening  

Neoadjuvant 
therapy 
period  

Pre-
Surgery  

Surgery  
Post-

Surgery  

Adjuvant 
therapy 
period  

Follow-up  
period  

  

Informed Consent  X              

Screening  X    X          

Pregnancy testa X       

Patient Demographics and 
Medical History  

X        X      

Disease medical history & 
Baseline disease status 
(including  
EGFR/ALK status)  

X              

 Medicine you are taking.  X  X  X  X  X  X  X  

Physical examination and 
Vital signs  

X  X        X  X  

ECOG Performance 
Status  

X            X  

Clinical & Radiological 
Assessments 

X  X  X    X  X  X  

RECIST 1.1 assessment  X    X    X  X  X  

ECG As clinically indicated  

Laboratory assessments X  X        X  X  

NSCLC Treatment details    X        X  X  

AE and SAE Reporting X  X  X  X  X  X  X 

a Women of childbearing potential only 

 

4. Complete List of Risks, Side Effects, and Discomforts 

Since this is an observational study, there are no side effects or risks directly 

associated with participation in this study.  

Durvalumab is an immunotherapy that helps the immune system fight cancer. Because 

it activates the immune system, it may sometimes cause the immune system to affect 

normal organs. 

Common Side Effects 

• Low red blood cell count (anemia) 

• Nausea 
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• Constipation 

• Tiredness 

• Muscle or bone pain 

• Skin rash 

Possible Immune-Related Side Effects 

Durvalumab may cause inflammation in different organs, including: 

• Lungs (cough, shortness of breath) 

• Liver (yellowing of skin/eyes, abnormal liver tests) 

• Intestines (diarrhea, stomach pain) 

• Hormone glands (thyroid or adrenal problems causing fatigue, dizziness, or weight 

changes) 

• Kidneys 

• Skin 

These side effects may occur during or after treatment. Most can be treated if detected 

early, but some may be serious and require hospitalization or stopping treatment. 

Rarely, severe complications may be life-threatening. 

Side Effects of Other Treatments 

If you receive chemotherapy, surgery, or radiation therapy as part of routine care, these 

treatments may cause additional side effects such as nausea, hair loss, infections, 

bleeding, pain, breathing problems, or fatigue. Your doctor will explain these risks 

separately. 

Risks of Routine Tests 

Routine blood tests may cause mild pain or bruising. ECG may cause mild skin 

irritation. No major risks are expected from these procedures. 

5. Complete List of Personal Data collected 

All data, as described in Part I Section11a, will be collected during the study. 
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6. Glossary 

Your coded data 

All your data collected at the study site, with your name and 

contact details, have been replaced by a code. This is done 

by the study doctor who keeps the link between your name/ 

contact details and the code to ensure your safety and 

confidentiality. 

Coded information cannot identify you unless your study 

doctor provides your name or contact details, where 

allowed by applicable law. 

Sponsor details 

Sponsor: AstraZeneca Pharma India Ltd. 

The sponsor has the overall responsibility for a clinical 

study. 

Study site details 
The place where the clinical study is taking place and where 

you will have to go for the planned visits. 

Health authorities 

Authorities who supervise the study, who approve the 

commercialisation of the drug or who receive the adverse 

events reporting, whether in your country or in other 

countries. 

Research partners 
Any organisation which collaborates with the sponsor within 

the drug development programme or for future research. 

Service providers 

Any organisation bound to the sponsor by a contract, which 

may conduct activities on behalf of the sponsor under its 

strict instructions. This may include other researchers 

including so- called “contracted research organisations” 

(CROs) and IT companies hosting clinical data or providing 

IT services including developing new systems and services. 
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Safeguards 

Appropriate safeguards will be implemented to protect 

coded data during and after the study and may include that: 

− Access to the coded data will be limited to specific 

individuals subject to confidentiality obligations (including 

the obligation to not attempt to re-identify 

individuals/decode the clinical data). 

− The coded data will be protected with security measures 

to avoid data alteration, loss and unauthorised accesses 

and further de-identification techniques may be applied. 

− A data protection impact assessment (DPIA) will apply to 

identify and mitigate privacy risks, if any, associated with 

each scientific research. 

− When required by applicable law, scientific research is 

subject to the approval of Ethics Committees. 

− The coded data will not be shared for direct marketing 

purposes or other purposes that are not legal duties or are 

not considered scientific research according to the 

applicable data protection legislation. In particular, it will not 

be used to make decisions about future services available 

to you, such as insurance. 

Security measures: 

How is my data 

protected in other 

countries? 

The processing of your data starts at the study site. Your 

data will then be transferred to several data experts to be 

verified and for results to be calculated. In addition to having 

your data coded, your data is also protected by high 

standard technical security means such as strong access 

control and encryption.  

Within the sponsor group, your coded data are protected by 

Binding Corporate Rules (BCR). You can find more 

information about the Sponsors BCRs here: 

www.astrazenecabindingcorporaterules.com. 

You may obtain further information as well as a copy of 

these measures by asking your study doctor. 
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Restricted rights 

Please note that the rights provided by the GDPR and UK 

Privacy Law to get data discarded (i.e., the right to be 

forgotten) do not apply to such studies. 

Scientific research 

Scientific research includes technological development and 

demonstration, fundamental research, applied research 

and privately funded research as well as studies conducted 

in the public interest in the area of public health. This means 

that we may use the data to advance our understanding of 

how to make new medicines, medical devices, diagnostic 

products, tools and/or other therapies, to treat diseases. We 

may also use this data to improve the design and execution 

of future clinical studies, services and drugs, for outcome 

research activities and to aid in pricing and reimbursement 

activities. 

Deposit in scientific 

databases 

To do more powerful research, it is helpful for researchers 

to share data by placing data into one or more scientific 

databases. Researchers can then study the data combined 

from several research projects and learn even more about 

health and disease. 

Researchers with an approved scientific research project 

may be able to see and use your coded data, along with 

that from many other people.  

Your name and other information that could directly identify 

you (such as address or social security number) will never 

be placed into such a scientific database. Researchers will 

always have a duty to protect your privacy and to keep your 

information confidential. 
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अध्ययन जानकारी और सचूित सहमतत प्रपत्र 

 

अध्ययन कोड: डी9106आर00007 साइट क्रमाांक:   

प्रायोजक: 
एस्ट्राजेनेका फामाा इांडडया लिलमटेड 

व्यक्ततपात्र 

आईडी: 
  

मखु्य अन्वेषक:  

अध्ययन का 

शीषाक: 

ररसेतटेबि (हटाने योग्य) गरै-छोटे कोलशका वािे फेफड ेका कैं सर (एनएससीएिसी) से 
पीडडत भारतीय वयस्ट्क रोगी मे डूवाािमुाब की सरुक्षा का आकिन करने के लिए एक 
सांभाववत, अविोकन सांबांधी, बहुकें द्रीय, ववपणन-पश्िात तनगरानी अध्ययन। 

 
 

इस दस्ट्तावेज़ के [3] भाग हैं: 

 

भाग I: नदैातनक अध्ययन में भाग िेने के आपके तनणाय के लिए आवश्यक "अध्ययन जानकारी", 

भाग II: आपका "सहमतत प्रपत्र" क्जसमें सांक्षेप में बताया गया है कक आप ककन बातों पर सहमत हो 
सकत ेहैं, 

भाग III: “रोचगयों के लिए अततररतत जानकारी” अनभुाग में परूक जानकारी दी गई है, क्जसमें 
शब्दाविी भी शालमि है। 
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भाग I: अध्ययन जानकारी 

डी9106आर00007, डूवाािमुाब पोस्ट्ट माकेटटांग सरुक्षा अध्ययन  

फेफडों के कैं सर स ेपीडडत भारतीय वयस्ट्कों में डूवाािमुाब की सरुक्षा का आकिन करने के लिए 
अविोकन अध्ययन 

वप्रय श्रीमती / श्रीमान, 

आपको इस अध्ययन में भाग िेने के लिए आमांत्रत्रत ककया जाता है तयोंकक हाि ही में आपको फेफडों 
के कैं सर के एक प्रकार का तनदान हुआ है क्जसे ररसेतटेबि (हटाने योग्य) गरै-छोटे कोलशका वाि े
फेफड ेका कैं सर (एनएससीएिसी) कहा जाता है। आपने अनशुांलसत उपिार पद्धतत को स्ट्वीकार कर 
लिया है, क्जसमें शल्य चिककत्सा-के पहिे उपिार के रूप में कीमोचिककत्सा के साथ डूवाािमुाब का 
सांयोजन और सजारी के बाद डूवाािमुाब मोनोचिककत्सा शालमि है। इस उपिार का उद्देश्य ट्यमूर को 
लसकोडने और कैं सर के दोबारा होने के जोखिम को कम करने में मदद करना है। डूवाािमुाब 

हम ररसेतटेबि एनएससीएिसी वािे रोचगयों में ड्यरूविैमुबै की सरुक्षा का मलू्याांकन करने के लिए यह 
अध्ययन कर रहे हैं। इस पोस्ट्ट-माकेटटांग अध्ययन में, आपका उपिार आपके चिककत्सक के तनणाय के 
अनसुार जारी रहेगा, और हम केवि आपका डटेा एकत्र करेंगे। 

भागीदारी के लिए आपकी लिखित सहमतत आवश्यक है। इस अध्ययन में भाग िेने का तनणाय िेने स े
पहि,े आपको इस अध्ययन में तया-तया शालमि है, इसके बारे में जानकारी दी जाएगी। 

इस अध्ययन का समग्र वववरण, क्जसमें आपके डटेा का सांग्रह, भांडारण और उपयोग, और 
दस्ट्तावेज़ीकरण आटद शालमि है, आपके देश में एक स्ट्वतांत्र आिार सलमतत द्वारा समीक्षा की गई है 
ताकक यह सतुनक्श्ित ककया जा सके कक अध्ययन में शालमि रोचगयों के अचधकारों, सरुक्षा और 
स्ट्वास्ट््य की रक्षा की जाए।  

अध्ययन में शालमि होने पर आपकी क्स्ट्थतत में सधुार हो भी सकता है और नहीां भी। हािााँकक, इस 
अध्ययन से हमें जो जानकारी लमिेगी, वह भववष्य में इसी क्स्ट्थतत से जझू रहे अन्य रोचगयों के लिए 
मददगार सात्रबत हो सकती है। 
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1 यह अध्ययन ककस बारे में है? 

 

डूवाािमुाब एक प्रकार की दवा है क्जसे रोग-प्रततरक्षाचिककत्सा के नाम से जाना जाता है। यह शरीर की 
प्रततरक्षा प्रणािी को कैं सर कोलशकाओां को पहिानने और उन पर हमिा करने में मदद करके काम 
करती है। कुछ कैं सर कोलशकाएां पीडी-एि1 नामक एक सांकेत का उपयोग करके िुद को बिाती हैं, जो 
प्रततरक्षा प्रणािी को "बांद" कर देता है। डूवाािमुाब इस सांकेत को अवरुद्ध करता है, क्जससे आपकी 
प्रततरक्षा प्रणािी को कैं सर कोलशकाओां को ढूांढने और नष्ट करने में मदद लमिती है। 

हम यह अध्ययन इसलिए कर रहे हैं ताकक यह जान सकें  कक फेफडों के कैं सर के एक प्रकार, हटान े
योग्य एनएससीएिसी के उपिार में डूवाािमुाब का उपयोग ककतना सरुक्षक्षत है। इस प्रकार का कैं सर 
तब होता है जब फेफडों में अतनयांत्रत्रत कोलशकाएां गणुा होकर ट्यमूर का रूप िे िेती हैं। डूवाािमुाब 
और प्िटैटनम कीमोचिककत्सा के सांयोजन जैसी शल्य चिककत्सा-के पहिे सजारी से पहिे दी जाती है 
ताकक ट्यमूर को लसकोडने और शरीर की प्रततरक्षा प्रणािी को मजबतू करने में मदद लमि सके। 
ट्यमूर को हटाने के लिए सजारी ककए जाने के बाद, कुछ छोटी कैं सर कोलशकाएां रह सकती हैं जो 
एमआरआई, सीटी या पीईटी स्ट्कैन द्वारा पता िगाने के लिए बहुत छोटी होती हैं। ये अवलशष्ट 
कोलशकाएाँ कभी-कभी जीववत रह सकती हैं और बाद में कैं सर के पनुरावतान का कारण बन सकती हैं। 
सजारी के बाद, शरीर की अवलशष्ट कैं सर कोलशकाओां से िडने की क्षमता को मजबतू करने और कैं सर 
के पनुरावतान के जोखिम को कम करने के लिए डूवाािमुाब मोनोचिककत्सा दी जाती है। 

इस अध्ययन का उद्देश्य यह सतुनक्श्ित करना है कक डूवाािमुाब सरुक्षक्षत है, जैसा कक पहिे के 
अध्ययनों में टदिाया गया है, साथ ही ककसी भी नए या अप्रत्यालशत दषु्प्रभाव पर भी नजर रिना है। 
डूवाािमुाब 2017  से बाजार में है और इसे सांयतुत राज्य अमेररका के िाद्य एवां औषचध प्रशासन 
(यएूसएफडीए) द्वारा अनमुोटदत ककया गया है। 

इस अध्ययन में िगभग 78 रोगी भाग िेंगे। इस अध्ययन की कुि अवचध डूवाािमुाब की पहिी 
िुराक की टदनाांक से िकेर डूवाािमुाब की अांततम िुराक की टदनाांक +90 टदन या बाद की कैं सर-रोधी 
चिककत्सा की पहिी िुराक की टदनाांक तक, सहमतत वापस िेने, फॉिो-अप से बाहर होने या मतृ्य ु
होने तक, इनमें से जो भी पहिे हो, तक होगी। 
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2 तया मझु ेइसमें भाग िेना होगा? 

आपके पास यह ववकल्प है कक आप इसमें भाग िेना िाहत ेहैं या नहीां। 

कृपया इस अध्ययन में भाग िेना िाहत/ेती हैं या नहीां, यह तनणाय िेने के लिए क्जतना समय 
आवश्यक हो, िें। यह तनणाय िेत ेसमय अपने लमत्रों और पररवार के साथ बात करना सहायक हो 
सकता है। 

यटद आप अध्ययन में शालमि होत े हैं, तो आप इसे ककसी भी समय छोड सकते/ती हैं (अचधक 
जानकारी के लिए “अनभुाग 14” देिें)। अध्ययन छोडने से आपकी देिभाि पर कोई असर नहीां 
पडगेा। अगर आप अध्ययन छोडना िाहत/ेती हैं, तो कृपया अपने अध्ययन चिककत्सक को जल्द स े
जल्द सचूित करें। 

कृपया शोध रोगी के रूप में अध्ययन के लिए आवश्यक समय और क्जम्मेदाररयों पर वविार करें जब 
आप इसमें भाग िेने का तनणाय िे रहे हों। 

यटद आप अध्ययन में शालमि नहीां होत/ेती हैं, तो भी आपकी फेफड े का कैं सर के लिए आपको 
देिभाि लमिती रहेगी। आपके अध्ययन चिककत्सक या उपिार करने वािे चिककत्सक आपको अन्य 
सांभाववत दवाओां, उनके जोखिमों और िाभों के बारे में बताएांगे। 

3 यटद मैं अध्ययन में शालमि हो जाऊां  तो तया होगा? 

िूांकक यह एक अविोकनात्मक अध्ययन है, इसलिए इस अध्ययन के भाग के रूप में प्रायोजक द्वारा 
आपको कोई दवा या अन्य उपिार प्रदान नहीां ककया जाता है। 

आपको तनयलमत रूप से चिककत्सक के पास जाना होगा और चिककत्सक द्वारा बताई गई तनयलमत 
दवाएां िेनी होंगी। 

अध्ययन में दवा शालमि करने से पहिे आपको कई परीक्षणों से गजुरना होगा। इसे स्ट्क्रीतन ांग कहत ेहैं। 
अगर आप स्ट्क्रीतन ांग के मानदांडों को परूा करत/ेती हैं, तो आप अध्ययन में शालमि हो सकत/ेती हैं। यटद 
आप स्ट्क्रीतन ांग मानदांडों को परूा नहीां करत/ेती हैं, तो कारण बताए जाएाँगे। आपके अध्ययन चिककत्सक 
या उपिार करने वािे चिककत्सक आपसे अन्य सांभाववत उपिारों/ववकल्पों के बारे में बात करेंगे। 
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आपकी तनयलमत बायोप्सी और अवस्ट्था जाांि की जाएगी और आपके चिककत्सक द्वारा अनमुोटदत दी 
गई जानकारी के अनसुार आपको शल्य चिककत्सा-के पहि ेऔर शल्य चिककत्सा-के बाद की चिककत्सा 
की चिककत्सा के रूप में डूवाािमुाब की पेशकश की जाएगी। हम अध्ययन के दौरान आपका डटेा एकत्र 
करेंगे। आप डूवाािमुाब की पहिी िुराक की टदनाांक से िेकर डूवाािमुाब की अांततम िुराक की टदनाांक 
+90 टदन या बाद की कैं सर-रोधी चिककत्सा की पहिी िुराक की टदनाांक तक, सहमतत वापस िेने, 
फॉिो-अप से बाहर होने या मतृ्य ु होने तक, इनमें से जो भी पहिे हो, अध्ययन में शालमि रहेंगे। 
अध्ययन के प्रश्नों के बेहतर उत्तर प्राप्त करने के लिए अध्ययन में आपकी भागीदारी की अवचध िांबी 
हो सकती है। 

रोगी की क्स्ट्थतत के आधार पर अन्वेषक के वववेकानसुार मिुाकातों की कुि सांख्या और मिुाकात का 
समय तनधााररत ककया जाएगा। 

तनयलमत मिुाकातों के दौरान, अध्ययन के लिए जानकारी एकत्र की जाएगी और इससे आपकी 
तनयलमत मिुाकात में कुछ अततररतत समय िग सकता है। 

यटद आप मिुाकात के लिए नहीां आ सकत/ेती हैं, तो आपको अपने अध्ययन चिककत्सक को सचूित 
करना होगा। 

कृपया ध्यान दें कक अध्ययन, और अध्ययन में आपकी भागीदारी, अपेक्षा स ेपहिे रोकी जा सकती है, 
उदाहरण के लिए वजै्ञातनक या सरुक्षा कारणों से (अचधक जानकारी के लिए “अनभुाग 9” देिें)। 

4 आवश्यक परीक्षण और प्रकक्रयाएां तया हैं? 

जब आप इस अध्ययन में शालमि होंगे, तो हमें आपके मेडडकि ररकॉडा से आपका मेडडकि डटेा िेने की 
आवश्यकता होगी। मानक देिभाि सांबांधी जाांिों के भाग के रूप में, तनम्नलिखित परीक्षणों और प्रकक्रयाओां 
से प्राप्त डटेा को ररकॉडा ककया जाएगा: 

रोगी की जनसाांक्ख्यकी और चिककत्सा इततहास 

आपकी जन्मततचथ, लिांग, ऊां िाई, वजन, मटहिा रोचगयों के मामिे में गभाावस्ट्था और स्ट्तनपान की क्स्ट्थतत, 

और पुरुष रोचगयों के मामिे में मटहिा साचथयों की गभाावस्ट्था की क्स्ट्थतत से सांबांचधत जानकारी एकत्र की 
जाएगी। इसके अिावा, ककसी अन्य बीमारी का चिककत्सीय इततहास और मेतनांगोकोकि ववरोधी टीकाकरण 
की ततचथ और प्रकार, क्जसमें बूस्ट्टर िुराक भी शालमि है, की जानकारी एकत्र की जाएगी। रोग का 
चिककत्सीय इततहास और प्रारांलभक रोग की क्स्ट्थतत (क्जसमें ईजीएफआर/एएिके क्स्ट्थतत शालमि है)। आपके 
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चिककत्सा अलभिेिों से आपकी बीमारी का इततहास, जैसे कक रोग के िरण की जानकारी, ईसीओजी प्रदशान 
क्स्ट्थतत (दैतनक जीवन में काया करने की आपकी क्षमता), और ईजीएफआर/एएिके क्स्ट्थतत (जीन में 
पररवतान की उपक्स्ट्थतत की जाांि करने के लिए), यटद उपिब्ध हो, तो एकत्र की जाएगी। 

साथ में िी जाने वािी दवाएाँ 
 
आपके चिककत्सा अलभिेिों से आपके द्वारा िी जा रही ककसी भी दवा के बारे में जानकारी दजा की 
जाएगी, क्जसमें दवा का नाम, दैतनक िुराक, सेवन का तरीका और सांकेत शालमि हैं। 

शारीररक परीक्षण और महत्वपणूा सांकेत 
आपके अध्ययन चिककत्सक द्वारा ककए गए ककसी भी शारीररक परीक्षण के पररणाम, या दजा ककए गए 
महत्वपणूा सांकेतों (ववशषे रूप से शरीर का वजन) को नोट ककया जाएगा। 

ईसीजी 
अध्ययन की अवचध के दौरान, ववशषे रूप से बेसिाइन, सजारी से पहिे और सजारी के बाद िी गई 
ईसीजी रीडड ांग को आपके मडेडकि ररकॉडा स ेनोट ककया जाएगा। 
 
नदैातनक एवां रेडडयोिॉक्जकि मलू्याांकन 
रोग की क्स्ट्थतत या समग्र नदैातनक प्रततकक्रया का मलू्याांकन करने के लिए ककए गए सभी नदैातनक 
और रेडडयोिॉक्जकि आकिन, जैसे कक एमआरआई/सीटी/पीईटी, और आरईसीआईएसटी 1.1 आकिन, 
जो नदैातनक परीक्षणों में उपिार के प्रतत ट्यमूर की प्रततकक्रया का आकिन करत ेहैं, जब भी उपिब्ध 
हों, अध्ययन के लिए दजा ककए जाएांगे। 
 
प्रयोगशािा मलू्याांकन 
तनधााररत उपिार के अनसुार डूवाािमुाब उपिार के दौरान और उपिार शरुू होने से पहिे ककए गए 
ककसी भी प्रयोगशािा परीक्षण के पररणाम, क्जनमें नदैातनक रसायन ववज्ञान, रतत ववज्ञान, गदुाा काया 
परीक्षण, यकृत काया परीक्षण, थायरॉइड स्ट्तर, मतू्र ववश्िेषण, हेपेटाइटटस बी और सी, एिआईवी, 
गभाावस्ट्था परीक्षण आटद शालमि हैं, िेककन इन्हीां तक सीलमत नहीां हैं, नोट ककए जाएांगे। 
 
एनएससीएिसी उपिार वववरण 
तनधााररत उपिार के अनसुार टदए गए सभी उपिार, क्जनमें सजारी और सजारी से पहिे और बाद में 
कीमोचिककत्सा शालमि हैं, ररकॉडा ककए जाएांगे। क्जन वववरणों पर ध्यान टदया जाना िाटहए उनमें कुि 
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िुराक, उपिार की कुि अवचध, उपिार की तनरांतरता या समाक्प्त की क्स्ट्थतत और उपिार बांद करने 
का कारण/उपिार की िुराक में बदिाव का कारण शालमि होगा। 

सरुक्षा मलू्याांकन 
आपके द्वारा अनभुव ककए जा रहे ककसी भी दषु्प्रभाव, िाहे वह ककतना भी मामिूी तयों न हो, का 
मलू्याांकन आपके अध्ययन चिककत्सक द्वारा ककया जाएगा। जब कोई दषु्प्रभाव होता है, तो 
तनम्नलिखित त्रब ांदओुां पर जानकारी एकत्र की जाएगी: दषु्प्रभाव तया है, यह कब शरुू हुआ और कब 
समाप्त हुआ, यह ककतना गांभीर है, इससे ककतना कष्ट हुआ, तया यह अध्ययन दवा स ेसांबांचधत है, 
दषु्प्रभाव के कारण दवा के सांबांध में तया कारावाई की गई, उसके बाद तया हुआ, दषु्प्रभाव के सांबांध में 
तया कदम उठाए गए, और चिककत्सक की कोई टटप्पणी। 
 
अध्ययन परीक्षणों और प्रकक्रयाओां की परूी सिूी, क्जसमें उनका ववस्ट्ततृ कायाक्रम भी शालमि है, "भाग 
III: रोचगयों के लिए अततररतत जानकारी" में उपिब्ध है। 
 

5 वकैक्ल्पक परीक्षण और प्रकक्रयाएां तया हैं? 

तयोंकक यह एक अविोकन सांबांधी अध्ययन है, इसलिए हम केवि आपके चिककत्सा ररकॉडा से ही डटेा 
एकत्र करेंगे। इसमें कोई अततररतत या वकैक्ल्पक परीक्षण या प्रकक्रया शालमि नहीां होगी। 

6 अध्ययन में शालमि होने के तया जोखिम हैं? 

यह अध्ययन केवि आपके चिककत्सक द्वारा आपको दी गई तनयलमत उपिार को ही दशााएगा। आपके 
लिए इसका कोई तत्काि नदैातनक िाभ नहीां है, औरवप इस अध्ययन से हमें जो जानकारी प्राप्त 
होगी, वह हमें यह बताने में मदद कर सकती है कक वास्ट्तववक जीवन में फेफड ेके कैं सर के रोचगयों 
का प्रबांधन ककस प्रकार ककया जाता है, और रोग और इसके िक्षणों के बारे में हमारी जानकारी बढाने 
में मदद कर सकती है। उम्मीद है कक इससे हमें भववष्य में फेफड े के कैं सरके रोचगयों का बेहतर 
इिाज करने में मदद लमिेगी। 

तयोंकक डूवाािमुाब एक रोग-प्रततरक्षाचिककत्सा है जो प्रततरक्षा प्रणािी को कैं सर स ेिडने में मदद करती 
है। तयोंकक यह प्रततरक्षा प्रणािी को सकक्रय करता है, इसलिए कभी-कभी यह प्रततरक्षा प्रणािी को 
सामान्य अांगों को प्रभाववत करने का कारण बन सकता है और कुछ अवाांतछत प्रभाव पदैा कर सकता 
है। 
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सामान्य दषु्प्रभाव 

 िाि रतत कोलशकाओां की सांख्या कम होना (एनीलमया) 
 मतिी 
 कब्ज 
 थकान 
 माांसपेलशयों या हड्डडयों में ददा 
  त्विा पर दान े

 
 
प्रततरक्षा सांबांधी सांभाववत दषु्प्रभाव 
डूवाािमुाब ववलभन्न अांगों में सजून पदैा कर सकता है, क्जनमें शालमि हैं: 

 फेफड े(िाांसी, साांस िेने में तकिीफ) 
 यकृत (त्विा/आांिों का पीिापन, यकृत सांबांधी असामान्य परीक्षण) 
 आांतें (दस्ट्त, पेट ददा) 
 हामोन ग्रांचथयाां (थायरॉइड या अचधवतृक ग्रांचथयों की समस्ट्याएां क्जनके कारण थकान, ितकर 

आना या वजन में बदिाव हो सकता है) 
 गदेु 
 त्विा 

ये दषु्प्रभाव उपिार के दौरान या बाद में हो सकत ेहैं। यटद इनका जल्दी पता िि जाए तो अचधकतर 
का इिाज सांभव है, िेककन कुछ गांभीर हो सकत ेहैं और इनके लिए अस्ट्पताि में भती होने या उपिार 
रोकने की आवश्यकता पड सकती है। दिुाभ मामिों में, गांभीर जटटिताएां जानिेवा भी हो सकती हैं। 
अन्य उपिारों के दषु्प्रभाव 

यटद आप तनयलमत उपिार के टहस्ट्से के रूप में कीमोचिककत्सा, सजारी या ववककरण चिककत्सा प्राप्त 
करत ेहैं, तो इन उपिारों से मतिी, बािों का झडना, सांक्रमण, रततस्राव, ददा, साांस िेने में तकिीफ 
या थकान जैसे अततररतत दषु्प्रभाव हो सकत ेहैं। आपके चिककत्सक इन जोखिमों के बारे में अिग स े
जानकारी देंगे। 
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तनयलमत जाांि के जोखिम 

तनयलमत रतत जाांि से हल्का ददा या नीि पड सकता है। ईसीजी से त्विा में हल्की जिन हो सकती 
है। इन प्रकक्रयाओां से कोई बडा ितरा होने की सांभावना नहीां है। हािाांकक, यह जोखिम है कक अध्ययन 
के दौरान आपके फेफडों के कैं सर की क्स्ट्थतत में सधुार न हो या वह और भी त्रबगड सकती है। 

यह ध्यान रिना महत्वपणूा है कक आपको होने वािे ककसी भी दषु्प्रभाव का सांबांध आपके द्वारा िुने 
गए उपिार से हो सकता है और यह इस अध्ययन में भाग िेने का पररणाम नहीां है। यह अध्ययन 
परूी तरह से अविोकन पर आधाररत है और इसमें केवि आपके चिककत्सक द्वारा प्रदान की गई 
आपकी तनयलमत चिककत्सा सांबांधी जानकारी दजा की जाएगी। साथ ही, िूांकक यह अध्ययन हस्ट्तक्षेप 
रटहत है, इसलिए इससे आपके चिककत्सक द्वारा आपके उपिार के प्रबांधन के तरीके में कोई बदिाव 
नहीां आएगा। 
जोखिमों के बारे में अचधक जानने के लिए, "रोचगयों के लिए अततररतत जानकारी" में दी गई 
अततररतत जोखिम जानकारी देिें। 

7 तया कोई अन्य बातें या जोखिम हैं क्जनके बारे में मझु ेजानना आवश्यक है? 

ववशषे ितेावतनयााँ 
 डूवाािमुाब प्रततरक्षा सांबांधी दषु्प्रभाव पदैा कर सकता है जो फेफड,े यकृत, आांतों, गदेु, हामोन 

ग्रांचथयों, त्विा, हृदय या तांत्रत्रका तांत्र जैसे अांगों को प्रभाववत कर सकत ेहैं। 
 ये प्रततकक्रयाएां उपिार के दौरान या उपिार बांद होने के बाद भी हो सकती हैं। 
 कुछ दषु्प्रभाव शरुुआती उपिार न लमिने पर गांभीर हो सकत ेहैं। 
 यटद आपको साांस िेने में कटठनाई, िगातार दस्ट्त, त्विा/आांिों का पीिा पडना, अत्यचधक 

थकान, सीने में ददा, भ्रम या गांभीर िकत्त ेजसेै नए या त्रबगडत ेिक्षण महससू हों, तो आपको 
तरुांत अपने चिककत्सक को सचूित करना िाटहए। 

अन्य दवाइयाां, िाद्य पदाथा और पये पदाथा 
 आपको अपने चिककत्सक को उन सभी दवाओां के बारे में बताना िाटहए जो आप िे रहे हैं, 

क्जनमें चिककत्सक के पि े पर लमिने वािी दवाएां, त्रबना पिे के लमिने वािी दवाएां, हबाि 
उत्पाद और सप्िीमेंट शालमि हैं। 

 कुछ दवाओां (ववशषे रूप से स्ट्टेरॉयड या प्रततरक्षा प्रणािी को प्रभाववत करने वािी दवाएां) के 
लिए डूवाािमुाब िेत ेसमय चिककत्सकीय देिरेि की आवश्यकता हो सकती है। 
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 अपने चिककत्सक से सिाह लिए त्रबना कोई भी नई दवा शरुू न करें। 
 िान-ेपीने पर कोई ववशषे प्रततबांध नहीां है, िेककन उपिार के दौरान आपको अपने चिककत्सक 

की आहार सांबांधी सिाह का पािन करना िाटहए। 
वाहन ििाना, मशीनरी, ििे और गततववचधयााँ 

 डूवाािमुाब से थकान, ितकर आना या कमजोरी हो सकती है। 

 यटद आप अस्ट्वस्ट्थ, थके हुए या ितकर महससू करत ेहैं, तो आपको वाहन ििाने, मशीनरी 
ििाने या परूी सतका ता की आवश्यकता वािी गततववचधयों को करने से बिना िाटहए। 

 िेिों या गततववचधयों पर कोई ववशषे प्रततबांध नहीां है, िेककन आपको अपनी क्स्ट्थतत और 
समग्र स्ट्वास्ट््य के आधार पर अपने चिककत्सक की सिाह का पािन करना िाटहए। 

गभाावस्ट्था, गभातनरोध और स्ट्तनपान 

तयोंकक अजन्मे बच्िे या लशश ुपर डूवाािमुाब के प्रभावों के बारे में जानकारी नहीां है, इसलिए आपको 
(या यटद आप परुुष हैं तो आपकी मटहिा साथी को) अध्ययन के दौरान गभावती नहीां होना िाटहए या 
बच्िे को स्ट्तनपान नहीां कराना िाटहए। 

अध्ययन में शालमि चिककत्सक आपसे गभातनरोध के स्ट्वीकाया तरीकों पर ििाा कर सकत ेहैं। 

मटहिा रोचगयों के लिए: 

यटद आप गभावती हो जाती हैं, तो आपको अध्ययन में शालमि चिककत्सक को तरुांत सचूित करना 
होगा। आपको अपने अध्ययन चिककत्सक से बात करने तक अध्ययन की दवा का सेवन तरुांत बांद 
करना होगा। आपसे आपके और आपके बच्िे के बारे में जानकारी देने के लिए कहा जाएगा। इसमें 
आपके बच्िे के स्ट्वास्ट््य और ववकास की तनगरानी करने की अनमुतत देने के लिए एक अिग सहमतत 
पत्र शालमि हो सकता है। 

क्जन परुुष रोचगयों की पक्त्नयाां गभावती हो जाती हैं: 

यटद आपकी साथी गभावती हो जाती है, तो आपको तरुांत अध्ययन में शालमि चिककत्सक को सचूित 
करना होगा। आपकी साथी से एक अिग सहमतत पत्र के तहत, उनके स्ट्वास्ट््य और आपके बच्िे के 
स्ट्वास्ट््य के बारे में जानकारी माांगी जाएगी। 



Adult Study Participant Master Information and Consent Form         AstraZeneca 
Study Code: D9106R00007 

Version Number 1.0 Version Date 9 Mar,2026 

 

CONFIDENTIAL AND PROPRIETARY 11 of 31   Template Doc ID: TMP-0010261  

Template Version Number 15.0  

Translated from English to Hindi Version 1.0 Dated 16 Mar 2026   

 

उपवास 

इस अध्ययन में भाग िेने के लिए ककसी ववशषे उपवास की आवश्यकता नहीां है, जब तक कक आपके 
इिाज करने वािे चिककत्सक द्वारा तनयलमत चिककत्सा परीक्षणों या प्रकक्रयाओां के लिए ऐसा करने की 
सिाह न दी जाए। 

टीकाकरण 

 कोई भी टीका िगवाने से पहिे अपने चिककत्सक को सचूित करें। 

 डूवाािमुाब के साथ उपिार के दौरान और उपिार के बाद कुछ समय तक, चिककत्सक की 
सिाह के अनसुार, जीववत टीकों से आमतौर पर बिना िाटहए। 

 यटद आपके चिककत्सक द्वारा इसकी सिाह दी जाती है तो तनक्ष्क्रय (गरै-जीववत) टीके टदए 
जा सकत ेहैं। 

रततदान 

आपको डूवाािमुाब के उपिार के दौरान और अांततम िुराक के बाद कुछ समय तक रतत या रतत 
उत्पाद दान नहीां करना िाटहए, जैसा कक आपके चिककत्सक ने सिाह दी है। 

8 इसमें भाग िनेे के सांभाववत िाभ तया हैं? 

इस अध्ययन से अध्ययन प्रायोजक को प्राप्त जानकारी भववष्य में फेफडों के कैं सर के रोचगयों के 
बेहतर उपिार में सहायक हो सकती है। 

यह तनक्श्ित नहीां है कक अध्ययन में भाग िेने से आपको सीधे िाभ लमिगेा। हािााँकक, आपकी 
भागीदारी भववष्य में अन्य रोचगयों को रोगों के बारे में जानकारी बढाने और चिककत्सा देिभाि में 
सधुार करने में मदद कर सकती है। हमें नहीां पता कक इसमें भाग िेने से आपकी क्स्ट्थतत में सधुार 
होगा या नहीां, िेककन हमें उम्मीद है कक ऐसा होगा। 
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9 यटद अध्ययन के दौरान कुछ पररवतान हो जाए, जसै ेकक नई जानकारी लमि जाए तो तया होगा? 

अध्ययन में कुछ बदिाव हो सकत ेहैं क्जनके कारण आप अध्ययन में भाग िेना जारी रिने के बारे 
में अपना वविार बदि सकत/ेती हैं। अगर कोई बदिाव होता है, तो हम आपको जल्द से जल्द सचूित 
करेंगे। 

आप ककसी भी समय अध्ययन छोडने का ववकल्प िुन सकत/ेती हैं। अचधक जानकारी के लिए नीि े
अनभुाग 14 देिें। 

अध्ययन चिककत्सक, यटद उन्हें िगता है कक यह आपके लिए सवोत्तम है, तो आपको अध्ययन स े
बाहर करने का ववकल्प भी िुन सकत/ेती हैं। 

अध्ययन में आपकी भागीदारी तब भी रुक जाती है जब प्रायोजक; भारत स्ट्वास्ट््य प्राचधकारी, आिार 
या तनयामक एजेंलसयाां यह तनणाय िेती हैं कक अध्ययन को रोक टदया जाना िाटहए। 

10 यटद अध्ययन के दौरान मझु ेकोई नकुसान या िोट पहुांिती है तो तया होगा? 

 
िूांकक यह एक अविोकन सांबांधी अध्ययन है, इसलिए इसमें आपके चिककत्सक द्वारा प्रदान की जाने 
वािी तनयलमत चिककत्सा देिभाि के अिावा कोई प्रयोगात्मक उपिार या प्रकक्रया शालमि नहीां है। 
इसलिए, अध्ययन में भाग िेने से नकुसान या िोट िगने का जोखिम बेहद कम है। आपके 
चिककत्सक आपकी देिभाि और उपिार को पहिे की तरह जारी रिेंगे। यटद आपको कोई चिांता है, 
तो आप आगे की सहायता के लिए अध्ययन टीम या अपने चिककत्सक से सांपका  कर सकत ेहैं। 
 

यटद कोई आपात क्स्ट्थतत हो, तो क्जतनी जल्दी हो सके अपने अध्ययन चिककत्सक से सांपका  करें। सभी 
प्रासांचगक सांपका  वववरण भाग III में पाए जा सकत ेहैं: “[रोचगयों] के लिए अततररतत जानकारी”। 

यटद आप इस शोध अध्ययन के दौरान बीमार हो जात ेहैं या घायि हो जात ेहैं, तो आपको तुरांत 
अपने अध्ययन चिककत्सक को बताना िाटहए। 

अध्ययन दवा परीक्षण या प्रकक्रयाओां के कारण होने वािी िोटों को ‘अनसुांधान िोटें ’कहा जाता है। 
आपकी सामान्य चिककत्सा देिभाि या आपके फेफड ेके कैं सर के कारण होने वािी िोटें , अनसुांधान 
िोटें नहीां हैं। 
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यटद आपके पास चिककत्सा बीमा है, तो कृपया अपनी बीमा कां पनी से जाांि िें कक इस शोध अध्ययन 
में भाग िेने से आपकी कवरेज प्रभाववत नहीां होगी। 

इस फॉमा पर हस्ट्ताक्षर करने से आप अपने ककसी भी काननूी अचधकार को नहीां छोडत ेहैं।  

11 अध्ययन में एकत्रत्रत मरेे डटेा का तया होगा? 

ए. कौन सा डटेा एकत्र ककया जाता है? 

अध्ययन करने के लिए, अध्ययन स्ट्थि को आपकी पहिान से सांबांचधत जानकारी एकत्र और पांजीकृत 
करनी होगी, जैसे कक आपकी चिककत्सीय क्स्ट्थतत और चिककत्सा इततहास (इसमें आपके चिककत्सकों स े
प्राप्त जानकारी / आपके चिककत्सा ररकॉडा में उपिब्ध जानकारी शालमि हो सकती है), आपकी 
जीवनशिैी, आपकी जनसाांक्ख्यकी (आय,ु लि ांग, जातीय और नस्ट्िीय पषृ्ठभलूम), नदैातनक रसायन 
ववज्ञान, रतत ववज्ञान, गदुाा काया परीक्षण, यकृत काया परीक्षण, थायरॉइड स्ट्तर, मतू्र ववश्िेषण, 
हेपेटाइटटस बी और सी, एिआईवी, गभाावस्ट्था परीक्षण आटद के साथ-साथ आप ककसी अन्य बीमारी के 
लिए जो दवाएां ि े रहे हैं, उन्हें भी नोट ककया जाएगा। इसके अिावा, ईसीजी और 
एमआरआई/पीईटी/सीटी जसैी इमेक्जांग तकनीकों से प्राप्त डटेा भी एकत्र ककया जाएगा। आपको जो 
उपिार टदया जाएगा, उस पर आपकी प्रततकक्रया, दषु्प्रभाव या कोई भी असवुवधा जो आपको हो सकती 
है, वह सब भी एकत्र ककया जाएगा। 

बी. मरेे डटेा की तया आवश्यकता है? 

प्रायोजक को डूवाािमुाब के उपयोग पर ववपणनोत्तर सरुक्षा साक्ष्य उत्पन्न करने के लिए आपके डटेा 
की आवश्यकता है ताकक भारतीय स्ट्वास्ट््य प्राचधकरण के प्रतत अनमुोदन के बाद की तनयामक 
प्रततबद्धता को परूा ककया जा सके। इसलिए, इस अध्ययन में योजनाबद्ध तरीके से और साथ ही दवा 
ववकास कायाक्रम के लिए आवश्यक सांबांचधत अनसुांधान गततववचधयों के भीतर डटेा का उपयोग ककया 
जाएगा ताकक अध्ययन की जा रही बीमारी और उससे जुडी स्ट्वास्ट््य समस्ट्याओां को बेहतर ढांग से 
समझा जा सके। इनका उपयोग वजै्ञातनक पत्रत्रकाओां में शोध पररणामों को प्रकालशत करने या शकै्षक्षक 
उद्देश्यों के लिए भी ककया जा सकता है। 

सी. मेरे डटेा तक कौन पहुांि सकता है? 

केवि अध्ययन स्ट्थि पर ही आपका नाम और सांपका  वववरण अध्ययन चिककत्सक और अध्ययन टीम 
को उपिब्ध होगा। प्रायोजक की ओर स ेकाया करने वािे और गोपनीयता के दातयत्व स ेबांधे गरै-
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चिककत्सा कलमायों के साथ-साथ स्ट्वास्ट््य अचधकाररयों और आिार सलमततयों को भी इस डटेा तक 
केवि यह सत्यावपत करने के लिए पहुाँि दी जा सकती है कक अध्ययन काननूी और गणुवत्ता सांबांधी 
आवश्यकताओां के अनपुािन में ककया गया है। जहाां अनमुतत हो, वहाां आपके कुछ डटेा तक दरूस्ट्थ रूप 
से भी पहुांि बनाई जा सकती है। 

अध्ययन स्ट्थि आपके डटेा को प्रायोजक के साथ साझा करेगा, िेककन ऐसा केवि तभी ककया जाएगा 
जब उन्हें कोडडत कर टदया जाएगा (क्जसका अथा है कक आपका नाम, सांपका  वववरण या स्ट्वास्ट््य बीमा 
नांबर, कोड द्वारा प्रततस्ट्थावपत कर टदया गया है)। कोडड ांग के बारे में अचधक जानकारी के लिए, इस 
दस्ट्तावेज़ के अांत में भाग III में वववरण देिें: “प्रायोजक के लिए अततररतत जानकारी)। 

प्रायोजक दवा ववकास कायाक्रम के प्रयोजनों के लिए आपके कोडडत डटेा को अपने अनसुांधान भागीदारों 
और सवेा प्रदाताओां के साथ साझा कर सकता है। 

अध्ययन के उचित सांिािन और सटीक पररणामों को सतुनक्श्ित करने और दवा के ववपणन की 
अनमुतत प्राप्त करने के लिए, प्रायोजक आपके कोडडत डटेा को प्राचधकाररयों और सांभवतः आिार 
सलमततयों के साथ साझा करेगा। इन्हें वजै्ञातनक पत्रत्रकाओां के साथ भी साझा ककया जा सकता है, 
ताकक अध्ययन के पररणामों की समीक्षा स्ट्वतांत्र वजै्ञातनकों द्वारा की जा सके और पररणामों की 
सटीकता सतुनक्श्ित की जा सके। 

इनमें से ककसी भी मामिे में आपकी पहिान उजागर नहीां की जाएगी। 

उपयुातत व्यक्ततयों में से कुछ आपके देश के बाहर क्स्ट्थत हो सकत ेहैं। यटद इस अन्य देश में आपके 
देश के समान व्यक्ततगत डटेा सरुक्षा मानक नहीां हैं, तो आपके डटेा की गोपनीयता की रक्षा और उस े
बनाए रिने के लिए उपयतुत सरुक्षा उपाय (जैसे अनबुांध और तकनीकी सरुक्षा उपाय) अपनाए जाएांगे, 
जैसा कक दस्ट्तावेज़ के अांत में भाग III में आग ेवखणात है: "रोचगयों के लिए अततररतत जानकारी"। 

यटद कोई अन्य सांगठन अध्ययन दवा के ववकास या व्यावसायीकरण का कायाभार सांभािता है, तो 
आपका कोडडत डटेा उन्हें पे्रवषत ककया जा सकता है। तब उन्हें आपके डटेा की सरुक्षा उसी प्रकार करनी 
होगी जैसा कक यहााँ वखणात है। 

डी. मेरे सांपका  वववरण तक और ककसे पहुांि हो सकती है और तयों? 
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आपकी जीववत क्स्ट्थतत के बारे में जानकारी प्राप्त करने के लिए आपका नाम या सांपका  वववरण सेवा 
प्रदाताओां के साथ साझा ककया जा सकता है। 

सेवा प्रदाताओां को आपका नाम या सांपका  वववरण गोपनीय रिना होगा और वे प्रायोजक के साथ 
आपकी पहिान बताने वािी कोई भी जानकारी साझा नहीां करेंगे। 

ई. मरेा कोडडत डटेा कब तक रिा जाएगा? 

अध्ययन स्ट्थि और प्रायोजक, अध्ययन की समाक्प्त के बाद 15 वषों तक सभी अध्ययन डटेा को 
रिने के लिए बाध्य हैं, ताकक अध्ययन स्ट्थि और प्रायोजक के काननूी दातयत्वों का पािन ककया जा 
सके। आप www.astrazenecapersonaldataretention.com पर जाकर जान सकत ेहैं कक प्रायोजक 
आपकी व्यक्ततगत जानकारी कैस े रिता है। इसके बाद, आपका कोडडत डटेा हटा टदया जाएगा या 
गमुनाम कर टदया जाएगा। 

अनामीकरण के बारे में अचधक जानकारी के लिए, भाग 1 अनभुाग 11जी देिें: अनाम डटेा का तया 
अथा है? 

 

एफ. डटेा सांरक्षण काननू के तहत मेरे अचधकार तया हैं?  

आपको यह समीक्षा करने का अचधकार है कक आपका कौन सा डटेा एकत्र ककया गया है और उसका 
उपयोग ककया जा रहा है; आप इस डटेा की एक प्रततलिवप भी माांग सकत/ेती हैं, इस डटेा के उपयोग 
पर प्रततबांध िगाने के लिए कह सकत/ेती हैं, या गित डटेा को ठीक करने के लिए कह सकत ेहैं। 

अध्ययन की वजै्ञातनक अिांडता सतुनक्श्ित करने के लिए, आप अध्ययन समाप्त होने तक कुछ डटेा 
की समीक्षा नहीां कर पाएांगे या इसकी एक प्रतत प्राप्त नहीां कर पाएांगे। 

 

इन सीलमत अचधकारों का प्रयोग करने के लिए, कृपया अध्ययन चिककत्सक से सांपका  करें। 
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जी. अनामीकृत डटेा का तया अथा है? 

स्ट्वास्ट््य अचधकाररयों के साथ-साथ दवा कम्पतनयों का मानना है कक नदैातनक अध्ययन के आांकडों 
तक पहुांि से नदैातनक ववज्ञान और चिककत्सा ज्ञान में ववृद्ध होती है और यह रोचगयों और सावाजतनक 
स्ट्वास्ट््य के सवोत्तम टहत में है, बशत े कक रोगी की गोपनीयता सरुक्षक्षत रहे। इसलिए, प्रायोजक 
अध्ययन में एकत्रत्रत आपके डटेा का एक अनाम सेट तयैार कर सकता है और उसे आांतररक रूप से या 
अन्य शोधकतााओां के साथ साझा कर सकता है (उदाहरण के लिए, www.vivli.org पर)। इसका अथा 
यह है कक आपके कोडडत डटेा से आपका रोगी कोड और साथ ही आपकी पहिान के लिए इस्ट्तमेाि 
की जा सकने वािी अन्य जानकारी जैसे कक आपकी जन्मटदनाांक आटद हटा दी जाएगी। 

12 इसमें भाग िनेे की िागत तया है?  

इस अध्ययन में भाग िनेे पर आपको अपने चिककत्सक के साथ तनयलमत मिुाकातों से सांबांचधत 
िागतों के अिावा कुछ भी ििा नहीां करना पडगेा। इस अध्ययन में भाग िेने के लिए आपको कोई 
भगुतान नहीां ककया जाएगा। अध्ययन में प्रयतुत दवा और प्रयोगशािा जाांिों का ििा अध्ययन के 
माध्यम से वहन नहीां ककया जाएगा। 

13 अध्ययन के बाद अचधक जानकारी कैस ेप्राप्त करें? 

परीक्षण पररणाम साराांश इस अध्ययन के पररणामों का सांक्षक्षप्त और आसानी स ेसमझने योग्य साराांश 
है। इन्हें अध्ययन में शालमि अांततम रोगी के अांततम साइट दौरे के 1 वषा के भीतर 
www.trialsummaries.com पर अपिोड कर टदया जाएगा। आप अपनी अध्ययन ररपोटा के पररणामों 
का साराांश उपिब्ध होने पर ईमेि द्वारा सिूना प्राप्त करने के लिए www.trialsummaries.com 
वेबसाइट पर कभी भी पांजीकरण कर सकत े हैं। या यटद आपको दस्ट्तावेज़ की मटुद्रत प्रतत की 
आवश्यकता है, तो कृपया अपने अध्ययन चिककत्सक को सचूित करें। 

अध्ययन प्रोटोकॉि और पररणामों स े सांबांचधत तकनीकी भाषा में जानकारी 
http://astrazenecaclinicaltrials और http://www.clinicaltrials.gov पर पोस्ट्ट की जाएगी। इस 
अध्ययन का वववरण http://ctri.nic.in पर भी उपिब्ध है। इन वेबसाइटों में आपके बारे में कोई 
जानकारी नहीां है।  
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14 यटद मैं अध्ययन छोडना िाहूाँ तो तया होगा? 

अध्ययन में आपकी भागीदारी स्ट्वकै्च्छक है, अथाात आप ककसी भी समय अपनी भागीदारी रोक सकत े
हैं। यटद आप अध्ययन दवा िेना बांद करना िाहत/ेती हैं, सांशोचधत मिुाकात कायाक्रम िाहत/ेती हैं या 
अपनी भागीदारी रोकना िाहत/ेती हैं, तो आपको अध्ययन चिककत्सक को बताना िाटहए और उपिब्ध 
ववकल्पों पर ििाा करनी िाटहए। 

यटद आप अध्ययन में भाग िेना बांद कर देत/ेती हैं, तो ध्यान रिें कक यह एक "अध्ययन ववच्छेदन" 
है, और व्यक्ततगत डटेा के प्रसांस्ट्करण के लिए सहमतत की वापसी / आपक्त्त नहीां है, अध्ययन 
चिककत्सक आपके डटेा का सांग्रह बांद कर देगा, िेककन आपके पहिे स ेएकत्र ककए गए डटेा को रिा 
जाएगा और अध्ययन की वधैता की गारांटी देने और काननू द्वारा अनमुत तनयामक आवश्यकताओां का 
अनपुािन करने के लिए उपयोग ककया जाएगा। इसके बाद, अध्ययन चिककत्सक आपको आपकी भिाई 
की जााँि के लिए अध्ययन समाक्प्त परीक्षा के लिए आमांत्रत्रत करेंगे। यटद आप तनधााररत मिुाकात में 
उपक्स्ट्थत नहीां होत े हैं, तो अध्ययन चिककत्सक आपसे सांपका  करने का प्रयास करेंगे। अध्ययन के 
पररणामों के लिए यह महत्वपणूा है। यह अतनवाया नहीां है, िेककन अध्ययन के लिए यह उपयोगी होगा 
यटद आप अपने अध्ययन चिककत्सक को बताएां कक आप अपनी भागीदारी तयों रोकना िाहत ेहैं, ववशषे 
रूप से यटद आपने असवुवधा का अनभुव ककया है। 

हम आपकी मिू सहमतत के अनसुार आपके डटेा और एकत्रत्रत नमनेू का उपयोग जारी रिेंग,े जब तक 
कक आप यह न िाहें कक अध्ययन छोडने के बाद आपके डटेा का उपयोग न ककया जाए। ऐसे मामिे 
में, आपको अध्ययन करने वािे चिककत्सक को सचूित करना होगा, िेककन आपके द्वारा पहिे एकत्र 
ककया गया कोडडत डटेा नदैातनक तनयमों के अनसुार सरुक्षक्षत रिा जाएगा।  

15 मरेे ककसी भी प्रश्न का उत्तर कौन दे सकता है? 

याद रिें, कोई भी सवाि बेतकुा नहीां होता! बेखझझक कभी भी पछू सकत ेहैं! इस अध्ययन में भाग िेने 
का तनणाय िेने से पहिे परूी जानकारी प्राप्त करना आपका अचधकार है। आप भाग III: “रोचगयों के 
लिए अततररतत जानकारी” में टदए गए पत ेपर ककसी भी समय अध्ययन चिककत्सक से सांपका  कर 
सकत/ेती हैं। 
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भाग II: सहमतत पत्र  

डी9106आर00007, डूवाािमुाब 

ररसेतटेबि (हटाने योग्य) गरै-छोटे कोलशका वािे फेफड ेका कैं सर (एनएससीएिसी) स ेपीडडत भारतीय 
वयस्ट्क रोगी म े डूवाािमुाब की सरुक्षा का आकिन करने के लिए एक सांभाववत, अविोकन सांबांधी, 
बहुकें द्रीय, ववपणन-पश्िात तनगरानी अध्ययन। 

व्यक्ततपात्र के प्रारांलभक:   

व्यक्ततपात्र का नाम:   

जन्म टदनाांक 
(डीडी-एमएम-वाईवाईवाई): 

  उम्र (साि):   

व्यक्ततपात्र का पता:   

योग्यता:   

व्यवसाय: 
(कृपया उपयुतत ववकल्प पर तनशान 
िगाएां) 

  
ववद्याथी  स्ट्वरोजगार  सेवा  गटृहणी  अन्य 
_______________________ 

व्यक्ततपात्र की वावषाक आय: 
 

नामाांककत व्यक्तत/व्यक्ततयों का 
नाम एवां पता तथा व्यक्ततपात्र से 
उनका सांबांध:    
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कृपया इस सहमतत पत्र पर तभी हस्ट्ताक्षर करें जब आपको प्रश्न पछून ेका अवसर लमि िकुा 
हो और आपके सभी प्रश्नों के सांतोषजनक उत्तर प्राप्त हो िकेु हों। इस पषृ्ठ पर हस्ट्ताक्षर 
करके, आप तनम्नलिखित कथनों की पकु्ष्ट करेंगे: 

 

 

 

क्र.सां.  इन कथनों के प्रतत अपनी सहमतत की पुक्ष्ट करने के लिए कृपया तनम्नलिखित प्रत्येक कथन के सामने 
अपने  प्रारांलभक  (सांक्षक्षप्त हस्ट्ताक्षर या हस्ट्ताक्षर) या अांगूठे का तनशान (जैसा िागू हो) प्रदान करें। 

(i) मैं पुक्ष्ट करता/करती हूाँ कक मैंने उपरोतत अध्ययन के लिए टदनाांक ……………………., 
सांस्ट्करण सांख्या ……. के अध्ययन सांबांधी सूिना और सहमतत प्रपत्र को पढ और 
समझ लिया है तथा मुझ ेप्रश्न पूछने का अवसर लमिा है। 

[        ] 

(ii) मैं समझता/समझती हूां कक इस अध्ययन में मेरी भागीदारी स्ट्वैक्च्छक है और मैं 
त्रबना कोई कारण बताए, ककसी भी समय इससे हटने के लिए स्ट्वतांत्र हूां, और 
इससे मेरे चिककत्सा अचधकारों या कानूनी अचधकारों पर कोई प्रभाव नहीां पडगेा। 

[         ] 

(iii) मैं समझता/समझती हूां कक नैदातनक परीक्षण के प्रायोजक, प्रायोजक की ओर से 
काम करने वािे अन्य िोग, नैततकता सलमतत और तनयामक प्राचधकरणों को 
वतामान अध्ययन और इससे सांबांचधत भववष्य में ककए जाने वािे ककसी भी शोध 
के सांबांध में मेरे स्ट्वास्ट््य ररकॉडा देिने के लिए मेरी अनुमतत की आवश्यकता नहीां 
होगी, भिे ही मैं परीक्षण से हट जाऊां । मैं इस पहुाँि के लिए सहमत हूाँ। हािााँकक, 
मैं समझता/समझती हूाँ कक मेरी पहिान ककसी भी तीसरे पक्ष को दी गई या 
प्रकालशत की गई जानकारी में प्रकट नहीां की जाएगी। 

[         ] 

(iv) मैं इस अध्ययन से प्राप्त ककसी भी डटेा या पररणाम के उपयोग को प्रततबांचधत न 
करने के लिए सहमत हूां, बशत ेकक ऐसा उपयोग केवि वजै्ञातनक उद्देश्यों के लिए 
हो। 

[         ]   

(v) मैं उपरोतत अध्ययन में भाग िेने के लिए सहमत हूाँ। [         ] 
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हस्ट्ताक्षरकताा/कानूनी रूप से स्ट्वीकाया प्रतततनचध (एिएआर) के हस्ट्ताक्षर (या अांगूठे का तनशान) हस्ट्ताक्षर 
की टदनाांक 

    

 
हस्ट्ताक्षरकताा का नाम (क्जस व्यक्तत या कानूनी प्रतततनचध ने हस्ट्ताक्षर ककए हैं उसका नाम)   

जहाां एक व्यक्ततपात्र 

सूचित सहमतत देने में (उदाहरण के लिए, एक बेहोश व्यक्तत, एक नाबालिग, या गांभीर मानलसक बीमारी 
या ववकिाांगता से पीडडत व्यक्तत।) सक्षम व्यक्तत, कानूनी रूप से स्ट्वीकाया प्रतततनचध से हो सकता है 
(कानूनी रूप से स्ट्वीकाया प्रतततनचध वह व्यक्तत होता है जो भारत के कानून के अनुसार रोगी में ककसी 
हस्ट्तक्षेप के लिए सहमतत देने या उसे अचधकृत करने में सक्षम हो)। 

  

 
व्यक्ततपात्र के साथ कानूनी रूप से स्ट्वीकाया प्रतततनचध का सांबांध   
  

 
अन्वेषक के हस्ट्ताक्षर  हस्ट्ताक्षर की टदनाांक   

 
अध्ययन अन्वेषक का नाम   

 यटद व्यक्ततपात्र या उसका कानूनी रूप से मान्य प्रतततनचध पढने/लििने में असमथा है, तो पूरी सूचित सहमतत 
प्रकक्रया के दौरान एक तनष्पक्ष गवाह उपक्स्ट्थत होना िाटहए, क्जसे सहमतत पत्र पर अपने हस्ट्ताक्षर करने होंगे।  

तनष्पक्ष गवाह वह व्यक्तत होता है जो परीक्षण से स्ट्वतांत्र होता है, क्जस पर परीक्षण से जुड ेिोगों का अनुचित 
प्रभाव नहीां पड सकता है, जो सूचित सहमतत प्रकक्रया में उपक्स्ट्थत होता है यटद व्यक्ततपात्र या व्यक्ततपात्र का 
कानूनी रूप से स्ट्वीकाया प्रतततनचध पढ नहीां सकता है, और जो सूचित सहमतत प्रपत्र और व्यक्ततपात्र को दी गई 
ककसी भी अन्य लिखित जानकारी को पढता है। 
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तनष्पक्ष गवाह के हस्ट्ताक्षर  हस्ट्ताक्षर की टदनाांक  

       

 
तनष्पक्ष गवाह का नाम   

रोगी सूिना पत्र (वयस्ट्क अध्ययन प्रततभागी मास्ट्टर सूिना) और ववचधवत भरा हुआ सूचित सहमतत प्रपत्र 
की प्रततलिवप को व्यक्ततपात्र या उसके कानूनी रूप से स्ट्वीकाया प्रतततनचध को सौंप टदया जाएगा।  
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भाग III: रोचगयों के लिए अततररतत जानकारी 

 

1 सम्पका  करने का वववरण 

अध्ययन चिककत्सक  अध्ययन समन्वयक (जैस े अध्ययन के लिए 
तनयतुत नसा)  

फोन नांबर  फोन नांबर  

पता  पता  

ईमेि पता ईमेि पता 

 

ईसी सदस्ट्य सचिव का नाम   

ईसी सदस्ट्य सचिव का फोन नांबर   

 

2 मिुाकातों और परीक्षण/प्रकक्रयाओां की ववस्ट्ततृ सिूी 

वतामान अध्ययन में कोई प्रोटोकॉि अतनवाया नहीां है, इसलिए आपके िि रहे उपिार के अिावा 
आपकी कोई अिग जाांि नहीां की जाएगी। हम डूवाािमुाब की पहिी िुराक से िेकर डूवाािमुाब की 
अांततम िुराक की टदनाांक + 90 टदन या बाद की कैं सर-रोधी चिककत्सा की पहिी िुराक की टदनाांक 
तक, सहमतत वापस िेने, फॉिो-अप में कमी या मतृ्य,ु इनमें से जो भी पहिे हो, तक आपके स्ट्वास्ट््य 
के बारे में जानकारी एकत्र करेंगे। अध्ययन के दौरान, हम आपके द्वारा अनभुव ककए जाने वािे ककसी 
भी दषु्प्रभाव को ररकॉडा करेंगे, जैसे कक थकान, माांसपेलशयों और हड्डडयों में ददा, कब्ज, भिू में कमी, 
मतिी, पररधीय शोफ, मतू्र पथ में सांक्रमण, या कोई भी अज्ञात दषु्प्रभाव। चिककत्सक रोगी की क्स्ट्थतत 
के आधार पर परामशा के लिए मिुाकातों की सांख्या और समय तय करेंगे। अध्ययन की शरुुआत में 
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और परेू अध्ययन के दौरान रोगी की आय,ु रोग की क्स्ट्थतत, परीक्षण पररणाम, डूवाािमुाब की िुराक 
और अन्य उपिारों जैसी जानकारी एकत्र की जाएगी। 

3 ववस्ट्ततृ अध्ययन परीक्षण और प्रकक्रया अनसुचूियाां 

यहाां बताया गया है कक आपको वहाां तया देिने को लमिेगा। 

आधारभतू/स्ट्क्रीतन ांग 

प्रारांलभक िरण में, अध्ययन के लिए आपकी पात्रता का आकिन करने के लिए आपकी प्रारांलभक 
प्रकक्रयाएां की जाएांगी। इसमें सचूित सहमतत प्रपत्र पर हस्ट्ताक्षर करना, समावेशन/बटहष्करण मानदांडों 
का सत्यापन करना और जनसाांक्ख्यकीय जानकारी, चिककत्सा इततहास और आपके द्वारा िी जा रही 
दवाओां के बारे में वववरण दजा करना शालमि है। रोगी की शारीररक जाांि, महत्वपणूा सांकेतों की जाांि, 
ईसीओजी प्रदशान क्स्ट्थतत मलू्याांकन और आधारभतू नदैातनक और रेडडयोिॉक्जकि इमेक्जांग की जाएगी। 
प्रारांलभक ट्यमूर माप को आर ईसीआईएसटी 1.1 टदशातनदेशों के अनसुार प्रिेखित ककया जाएगा, जो 
उपिार की प्रततकक्रया के आकिन के लिए तनयमों का एक मानकीकृत सेट प्रदान करत े हैं, और 
आवश्यक प्रयोगशािा मलू्याांकन आयोक्जत ककए जाएांगे। 
 
तनयोएडजुवेंट चिककत्सा अवचध 
तनयलमत मलू्याांकन में साथ में िी जा रही दवाओां का ररकॉडा रिना, शारीररक परीक्षण ररकॉडा करना 
और महत्वपणूा सांकेतों की जाांि करना शालमि होगा। उपिार की प्रततकक्रया पर नज़र रिन ेके लिए 
नदैातनक और रेडडयोिॉक्जकि मलू्याांकन ककए जाएांगे, और प्रयोगशािा मलू्याांकन चिककत्सा से सांबांचधत 
पररवतानों को रैक करने में मदद करेंगे। ककसी भी प्रततकूि घटना (एई) या गांभीर प्रततकूि घटना 
(एसएई) को सावधानीपवूाक प्रिेखित ककया जाएगा। 
 
सजारी से पवूा का िरण 
सजारी की तयैारी के दौरान, आवश्यकता पडने पर पात्रता मानदांडों की दोबारा जाांि की जा सकती है। 
साथ में िी जाने वािी दवाओां और नदैातनक/रेडडयोिॉक्जकि आकिन, क्जनमें आर ईसीआईएसटी 1.1 
मलू्याांकन भी शालमि हैं, के अद्यतन ररकॉडा दजा ककए जाएांगे। शल्यकक्रया पवूा िरण में यह सतुनक्श्ित 
करने पर ध्यान कें टद्रत ककया जाएगा कक रोगी शल्यकक्रया के लिए सवोत्तम रूप से तयैार हो। इस 
िरण के दौरान एई और एसएई की सरुक्षा तनगरानी जारी रहेगी। 
शल्यकक्रया िरण 



Adult Study Participant Master Information and Consent Form         AstraZeneca 
Study Code: D9106R00007 

Version Number 1.0 Version Date 9 Mar,2026 

 

CONFIDENTIAL AND PROPRIETARY 24 of 31   Template Doc ID: TMP-0010261  

Template Version Number 15.0  

Translated from English to Hindi Version 1.0 Dated 16 Mar 2026   

 

सजारी िरण में ट्यमूर को हटाने के लिए वास्ट्तववक शल्यकक्रया की जाती है। इस दौरान, आवश्यक 
शल्यकक्रयाकािीन दवाओां का वववरण दजा ककया जाएगा। सरुक्षा तनगरानी का मखु्य उद्देश्य शल्यकक्रया 
से सांबांचधत एई या एसएई  की पहिान करना होगा। 
 
सजारी के बाद का िरण 
सजारी के बाद, रोचगयों की स्ट्वास्ट््य तनगरानी की जाएगी ताकक उनकी स्ट्वास्ट््य िाभ और सक्जाकि 
पररणामों का आकिन ककया जा सके। इसमें साथ में िी जा रही दवाओां को ररकॉडा करना, शारीररक 
परीक्षण करना और महत्वपणूा सांकेतों की जाांि करना शालमि है। नदैातनक और रेडडयोिॉक्जकि 
आकिन शल्य चिककत्सा की सफिता और ककसी भी अवलशष्ट बीमारी का मलू्याांकन करेंगे, जबकक 
आरईसीआईएसटी 1.1 मलू्याांकन और प्रयोगशािा परीक्षण आगे की जानकारी प्रदान करेंगे। इस िरण 
के दौरान एई और एसएई की तनगरानी करना प्राथलमकता बनी रहेगी। 
 
डूवाािमुाब मोनोचिककत्सा अवचध 
सहायक चिककत्सा अवचध का उद्देश्य रोग की पनुरावकृ्त्त के जोखिम को कम करना है। रोचगयों को 
तनयलमत मलू्याांकन के साथ उपिार लमिता रहेगा, क्जसमें साथ में िी जा रही दवाओां पर अपडटे, 
शारीररक परीक्षण, नदैातनक और रेडडयोिॉक्जकि आकिन, आरईसीआईएसटी 1.1 ट्यमूर मलू्याांकन 
और प्रयोगशािा तनगरानी शालमि हैं। ककसी भी एई और एसएई का ववस्ट्ततृ दस्ट्तावेजीकरण करत ेहुए 
सरुक्षा तनगरानी अत्यांत महत्वपणूा बनी हुई है। 
 
अनवुती तनगरानी अवचध 
अनवुती अवचध के दौरान, रोचगयों की दीघाकालिक तनगरानी की जाएगी ताकक ककसी भी प्रकार की 
पनुरावकृ्त्त या वविांत्रबत जटटिताओां का पता िगाया जा सके। नदैातनक और रेडडयोिॉक्जकि आकिन, 
साथ ही आरईसीआईएसटी 1.1 मलू्याांकन जारी रहेंगे। साथ में दी जाने वािी दवाओां के बारे में अपडटे 
और एई /एसएई की ररपोटटिंग भी इस िरण के दौरान उपिार की अांततम िुराक के 90 टदन बाद तक 
या ककसी अन्य उपिार के शरुू होने के पहिे टदन तक, सहमतत वापस िेने, फॉिो-अप में कमी या 
मतृ्य ुहोने तक, जो भी पहिे हो, की जाएगी। 
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प्रत्येक मिुाकात के दौरान तया उम्मीद करनी है, इसका वववरण देने वािी तालिका: 

डटेा सांग्रह और प्रववक्ष्ट आधारभतू/स्ट्क्रीतनांग 
तनयोएडजवुेंट 
चिककत्सा 
अवचध 

सजारी स े
पहिे  

सजारी सजारी के 
बाद  

सहायक 
चिककत्सा 
अवचध 

अनवुती 
कारावाई 
अवचध  

सूचित सहमतत X              

स्ट्क्रीतनांग X    X          

गभाावस्ट्था परीक्षणए  X       

रोगी की जनसाांक्ख्यकी और 
चिककत्सा इततहास 

X        X      

रोग का चिककत्सीय इततहास 
और प्रारांलभक रोग क्स्ट्थतत 
(क्जसमें ईजीएफआर/एएिके 
क्स्ट्थतत शालमि है) 

X              

आप जो दवा िे रहे हैं। X  X  X  X  X  X  X  

शारीररक परीक्षण और 
महत्वपूणा सांकेत 

X  X        X  X  

ईसीओजी प्रदशान क्स्ट्थतत X            X  

नैदातनक और 
रेडडयोिॉक्जकि मूल्याांकन 

X  X  X    X  X  X  

आरईसीआईएसटी 1.1 
मूल्याांकन 

X    X    X  X  X  

ईसीजी जैसा कक चिककत्सकीय रूप से सांकेत टदया गया है 

प्रयोगशािा मूल्याांकन X  X        X  X  

एनएससीएिसी उपिार 
सांबांधी वववरण 

  X        X  X  

प्रततकूि प्रततकूि प्रभाव एई 
और एसएई की ररपोटटिंग 

X  X  X  X  X  X  X 

ए  केवि प्रजनन क्षमता वािी मटहिाएां 
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4 जोखिमों, दषु्प्रभावों और असवुवधाओां की सिूी 

िूांकक यह एक अविोकन सांबांधी अध्ययन है, इसलिए इस अध्ययन में भाग िेने से सीधे तौर पर जडु े
कोई दषु्प्रभाव या जोखिम नहीां हैं। 

डूवाािमुाब एक प्रततरक्षा चिककत्सा है जो प्रततरक्षा प्रणािी को कैं सर से िडने में मदद करती है। िूांकक 
यह प्रततरक्षा प्रणािी को सकक्रय करती है, इसलिए कभी-कभी यह प्रततरक्षा प्रणािी के सामान्य अांगों 
को भी प्रभाववत कर सकती है। 

सामान्य दषु्प्रभाव 

 िाि रतत कोलशकाओां की सांख्या में कमी (रतताल्पता) 
 मतिी 
 कब्ज 
 थकान 
 माांसपेलशयों या हड्डडयों में ददा 
 त्विा पर िाि िकत्त े

प्रततरक्षा सांबांधी सांभाववत दषु्प्रभाव 

डूवाािमुाब ववलभन्न अांगों में सजून पदैा कर सकता है, क्जनमें शालमि हैं: 

 फेफड े(िाांसी, साांस िेने में तकिीफ) 
 यकृत (त्विा/आांिों का पीिा पडना, यकृत सांबांधी असामान्य परीक्षण) 
 आांतें (दस्ट्त, पेट ददा) 
 हामोन ग्रांचथयाां (थायराइड या एडिनि ग्रांचथयों की समस्ट्याएां क्जनके कारण थकान, ितकर 

आना या वजन में बदिाव हो सकता है) 
 गदेु 
 त्विा 

ये दषु्प्रभाव उपिार के दौरान या बाद में हो सकत ेहैं। यटद इनका जल्दी पता िि जाए तो अचधकतर 
का इिाज सांभव है, िेककन कुछ गांभीर हो सकत ेहैं और इनके लिए अस्ट्पताि में भती होने या उपिार 
रोकने की आवश्यकता पड सकती है। दिुाभ मामिों में, गांभीर जटटिताएां जानिेवा भी हो सकती हैं। 
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अन्य उपिारों के दषु्प्रभाव 

यटद आप तनयलमत उपिार के टहस्ट्से के रूप में कीमोचिककत्सा, सजारी या ववककरण चिककत्सा प्राप्त 
करत ेहैं, तो इन उपिारों से मतिी, बािों का झडना, सांक्रमण, रततस्राव, ददा, साांस िेने में तकिीफ 
या थकान जैसे अततररतत दषु्प्रभाव हो सकत ेहैं। आपके चिककत्सक इन जोखिमों के बारे में अिग स े
जानकारी देंगे। 

तनयलमत जाांिों के जोखिम 

तनयलमत रतत जाांि से हल्का ददा या नीि पड सकता है। ईसीजी से त्विा में हल्की जिन हो सकती 
है। इन प्रकक्रयाओां से कोई बडा जोखिम होने की सांभावना नहीां है। 

5 एकत्रत्रत की गई व्यक्ततगत जानकारी की परूी सिूी 
भाग I िांड 11क में वखणात सभी जानकारी अध्ययन के दौरान एकत्रत्रत की जाएगी। 

6 शब्दकोष 

आपका कोडडत डटेा 

अध्ययन स्ट्थि पर आपके नाम और सांपका  वववरण सटहत एकत्रत्रत सभी 
डटेा को एक कोड द्वारा प्रततस्ट्थावपत कर टदया गया है। यह काया 
अध्ययन चिककत्सक द्वारा ककया जाता है जो आपकी सुरक्षा और 
गोपनीयता सुतनक्श्ित करने के लिए आपके नाम/सांपका  वववरण और कोड 
के बीि सांबांध बनाए रिता है। 

यह अध्ययन काया चिककत्सक द्वारा ककया गया है जो आपकी सुरक्षा 
और सुरक्षा सुतनक्श्ित करने के लिए आपका नाम/सांपका  वववरण और 
कोड के बीि सांबांध बनाए रिता है। 

 

प्रायोजक वववरण 
प्रायोजक: एस्ट्राजेनेका फामाा इांडडया लिलमटेड। 

प्रायोजक के पास नैदातनक अध्ययन की समग्र क्जम्मेदारी होती है। 
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अध्ययन स्ट्थि वववरण 
वह स्ट्थान जहाां नैदातनक अध्ययन हो रहा है और जहाां आपको तनयोक्जत 
मुिाकातों के लिए जाना होगा। 

स्ट्वास्ट््य अचधकारी 
वे प्राचधकारी जो अध्ययन की तनगरानी करत े हैं, जो दवा के 
व्यावसायीकरण को मांजूरी देत ेहैं या जो आपके देश में या अन्य देशों में 
प्रततकूि घटनाओां की ररपोटटिंग प्राप्त करत ेहैं। 

 

अनुसांधान भागीदार 

कोई भी सांगठन जो औषचध ववकास कायाक्रम या भववष्य के अनुसांधान के 
लिए प्रायोजक के साथ सहयोग करता है। 

सेवा प्रदाताओां 

कोई भी सांगठन जो प्रायोजक के साथ अनुबांध द्वारा बांधा हुआ है, जो 
प्रायोजक के सख्त तनदेशों के तहत उसकी ओर से गततववचधयों का सांिािन 
कर सकता है। इसमें औरकचथत "अनुबांचधत अनुसांधान सांगठन" (सीआरओ) 
और आईटी कां पतनयाां शालमि हो सकती हैं जो नैदातनक डेटा होस्ट्ट करती हैं 
या नई प्रणालियों और सेवाओां को ववकलसत करने सटहत आईटी सेवाएां 
प्रदान करती हैं। 
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सरुक्षा 

अध्ययन के दौरान और उसके बाद कोडडत डटेा की सुरक्षा के लिए 

उचित सुरक्षा उपाय िागू ककए जाएांगे और इसमें तनम्नलिखित शालमि 

हो सकत ेहैं: 

कोडडत डटेा तक पहुांि गोपनीयता दातयत्वों के अधीन ववलशष्ट 

व्यक्ततयों तक सीलमत होगी (क्जसमें व्यक्ततयों की पुनः पहिान 

करने/नैदातनक डटेा को डडकोड करने का प्रयास न करने का दातयत्व 

भी शालमि है)। 

कोडडत डटेा को डटेा पररवतान, हातन और अनचधकृत पहुांि से बिने के 

लिए सुरक्षा उपायों के साथ सांरक्षक्षत ककया जाएगा और आगे भी 

पहिान-रटहत करने वािी तकनीकों को िागू ककया जा सकता है। 

प्रत्येक वैज्ञातनक अनुसांधान से जुड ेगोपनीयता जोखिमों (यटद कोई हों) 

की पहिान करने और उन्हें कम करने के लिए डटेा सांरक्षण प्रभाव 

मूल्याांकन (डीपीआईए) िागू ककया जाएगा। 

जब िाग ूकानून द्वारा आवश्यक हो, तो वैज्ञातनक अनुसांधान आिार 

सलमततयों के अनुमोदन के अधीन होता है। 

कोडडत डटेा को प्रत्यक्ष ववपणन उद्देश्यों या अन्य उद्देश्यों के लिए 

साझा नहीां ककया जाएगा जो कानूनी कताव्य नहीां हैं या िागू डटेा 

सांरक्षण कानून के अनुसार वैज्ञातनक अनुसांधान नहीां माने जात े हैं। 

ववशेष रूप से, इसका उपयोग भववष्य में आपके लिए उपिब्ध सेवाओां, 

जैसे कक बीमा, के बारे में तनणाय िेने के लिए नहीां ककया जाएगा। 

सरुक्षा उपाय: अन्य देशों में 
मेरा डटेा कैसे सरुक्षक्षत है? 

आपके डटेा का प्रसांस्ट्करण अध्ययन स्ट्थि पर शुरू होता है। कफर आपके 
डटेा को सत्यापन और पररणामों की गणना के लिए कई डेटा ववशेषज्ञों को 
हस्ट्ताांतररत ककया जाएगा। आपके डटेा को कोडडत करने के अिावा, 
आपका डटेा उच्ि मानक तकनीकी सुरक्षा साधनों जैसे कक मजबूत पहुांि 
तनयांत्रण और एक्न्क्रप्शन द्वारा भी सुरक्षक्षत है। 
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प्रायोजक समूह के भीतर, आपका कोडडत डटेा बाध्यकारी कॉपोरेट तनयमों 
(बीसीआर) द्वारा सुरक्षक्षत है। प्रायोजकों के बीसीआर के बारे में अचधक 
जानकारी आप यहााँ पा सकत े हैं: 
www.astrazenecabindingcorporaterules.com। 

आप अपने अध्ययन चिककत्सक से पूछकर अचधक जानकारी के साथ-
साथ इन उपायों की एक प्रतत भी प्राप्त कर सकत ेहैं। 

प्रततबांचधत अचधकार 
कृपया ध्यान दें कक जीडीपीआर और यूके गोपनीयता कानून द्वारा 
प्रदत्त डटेा को नष्ट करवाने का अचधकार (अथाात, भूि जाने का 
अचधकार) ऐसे अध्ययनों पर िागू नहीां होता है। 

वजै्ञातनक अनुसांधान 

वैज्ञातनक अनुसांधान में तकनीकी ववकास और प्रदशान, मौलिक 
अनुसांधान, अनुप्रयुतत अनुसांधान और तनजी तौर पर ववत्तपोवषत 
अनुसांधान के साथ-साथ सावाजतनक स्ट्वास्ट््य के क्षेत्र में सावाजतनक टहत 
में ककए गए अध्ययन शालमि हैं।इसका अथा यह है कक हम डटेा का 
उपयोग बीमाररयों के इिाज के लिए नई दवाएां, चिककत्सा उपकरण, 
नैदातनक उत्पाद, उपकरण और/या अन्य उपिार बनाने के बारे में अपनी 
समझ को बढाने के लिए कर सकत ेहैं।हम इस डटेा का उपयोग भववष्य 
के नैदातनक अध्ययनों, सेवाओां और दवाओां के डडजाइन और तनष्पादन 
में सुधार करने, पररणाम अनुसांधान गततववचधयों के लिए और मूल्य 
तनधाारण और प्रततपूतता गततववचधयों में सहायता के लिए भी कर सकत े
हैं। 

http://www.astrazenecabindingcorporaterules.com/
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वजै्ञातनक डटेाबेस में जमा करें 

 

अचधक प्रभावशािी अनुसांधान करने के लिए, शोधकतााओां के लिए डेटा 
को एक या अचधक वैज्ञातनक डेटाबेस में रिकर साझा करना सहायक 
होता है।इसके बाद शोधकताा कई शोध पररयोजनाओां से एकत्रत्रत आांकडों 
का अध्ययन कर सकत ेहैं और स्ट्वास्ट््य एवां रोग के बारे में और भी 
अचधक जानकारी प्राप्त कर सकत ेहैं। 

अनुमोटदत वैज्ञातनक अनुसांधान पररयोजना वािे शोधकताा आपके कोडडत 
डटेा के साथ-साथ कई अन्य िोगों के डटेा को भी देि और उपयोग कर 
सकत ेहैं।आपका नाम और अन्य जानकारी क्जससे आपकी सीधे पहिान 
हो सकती है (जैसे पता या सामाक्जक सुरक्षा सांख्या) कभी भी ऐसे 
वैज्ञातनक डटेाबेस में नहीां डािी जाएगी। शोधकतााओां का हमेशा यह 
कताव्य होगा कक व े आपकी गोपनीयता की रक्षा करें और आपकी 
जानकारी को गोपनीय रिें। 
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অধ্যয়ন সংক্রান্ত তথ্য এবং অবহিত সম্মহত ফর্ম 
  

অধ্যয়ন ক াড: D9106R00007 সাইট নং:   

স্পনসর: অযাস্ট্রাজেজন া ফার্মা ইহিযা হিহর্জটড 
পরীক্ষাধ্ীন বযহির 

আইহড: 
  

প্রধ্ান তদন্ত ারী:  

অধ্যযজনর হিজরানার্: 
অজরাপচারজ াগ্য নন-স্মি কসি ফুসফুস  যান্সাজর (এনএসহসএিহস) আক্রান্ত ভারতীয় প্রাপ্তবয়স্ক করাগ্ীজদর কক্ষজে 

ডুরভািরু্যাব-এর হনরাপত্তা র্িূযায়জনর িজক্ষয এ টি সম্ভাবয, প মজবক্ষণর্ূি , বিু-ক হি  ও বাোর রণ-পরবতী 
নেরদাহর অধ্যয়ন 

 

এই নহথ্জত [3]টি অংি রজয়জে: 

অংি I: হিহন যাি অধ্যয়জন অংিগ্রিজণর হসদ্ধান্ত কনওযার েনয প্রজযােনীয "অধ্যযন সংক্রান্ত তথ্য", 

অংি II: আপনার "সম্মহত ফর্ম"  া আপহন  ী হবষজয সম্মত িজেন তার সারসংজক্ষপ প্রদান  জর, 

অংি III:  “করাগ্ীজদর েনয অহতহরি তথ্য” হবভাজগ্ সম্পূর  তথ্য,  ার র্জধ্য এ টি িব্দজ াষ বা গ্লসাহর অন্তভুমি রজয়জে। 

 

 

 

 

 

 

 

অংি I: অধ্যযন সংক্রান্ত তথ্য 

D9106R00007, ডুরভািরু্যাব-এর বাোর রণ-পরবতী হনরাপত্তা হবষয়  অধ্যয়ন 

 
অজরাপচারজ াগ্য ফুসফুজসর  যান্সাজর আক্রান্ত ভারতীয় প্রাপ্তবয়স্কজদর কক্ষজে ডুরভািরু্যাব-এর হনরাপত্তা র্িূযায়জনর েনয এ টি 

প মজবক্ষণর্িূ  অধ্যয়ন 
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হপ্রয় র্জিাদয়া/র্জিাদয়, 

আপনাজ  এই অধ্যয়জন অংিগ্রিজণর আর্ন্ত্রণ োনাজনা িজে,  ারণ সম্প্রহত আপনার অজরাপচারজ াগ্য (অজরাপচাজরর র্াধ্যজর্ 
অপসারণজ াগ্য) নন-স্মি কসি িাং  যান্সার (এনএসহসএিহস) নার্  এ  ধ্রজণর ফুসফুজসর  যান্সার ধ্রা পজ়েজে। আপহন প্রস্তাহবত 
হচহ ৎসা পদ্ধহতটি গ্রিণ  জরজেন  ার র্জধ্য অন্তভুমি আজে অজরাপচাজরর পূবমবতী হচহ ৎসা হিজসজব ক জর্াজথ্রাহপর সাজথ্ ডুরভািরু্যাব-
এর সহম্মহিত প্রজয়াগ্ এবং পরবতীজত অজরাপচাজরর পর ক বি ডুরভািরু্যাব-এর কর্াজনাজথ্রাহপ। এই হচহ ৎসাটি এর্নভাজব সাোজনা 

িজযজে,  াজত এটি টিউর্াজরর আ ার কোট  রজত এবং  যান্সার পুনরায় হফজর আসার ঝুুঁ হ   র্াজত সিায়তা  জর।  

আর্রা অজরাপচারজ াগ্য এনএসহসএিহস-কত আক্রান্ত করাগ্ীজদর কক্ষজে ডুরভািরু্যাব-এর হনরাপত্তা র্িূযাযজনর উজেজিয এই অধ্যয়নটি 

পহরচািনা  রহে। বাোর রণ-পরবতী এই অধ্যয়জন, আপনার হচহ ৎসা আপনার হচহ ৎসজ র হসদ্ধান্ত অন ুায়ীই চিজত থ্া জব এবং 
আর্রা ক বি আপনার কডটা সংগ্রি  রজবা। এটিজত অংিগ্রিজণর েনয আপনার হিহিত সম্মহতর প্রজয়ােন িজব। আপহন এই অধ্যয়জন 

অংিগ্রিণ  রজবন হ না কসই হবষজয় হসদ্ধান্ত কনওয়ার পূজবম, অধ্যয়নটির হবস্তাহরত হবষয়বস্তু সম্পজ ম  আপনাজ  বযািযা প্রদান  রা িজব।  

এই অধ্যয়জনর সার্হগ্র  হববরণ,  ার র্জধ্য অন্তভুমি রজয়জে আপনার কডটা ও নহথ্পে সংগ্রি, সংরক্ষণ এবং বযবিার ইতযাহদ,  া 
আপনার কদজি এ টি স্বাধ্ীন ননহত তা  হর্টি  ততম   প মাজিাচনা  রা িজয়জে এবং এর উজেিয িি অধ্যয়জন অংিগ্রিণ ারী করাগ্ীজদর 

অহধ্ ার, হনরাপত্তা এবং  িযাণ হনহিত  রা। 

আপহন  হদ এই অধ্যয়জন অংিগ্রিণ  জরন, তজব আপনার অবস্থার উন্নহত িজতও পাজর, আবার নাও িজত পাজর। তজব, এই অধ্যয়ন 

কথ্জ  আর্রা ক  তথ্য পাজবা, তা ভহবষযজত এ ই সর্সযায আক্রান্ত অনযানয করাগ্ীজদর সািা য  রজত পাজর। 
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1 এই অধ্যয়নটি  ী সংক্রান্ত? 

ডুরভািরু্যাব িি এ  ধ্রজণর ওষধু্,  া ইহর্উজনাজথ্রাহপ হিজসজব পহরহচত। এটি আপনার িরীজরর করাগ্ প্রহতজরাধ্ বযবস্থাজ   যান্সার 

ক াষগ্হুি িনাি  রজত এবং কসগ্হুির ওপর আক্রর্ণ চািাজত সিায়তা  রার র্াধ্যজর্  াে  জর। হ েু  যান্সার ক াষ 'PD-L1' 

নার্  এ টি সংজ ত বযবিার  জর হনজেজদর রক্ষা  জর,  া করাগ্ প্রহতজরাধ্ বযবস্থাজ   া মত "হনহিয়"  জর কদয়। ডুরভািরু্যাব এই 

সংজ তটিজ  অবরদু্ধ  জর কদয়,  ার ফজি আপনার করাগ্ প্রহতজরাধ্ বযবস্থা  যান্সার ক াষগ্ুহিজ  িুুঁজে কবর  রজত এবং ধ্বংস  রজত 
সক্ষর্ িয়। 

আর্রা এই অধ্যয়নটি পহরচািনা  রহে র্ূিত এটি োনার েনয ক , ফুসফুজসর এ  ধ্রজণর  যান্সার  া অপসারণজ াগ্য এনএসহসএিহস 

নাজর্ পহরহচত, কসটির হচহ ৎসায ডুরভািুর্যাব  তটা হনরাপদ। এই ধ্রজণর  যান্সার তিন কদিা কদয়,  িন ফুসফুজসর অভযন্তজর 
ক াষগ্ুহি অহনয়হন্ত্রতভাজব বংিবতহদ্ধ  জর এবং এ টি টিউর্ার গ্ঠন  জর। অজরাপচাজরর পূজবম প্রা -অজরাপচার হচহ ৎসা হিজসজব 

ডুরভািুর্যাব ও প্ল্যাটিনার্ ক জর্াজথ্রাহপর সহম্মহিত প্রজয়াগ্ প্রদান  রা িয়,  ার উজেিয িি টিউর্ারটিজ  সংকুহচত  রজত সিায়তা 

 রা এবং িরীজরর হনেস্ব করাগ্ প্রহতজরাধ্ ক্ষর্তাজ  কোরদার  রা। টিউর্ারটি অপসারজণর েনয অজরাপচার সম্পন্ন িওয়ার পজরও , 

হ েু অহত কু্ষদ্র  যান্সার ক াষ িরীজর অবহিষ্ট কথ্জ  ক জত পাজর,  া এর্আরআই, হসটি হ ংবা হপইটি স্কযাজনর র্াধ্যজর্ িনাি  রা 
সম্ভব িয় না। এই অবহিষ্ট ক াষগ্ুহি  িনও  িনও কবুঁজচ থ্াজ  এবং পরবতীজত  যান্সাজরর পুনরাহবভম াব ঘটাজত পাজর। অজরাপচাজরর 

পরবতী প মাজয়, িরীজর অবহিষ্ট থ্া া  যান্সার ক াষগ্ুগ্ুহির হবরুজদ্ধ িড়াই  রার ক্ষর্তাজ  িহিিািী  রজত এবং  যান্সাজরর পুনরায় 
হফজর আসার ঝুুঁ হ   র্াজত ডুরভািুর্যাব র্জনাজথ্রাহপ প্রদান  রা িয়। 

এই অধ্যয়জনর িক্ষয িি পূবমবতী গ্জবষণাসর্জূি ক র্নটি কদিা কগ্জে, কসই অন ুায়ী ডুরভািরু্যাব ক  হনরাপদ, তা হনহিত  রা, তার 

পািাপাহি ক াজনা নতুন বা অপ্রতযাহিত পার্শ্মপ্রহতহক্রয়া কদিা কদয় হ না, কসহদজ ও নের রািা। ডুরভািরু্যাব 2017 সাি কথ্জ  বাোজর 
প্রচহিত রজয়জে এবং এটি  িুরাজের িাদয ও ওষধু্ প্রিাসন (ইউএসএফহডএ)  ততম   অনজুর্াহদত। 

এই অধ্যয়জন প্রায 78 েন করাগ্ী অংিগ্রিণ  রজবন। অধ্যয়জনর কর্াট সর্য াি ডুরভািরু্যাব-এর প্রথ্র্ র্াো গ্রিজণর তাহরি কথ্জ  িরু ু

 জর ডুরভািরু্যাব কিষ কডাে গ্রিজণর তাহরজির পরবতী 90 হদন, অথ্বা পরবতী  যান্সার-হবজরাধ্ী হচহ ৎসা িরু ু রার তাহরি; হ ংবা 

সম্মহত প্রতযািার, ফজিা-আপ কথ্জ  হবহেন্ন িজয়  াওয়া, অথ্বা র্ততুয, এগ্জুিার র্জধ্য ক টি আজগ্ ঘটজব, কসই তাহরি প মন্ত িজব। 

2 আর্াজ  হ  অংিগ্রিণ  রজত িজব? 

আপহন অংিগ্রিণ  রজবন হ না তা আপনার  াজে কবজে কনওয়ার সজু াগ্ আজে। 

এই গ্জবষণায অংিগ্রিণ  রজবন হ না তা হসদ্ধান্ত কনওযার েনয অনগু্রি  জর  তটা সর্য প্রজযােন তজতাটা  হনন। এই হসদ্ধান্ত কনওযার 
সর্য আপনার বনু্ধ-বান্ধব এবং পহরবাজরর সাজথ্  থ্া বিা সিায  িজত পাজর। 

আপহন  হদ অধ্যযজন ক াগ্দান  জরন, তািজি আপহন ক জ াজনা সর্য এটি কেজ়ে ক জত পাজরন (আরও হবস্তাহরত োনার েনয "অনুজেদ 

14" কদিুন)। অধ্যয়নটি কেজ়ে চজি কগ্জি কসটি আপনার পহরচ মার ওপর ক াজনা প্রভাব কফিজব না। আপহন  হদ অধ্যযন কেজ়ে ক জত 

চান, তািজি  ত তা়োতাহ়ে সম্ভব আপনার অধ্যযন ডািারজ  কসটি োনান। 

গ্জবষণায় অংিগ্রিণ  রার হসদ্ধান্ত কনওয়ার সর্য়, অনগু্রি  জর এ েন গ্জবষণায় অংিগ্রিণ ারী করাগ্ী হিজসজব অধ্যয়জনর েনয 
প্রজয়ােনীয় সর্জয়র প্রহতশ্রুহত এবং দাহয়ত্বসর্িূ হবজবচনা  রজবন। 

আপহন  হদ এই অধ্যয়জন অংিগ্রিণ না  জরন, তবওু আপনার ফুসফুজসর  যান্সাজরর হচহ ৎসা অবযািত থ্া জব। আপনার অধ্যয়ন 

হচহ ৎস  অথ্বা আপনার হচহ ৎসা ারী ডািার আপনার সাজথ্ অনযানয সম্ভাবয ওষুধ্, কসগ্হুির ঝুুঁ হ  এবং উপ াহরতা সম্পজ ম  
আজিাচনা  রজবন। 
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3 আহর্  হদ এই অধ্যয়জন অংিগ্রিণ  হর, তািজি  ী িজব? 

ক জিতু এটি এ টি প মজবক্ষণর্িূ  অধ্যয়ন, তাই এই অধ্যয়জনর অংি হিজসজব স্পনসর  ততম   আপনাজ  ক াজনা ওষধু্ বা অনয ক াজনা 
হচহ ৎসা প্রদান  রা িজব না। 

আপনাজ  আপনার হনয়হর্ত হচহ ৎসজ র অযাপজয়ন্টজর্ন্টগ্হুি চাহিজয় ক জত িজব এবং হচহ ৎস  ক ভাজব হনজদমি হদজয়জেন, কস অন ুায়ী 
আপনার হনয়হর্ত ওষধু্ কসবন  রজত িজব। 

অধ্যয়ন ওষধু্টি কসবন িুর ু রার আজগ্ আপনার কবি  জয় টি পরীক্ষা  রা িজব। এই প্রহক্রয়াটিজ  হিহনং বিা িয়। আপহন  হদ 

হিহনংজয়র িতম াবহি পূরণ  জরন, তজব আপহন এই অধ্যয়জন অংিগ্রিণ  রজত পারজবন। আর  হদ আপহন িতম াবহি পূরণ  রজত না 

পাজরন, তািজি তার  ারণগ্হুি আপনাজ  বযািযা  জর োনাজনা িজব। আপনার অধ্যয়জনর হচহ ৎস  অথ্বা আপনার হচহ ৎসা ারী 
ডািার আপনার সাজথ্ হচহ ৎসার অনযানয সম্ভাবয উপায় বা হব ল্পগ্হুি হনজয় আজিাচনা  রজবন। 

আপনার হনয়হর্ত বাজয়াপহস এবং করাজগ্র প মায় হনণমজয়র পরীক্ষা-হনরীক্ষা  রা িজব; এোড়া আপনার হচহ ৎসজ র অনজুর্াহদত হনজদম হি া 

অন ুায়ী, অজরাপচাজরর আজগ্ ও পজর হচহ ৎসা হিজসজব আপনাজ  ডুরভািরু্যাব  প্রদান  রা িজব। এই অধ্যয়জনর পুজরা সর্য় াি েজুড় 
আর্রা আপনার কডটা সংগ্রি  রব। এই অধ্যয়জন আপনার অংিগ্রিণ িরু ুিজব ডুরভািরু্যাব-এর প্রথ্র্ কডাে গ্রিজণর হদন কথ্জ  এবং 

তা অবযািত থ্া জব,  া ডুরভািরু্যাব-এর কিষ কডাে গ্রিজণর পরবতী 90 হদন প মন্ত, অথ্বা পরবতী ক াজনা  যানসার-প্রহতজরাধ্ হচহ ৎসা 

িরু ু রার হদন প মন্ত, হ ংবা আপনার সম্মহত প্রতযািার, প মজবক্ষজণর বাইজর চজি  াওয়া বা র্ততুয, এগ্হুির র্জধ্য ক টি আজগ্ ঘটজব, কসই 

হদন প মন্ত। অধ্যয়জনর প্রশ্নগ্হুির অহধ্ তর সঠি  উত্তর পাওয়ার স্বাজথ্ম, এই অধ্যয় আপনার অংিগ্রিজণর কর্য়াদ দীঘমাহয়ত  রার প্রজয়ােন 
িজত পাজর। 

করাগ্ীর অবস্থার ওপর হভহত্ত  জর, হভহেজটর কর্াট সংিযা এবং হভহেজটর সর্য় তদন্ত ারীর হবজবচনার্জতা হনধ্মাহরত িজব। 

হনয়হর্ত হভহেজটর সর্য় এই অধ্যযজনর উজেজিয তথ্য সংগ্রি  রা িজব এবং এর ফজি আপনার হনয়হর্ত হভহেজট হ েুটা অহতহরি 
সর্য় িাগ্জত পাজর। 

আপহন  হদ হভহেজট আসজত না পাজরন, তািজি আপনাজ  অবিযই আপনার অধ্যয়ন হচহ ৎস জ  তা োনাজত িজব। 

অনগু্রি  জর র্জন রািজবন ক , এই অধ্যয়নটি এবং এজত আপনার অংিগ্রিণ, প্রতযািার কচজয় আজগ্ই বন্ধ িজয় ক জত পাজর; উদািরণস্বরপূ, 

নবজ্ঞাহন  বা হনরাপত্তা-সংক্রান্ত  ারজণ (হবস্তাহরত তজথ্যর েনয “অনজুেদ 9” কদিুন)।  

4 প্রজয়ােনীয় পরীক্ষা ও প্রহক্রয়াগ্ুহি  ী  ী? 

আপহন  িন এই অধ্যয়জন অংিগ্রিণ  রজবন, তিন আপনার হচহ ৎসার নহথ্পে কথ্জ  আর্াজদর হ েু হচহ ৎসা-সংক্রান্ত কডটা সংগ্রি 

 রজত িজব। হচহ ৎসার র্ানদণ্ড অনু ায়ী পহরচাহিত হনয়হর্ত পরীক্ষার অংি হিজসজব, হনজচর পরীক্ষা ও প্রহক্রয়াগ্ুহি কথ্জ  প্রাপ্ত কডটা 
নহথ্বদ্ধ  রা িজব:  

করাগ্ীর েনহর্হত ও হচহ ৎসার ইহতিাস 

আপনার েন্ম তাহরি, হিঙ্গ, উচ্চতা, ওেন এবং র্হিিা করাগ্ীজদর কক্ষজে গ্ভম াবস্থা ও স্তনযপান  রাজনার হবষয়টি, আর পুরষু করাগ্ীজদর কক্ষজে তাজদর নারী সঙ্গীর 

গ্ভম াবস্থার অবস্থা, এই তথ্যগ্জুিা সংগ্রি  রা িজব। এোড়া, অনয ক াজনা করাজগ্র হচহ ৎসার ইহতিাস এবং কর্হনজনাজ া াি-প্রহতজরাধ্ী টি ার তাহরি ও ধ্রন,  ার 

র্জধ্য বসু্টার কডােসর্ূি  অন্তভুমি রজয়জে, কসই স ি তথ্যও সংগ্রি  রা িজব। করাজগ্র হচহ ৎসা ইহতিাস এবং করাজগ্র প্রাথ্হর্  অবস্থা (ইহেএফআর/এএিজ -এর 

অবস্থা সি)। আপনার করাজগ্র ইহতিাস ক র্ন করাজগ্র প মায় বা কস্টহেং সংক্রান্ত তথ্য, ইহসওহে পারফজর্মন্স স্টযাটাস (নদনহিন েীবজন আপনার  া মক্ষর্তা), 
এবং ইহেএফআর/এএিজ -এর অবস্থা (হেজন ক াজনা পহরবতমন বা হর্উজটিজনর উপহস্থহত  াচাইজয়র েনয) এবং  হদ আপনার এই সংক্রান্ত হচহ ৎসা নহথ্পজে 

উপিব্ধ থ্াজ , তজব তা কসিান কথ্জ  সংগ্রি  রা িজব। 
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সহগামী ওষুধ 

আপনার গ্রিণ  রা ক জ াজনা চির্ান ওষজুধ্র তথ্য আপনার হচহ ৎসার নহথ্পে কথ্জ  হিহপবদ্ধ  রা িজব,  ার অন্তভুমি থ্া জব ওষজুধ্র নার্, নদহন  কডাে, 
প্রজয়াজগ্র পদ্ধহত এবং বযবিাজরর হনজদমহি া। 

 
িারীহর  পরীক্ষা ও গ্রুতু্বপূণম িক্ষণসর্ূি 

আপনার অধ্যয়ন হচহ ৎস   ততম  পহরচাহিত িারীহর  পরীক্ষার ক জ াজনা ফিাফি, অথ্বা কর ডম  ত ত গ্রুতু্বপূণম িারীহর  সূচ সর্ূি (হবজিষ  জর িরীজরর 
ওেন) হিহপবদ্ধ  রা িজব।  

 
ইহসহে 

অধ্যয়ন চিা ািীন সর্জয়, হবজিষ  জর প্রারহম্ভ  প মাজয়, অজরাপচাজরর পূজবম এবং পজর, সংগ্তিীত ইহসহে-এর হরহডং আপনার হচহ ৎসার নহথ্পে কথ্জ  হিহপবদ্ধ 
 রা িজব। 

 
হিহন যাি এবং করহডওিহে যাি র্ূিযায়ন 

করাজগ্র অবস্থা বা সার্হগ্র  হিহন যাি প্রহতহক্রয়া র্ূিযায়জনর উজেজিয সম্পাহদত সর্স্ত হিহন যাি এবং করহডওিহে যাি পরীক্ষা ক র্ন এর্আরআই, হসটি বা হপইটি 

এবং হরহসস্ট 1.1  া হিহন যাি ট্রাযাজি হচহ ৎসার প্রহত টিউর্াজরর প্রহতহক্রযা র্ূিযাযন  জর,  িনই উপিব্ধ িয,  া অধ্যয়জনর েনয হিহপবদ্ধ  রা িজব। 

 
িযাবজরটহর র্ূিযাযন 

হনধ্মাহরত হচহ ৎসা পদ্ধহত অন ুায়ী, প্রাথ্হর্  প মাজয় এবং ডুরভািরু্যাব হচহ ৎসা চিা ািীন সর্জয় সম্পাহদত ক জ াজনা িযাবজরটহর পরীক্ষার ফিাফি হিহপবদ্ধ 

 রা িজব; এর অন্তভুমি হবষয়গ্হুির র্জধ্য রজয়জে তজব এর র্জধ্যই সীর্াবদ্ধ নয়—হিহন যাি ক হর্হস্ট্র, কির্াজটািহে, হ ডহন  া ম াহরতা পরীক্ষা, হিভার  া ম াহরতা 

পরীক্ষা, থ্াইরজয়ড িরজর্াজনর র্াো, র্ূে পরীক্ষা, কিপাটাইটিস হব ও হস, এইচআইহভ, গ্ভম াবস্থা পরীক্ষা ইতযাহদ। 

 

 
এনএসহসএিহস হচহ ৎসার হবস্তাহরত হববরণ 

হনধ্মাহরত হচহ ৎসা পহর ল্পনা অন ুায়ী প্রদত্ত সর্স্ত হচহ ৎসা  ার অন্তভুমি রজয়জে অজরাপচার এবং অজরাপচাজরর আজগ্ ও পজর প্রদত্ত ক জর্াজথ্রাহপ, কসগ্হুি সম্পজ ম  

হবস্তাহরত হববরণ হিহপবদ্ধ  রা িজব। হিহপবদ্ধ   রা হবষয়গ্হুির র্জধ্য থ্া জব কর্াট ওষজুধ্র কডাে, হচহ ৎসার কর্াট সর্য় াি, হচহ ৎসার বতমর্ান অবস্থা 

(চির্ান নাহ  স্থহগ্ত), এবং হচহ ৎসা স্থহগ্ত  রার  ারণ হ ংবা ওষজুধ্র কডাে পহরবতম জনর  ারণ। 

 
হনরাপত্তা র্ূিযাযন 

আপহন ক  ক াজনা পার্শ্মপ্রহতহক্রয়া অনভুব  রজেন তা  ত সার্ানযই কিা  না ক ন, কসটা আপনার অধ্যয়ন ডািাজরর দ্বারা র্ূিযায়ন  রা িজব।  িন ক াজনা 

পার্শ্মপ্রহতহক্রয়া কদিা কদয়, তিন হনম্নহিহিত হবষয়গ্হুি সম্পহ ম ত তথ্য সংগ্রি  রা িজব: পার্শ্মপ্রহতহক্রয়াটি ঠি   ী, এটি  িন িরু ুিজয়  িন কিষ িজয়জে, এটি 

 তটা গ্রুতুর, এটি আপনার  াজে  তটা  ষ্টদায়  র্জন িজয়জে, এটি গ্জবষণার ওষধু্টির সাজথ্ সম্পহ ম ত হ  না, এই পার্শ্মপ্রহতহক্রয়ার  ারজণ ওষধু্টির হবষজয় 

 ী পদজক্ষপ কনওয়া িজয়জে, পরবতীজত  ী ঘজটজে, পার্শ্মপ্রহতহক্রয়াটি কর্া াহবিার েনয  ী  ী বযবস্থা গ্রিণ  রা িজয়জে এবং হচহ ৎসজ র ক াজনা র্ন্তবয। 

অধ্যয়ন সংক্রান্ত পরীক্ষা ও প্রহক্রয়ার সম্পূণম তাহি া, তাজদর হবস্তাহরত সর্য়সহূচ সি, “অংি III: করাগ্ীজদর েনয অহতহরি তথ্য”-কত 
পাওয়া  াজব।  

 

5. ঐহে  পরীক্ষা ও পদ্ধহতগ্ুহি  ী  ী?  

ক জিতু এটি এ টি প মজবক্ষণর্িূ  অধ্যয়ন, তাই আর্রা িধু্রু্াে আপনার হচহ ৎসার নহথ্পে কথ্জ  তথ্য সংগ্রি  রব। এজত ক াজনা 
অহতহরি বা ঐহে  পরীক্ষা-হনরীক্ষা হ ংবা পদ্ধহত অন্তভুমি থ্া জব না। 
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6. অধ্যয়নটিজত অংিগ্রিজণর ঝুুঁ হ গ্ুহি  ী  ী? 

এই অধ্যয়নটি িধু্রু্াে আপনার হচহ ৎস  আপনাজ  ক  হনয়হর্ত হচহ ৎসা প্রদান  জরন, কসটাই অন্তভুমি  রা িজব। এর ফজি আপহন 

তাৎক্ষহণ ভাজব ক াজনা প্রতযক্ষ হচহ ৎসাগ্ত সহুবধ্া পাজবন না। তজব, এই অধ্যয়ন কথ্জ  আর্রা ক  তথ্য পাজবা, তা আর্াজদর বাস্তব 

হচহ ৎসাজক্ষজে ফুসফুজসর  যান্সাজর আক্রান্ত করাগ্ীজদর  ীভাজব হচহ ৎসা ও বযবস্থাপনা  রা িয়, কসটি বণমনা  রজত এবং এই করাগ্ ও 

এর িক্ষণ সম্পজ ম  আর্াজদর জ্ঞান বতহদ্ধ  রজত সিায়তা  রজত পাজর। আিা  রা  ায়, ভহবষযজত ফুসফুজসর  যান্সাজর আক্রান্ত করাগ্ীজদর 
আরও ভাজিাভাজব হচহ ৎসা প্রদান  রজত এটি আর্াজদর সিায়তা  রজব। 

ক জিতু ডুরভািরু্যাব িি এ টি ইহর্উজনাজথ্রাহপ  া করাগ্ প্রহতজরাধ্ ক্ষর্তাজ   যান্সাজরর হবরুজদ্ধ ি়োই  রজত সািা য  জর। ক জিতু 

এটি করাগ্ প্রহতজরাধ্ ক্ষর্তাজ  সহক্রয  জর, তাই এটি  িনও  িনও করাগ্ প্রহতজরাধ্ ক্ষর্তার  ারজণ স্বাভাহব  অঙ্গগ্হুিজ  প্রভাহবত 
 রজত পাজর এবং হ েু অবাহিত প্রভাব কফিজত পাজর। 

সাধ্ারণ পার্শ্ম প্রহতহক্রযা 

•  র্ কিাহিত রি হণ ার সংিযা (রিাল্পতা) 

• বহর্ বহর্ ভাব 

• ক াষ্ঠ াঠিনয 

• িাহন্ত 

• কপহি বা িাজড়র বযথ্া 

• ত্বজ র র‍্যাি 

 
করাগ্ প্রহতজরাধ্ বযবস্থা-সম্পহ ম ত সম্ভাবয পার্শ্মপ্রহতহক্রয়া 

ডুরভািরু্যাব িরীজরর হবহভন্ন অজঙ্গ প্রদাি সতহষ্ট  রজত পাজর,  ার র্জধ্য অন্তভুমি রজয়জে: 

• ফুসফুস ( াহি, র্শ্াস ষ্ট) 

• হিভার (ত্ব /কচাি িিদু িজয়  াওয়া, হিভাজরর পরীক্ষার অস্বাভাহব  ফিাফি) 

• অন্ত্র (ডাযহরযা, কপজট বযথ্া) 

• িরজর্ান গ্রহি (থ্াইরজয়ড বা অযাজেনাি গ্রহির সর্সযা,  া িাহন্ত, র্াথ্া কঘারা বা ওেজনর পহরবতম জনর  ারণ িয়) 

• হ ডহন 

• ত্ব  

এই পার্শ্মপ্রহতহক্রযাগ্হুি হচহ ৎসার সর্য বা পজর ঘটজত পাজর। অহধ্ াংি পার্শ্মপ্রহতহক্রয়াই প্রাথ্হর্  প মাজয় িনাি  রা কগ্জি হচহ ৎসাজ াগ্য; 
তজব হ েু কক্ষজে এগ্হুি গ্রুতুর িজত পাজর এবং এর েনয িাসপাতাজি ভহতম  িওয়া হ ংবা হচহ ৎসা বন্ধ  রার প্রজয়ােন িজত পাজর। 

 দাহচৎ, গ্রুতুর েটিিতাগ্হুি প্রাণঘাতীও িজত পাজর। 

অনযানয হচহ ৎসার পার্শ্মপ্রহতহক্রযা 

আপনার হনয়হর্ত হচহ ৎসার অংি হিজসজব আপহন  হদ ক জর্াজথ্রাহপ, অজরাপচার অথ্বা করহডজয়িন কথ্রাহপ গ্রিণ  জরন, তজব এই 

হচহ ৎসাগ্হুির ফজি বহর্ বহর্ ভাব, চুি পড়া, সংক্রর্ণ, রিপাত, বযথ্া, র্শ্াস ষ্ট বা অবসাজদর র্জতা অহতহরি পার্শ্মপ্রহতহক্রয়া কদিা 
হদজত পাজর। আপনার হচহ ৎস  আপনাজ  আিাদাভাজব এই ঝুুঁ হ গ্হুি সম্পজ ম  হবস্তাহরত বহুঝজয় বিজবন। 

হনযহর্ত পরীক্ষার ঝুুঁ হ  

রটুিন রি পরীক্ষার ফজি সার্ানয বযথ্া বা  ািহিজট দাগ্ কদিা হদজত পাজর। ইহসহে-এর  ারজণ ত্বজ  সার্ানয অস্বহস্ত বা জ্বািা িজত 
পাজর। এই প্রহক্রয়াগ্হুির  ারজণ ক াজনা বড় ঝুুঁ হ র আিঙ্কা কনই। এ টি ঝুুঁ হ  কথ্জ ই  ায় ক  এই অধ্যয়ন ািীন সর্জয় আপনার 
ফুসফুজসর  যান্সার িয়জতা ভাজিা িজব না অথ্বা কসটি আরও িারাজপর হদজ ও ক জত পাজর।  
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এটি উজেি  রা েরহুর ক , আপহন  হদ ক াজনা পার্শ্মপ্রহতহক্রয়া অনভুব  জরন, তজব তা সম্ভবত আপনার কবজে কনওয়া হচহ ৎসার সাজথ্ 
সম্পহ ম ত এবং এই অধ্যয়জন অংিগ্রিজণর  ারজণ নয়। এই অধ্যয়নটি সম্পূণমভাজব প মজবক্ষণর্িূ  এবং এজত ক বি আপনার হচহ ৎসজ র 

সরবরাি ত ত হনয়হর্ত হচহ ৎসা সংক্রান্ত তথ্য হিহপবদ্ধ  রা িয়। তাোড়া, ক জিতু এই অধ্যয়নটি ক াজনা প্র ার িস্তজক্ষপর্িূ  নয়, তাই 
এটি আপনার হচহ ৎসার বযবস্থাপনায় হচহ ৎসজ র গ্তিীত পদ্ধহতর ক াজনা পহরবতম ন ঘটাজব না। 

ঝুুঁ হ  সম্পজ ম  আরও োনজত, “করাগ্ীজদর েনয অহতহরি তথ্য” অংজি প্রদত্ত অহতহরি ঝুুঁ হ র তথ্যাবহি কদিুন। 

7. আর হ  ক াজনা হবষয় বা ঝুুঁ হ  আজে,  া সম্পজ ম  আর্ার োনা প্রজয়ােন? 

হবজিষ সত ম বাতম া 

• ডুরভািরু্যাব করাগ্ প্রহতজরাধ্ বযবস্থা-সম্পহ ম ত এর্ন হ েু পার্শ্মপ্রহতহক্রয়া সতহষ্ট  রজত পাজর,  া ফুসফুস, হিভার, অন্ত্র, হ ডহন, িরজর্ান 

গ্রহি, ত্ব , িাটম  অথ্বা স্নায়ুতজন্ত্রর র্জতা অঙ্গগ্হুিজ  প্রভাহবত  রজত পাজর। 

• এই প্রহতহক্রযাগ্জুিা হচহ ৎসার চিা ািীন হ ংবা হচহ ৎসা বন্ধ  রার পজরও ঘটজত পাজর। 

• হ েু পার্শ্মপ্রহতহক্রযার  হদ দ্রুত হচহ ৎসা  রা না িয, তজব তা গ্ুরুতর িজয উঠজত পাজর। 

•  হদ আপনার র্শ্াস ষ্ট, দীঘমস্থাযী ডাযহরযা, ত্ব  বা কচাজির িিজদ ভাব, তীব্র িাহন্ত, বজু  বযথ্া, হবভ্রাহন্ত অথ্বা তীব্র র‍্যাজসর র্জতা 

নতুন ক াজনা উপসগ্ম কদিা কদয় হ ংবা হবদযর্ান উপসগ্মগ্হুির অবনহত ঘজট, তজব অহবিজে আপনার হচহ ৎস জ  কসটি োনান। 

অনযানয ওষধু্, িাবার ও পানীয 

• আপহন ক সব ওষধু্ কসবন  রজেন,  ার র্জধ্য কপ্রসহক্রপিজনর ওষধু্, ওভার-দযা- াউন্টার ওষধু্, কভষে পণয এবং সাহপ্ল্জর্ন্ট অন্তভুমি 

রজয়জে, কসগ্হুি সম্পজ ম  আপনার ডািারজ  োনাজনা উহচত। 

• আপহন  িন ডুরভািরু্যাব গ্রিণ  রজেন, তিন হ েু ওষজুধ্র (হবজিষ  জর কস্টরজযড বা ক সব ওষুধ্ করাগ্ প্রহতজরাধ্ বযবস্থাজ  
প্রভাহবত  জর) কক্ষজে হচহ ৎসজ র তত্ত্বাবধ্াজনর প্রজয়ােন িজত পাজর। 

• আপনার ডািাজরর সাজথ্ আজিাচনা না  জর ক াজনা নতুন ওষধু্ কসবন  রা িরু ু রজবন না। 

• িাবার বা পানীজযর কক্ষজে সহুনহদমষ্ট ক াজনা হবহধ্হনজষধ্ কনই; তজব হচহ ৎসা চিা ািীন আপনার হচহ ৎসজ র কদওয়া িাদযাভযাস সংক্রান্ত 
পরার্িম কর্জন চিা উহচত। 

গ্াহড় চািাজনা, কর্হিন পহরচািনা  রা, কিিাধ্িুা এবং  া ম িাপ  রা 

• ডুরভািরু্যাব িাহন্ত, র্াথ্া কঘারা বা দবুমিতা সতহষ্ট  রজত পাজর। 

• আপহন  হদ অসসু্থ, িান্ত হ ংবা র্াথ্া কঘারা অনভুব  জরন, তজব গ্াহড় চািাজনা, হর্িন পহরচািনা  রা অথ্বা পূণম সত ম তার প্রজয়ােন 
এর্ন ক াজনা  াে  রা কথ্জ  হবরত থ্া া উহচত। 

• কিিাধ্িুা বা  া ম িাজপর ওপর সহুনহদমষ্ট ক াজনা হবহধ্হনজষধ্ কনই; তজব আপনার িারীহর  অবস্থা এবং সার্হগ্র  স্বাজস্থযর ওপর হভহত্ত 
 জর ডািাজরর পরার্িম কর্জন চিা উহচত। 

গ্ভম াবস্থা, গ্ভম হনজরাধ্ এবং স্তনযপান 
ক জিতু অনাগ্ত হিি ুবা নবোতজ র ওপর (অথ্বা আপহন পুরষু িজি আপনার নারী সঙ্গীর ওপর )ডুরভািরু্যাব-এর প্রভাব সম্পজ ম  

হ েু োনা কনই, তাই এই অধ্যায়ন ািীন সর্জয় আপহন গ্ভম ধ্ারণ হ ংবা হিিজু  স্তনযপান  রাজত পারজবন না।  



Adult Study Participant Master Information and Consent Form         AstraZeneca 
Study Code: D9106R00007 

Version Number 1.0 Version Date 9 Mar,2026 

 

CONFIDENTIAL AND PROPRIETARY 8 of 21   Template Doc ID: TMP-0010261  

Template Version Number 15.0  

Translated from English to Bengali Version 1.0 Dated 16 Mar 2026   

অধ্যয়ন ডািার আপনার সাজথ্ গ্রিণজ াগ্য েন্মহনয়ন্ত্রণ পদ্ধহতগ্হুি হনজয় আজিাচনা  রজত পাজরন। 

র্হিিা করাগ্ীজদর েনয: 

আপহন  হদ গ্ভম বতী িন, তজব আপনাজ  অহবিজে কদাুঁিায়ন ডািারজ  তা োনাজত িজব। আপনার হচহ ৎসজ র সাজথ্  থ্া না বিা 
প মন্ত আপনাজ  অহবিজে অধ্যয়ন ওষধু্ কসবন  রা বন্ধ  রজত িজব। আপনার এবং আপনার হিি ুসম্পজ ম  তথ্য প্রদান  রার েনয 

আপনাজ  অনুজরাধ্ োনাজনা িজব। এর অংি হিজসজব, আপনার হিিরু স্বাস্থয ও হব াি প মজবক্ষণ  রার অনুর্হত প্রদাজনর েনয আপনাজ  
িয়জতা আিাদাভাজব সম্মহত োনাজত িজত পাজর। 

ক সব পুরুষ করাগ্ীর সহঙ্গনী গ্ভম বতী িন, তাুঁজদর েনয: 

 হদ আপনার সহঙ্গনী গ্ভম বতী িন, তজব আপনাজ  অহবিজে অধ্যয়ন ডািারজ  তা োনাজত িজব। এ টি পতথ্  সম্মহতর হভহত্তজত, 

আপনার সহঙ্গনীজ  তার হনজের স্বাস্থয এবং আপনাজদর সন্তাজনর স্বাস্থয সম্পহ ম ত তথ্য প্রদান  রার েনয অনজুরাধ্ োনাজনা িজব। 

উপবাস  রা 

এই অধ্যয়জন অংিগ্রিজণর েনয হনহদমষ্ট ক াজনা উপবাজসর প্রজযােন কনই,  হদ না আপনার হচহ ৎসা ারী ডািার রটুিন হচহ ৎসা পরীক্ষা 
বা প্রহক্রযার েনয এর পরার্িম হদজয় থ্াজ ন। 

টি াদান 

• ক াজনা টি া কনওয়ার আজগ্ আপনার ডািারজ  োনান। 

• ডুরভািরু্যাব দ্বারা হচহ ৎসার সর্য় এবং হচহ ৎসার পরবতী এ টি হনহদমষ্ট সর্য় প মন্ত, আপনার হচহ ৎসজ র পরার্িম অন ুায়ী, 
সাধ্ারণত িাইভ টি া গ্রিণ  রা কথ্জ  হবরত থ্া া উহচত। 

• আপনার হচহ ৎসজ র পরার্িম অন ুায়ী হনহিয় (নন-িাইভ) টি া কদওয়া ক জত পাজর। 

রিদান 

হচহ ৎসা ািীন সর্জয় এবং ডুরভািরু্যাব-এর কিষ কডাে গ্রিজণর পরবতী হনহদমষ্ট সর্য় প মন্ত, ক র্নটি আপনার হচহ ৎস  পরার্িম 
হদজয়জেনজসই অন ুায়ী আপনার রি বা রজির উপাদান দান  রা উহচত নয়। 

8. অংিগ্রিজণর সম্ভাবয সুহবধ্াগ্ুহি  ী  ী? 

এই অধ্যয়ন কথ্জ  অধ্যয়ন স্পন্সর ক  তথ্য পাজবন, তা ভহবষযজত ফুসফুজসর  যান্সাজর আক্রান্ত করাগ্ীজদর আরও ভাজিাভাজব হচহ ৎসায় 
সিায়তা  রজত পাজর। 

এই অধ্যয়জন অংিগ্রিজণর ফজি আপহন সরাসহর উপ ত ত িজবন এর্ন ক াজনা হনিয়তা কনই। তজব, আপনার এই অংিগ্রিণ ভহবষযজত 
করাগ্ সম্পজ ম  আর্াজদর জ্ঞান বতহদ্ধ এবং হচহ ৎসাজসবার র্ান উন্নয়জনর র্াধ্যজর্ অনযানয করাগ্ীজদর উপ াজর আসজত পাজর। এটিজত অংি 

কনওয়া আপনার িারীহর  অবস্থার উন্নহত ঘটাজব হ না তা আর্াজদর োনা কনই, তজব আর্রা আিা  হর ক , তা ঘটজব। 

9. আহর্ অধ্যয়জন অংিগ্রিণরত অবস্থায়  হদ ক াজনা পহরবতমন ঘজট, ক র্ন,  হদ নতুন ক াজনা তথ্য পাওয়া  ায়, তািজি  ী 

িজব? 

অধ্যয়জন এর্ন হ েু পহরবতম ন ঘটজত পাজর,  ার ফজি অধ্যয়জন অংিগ্রিণ চাহিজয়  াওয়া হনজয় আপনার র্ত পহরবতমন িজত পাজর। 

 হদ ক াজনা পহরবতম ন ঘজট, তজব আর্রা  ত দ্রুত সম্ভব আপনাজ  তা োহনজয় কদব। 

আপহন ক জ াজনা সর্য় এই অধ্যয়নটি তযাগ্  রার হসদ্ধান্ত হনজত পাজরন। হবস্তাহরত তজথ্যর েনয, হনজচ 14 নের অনজুেদটি কদিুন। 
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অধ্যয়ন ডািার  হদ র্জন  জরন ক  এটি আপনার েনয সজবমাত্তর্, তজব হতহন আপনাজ  অধ্যয়নটি কথ্জ  সহরজয় কনওয়ার হসদ্ধান্তও 
হনজত পাজরন। 

 িন স্পন্সর, ভারতীয় স্বাস্থয  ততম পক্ষ হ ংবা ননহত  বা হনয়ন্ত্রণ ারী সংস্থাগ্হুি হসদ্ধান্ত কনয় ক  অধ্যয়নটি অবিযই বন্ধ  রজত িজব, 
তিন অধ্যয়জন আপনার অংিগ্রিণও সর্াপ্ত িয়। 

10. অধ্যয়জন আহর্  হদ ক্ষহতগ্রস্ত বা আিত িই, তািজি  ী িজব? 

 

ক জিতু এটি এ টি প মজবক্ষণর্িূ  অধ্যয়ন, তাই এজত আপনার ডািাজরর প্রদান ত ত হনয়হর্ত হচহ ৎসার বাইজর ক াজনা পরীক্ষার্িূ  

হচহ ৎসা বা প্রহক্রয়া অন্তভুমি কনই। সতুরাং, এই অধ্যয়জন অংিগ্রিজণর ফজি ক াজনা ক্ষহত বা আঘাজতর ঝুুঁ হ  অতযন্ত নগ্ণয। আপনার 

হচহ ৎস   থ্ারীহত প্রজয়ােনীয় কসবা প্রদান এবং আপনার হচহ ৎসার বযবস্থাপনা অবযািত রািজবন। আপনার  হদ ক াজনা উজদ্বগ্ থ্াজ , 

তজব পরবতী সিায়তার েনয আপহন অধ্যয়ন দজির সাজথ্ অথ্বা আপনার হচহ ৎসজ র সাজথ্ ক াগ্াজ াগ্  রজত পাজরন। 

 হদ ক াজনা েরহুর পহরহস্থহত কদিা কদয়, তািজি  ত দ্রুত সম্ভব আপনার অধ্যয়ন ডািারজ   ি  রুন। ক াগ্াজ াজগ্র সর্স্ত প্রাসহঙ্গ  

তথ্য অংজি III: “করাগ্ীজদর েনয অহতহরি তথ্য”-কত পাওয়া  াজব।  

আপহন  হদ এই গ্জবষণা অধ্যয়জন অংিগ্রিণরত অবস্থায় অসুস্থ িজয় পজড়ন অথ্বা আঘাতপ্রাপ্ত িন, তজব আপনাজ  অবিযই অহবিজে 
আপনার অধ্যয়ন ডািারজ  োনাজত িজব। 

অধ্যয়জনর ওষুধ্, পরীক্ষাবা হবহভন্ন পদ্ধহতর  ারজণ ক সব আঘাত বা ক্ষহত িয়, কসগ্হুিজ  ‘গ্জবষণােহনত আঘাত’ বিা িয়। আপনার 
স্বাভাহব  হচহ ৎসা কসবা হ ংবা আপনার ফুসফুজসর  যান্সাজরর  ারজণ সতষ্ট ক াজনা আঘাত গ্জবষণােহনত আঘাত হিজসজব গ্ণয িজব 
না। 

আপনার  হদ হচহ ৎসা বীর্া থ্াজ , তািজি অনুগ্রি  জর আপনার বীর্া ক াম্পাহনর সাজথ্ ক াগ্াজ াগ্  জর হনহিত িজয় হনন ক , এই 
গ্জবষণা অধ্যয়জন অংিগ্রিণ আপনার বীর্া  ভাজরেজ  প্রভাহবত  রজব না। 

এই ফজর্ম স্বাক্ষর  রার র্াধ্যজর্ আপহন আপনার ক াজনা সম্ভাবয আইহন অহধ্ ার পহরতযাগ্  রজেন না।  

11. অধ্যয়ন কথ্জ  সংগ্তিীত আর্ার কডটার  ী িজব? 

a.  ক ান কডটা সংগ্রি  রা িয়? 

অধ্যয়ন পহরচািনা  রার েনয, অধ্যয়ন সাইটটিজ  আপনার পহরচয সম্পহ ম ত তথ্য সংগ্রি এবং হনবন্ধন  রজত িজব, ক র্ন আপনার 
হচহ ৎসা অবস্থা এবং হচহ ৎসা ইহতিাস (এজত আপনার হচহ ৎস জদর  াে কথ্জ  তথ্য / আপনার হচহ ৎসা কর জডম  উপিব্ধ তথ্য 

অন্তভুম ি থ্া জত পাজর), আপনার েীবনধ্ারা, আপনার েনতত্ত্ব (বযস, হিঙ্গ, োহতগ্ত এবং বণমগ্ত পটভূহর্), হিহন যাি ক হর্হস্ট্র, 

কির্াজটািহে, হ ডহন ফাংিন পরীক্ষা, হিভার ফাংিন পরীক্ষা, থ্াইরজযজডর র্াো, প্রস্রাব পরীক্ষার ফিাফি, কিপাটাইটিস হব এবং হস, 

এইচআইহভ, গ্ভম াবস্থা পরীক্ষা ইতযাহদ। অনয ক াজনা করাজগ্র েনয আপহন ক  ওষুধ্ িাজেন তার সাজথ্ এটিও কনাট  রা িজব। এো়োও, 

ইহসহে এবং এর্আরআই/হপইটি/হসটি-র র্জতা ইজর্হেং ক ৌিি কথ্জ  নতহর কডটা সংগ্রি  রা িজব। আপহন ক  হচহ ৎসা পাজবন, তার 
সাজথ্ হচহ ৎসার প্রহত আপনার প্রহতহক্রযা এবং পার্শ্ম প্রহতহক্রযা বা আপনার ক  ক াজনা অস্বহস্ত িজত পাজর তা সংগ্রি  রা িজব। 

b. আর্ার কডটা  ী  াজে প্রজয়ােন? 

ভারতীয় স্বাস্থয  ততম পজক্ষর হন ট অনজুর্াদজনাত্তর হনয়ন্ত্রণর্িূ  প্রহতশ্রুহত পািজনর িজক্ষয, ডুরভািরু্যাব-এর বযবিার সম্পহ ম ত অনজুর্াদজনাত্তর 

হনরাপত্তা সংক্রান্ত প্রর্াণাহদ সংগ্রজির েনয স্পনসজরর আপনার তজথ্যর প্রজয়ােন। তাই, এই অধ্যয়জন ক র্নটি পহর হল্পত িজয়জে, ঠি  

কসভাজবই আপনার এই তথ্য বযবহৃত িজব; পািাপাহি, সংহিষ্ট করাগ্ এবং এর সাজথ্  িু স্বাস্থয সর্সযাগ্হুি সম্পজ ম  আরও ভাজিাভাজব 
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কবাঝার উজেজিয ওষধু্ উন্নয়ন  র্মসহূচর আওতাধ্ীন প্রজয়ােনীয় অনযানয গ্জবষণার্িূ   র্ম াজণ্ডও এই কডটা বযবহৃত িজত পাজর। এোড়া, 
নবজ্ঞাহন  োনমাজি গ্জবষণার ফিাফি প্র াি হ ংবা হিক্ষার্িূ  উজেজিযও এটি বযবহৃত িজত পাজর।  

c. ক  আর্ার কডটা অযাজেস  রজত পাজর? 

িধু্রু্াে অধ্যয়ন ক জি, আপনার নার্ এবং ক াগ্াজ াজগ্র হববরণ অধ্যযন ারী ডািার এবং অধ্যযন পহরচািনা ারী অধ্যযন দজির 
 াজে অযাজেসজ াগ্য িজব। স্পনসজরর পজক্ষ  াে  রা এবং কগ্াপনীযতার দাহযত্ব পািন ারী অ-হচহ ৎসা  র্ীজদর পািাপাহি স্বাস্থয 
 ততম পক্ষ এবং নীহতিার  হর্টিগ্হুিজ ও এই কডটাজত অযাজেস কদওযা ক জত পাজর িধু্রু্াে এটি  াচাই  রার েনয ক  অধ্যয়নটি আইহন 

এবং র্ানসম্মত প্রজযােনীযতা কর্জন পহরচাহিত িজে। আপনার হ েু কডটা দরূবতীভাজব অযাজেস  রা ক জত পাজর, ক িাজন অনুর্হত 
কদওযা িজযজে। 

অধ্যয়ন সাইটটি আপনার কডটা স্পনসজরর সাজথ্ কিয়ার  রজব, তজব তা ক বি তিনই  রা িজব  িন কসগ্ুহি ক াডবদ্ধ  রা িজয় 

 াজব (এর অথ্ম িি আপনার নার্, ক াগ্াজ াজগ্র হববরণ হ ংবা স্বাস্থয বীর্া নের, এগ্ুহির পহরবজতম  এ টি ক াড বযবিার  রা 

িজব)। ক াডবদ্ধ রণ সম্পহ ম ত আরও তজথ্যর েনয, এই নহথ্র কিজষ অংি III-এ“করাগ্ীজদর েনয অহতহরি তথ্য”—হিজরানাজর্র 
হবস্তাহরত হববরণ কদিুন। 

স্পনসর ওষুধ্ উন্নয়ন  র্মসূহচর উজেজিয তার গ্জবষণা সিজ াগ্ী এবং কসবা প্রদান ারীজদর সাজথ্ আপনার ক াডবদ্ধ কডটা কিয়ার 
 রজত পাজরন। 

এই অধ্যয়নটির সষুু্ঠ পহরচািনা ও ফিাফজির হনভুম িতা হনহিত  রজত এবং ওষুধ্টির বাোরোত রজণর অনরু্হত িাজভর উজেজিয, 

স্পন্সর আপনার ক াডবদ্ধ কডটা সংহিষ্ট  ততম পক্ষ এবং সম্ভবত ননহত তা  হর্টির সাজথ্ কিয়ার  রজবন। এোড়া, অধ্যয়জনর ফিাফিসর্িূ 

স্বাধ্ীন হবজ্ঞানীজদর দ্বারা প মাজিাহচত িওয়ার সজু াগ্  জর হদজত এবং ফিাফজির হনভুম িতা হনহিত  রজত, এই কসগ্হুি নবজ্ঞাহন  
োনমািগ্হুির সাজথ্ও কিয়ার  রা িজত পাজর। 

এই ক াজনা কক্ষজেই আপনার পহরচয় প্র াি  রা িজব না। 

উপজর উহেহিত বযহিজদর ক উ ক উ আপনার কদজির বাইজর অবস্থান  রজত পাজরন।  হদ কসই অনয কদজি আপনার কদজির সর্তুিয 

বযহিগ্ত কডটা সরুক্ষার র্ানদণ্ড হবদযর্ান না থ্াজ , তজব আপনার তজথ্যর কগ্াপনীয়তা রক্ষা ও বোয় রািার িজক্ষয  থ্া থ্ সরুক্ষাবযবস্থা 

(ক র্ন—চুহি এবং কট হন যাি হনরাপত্তা বযবস্থা) গ্রিণ  রা িজব; এ হবষজয় এই নহথ্র কিজষ অংজি III “করাগ্ীজদর েনয অহতহরি 
তথ্য” কত আরও হবস্তাহরত বণমনা কদওয়া িজয়জে। 

 হদ অনয ক াজনা সংস্থা অধ্যয়ন ওষধু্টির উন্নয়ন বা বাহণহেয ী রজণর দাহয়ত্ব গ্রিণ  জর, তজব আপনার ক াডবদ্ধ কডটা তাজদর  াজে 

িস্তান্তর  রা িজত পাজর। কসজক্ষজে, এিাজন ক ভাজব বণমনা  রা িজয়জে, ঠি  এ ইভাজব তাজদরও আপনার তথ্য সুরক্ষা  রজত িজব। 

d. আর  ারা আর্ার ক াগ্াজ াজগ্র তজথ্যর অযাজেস কপজত পাজর এবং ক ন? 

আপনার কবুঁজচ থ্া ার অবস্থা সম্পহ ম ত তথ্য সংগ্রজির উজেজিয, আপনার নার্ বা ক াগ্াজ াজগ্র হববরণ পহরজষবা প্রদান ারীজদর সাজথ্ কিয়ার 
 রা িজত পাজর।  

পহরজষবা প্রদান ারীজদর অবিযই আপনার নার্ বা ক াগ্াজ াজগ্র হববরণ কগ্াপন রািজত িজব এবং এর্ন ক াজনা তথ্য তারা স্পনসজরর সাজথ্ 

কিয়ার  রজব না,  া সরাসহর আপনাজ  িনাি  রজত পাজর। 
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e. আর্ার ক াডবদ্ধ কডটা  তহদন সংরক্ষণ  রা িজব? 

অধ্যয়ন সাইট এবং স্পনসর তাজদর আইহন বাধ্যবাধ্ তা পািনাজথ্ম, অধ্যয়ন সর্াপ্ত িওয়ার পর 15 বের প মন্ত অধ্যয়জনর সর্স্ত তথ্য 

সংরক্ষণ  রজত বাধ্য। স্পনসর  ীভাজব বযহিগ্ত তথ্য সংরক্ষণ  জর, কস সম্পজ ম  আপহন 

www.astrazenecapersonaldataretention.com ঠি ানায় আরও হবস্তাহরত োনজত পারজবন। এরপর আপনার 
ক াডবদ্ধ কডটা র্জুে কফিা িজব অথ্বা কবনার্ী রণ  রা িজব।  

কবনার্ী রণ সম্পজ ম  আরও হবস্তাহরত োনজত, অংি 1 অনজুেদ 11g কদিুন: “কবনার্ী কডটা বিজত  ী কবাঝায?”  

f. কডটা সুরক্ষা আইজনর অধ্ীজন আর্ার অহধ্ ারগ্হুি  ী  ী? 

আপনার ক ান কডটা সংগ্রি  রা িজযজে এবং বযবিার  রা িজে তা প মাজিাচনা  রার অহধ্ ার আপনার আজে; আপহন এই কডটার 

এ টি  হপও চাইজত পাজরন, এই কডটা বযবিার সীর্াবদ্ধ  রার েনয অনজুরাধ্  রজত পাজরন, অথ্বা ভুি কডটা সংজিাধ্জনর েনয 
অনজুরাধ্  রজত পাজরন। 

অধ্যয়জনর নবজ্ঞাহন  অিণ্ডতা হনহিত  রার েনয, অধ্যয়ন কিষ না িওযা প মন্ত আপহন হ েু কডটা প মাজিাচনা  রজত পারজবন না 
বা এর ক াজনা  হপ কপজত পারজবন না। 

এই সীর্াবদ্ধ অহধ্ ারগ্ুহি প্রজযাগ্  রজত, অনগু্রি  জর অধ্যয়ন ডািাজরর সাজথ্ ক াগ্াজ াগ্  রনু। 

g. কবনার্ী কডটা বিজত  ী কবাঝায? 

স্বাস্থয  ততম পক্ষ এবং ওষুধ্ ক াম্পাহনগ্হুি উভজয়ই র্জন  জরন ক , হিহন যাি অধ্যয়জনর কডটার অযাজেস হিহন যাি হবজ্ঞান ও হচহ ৎসা 

জ্ঞাজনর অগ্রগ্হত ঘটায় এবং করাগ্ী ও েনস্বাজস্থযর সজবমাত্তর্ স্বাথ্ম হনহিত  জর, তজব িতম থ্াজ  ক , করাগ্ীর কগ্াপনীয়তা অবিযই সরুহক্ষত 

থ্া জত িজব। অতএব, স্পনসর আপনার অধ্যয়জন সংগ্তিীত কডটার এ টি কবনার্ী কসট অভযন্তরীণভাজব বা অনযানয গ্জবষ জদর সাজথ্ 

নতহর এবং ভাগ্  জর হনজত পাজর (ক র্ন, www.vivli.org)। এর র্াজন িজিা, আপনার ক াডবদ্ধ কডটা কথ্জ  আপনার করাগ্ীর 

ক াড এবং কসইসাজথ্ এর্ন অনয ক জ াজনা তথ্য  া আপনাজ  িনাি  রজত  হুিসঙ্গতভাজব বযবিার  রা ক জত পাজর, ক র্ন আপনার 

েন্ম তাহরি, র্জুে কফিা িজব ।  

12. অংিগ্রিজণর িরচ  ত?  

এই অধ্যয়জন অংিগ্রিণ  রজি আপনার ডািাজরর সাজথ্ আপনার হনযহর্ত অযাপজযন্টজর্জন্টর িরজচর কচজয কবহি হ েু িরচ িজব না। 
এই অধ্যয়জন অংিগ্রিজণর েনয আপনাজ  ক াজনা টা া কদওয়া িজব িজব না। অধ্যয়জনর ওষধু্ এবং িযাব তদজন্তর িরচ অধ্যযজনর 
র্াধ্যজর্ বিন  রা িজব না। 

13. অধ্যয়জনর পজর আরও  ীভাজব োনা  াজব?  

ট্রায়াি করোল্ট সারাংি িি এই অধ্যয়জনর ফিাফজির এ টি সংহক্ষপ্ত এবং সিজে কবাধ্গ্র্য সারাংি। কিষ অধ্যয়জনর করাগ্ীজদর কিষ 

সাইট হভহেজটর 1 বেজরর র্জধ্য এগ্ুহি www.trialsummaries.com-এ ক াগ্  রা িজব। আপনার অধ্যয়জনর ট্রায়াি করোল্ট 
সারাংি উপিব্ধ িজয়জে হ না কসই বযাপাজর োনজত ইজর্জির র্াধ্যজর্ অবহিত িওযার েনয আপহন ক জ াজনা সর্য 

www.trialsummaries.com ওজযবসাইজট সাইন আপ  রজত পাজরন। অথ্বা আপনার  হদ নহথ্র এ টি র্হুদ্রত  হপর 
প্রজযােন িয তািজি অনগু্রি  জর আপনার অধ্যয়ন ডািারজ  োনান। 

অধ্যয়ন কপ্রাজটা ি এবং ফিাফি সম্পহ ম ত কট হন যাি ভাষায তথ্য http://astrazenecaclinicaltrials এবং 

http://www.clinicaltrials.gov ওজযবসাইজট কপাস্ট  রা িজব। এই অধ্যয়জনর হববরণ http://ctri.nic.in ওজযবসাইজটও 
পাওযা  াজব। এই ওজযবসাইটগ্হুিজত আপনার সম্পজ ম  ক াজনা তথ্য থ্াজ  না। 

https://www.trialsummaries.com/
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14. আহর্  হদ অধ্যয়নটি কেজ়ে হদজত চাই তািজি  ী িজব? 

অধ্যয়জন আপনার অংিগ্রিণ কস্বোর্িূ ,  ার অথ্ম আপহন ক জ াজনা সর্য আপনার অংিগ্রিণ বন্ধ  রজত পাজরন। আপহন  হদ অধ্যযজনর 

ওষধু্ কসবন  রা বন্ধ  রজত চান, এ টি পহরবহতমত হভহেজটর সর্যসচূী হনধ্মারণ  রজত চান অথ্বা আপহন  হদ আপনার অংিগ্রিণ 

বন্ধ  রজত চান, তািজি আপনার অধ্যযন ডািারজ  োনাজনা উহচত এবং উপিব্ধ হব ল্পগ্হুি হনজয আজিাচনা  রা উহচত।  

আপহন  হদ এই অধ্যয়জন অংিগ্রিণ  রা বন্ধ  জরন, তজব অনগু্রি  জর কেজন রািুন ক  এটি ক বি "গ্জবষণায় অংিগ্রিণ প্রতযািার" 

হিজসজব গ্ণয  রা িজব, বযহিগ্ত তথ্য প্রহক্রয়া রজণর হবষজয় প্রদত্ত সম্মহত প্রতযািার বা তার প্রহত আপহত্ত হিজসজব নয়। অধ্যয়ন 

ডািার আপনার কডটা সংগ্রি  রা বন্ধ  জর কদজবন তজব, অধ্যয়জনর ফিাফি ও হনভম রজ াগ্যতা হনহিত  রার স্বাজথ্ম এবং আইন দ্বারা 

অনজুর্াহদত সীর্ার র্জধ্য কথ্জ  হবহভন্ন হবহধ্গ্ত ও হনয়ন্ত্রণর্িূ  িতম াবহি কর্জন চিার উজেজিয, আপনার ইহতপূজবম সংগ্তিীত তথ্যসর্িূ 
সংরক্ষণ ও বযবিার  রা িজব। এরপর অধ্যয়ন ডািার আপনার িারীহর  অবস্থা  াচাই  রার েনয আপনাজ  অধ্যয়ন কিজষর 

পরীক্ষার েনয আর্ন্ত্রণ োনাজবন। হনধ্মাহরত ক াজনা হভহেজটর হদন আপহন উপহস্থত না িজি, অধ্যয়ন ডািার আপনার সাজথ্ ক াগ্াজ াজগ্র 

কচষ্টা  রজবন। অধ্যয়জনর ফিাফজির স্বাজথ্ম এটি অতযন্ত গ্ুরতু্বপূণম। অধ্যয়জন আপনার অংিগ্রিণ ক ন বন্ধ  রজত চাইজেন, হবজিষ  জর 
আপহন  হদ ক াজনা িারীহর  অস্বহস্ত বা সর্সযার সম্মুিীন িজয় থ্াজ ন তািজি কস হবষজয় অধ্যয়ন ডািারজ  বযািযা  রা বাধ্যতার্িূ  

নয়, তজব এটি অধ্যয়জনর েনয সিায়  িজব। 

আর্রা আপনার তথ্য এবং সংগ্তিীত নর্নুাগ্হুি কসইভাজবই বযবিার  রা চাহিজয়  াব, ক ভাজব বযবিাজরর েনয আপহন প্রাথ্হর্ ভাজব 

সম্মহত হদজয়হেজিন,  হদ না আপহন চান ক  আপহন অধ্যযন কেজ়ে কদওযার পজর আপনার কডটা বযবিার না  রা কিা । কসজক্ষজে 

আপনাজ  অবিযই অধ্যযন ডািারজ  হবষয়টি অবহিত  রজত িজব, তজব হিহন যাি প্রহবধ্ান অনু ায়ী আপনার পূজবম সংগ্তিীত ও 
ক াডবদ্ধ কডটা সংরক্ষণ  রা িজব। 

15. আর্ার ক জ াজনা প্রজশ্নর উত্তর ক  হদজত পারজব? 

র্জন রািজবন, ক াজনা প্রশ্নই অথ্মিীন নয়! ক জ াজনা সর্জয় হনহদ্বমধ্ায প্রশ্ন  রনু! এই অধ্যয়জন অংিগ্রিণ  রার হসদ্ধান্ত কনওযার আজগ্ 

সম্পূণম তথ্য সম্পজ ম  অবগ্ত িওয়া আপনার অহধ্ ার। আপহন ক জ াজনা সর্জয় অধ্যয়ন ডািাজরর সাজথ্ ক াগ্াজ াগ্  রজত পাজরন; 

ক াগ্াজ াজগ্র ঠি ানাটি অংজি III “করাগ্ীজদর েনয অহতহরি তথ্য” কত উজেি  রা আজে। 

 

অংশ II  সম্মহত ফর্ম 

D9106R00007, ডুরভালুম্যাব 

 
অজরাপচারজ াগ্য নন-স্মি কসি ফুসফুস  যান্সাজর (এনএসহসএিহস) আক্রান্ত ভারতীয় প্রাপ্তবয়স্ক করাগ্ীজদর কক্ষজে ডুরভািরু্যাব-এর 

হনরাপত্তা র্িূযায়জনর িজক্ষয এ টি সম্ভাবয, প মজবক্ষণর্িূ , বিু-ক হি  ও বাোর রণ-পরবতী নেরদাহর অধ্যয়ন 

পরীক্ষাধ্ীন বযহির নাজর্র আদযক্ষর:   

পরীক্ষাধ্ীন বযহির নার্:   
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েন্ম তাহরি  

(হদন-র্াস-বের):  

  বয়স (বের):   

পরীক্ষাধ্ীন বযহির ঠি ানা:   

ক াগ্যতা:   

কপিা: 

(অনগু্রি  জর 

উপ িু ঘজর 

টি  হচহ্ন হদন) 

  

হিক্ষাথ্ী   স্ব-হন িু   সাহভম স  গ্তহিণী    অনযানয 

_______________________  

পরীক্ষাধ্ীন বযহির বাহষম  আয়: 
 

নহর্হন(কদর) নার্ ও ঠি ানা এবং 
পরীক্ষাধ্ীন বযহির সাজথ্ তার/তাজদর 
সম্প ম : 

  

অনুগ্রি  জর এই সম্মহতপজে ক বি তিনই স্বাক্ষর  রজবন,  িন আপহন প্রশ্ন  রার সুজ াগ্ পাজবন এবং আপনার সর্স্ত প্রজশ্নর 
সজন্তাষেন  উত্তর িাভ  রজবন। এই পতষ্ঠায স্বাক্ষর  রার র্াধ্যজর্, আপহন হনম্নহিহিত হববতহতগ্হুি হনহিত  রজবন: 
 

অবহিত সম্মহত ফর্ম 

 

ক্র.নং. এই হববতহতগ্হুিজত আপনার সম্মহত হনহিত  রার িজক্ষয, অনগু্রি  জর হনজচর প্রহতটি হববতহতর পাজি আপনার নাজর্র আদযক্ষর 
(সংহক্ষপ্ত স্বাক্ষর বা স্বাক্ষর) অথ্বা বতদ্ধাঙ্গজুির োপ (প্রজ ােয কক্ষজে) প্রদান  রনু। 

(i) আহর্ হনহিত  রহে ক , উপজরাি গ্জবষণার েনয হনধ্মাহরত ……………………. তাহরজির, সংস্করণ 
সংিযা ……. হবহিষ্ট অধ্যয়ন সংক্রান্ত তথ্য ও অবহিত সম্মহতপে আহর্ পজড়হে ও বুজঝহে এবং 
আর্ার প্রশ্ন  রার সুজ াগ্ হেি। 

[        ] 

(ii) আহর্ বহুঝ ক , এই অধ্যয়জন আর্ার অংিগ্রিণ সম্পূণম ঐহে  এবং আহর্ ক জ াজনা সর্য ক াজনা 
 ারণ  োড়াই এটি কথ্জ  সজর আসজত পাহর এবং এজত আর্ার হচহ ৎসা পহরজষবা বা আইহন 
অহধ্ াজরর ওপর ক াজনা প্রভাব পড়জব না। 

[         ] 

(iii) আহর্ বহুঝ ক , এই হিহন যাি ট্রাযাজির স্পন্সর, স্পন্সজরর পজক্ষ  র্মরত অনযানয বযহি, ননহত তা 

 হর্টি এবং হনযন্ত্র   ততম পক্ষ,  াজরা পজক্ষই আর্ার স্বাস্থয সংক্রান্ত নহথ্পে  াচাই  রার েনয 
[         ] 
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পরীক্ষাধ্ীন বযহির / আইনগ্তভাজব স্বী ত ত প্রহতহনহধ্র (এিএআর) স্বাক্ষর (অথ্বা বতদ্ধাঙ্গহুির োপ) ও স্বাক্ষজরর তাহরি  

 

    

 

স্বাক্ষর ারীর নার্ (পরীক্ষাধ্ীন বযহির বা এিএআর-এর নার্, হ হন স্বাক্ষর  জরজেন)    

ক  কক্ষজে এ েন পরীক্ষাধ্ীন বযহি অবহিত সম্মহত প্রদান  রজত অক্ষর্ িন (ক র্ন: ক াজনা অজচতন বযহি, অপ্রাপ্তবয়স্ক বযহি, হ ংবা গ্রুতুর র্ানহস  

অসসু্থতা বা প্রহতবন্ধ তায় আক্রান্ত বযহি), কসজক্ষজে উি সম্মহত এ েন আইনগ্তভাজব স্বী ত ত প্রহতহনহধ্র হন ট কথ্জ  গ্রিণ  রা ক জত পাজর 

(আইনগ্তভাজব স্বী ত ত প্রহতহনহধ্ িজিন এর্ন এ েন বযহি, হ হন ভারজতর প্রচহিত আইন(সর্ূি) অন ুায়ী করাগ্ীর কক্ষজে ক াজনা িস্তজক্ষজপর হবষজয় 
সম্মহত প্রদান  রজত হ ংবা তার অনজুর্াদন হদজত সক্ষর্)।  

  

 
আইনগ্তভাজব স্বী ত ত প্রহতহনহধ্র সাজথ্ পরীক্ষাধ্ীন বযহির সম্প ম   

    

 
তদন্ত ারীর স্বাক্ষর স্বাক্ষজরর তাহরি   

 
অধ্যয়ন তদন্ত ারীর নার্    

আর্ার অনরু্হতর প্রজযােন িজব না; তা বতমর্ান গ্জবষণার কক্ষজেই কিা  হ ংবা এর সাজথ্ সম্পহ ম ত 

ভহবষযজত পহরচাহিত িজত পাজর এর্ন ক জ াজনা গ্জবষণার কক্ষজেই কিা , এর্নহ  আহর্  হদ এই 

ট্রাযাি কথ্জ  হনজেজ  প্রতযািারও  জর হনই, তবওু। আহর্ এই নহথ্পে  াচাইজয়র হবষজয় সম্মহত 

প্রদান  রহে। তজব, আহর্ এও অবগ্ত আহে ক , তততীয ক াজনা পজক্ষর হন ট প্র াহিত বা প্রচার ত ত 
ক াজনা তজথ্যর র্াধ্যজর্ই আর্ার প্র ত ত পহরচয প্র াি  রা িজব না। 

(iv) আহর্ সম্মত িহে ক , এই অধ্যয়ন কথ্জ  প্রাপ্ত ক াজনা কডটা বা ফিাফজির বযবিাজরর ওপর আহর্ 

ক াজনা হবহধ্হনজষধ্ আজরাপ  রব না, তজব িতম থ্াজ  ক , এই বযবিার ক বি নবজ্ঞাহন  উজেজিযই 
িজত িজব। 

[         ]   

(v) আহর্ উপজরাি অধ্যয়জন অংিগ্রিণ  রজত সম্মত। [         ] 
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  হদ পরীক্ষাধ্ীন বযহি বা তার আইনগ্তভাজব স্বী ত ত প্রহতহনহধ্ পড়জত বা হিিজত অক্ষর্ িন, তজব অবহিত সম্মহতর সম্পূণম প্রহক্রয়া চিা ািীন এ েন 

হনরজপক্ষ সাক্ষীর উপহস্থত থ্া া আবিয , উি সাক্ষীজ  অবিযই সম্মহত ফজর্ম স্বাক্ষর  রজত িজব।  

এ েন হনরজপক্ষ সাক্ষী িজিন এর্ন এ েন বযহি, হ হন ট্রায়াি কথ্জ  সম্পূণম স্বাধ্ীন; হ হন ট্রায়াজির সাজথ্ সংহিষ্ট বযহিজদর দ্বারা ক াজনাভাজবই 

অনযায়ভাজব প্রভাহবত িজত পাজরন না, হ হন  হদ অধ্যয়জনর অধ্ীজন থ্া া পরীক্ষাধ্ীন বযহি বা তার আইনগ্তভাজব স্বী ত ত প্রহতহনহধ্ পড়জত অক্ষর্ িন, 
তািজি অবহিত সম্মহত প্রদাজনর প্রহক্রয়ায় উপহস্থত থ্াজ ন এবং হ হন উি অবহিত সম্মহত ফর্মসি অধ্যয়জনর অধ্ীজন থ্া া পরীক্ষাধ্ীন বযহিজ  
সরবরাি ত ত অনয ক জ াজনা হিহিত তথ্য পজড় কিানান।  

  

     

    

 
হনরজপক্ষ সাক্ষীর স্বাক্ষর স্বাক্ষজরর তাহরি  

       

 
হনরজপক্ষ সাক্ষীর নার্   

করাগ্ী তথ্যপজের (প্রাপ্তবযস্ক অধ্যযন অংিগ্রিণ ারীর র্ূি তথ্য) এ টি  হপ এবং  থ্া থ্ভাজব পূরণ ত ত ‘অবহিত সম্মহত ফর্ম’ সংহিষ্ট 
অংিগ্রিণ ারী অথ্বা তার আইনগ্তভাজব স্বী ত ত প্রহতহনহধ্র হন ট িস্তান্তর  রজত িজব।  

 

অংি III: করাগ্ীজদর েনয অহতহরি তথ্য 

1. ক াগ্াজ াজগ্র হববরণ 

অধ্যয়ন ডািার অধ্যয়ন সর্ন্বয় ারী (ক র্ন: অধ্যয়জনর েনয হন িু নাসম) 

কফান নের কফান নের 

ঠি ানা ঠি ানা 

ইজর্ি ঠি ানা ইজর্ি ঠি ানা 

 

ইহস সদসয সহচজবর নার্  

ইহস সদসয সহচজবর কফান নের  
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2. হভহেট এবং পরীক্ষা/প্রহক্রয়ার হবস্তাহরত তাহি া 

বতমর্ান অধ্যয়ন কপ্রাজটা ি-সংক্রান্ত ক াজনা বাধ্যতার্িূ  হনজদমি কনই; তাই, আপহন বতমর্াজন ক  হচহ ৎসা গ্রিণ  রজেন, তা োড়া 
আপনার ওপর আিাদা ক াজনা পরীক্ষা চািাজনা িজব না। আর্রা ডুরভািরু্যাব এর প্রথ্র্ কডাে গ্রিজণর হদন কথ্জ  িরু ু জর ডুরভািরু্যাব 

এর কিষ কডাে গ্রিজণর পরবতী +90 হদন প মন্ত, অথ্বা পরবতী ক াজনা  যানসার-প্রহতজরাধ্ী হচহ ৎসা িরুু  রার হদন প মন্ত, অথ্বা 

আপনার সম্মহত প্রতযািার, ফজিা-আপ কথ্জ  হবহেন্ন িজয়  াওয়া, অথ্বা র্ততুয, এগ্হুির র্জধ্য ক টি আজগ্ ঘটজব, কসই সর্য় াি প মন্ত 

আপনার স্বাজস্থযর তথ্যাবহি সংগ্রি  রব। এই অধ্যয়জনর সর্য় াজি, আপনার র্জধ্য কদিা হদজত পাজর এর্ন ক জ াজনা পার্শ্মপ্রহতহক্রযা ক র্ন: 

িাহন্ত, কপহি ও িাজড়র বযথ্া, ক াষ্ঠ াঠিনয, কু্ষধ্া হ্রাস, বহর্ বহর্ ভাব, িাত-পা ফুজি  াওয়া (কপহরজফরাি ইহডর্া), র্েূনািীর সংক্রর্ণ 

অথ্বা অনয ক াজনা অোনা পার্শ্মপ্রহতহক্রযা আর্রা হিহপবদ্ধ  রজবা।  তবার এবং  িন হচহ ৎসজ র  াজে আসজত িজব, তা করাগ্ীর 

িারীহর  অবস্থার ওপর হভহত্ত  জর হচহ ৎসজ র হবজবচনার্জতা হনধ্মাহরত িজব। করাগ্ীর বয়স, করাজগ্র বতম র্ান অবস্থা, হবহভন্ন পরীক্ষার 

ফিাফি, ডুরভািরু্যাব-এর র্াো এবং অনযানয হচহ ৎসা সংক্রান্ত তথ্য অধ্যয়জনর িরুুজত এবং পুজরা অধ্যয়ন াি েজুড় সংগ্রি  রা িজব।  

3. হবস্তাহরত অধ্যয়ন পরীক্ষা ও  া মপ্রণািীর সর্য়সূহচ 

এিাজন  ী আিা  রা  ায় তার রূপজরিা কদওয়া িি 

প্রাথ্হর্  র্িূযায়ন / হিহনং 

প্রাথ্হর্  র্িূযায়জন, এই অধ্যয়জন অংিগ্রিজণর েনয আপনার উপ িুতা  াচাইজয়র উজেজিয প্রজয়ােনীয় প্রাথ্হর্  প্রহক্রয়াগ্হুি সম্পন্ন  রা 

িজব। এর অন্তভুমি হবষয়গ্হুির র্জধ্য রজয়জে—অবহিত সম্মহত ফর্ম স্বাক্ষর  রা, অন্তভুমি রণ/ বহিষ্কার সংক্রান্ত র্ানদণ্ডগ্হুি  াচাই 

 রা, আপনার েনতত্ত্ব তথ্য, হচহ ৎসার ইহতিাস এবং বতমর্াজন কসবন ত ত ওষধু্ সংক্রান্ত হবস্তাহরত হববরণ হিহপবদ্ধ  রা এবং করাগ্ীর 

িারীহর  পরীক্ষা, গ্রুতু্বপূণম িক্ষণগ্ুহি বা গ্রুতু্বপূণম িারীহর  সচূ গ্হুির  াচাই  রা, ইহসওহে পারফজর্মন্স স্টযাটাস র্িূযায়ন এবং প্রাথ্হর্  
প মাজয়র হিহন যাি ও করহডওিহে যাি ইজর্হেং সম্পন্ন  রা। টিউর্াজরর প্রাথ্হর্  পহরর্াপগ্জুিা করহসস্ট 1.1 হনজদম হি া অন ুায়ী নহথ্বদ্ধ 
 রা িজব  া হচহ ৎসার প্রহত করাগ্ীর সাড়াজ  র্ূিযায়জনর েনয এ টি প্রহর্ত বা র্ানসম্মত হনয়র্াবহি প্রদান  জর এবং পািাপাহি 
প্রজয়ােনীয় িযাবজরটহর র্িূযায়নগ্ুহিও সম্পন্ন  রা িজব। 

 
হনওঅযাডেজুভন্ট হচহ ৎসার সর্য় াি 

হনয়হর্ত র্িূযায়জনর অন্তভুমি থ্া জব সিগ্ার্ী ওষজুধ্র তথ্য হিহপবদ্ধ রণ, িারীহর  পরীক্ষা এবং গ্রুতু্বপূণম িক্ষণগ্হুির  াচাই রণ। 

হচহ ৎসার প্রহত করাগ্ীর সাড়াজ  প মজবক্ষণ  রার িজক্ষয হিহন যাি ও করহডওিহে যাি র্িূযায়ন সম্পাদন  রা িজব, কসই সাজথ্ হচহ ৎসার 
সাজথ্ সম্পহ ম ত পহরবতমনসর্িূ নেজর রািজত িযাবজরটহর র্িূযায়ন সিায়তা  রজব। ক জ াজনা ধ্রজনর হবরপূ ঘটনা (এইএ) হ ংবা 
গ্রুতুর হবরপূ ঘটনা (এসএএ) সবহ েুই অতযন্ত সত ম তার সাজথ্ নহথ্বদ্ধ  রা িজব। 

 
অজরাপচাজরর পূবমবতী সর্য় াি 

অজরাপচাজরর প্রস্তুহতর অংি হিজসজব, প্রজয়ােজন করাগ্ীর ক াগ্যতার র্াপ াঠিগ্হুি পুনরায়  াচাই  রা িজত পাজর। করাগ্ীর বতমর্াজন 

কসবন ত ত সিগ্ার্ী ওষধু্সর্িূ এবং করহসস্ট 1.1 র্িূযায়নসি হবহভন্ন হিহন যাি ও করহডওিহে যাি পরীক্ষার আপ টু কডট তথ্য নহথ্বদ্ধ 
 রা িজব। অজরাপচার-পূবমবতী এই প মাজয় করাগ্ীর অজরাপচাজরর েনয সজবমাত্তর্ প্রস্তুহত হনহিত  রার ওপর হবজিষ গ্রুুত্ব কদওয়া িজব। 
এই পুজরা সর্য় াি েজুড় হবরপূ ঘটনা (এই) এবং গ্রুুতর হবরূপ ঘটনাগ্জুিার (এসএএই) হনরাপত্তা প মজবক্ষণ অবযািত থ্া জব। 

 
অজরাপচার সর্য় াি 

অজরাপচাজরর প মাজয টিউর্ার অপসারজণর েনয প্র ত ত অজরাপচাজরর িস্তজক্ষপ েহ়েত। এই সর্জযর র্জধ্য, প্রজযােনীয কপহরওপাজরটিভ 
ওষধু্গ্হুি নহথ্ভুি  রা িজব। হনরাপত্তা প মজবক্ষণ অজরাপচার-সম্পহ ম ত এই-গ্হুি বা এসএই-গ্হুি সনাি রজণর উপর দতহষ্ট হনবদ্ধ 
 রজব। 
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অজরাপচার-পরবতী সর্য় াি 

অজরাপচাজরর পর, করাগ্ীজদর আজরাগ্য এবং অজরাপচাজরর ফিাফি র্ূিযাযজনর েনয স্বাস্থয প মজবক্ষণ  রা িজব। এর র্জধ্য রজযজে সিগ্ার্ী 

ওষধু্ কর ডম   রা, িারীহর  পরীক্ষা পহরচািনা  রা এবং গ্রুতু্বপূণম িক্ষণগ্হুি পরীক্ষা  রা। হিহন যাি এবং করহডওিহে যাি র্িূযাযন 

অজরাপচাজরর সাফিয এবং অবহিষ্ট করাজগ্র র্িূযাযন  রজব,  িন করহসস্ট 1.1 র্িূযাযন এবং পরীক্ষাগ্ার পরীক্ষা আরও অন্তদতম হষ্ট প্রদান 
 রজব। এই প মাজয এই-গ্হুি এবং এসএই-গ্হুি এর েনয প মজবক্ষণ এ টি অগ্রাহধ্ ার হিসাজব থ্াজ । 

 
ডুরভািরু্যাব র্জনাজথ্রাহপ প মায় 
সিায়  হচহ ৎসা চিা ািীন সর্জয়র র্িূ িক্ষয িি করাজগ্র পুনরাবতহত্তর ঝুুঁ হ  হ্রাস  রা। করাগ্ীরা হনয়হর্ত র্িূযায়জনর র্াধ্যজর্ হচহ ৎসা 

গ্রিণ অবযািত রািজবন, এই র্িূযায়জনর অন্তভুমি থ্া জব সিগ্ার্ী ওষধু্ সংক্রান্ত আপজডট  রা তথ্য, িারীহর  পরীক্ষা, হিহন যাি ও 

করহডওিহে যাি র্িূযায়ন, করহসস্ট 1.1 প্রহক্রয়া অন ুায়ী টিউর্ার র্ূিযায়ন এবং িযাবজরটহর প মজবক্ষণ। করাগ্ীর হনরাপত্তা প মজবক্ষণ 

অতযন্ত গ্রুতু্বপূণম এ টি হবষয়, এবং এই প্রহক্রয়ায় ক জ াজনা ধ্রজনর এই-গ্হুি বা এসএই-গ্হুি হবস্তাহরত নহথ্পে সংরক্ষণ  রা িজব। 

 
ফজিা-আপ প মায় 

ফজিা-আপ প মাজয়, করাজগ্র পুনরাবতহত্ত বা পরবতী াজি উদূ্ভত ক াজনা েটিিতা িনাি  রার িজক্ষয করাগ্ীজদর দীঘমজর্য়াদী প মজবক্ষজণ 

রািা িজব। এই সর্জয় হিহন যাি ও করহডওিহে যাি র্িূযায়ন এবং কসই সাজথ্ করহসস্ট 1.1 হভহত্ত  প মাজিাচনা  া মক্রর্ অবযািত 

থ্া জব। এোড়া, এই পুজরা প মায় েজুড় হচহ ৎসার সবমজিষ কডাে গ্রিজণর 90 হদন পর প মন্ত অথ্বা অনয ক াজনা নতুন হচহ ৎসা িরুুর 

প্রথ্র্ হদন প মন্ত (ক টি আজগ্ ঘটজব), করাগ্ীর কসবন ত ত অনযানয ওষজুধ্র আপজডট  রা তথ্য সংগ্রি এবং ক জ াজনা ধ্রজনর এই-গ্হুি 

বা এসএই-গ্হুি-এর প্রহতজবদন নতহরর  ােও সম্পন্ন  রা িজব, তজব করাগ্ীর সম্মহত প্রতযািার, প মজবক্ষজণর আওতা কথ্জ  হবহেন্ন িজয় 

 াওয়া, অথ্বা র্ততুয, এসব ঘটনার র্জধ্য ক টি আজগ্ ঘটজব, কসই সর্য় প মন্তই এই  া মক্রর্ চিজব। 

প্রহতটি হভহেজট  ী প্রতযািা  রা উহচত, তার হববরণ সেহিত সারহণ: 

কডটা সংগ্রি ও সহন্নজবি 
প্রাথ্হর্  র্িূযায়ন 

/ হিহনং 
হনওঅযাডেজুভন্ট 

হচহ ৎসার সর্য় াি 
অজরাপচাজরর পজূবম অজরাপচার 

অজরাপচার-
পরবতী 

সিায়  হচহ ৎসা 
সর্য় াি 

ফজিা-আপ 
সর্য াি  

অবহিত সম্মহত X              

হিহনং X    X          

গ্ভম াবস্থা পরীক্ষাa X       

করাগ্ীর েনতত্ত্ব ও হচহ ৎসার ইহতিাস X        X      

করাজগ্র হচহ ৎসা ইহতিাস ও করাজগ্র 
প্রাথ্হর্  অবস্থা (ইহেএফআর/এএিজ  
অবস্থা সি) 

X              

 আপহন ক  ওষুধ্ িাজেন X  X  X  X  X  X  X  

িারীহর  পরীক্ষা ও গ্রুতু্বপণূম িক্ষণসর্িূ X  X        X  X  

ইহসওহে  র্মক্ষর্তা অবস্থা X            X  

হিহন যাি ও করহডওিহে যাি র্িূযায়ন X  X  X    X  X  X  

করহসস্ট 1.1 র্িূযাযন X    X    X  X  X  

ইহসহে হিহন যাহি হনজদমহিত অন ুায়ী 
িযাবজরটহর র্িূযায়ন X  X        X  X  

এনএসহসএিহস হচহ ৎসার হবস্তাহরত 
হববরণ   X        X  X  

এই এবং এসএই প্রহতজবদন X  X  X  X  X  X  X 

a িধু্রু্াে সন্তান ধ্ারজণর সম্ভাবনা সম্পন্ন র্হিিারা 
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4. ঝুুঁ হ , পার্শ্মপ্রহতহক্রযা এবং অস্বহস্তসরূ্জির পূণমাঙ্গ তাহি া 

ক জিতু এটি এ টি প মজবক্ষণর্িূ  অধ্যয়ন, তাই এই অধ্যয়জন অংিগ্রিজণর সাজথ্ সরাসহর  িু ক াজনা পার্শ্মপ্রহতহক্রযা বা ঝুুঁ হ  কনই।  

ডুরভািরু্যাব িি এ  ধ্রজণর ইহর্উজনাজথ্রাহপ,  া করাগ্ প্রহতজরাধ্ বযবস্থাজ   যান্সাজরর হবরজুদ্ধ িড়াই  রজত সিায়তা  জর। ক জিতু 

এটি করাগ্ প্রহতজরাধ্ বযবস্থাজ  সহক্রয়  জর কতাজি, তাই এটি র্াজঝ র্াজঝ করাগ্ প্রহতজরাধ্ বযবস্থাজ  িরীজরর স্বাভাহব  অঙ্গপ্রতযঙ্গগ্হুির 
ওপর প্রভাব কফিজত পাজর। 

সাধ্ারণ পার্শ্মপ্রহতহক্রয়া 

•  র্ কিাহিত রি হণ ার সংিযা (অযাহনহর্য়া) 

• বহর্ বহর্ ভাব 

• ক াষ্ঠ াঠিনয 

• িাহন্ত 

• কপহি বা িাজড়র বযথ্া 

• ত্বজ র র‍্যাি 

করাগ্ প্রহতজরাধ্ বযবস্থা-সম্পহ ম ত সম্ভাবয পার্শ্মপ্রহতহক্রয়া 

ডুরভািরু্যাব িরীজরর হবহভন্ন অজঙ্গ প্রদাি সতহষ্ট  রজত পাজর,  ার র্জধ্য অন্তভুমি রজয়জে: 

• ফুসফুস ( াহি, র্শ্াস ষ্ট) 

• হিভার (ত্ব /কচাি িিদু িজয়  াওয়া, অযাবনরর্াি হিভার পরীক্ষা) 

• অন্ত্র (ডাযহরযা, কপজট বযথ্া) 

• িরজর্ান গ্রহি (থ্াইরজয়ড বা অযাজেনাি গ্রহির সর্সযা,  া িাহন্ত, র্াথ্া কঘারা বা ওেজনর পহরবতম জনর  ারণ িয়) 

• হ ডহন 

• ত্ব  

হচহ ৎসা ািীন বা হচহ ৎসার পরবতী এই পার্শ্মপ্রহতহক্রয়াগ্হুি কদিা হদজত পাজর। অহধ্ াংি পার্শ্মপ্রহতহক্রয়াই প্রাথ্হর্  প মাজয় িনাি  রা 

কগ্জি হচহ ৎসাজ াগ্য; তজব হ েু কক্ষজে এগ্হুি গ্রুুতর িজত পাজর এবং এর েনয িাসপাতাজি ভহতম  িওয়া হ ংবা হচহ ৎসা বন্ধ  রার 

প্রজয়ােন িজত পাজর।  দাহচৎ, গ্রুতুর েটিিতাগ্হুি প্রাণঘাতীও িজত পাজর। 

অনযানয হচহ ৎসার পার্শ্মপ্রহতহক্রযা 

আপনার হনয়হর্ত হচহ ৎসার অংি হিজসজব আপহন  হদ ক জর্াজথ্রাহপ, অজরাপচার হ ংবা করহডজয়িন কথ্রাহপ গ্রিণ  জরন, তজব এই 

হচহ ৎসাগ্হুির ফজি বহর্ বহর্ ভাব, চুি পড়া, সংক্রর্ণ, রিপাত, বযথ্া, র্শ্াস ষ্ট বা অবসাজদর র্জতা অহতহরি পার্শ্মপ্রহতহক্রয়া কদিা 
হদজত পাজর। আপনার হচহ ৎস  আপনাজ  আিাদাভাজব এই ঝুুঁ হ গ্হুি সম্পজ ম  হবস্তাহরত বহুঝজয় বিজবন। 

হনযহর্ত পরীক্ষার ঝুুঁ হ  

রটুিন রি পরীক্ষার ফজি সার্ানয বযথ্া বা  ািহিজট দাগ্ িজত পাজর। ইহসহে-এর  ারজণ ত্বজ  সার্ানয অস্বহস্ত বা জ্বািা িজত পাজর। 
এই প্রহক্রয়াগ্হুি কথ্জ  ক াজনা বড় ধ্রজনর ঝুুঁ হ র আিঙ্কা কনই। 

5. সংগ্তিীত বযহিগ্ত কডটার পূণমাঙ্গ তাহি া 

অংি I অনজুেদ 11a-কত বহণমত সর্স্ত তথ্য এই অধ্যয়ন াজি সংগ্রি  রা িজব। 
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6. িব্দজ াষ 

আপনার ক াডবদ্ধ কডটা 

অধ্যয়ন সাইজট সংগ্তিীত আপনার সর্স্ত কডটা  ার র্জধ্য আপনার নার্ ও ক াগ্াজ াজগ্র 

হববরণ অন্তভুম ি রজয়জে, এ টি ক াড দ্বারা প্রহতস্থাহপত  রা িজয়জে। এই  ােটি আপনার 
হনরাপত্তা ও কগ্াপনীয়তা হনহিত  রার িজক্ষয আপনার অধ্যয়ন ডািার দ্বারা সম্পন্ন  রা 

িজয়জে, হ হন আপনার নার্/ক াগ্াজ াজগ্র হববরণ এবং এই ক াজডর র্ধ্য ার সংজ াগ্টি হনজের 
 াজে সংরক্ষণ  জরন। 

প্রজ ােয আইন দ্বারা অনজুর্াহদত না িজি এবং আপনার অধ্যয়ন ডািার আপনার নার্ বা 

ক াগ্াজ াজগ্র হববরণ প্রদান না  রজি, ক াডবদ্ধ তজথ্যর র্াধ্যজর্ আপনাজ  িনাি  রা সম্ভব 
নয়। 

স্পন্সজরর হববরণ 
স্পন্সর: অযাস্ট্রাজেজন া ফার্মা ইহিয়া হিহর্জটড 

হিহন যাি অধ্যয়জনর সার্হগ্র  দাহয়ত্ব িি স্পনসজরর। 

অধ্যযন সাইজটর হববরণ 
হিহন যাি অধ্যয়ন ক িাজন িজে এবং ক িাজন আপনাজ  পহর হল্পত হভহেজটর েনয ক জত 
িজব। 

স্বাস্থয  ততম পক্ষ 
 ারা অধ্যয়জনর তত্ত্বাবধ্ান  জরন,  ারা ওষজুধ্র বাহণহেয ী রণ অনজুর্াদন  জরন অথ্বা 

 ারা প্রহতকূি ঘটনাগ্হুির প্রহতজবদন পান, তা আপনার কদজি কিা  বা অনয কদজি। 

গ্জবষণা অংিীদার 
ওষধু্ উন্নযন  র্মসহূচজত বা ভহবষযজতর গ্জবষণার েনয স্পনসজরর সাজথ্ সিজ াহগ্তা  জর 
এর্ন ক জ াজনা সংস্থা। 

পহরজষবা প্রদান ারী 

চুহির র্াধ্যজর্ স্পনসজরর সাজথ্ আবদ্ধ ক জ াজনা সংস্থা,  া স্পনসজরর  জঠার হনজদমিাবিীর 
অধ্ীজন তার পজক্ষ  া মক্রর্ পহরচািনা  রজত পাজর। এর র্জধ্য অনযানয গ্জবষ  অন্তভুমি 

থ্া জত পাজর,  ার র্জধ্য রজযজে তথ্া হথ্ত "চুহিবদ্ধ গ্জবষণা সংস্থা" (হসআরও) এবং 
আইটি ক াম্পাহন  ারা হিহন যাি কডটা কিাস্ট  জর বা নতুন হসজস্টর্ এবং পহরজষবা হব াি 
সি আইটি পহরজষবা প্রদান  জর। 
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সরুক্ষা বযবস্থা 

অধ্যয়ন ািীন ও পরবতী সর্জয় ক াডবদ্ধ কডটা সরুক্ষার িজক্ষয  থ্া থ্ সরুক্ষাবযবস্থা বাস্তবায়ন 

 রা িজব,  ার অন্তভুমি থ্া জত পাজর: 

 ক াডবদ্ধ কডটা অযাজেস  রার সজু াগ্ ক বি হনহদমষ্ট হ েু বযহির র্জধ্যই সীর্াবদ্ধ থ্া জব, 

 ারা কগ্াপনীয়তা রক্ষার বাধ্যবাধ্ তার অধ্ীন ( ার অন্তভুমি িি বযহিজদর পুনরায় িনাি 

 রার বা হিহন যাি তথ্য হডজ াড  রার ক াজনা প্রজচষ্টা না চািাজনার বাধ্যবাধ্ তা)। 

 ক াডবদ্ধ কডটা সুরক্ষা বযবস্থার র্াধ্যজর্ সুরহক্ষত  রা িজব  াজত কডটা পহরবতম ন, ক্ষহত 

এবং অননুজর্াহদত অযাজেস এ়োজনা  ায এবং আরও িনাি রণ ক ৌিি প্রজযাগ্  রা ক জত 

পাজর। 

 প্রহতটি নবজ্ঞাহন  গ্জবষণার সাজথ্ সম্পহ ম ত কগ্াপনীযতার ঝুুঁ হ ,  হদ থ্াজ , সনাি এবং 

প্রির্জনর েনয এ টি কডটা সরুক্ষা প্রভাব র্িূযাযন (হডহপআইএ) প্রজযাগ্  রা িজব। 

 প্রজ ােয আইন অনসুাজর  িন প্রজযােন িয, তিন নবজ্ঞাহন  গ্জবষণা ননহত তা  হর্টির 

অনজুর্াদন সাজপজক্ষ। 

 ক াডবদ্ধ কডটা সরাসহর হবপণজনর উজেজিয বা অনযানয উজেজিয ভাগ্  রা িজব না  া 

আইহন  তম বয নয বা প্রজ ােয কডটা সুরক্ষা আইন অনুসাজর নবজ্ঞাহন  গ্জবষণা হিসাজব 

হবজবহচত িয না। হবজিষ  জর, এটি ভহবষযজত আপনার েনয উপিব্ধ পহরজষবা, ক র্ন বীর্া 

সম্পজ ম  হসদ্ধান্ত কনওযার েনয বযবিার  রা িজব না। 

হনরাপত্তা বযবস্থা: অনযানয কদজি 
আর্ার কডটা  ীভাজব সরুহক্ষত 

থ্াজ ? 

আপনার কডটা প্রহক্রযা রণ অধ্যযন সাইট কথ্জ  িরু ু িয। এরপর আপনার কডটা  াচাই 
 রার েনয এবং ফিাফি গ্ণনা  রার েনয কবি  জয টি কডটা হবজিষজজ্ঞর  াজে স্থানান্তহরত 

 রা িজব। আপনার কডটা ক াডবদ্ধ  রার পািাপাহি, আপনার কডটা িহিিািী অযাজেস 
হনযন্ত্রণ এবং এনহক্রপিজনর র্জতা উচ্চর্াজনর প্র হুিগ্ত সুরক্ষা উপায দ্বারাও সরুহক্ষত।  

স্পন্সর গ্রুজপর র্জধ্য, আপনার ক াডবদ্ধ কডটা বাইহিং  জপমাজরট রিুস (হবহসআর) দ্বারা 
সরুহক্ষত। আপহন স্পন্সজরর হবহসআর সম্পজ ম  আরও তথ্য এিাজন কপজত পাজরন: 

www.astrazenecabindingcorporaterules.com। 
আপনার অধ্যয়ন ডািাজরর সাজথ্ হেজ্ঞাসা  জর আপহন আরও তজথ্যর পািাপাহি এই 
বযবস্থাগ্হুির এ টি  হপ কপজত পাজরন। 

সীর্াবদ্ধ অহধ্ ার 

অনগু্রি  জর র্জন রািজবন ক  হেহডহপআর এবং  িুরােয কগ্াপনীযতা আইন দ্বারা প্রদত্ত কডটা 

বাহতি  রার অহধ্ ার (অথ্মাৎ, র্জুে কফিার অহধ্ ার) এই ধ্রজনর গ্জবষণার কক্ষজে প্রজ ােয 
নয। 
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নবজ্ঞাহন  গ্জবষণা 

নবজ্ঞাহন  গ্জবষণায প্র হুিগ্ত উন্নযন এবং প্রদিমন, কর্ৌহি  গ্জবষণা, প্রজযাহগ্  গ্জবষণা এবং 
কবসর াহর অথ্মাযজন পহরচাহিত গ্জবষণার পািাপাহি েনস্বাজস্থযর কক্ষজে েনস্বাজথ্ম পহরচাহিত 

গ্জবষণা অন্তভুমি রজযজে। এর অথ্ম িি, করাজগ্র হচহ ৎসার েনয নতুন ওষধু্, হচহ ৎসা  ন্ত্র, 

ডাযাগ্নহস্ট  পণয, সরঞ্জার্ এবং/অথ্বা অনযানয কথ্রাহপ  ীভাজব নতহর  রা  ায কস সম্পজ ম  
আর্াজদর ধ্ারণা উন্নত  রজত আর্রা এই তথ্য বযবিার  রজত পাহর। আর্রা ভহবষযজতর 

হিহন যাি অধ্যযন, পহরজষবা এবং ওষজুধ্র পহর ল্পনা এবং বাস্তবাযন উন্নত  রজত, ফিাফি 
গ্জবষণা  া মক্রজর্র েনয এবং র্িূয হনধ্মারণ এবং প্রহতদান  া মক্রজর্ সিাযতা  রার েনযও 
এই তথ্য বযবিার  রজত পাহর। 

নবজ্ঞাহন  কডটাজবজস ের্া  রা 

আরও িহিিািী গ্জবষণার েনয, গ্জবষ জদর েনয এ  বা এ াহধ্  নবজ্ঞাহন  কডটাজবজস 
তথ্য স্থাপন  জর তথ্য ভাগ্  জর কনওযা সিায । গ্জবষ রা এরপর কবি  জয টি গ্জবষণা 
প্র ল্প কথ্জ  সহম্মহিত তথ্য অধ্যযন  রজত পাজরন এবং স্বাস্থয এবং করাগ্ সম্পজ ম  আরও 
োনজত পাজরন। 

অনজুর্াহদত নবজ্ঞাহন  গ্জবষণা প্র জল্পর গ্জবষ রা আপনার ক াডবদ্ধ কডটা, এবং অনযানয 
অজন  র্ানজুষর কডটা কদিজত এবং বযবিার  রজত সক্ষর্ িজত পাজরন।  

আপনার নার্ এবং অনযানয তথ্য  া আপনাজ  সরাসহর িনাি  রজত পাজর (ক র্ন ঠি ানা 
বা সার্াহে  হনরাপত্তা নের)  িনই এই ধ্রজণর নবজ্ঞাহন  কডটাজবজস রািা িজব না। 
গ্জবষ জদর সবমদা আপনার কগ্াপনীযতা রক্ষা  রার এবং আপনার তথ্য কগ্াপন রািার দাহযত্ব 
থ্া জব। 
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STUDY INFORMATION AND INFORMED CONSENT  

FORM 
  

Code of 

Study: 

D9106R00007 Site No:   

Sponsor: AstraZeneca Pharma India Limited Subject Id:   

Principal 

Investigator: 
 

Title of the 

Study: 

A prospective, observational, multicenter, post marketing surveillance study to 

assess safety of Durvalumab in Indian adult patients with resectable Non-Small 

Cell Lung Cancer (NSCLC) 

 

There are [3] parts to this document: 

Part I: the “Study Information” essential to your decision to take part in the clinical study, 

Part II: your “Consent Form” which summarises what you may agree to, 

Part III:  supplementary information in the “Additional information for patients” Section, 

which includes a glossary. 
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PART I: STUDY INFORMATION 

D9106R00007, Durvalumab Post Marketing Safety Study 

 

Observational Study to Assess the Safety of Durvalumab in Indian Adults with 

Removable Lung Cancer 

 

Dear Madam/Sir, 

You are invited to take part in this study because you have recently been diagnosed with a type 

of lung cancer called resectable (removable) non-small cell lung cancer (NSCLC). You have 

accepted the recommended treatment approach, which includes durvalumab in combination 

with chemotherapy as pre-operative therapy, followed by durvalumab monotherapy after 

surgery. This treatment is designed to help shrink the tumour and reduce the risk of cancer from 

returning.  

We are conducting this study to evaluate the safety of durvalumab in patients with resectable 

NSCLC. In this post-marketing study, your treatment will continue as decided by your doctor, 

and we will only collect your data. Participation requires your written consent. You will be 

provided an explanation regarding what the study involves prior to you decide whether you 

want to take part in this study.  

The overall description of this study, which includes the collection, storage, and use of your 

data and documentation, etc. has been reviewed in your country by an independent Ethics 

Committee to ensure that the rights, safety, and well-being of study patients are protected. 

If you join the study your condition may or may not improve. Although, the information we get 

from this study might help other patients with the same condition in the future. 
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1 What is this study about? 

Durvalumab is a type of medicine known as immunotherapy. It works by helping your body’s 

immune system recognize and attack cancer cells. Some cancer cells protect themselves by 

using a signal called PD-L1 which “switch off” the immune system. Durvalumab blocks this 

signal, helping your immune system find and destroy the cancer cells. 

We are doing this study to learn more regarding how safe durvalumab is when used for the 

treatment of removable NSCLC, a type of lung cancer. This type of cancer occurs when 

uncontrolled cells multiply in your lungs and form a tumour. Pre-operative therapy, like the 

combination of durvalumab and platinum chemotherapy, is provided prior to surgery to help 

shrink the tumour and enhance the body’s defence. After surgery is done to remove a tumour, 

some small cancer cells that are too small to be detected by MRI, CT, or PET scans may remain. 

To return, later these residual cells can sometimes survive and cause the cancer. After surgery, 

durvalumab monotherapy is provided to strengthen the body's ability to fight against residual 

cancer cells and to reduce the risk of cancer from coming back. 

The aim of the study is to make sure that durvalumab is safe, as shown in earlier studies, while 

also looking out for any new or unexpected side effects. Durvalumab has been in the market 

since 2017 and is approved by the United States Food and Drug Administration (USFDA). . 

In this study regarding 78 patients will take part. The total duration of the study will be from the 

date of the first dose of durvalumab until the date of the last dose of durvalumab +90 days or 

the date of the first dose of subsequent anti-cancer therapy, until withdrawal of consent, lost to 

follow-up, or death, whichever is earlier. 

2 Do I have to take part? 

To take part, you have a choice whether or not you would like to. 

To take part in this study, kindly take as much time as you need to decide whether or not you 

would like to. It may be helpful to talk with your friends and family as you make this decision. 

If you join the study, you can leave it at any time (see “section 14” for more details). Leaving 

will not affect your care. Kindly let your study doctor know as soon as possible if you choose 

to leave the study. 

Kindly consider the study time commitments and responsibilities as a research patient when 

you are deciding to take part. 

You will continue to receive care for your lung cancer if you don’t join the study. Your study 

doctor or treating physician will talk to you regarding other possible drugs, their risks, and 

benefits. 



Adult Study Participant Master Information and Consent Form         AstraZeneca 
Study Code: D9106R00007 

Version Number 1.0 Version Date 9 Mar,2026 

 

CONFIDENTIAL AND PROPRIETARY 4 of 22   Template Doc ID: TMP-0010261  

Template Version Number 15.0  

Back translated from Bengali to English Version 1.0 Dated 16 Mar 2026   

3 What will happen if I join the study? 

Because this is an observational study, no medications or other treatments are provided to you 

by the Sponsor as part of this study. 

By your doctor, you will be needed to continue with your routine doctor’s appointments and to 

take your regular medication as prescribed. 

Prior to you join the study drug you will undergo a series of tests. This is called screening. You 

may enter the study. If you meet the screening criteria. If you don’t meet the screening criteria, 

the reasons will be explained. Your study doctor or treating physician will talk to you regarding 

other possible treatments/options. 

You will undergo routine biopsies and staging investigations and will be offered durvalumab as 

pre-operative and post-operative therapy in accordance with the approved prescribing information 

by your doctor. We will collect your data throughout the study. You will be in the study from the 

date of the first dose of durvalumab until the date of the last dose of durvalumab +90 days or the 

date of the first dose of subsequent anti-cancer therapy, until the withdrawal of consent, lost to 

follow-up or death, whichever is earlier. Your participation in the study may need to be longer to 

get better answers to the study questions. 

The total number of visits and the visit time will be determined at the discretion of the 

investigator based on the patient’s condition. 

During the routine visits, information will be collected for the study, and this might add some 

extra time to your routine visit. 

You must tell your study doctor if you cannot come to a visit. 

Kindly note that the study, and your participation in the study, may be stopped earlier than 

expected, for example for scientific or safety reasons (see “Section 9” for more details).  

4 What are the needed tests and procedures? 

While you are on the study, we will need to take your medical data from your records. As part 

of the standard of care examinations, the data from the below mentioned tests and process will 

be recorded:  

Patient Demographics & Medical History 

Your date of birth, gender, height, weight, presence of pregnancy and breastfeeding in case of 

female patients, and pregnancy status of female partners in case of male patients will be 

collected. Also, medical history of any other disease and date and type of anti-meningococcal 

vaccination, which includes boosters, will be collected. Disease medical history & baseline 

disease status (which includes EGFR/ALK status). Your disease history, like staging 
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information, ECOG performance status (your ability to function in daily life), and EGFR/ALK 

status (to check for the presence of change in the gene), if available, will be collected from your 

medical records. 

 

Concomitant Medications 

Information regarding any ongoing medications you have been taking will be noted from your 

medical records, which includes drug name, daily dose, route, and indication. 

 

Physical examination and Vital signs 

Any results of physical examinations performed, or vital signs (especially body weight) 

recorded by your study doctor will be noted.  

 

ECG 

ECG readings taken over the duration of the study, especially at baseline, pre-surgery, and post-

surgery, will be noted from your medical records. 

 

Clinical & Radiological Assessments 

All clinical and radiological assessments, like MRI/CT/PET, performed to evaluate the disease 

status or overall clinical response, and RECIST 1.1 assessments, which assess the response of 

the tumour to treatment in clinical trials, whenever available, will be recorded for the study. 

 

Laboratory assessments 

Results of any laboratory tests performed at baseline and during durvalumab treatment as per 

prescribed treatment, which includes but not limited to clinical chemistry, haematology, kidney 

function test, liver function test, thyroid levels, urinalysis, Hepatitis B and C, HIV, pregnancy 

tests, etc., will be noted. 

 

 

NSCLC Treatment details 

All treatments provided in line with the prescribed treatment, which includes surgery and 

chemotherapy prior to and after surgery, will be recorded. Details to be noted will include the 

total dose, total duration of treatment, ongoing or discontinuation status of treatment, and reason 

for discontinuation of treatment/ reason for changing the dose of treatment. 

 

Safety assessment 

The occurrence of any side effect you might be experiencing, although small it may be, will be 

evaluated by your study doctor. When a side effect occurs, information on the below mentioned 

items will be collected: what the side effect is, when it started and ended, how serious it is, how 

bad it felt, whether it is associated with the study drug, what is done regarding the drug because 
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of the side effect, what happened afterwards, what steps were taken regarding the side effect, 

and any comments from the doctor. 

The complete list of study tests and procedures, which includes their detailed schedule is 

available in the “Part III: Additional information for patients”.  

 

5. What are the optional tests and procedures?  

Since this is an observational study, we will only collect data from your medical records. There 

will be no additional or optional tests or process. 

6. What are the risks of joining the study? 

By your doctor this study will only capture the routine medical treatment provided to you. There 

is no immediate clinical benefit for you. Although, the information we get from this study may 

help us to describe how lung cancer patients are managed in real-life practice and to increase 

our knowledge regarding the disease and its symptoms. This will hopefully help us to better 

treat patients with lung cancer in the future. 

Since Durvalumab is an immunotherapy that helps the immune system fight cancer. Since it 

activates the immune system, it may sometimes cause the immune system to affect normal 

organs and may cause some unwanted effects. 

Common Side Effects 

• Low red blood cell count (anaemia) 

• Nausea 

• Constipation 

• Tiredness 

• Muscle or bone pain 

• Skin rash 

 

Possible Immune-Related Side Effects 

Durvalumab may cause inflammation in various organs, which includes: 

• Lungs (cough, shortness of breath) 

• Liver (yellowing of skin/eyes, abnormal liver tests) 

• Intestines (diarrhea, stomach pain) 

• Hormone glands (thyroid or adrenal problems causing fatigue, dizziness, or weight changes) 

• Kidneys 

• Skin 
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During or after treatment, these side effects may occur. Most can be treated if detected early, 

but some may be serious and require hospitalization or stopping treatment. Rarely, severe 

complications may be life-threatening. 

Side Effects of Other Treatments 

If you receive chemotherapy, surgery, or radiation therapy as part of routine care, these 

treatments may cause additional side effects like nausea, hair loss, infections, bleeding, pain, 

breathing problems, or fatigue. Your doctor will explain these risks separately. 

Risks of Routine Tests 

Routine blood tests may cause mild pain or bruising. ECG may cause mild skin irritation. No 

major risks are expected from these procedures. There is a risk that your lung cancer will not 

get better or even get worse during the study.  

It’s important to note that any side effects you experience may be associated with the treatment 

you have chosen and are not a result of participating in this study. This study is purely 

observational and involves only recording your routine medical data provided by your doctor. 

Also, since the study is non-interventional, it will not change how your doctor manages your 

treatment. 

To read more regarding risks, turn to the additional risk information provided in the “Additional 

information for patients”. 

7. Are there any other considerations or risks I need to know about? 

Special Warnings 

• Durvalumab may cause immune-related side effects that can affect organs like the lungs, liver, 

intestines, kidneys, hormone glands, skin, heart, or nervous system. 

• These reactions can occur during treatment or even after treatment has stopped. 

• Some side effects may become serious if not treated early. 

• You should inform your doctor immediately if you experience new or worsening symptoms 

like breathing difficulty, persistent diarrhea, yellowing of the skin/eyes, severe fatigue, chest 

pain, confusion, or severe rash. 

Other Medicines, Food, and Drinks 

• You should inform your doctor regarding all medicines you are taking, which includes 

prescription drugs, over-the-counter medicines, herbal products, and supplements. 

• Some medicines (especially steroids or medicines that affect the immune system) may need 

medical supervision while you are receiving durvalumab. 
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• Do not start any new medicine without discussing it with your doctor. 

• There are no specific food or drink restrictions, but you should follow your doctor’s dietary 

advice during treatment. 

Driving, Machinery, Sports, and Activities 

• Durvalumab may cause tiredness, dizziness, or weakness. 

• If you feel unwell, tired, or dizzy, you should avoid driving, operating machinery, or 

performing activities requiring full alertness. 

• There are no specific restrictions on sports or activities, but you should follow your doctor’s 

advice based on your condition and overall health. 

Pregnancy, contraception, and breast-feeding 

Because the effects of durvalumab on an unborn child or infant are not known you (or your 

female partner if you are a male) must not get pregnant or breastfeed a child during the study.  

The study doctor can discuss acceptable birth control methods with you. 

For female patients: 

If you become pregnant, you must tell the study doctor straight away. You will have to stop 

taking the study drug immediately until you have spoken to your study doctor. You will be 

asked to provide information regarding you and your baby. This may involve a separate consent 

to allow us to monitor your baby’s health and development. 

For male patients whose partners become pregnant: 

If your partner becomes pregnant, you must tell the study doctor immediately. Your partner will 

be asked, under a separate consent, to provide information regarding their health and your 

baby’s health. 

Fasting 

No specific fasting is needed for participation in this study unless advised by your treating 

doctor for routine medical tests or procedures. 

Vaccinations 

• Inform your doctor prior to receiving any vaccine. 

• Live vaccines should generally be avoided during treatment with durvalumab and for a period 

after treatment, as advised by your doctor. 

• Inactivated (non-live) vaccines may be provided if recommended by your doctor. 
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Blood Donation 

You should not donate blood or blood products during treatment and for a period after the last 

dose of durvalumab, as advised by your doctor. 

8. What are the possible benefits of taking part? 

The information the study Sponsor receives from this study may help to better treat patients with 

lung cancer in the future. 

It is not certain that you will directly benefit from the participation in the study. Your 

participation may, although, help other patients in the future by improving the knowledge of 

disease and improving medical care. We do not know if taking part will help your condition, 

but we hope that it will. 

9. What happens if something changes while I am in the study, e.g. if new 

information is found? 

Changes may happen in the study that could make you change your mind regarding continuing 

to take part in the study. If something changes, we will tell you as soon as possible. 

You can choose to leave the study at any time. For more details, see section 14 below. 

The study doctor can also choose to take you out of the study if they believe that it is best for 

you. 

Your participation in the study also stops when the Sponsor, Indian health authorities, the ethics 

or regulatory agencies decide that the study must be stopped. 

 

10. What happens if I am harmed or injured during the study? 

 

Since this is an observational study, it does not involve any experimental treatments or 

procedures beyond the routine medical care provided by your doctor. Hence, the risk of harm 

or injury from participating in the study is extremely low. Your doctor will continue to provide 

the necessary care and manage your treatment as usual. If you have any concerns, you can 

contact the study team or your doctor for further assistance. 

If there is an emergency, call your study doctor as soon as you can. All relevant contact details 

can be found in part III: “Additional information for patients”.  

If you become ill or are injured while you are in this research study, you must tell your study 

doctor straight away.  
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Injuries that have been caused by the study drug, tests, or procedures are called ‘research 

injuries’. Injuries caused by your usual medical care or your lung cancer are not research 

injuries. 

If you have medical insurance, kindly check with your insurance company that taking part in 

this research study will not affect your coverage. 

By signing this form, you do not provide up any legal right you may have.  

11. What will happen to my data gathered in the study? 

a.  Which data are collected? 

To conduct the study, the Study site will have to collect and register information regarding your 

identity, like your medical condition and medical history (this may include information from 

your physicians / available in your medical records), your lifestyle, your demographics (age, 

gender, ethnic and racial background), clinical chemistry, haematology, kidney function test, 

liver function test, thyroid levels, urinalysis, Hepatitis B&C, HIV, pregnancy tests etc will be 

noted along with the medicines you are taking for any other disease. Also, ECG and data 

generated from the imaging techniques like MRI/PET/CT will be collected. The treatment you 

will receive, along with your response to the treatment and side effects or any discomfort you 

may have, will be collected. 

b. What is my data needed for? 

Your data is needed for the Sponsor to generate post-marketing safety evidence on the use of 

durvalumab to fulfil the post-approval regulatory commitment to the Indian Health Authority. 

Hence, the data will be used as planned in this study as well as within related research activities 

necessary for the drug development programme in to better understand the studied disease and 

associated health problems. They may further be used to publish research results in scientific 

journals or use them for educational objectives.  

c. Who can access my data? 

Only at the study site, your name and contact details will be accessible to the study doctor and 

the study team to conduct the study. Non-medical personnel acting on behalf of the Sponsor and 

being bound by a duty of confidentiality as well as Health authorities and Ethics Committees 

may also be provided access to this data only to verify that the study is carried out in compliance 

with legal and quality requirements. Some of your data may be accessed remotely, where 

allowed. 

The study site will share your data with the Sponsor but only after they have been coded (which 

means that your name, contact details or health insurance number, have been replaced by a code. 
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For more information regarding coding, see details at the end of this document in part III: 

“Additional information for patients”. 

The Sponsor may share your coded data with its Research partners and Service providers for 

the objectives of the drug development programme. 

In order to ensure proper conduct and accurate results of the study and to get permission to 

market the drug, the Sponsor will share your coded data with authorities and possibly with Ethics 

Committees. By independent scientists, and to ensure the accuracy of results, they may also 

be shared with scientific journals so the study results can be reviewed. 

In none of these cases your identity will be revealed. 

Some of the above-mentioned persons may be located outside your country. If this other country 

does not have equivalent personal data protection standards as your country, appropriate 

Safeguards (like contracts and technical Security measures) will be adopted to protect and 

maintain the confidentiality of your data as further described at the end of the document in part 

III: “Additional information for patients ”. 

In case another organisation takes over development or commercialisation of the study drug, 

your coded data may be transmitted to them. They will then have to protect your data in the 

same way as described herein. 

d. Who else may have access to my contact information and why? 

Your name or contact details may be shared with service providers to collect information on your 

survival status.  

The service providers must keep your name or contact details private and will NOT share any 

information that can directly identify you with the Sponsor. 

e. How long will my coded data be kept? 

The study site and the Sponsor are obliged to keep all study data for 15 years after the end of 

the study, to comply with study sites and Sponsor’s legal obligations. You can find out more 

regarding how the sponsor keeps personal information at 

www.astrazenecapersonaldataretention.com. Your coded data will then be deleted or 

anonymised.  

For more details regarding anonymizing, see part 1 section 11g: What does anonymised data 

mean?”.  

http://www.astrazenecapersonaldataretention.com/
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f. What are my rights under data protection law? 

You have the right to review which of your data is collected and being used; you can also ask 

for a copy of this data, ask for restriction of use of this data, or ask to have incorrect data 

rectified. 

To ensure the scientific integrity of the study, you will not be able to review some of the data 

or receive a copy of it until the study ends. 

Kindly contact preferably the study doctor to exercise these restricted rights.  

g. What does anonymised data mean? 

Health authorities as well as pharmaceutical companies believe that access to clinical studies 

data advances clinical science and medical knowledge and is in the best interest of patients and 

public health, provided that patient privacy is protected. Hence, the Sponsor may generate and 

share internally or with other researchers an anonymised set of your data collected in the study 

(e.g., on www.vivli.org). This means your coded data will be stripped of your Patient code as 

well as of any other information that could reasonably be used to identify you, like your date of 

birth.  

12. What are the costs of taking part?  

Participating in this study will not cost you anything more than the costs associated with your 

routine appointments with your doctor. In this study you will not be paid for being there. The 

cost of the study drug and lab investigations will not be covered through the study. 

13. How to find out more after the study?  

Trial Result Summaries are a short and easy to understand summary of the results of this study. 

These will be added to www.trialsummaries.com within 1 year of the last study patients last site 

visit. You can visit www.trialsummaries.com website anytime to sign up to be notified via email 

when the trial results summary of your study is available. Or kindly let your study doctor know 

if you need a printed copy of the document. 

Information in technical language associated with study protocol and the results will be posted 

on http://astrazenecaclinicaltrials and http://www.clinicaltrials.gov. A description of this study 

is also available on http://ctri.nic.in. These websites do not contain any information regarding 

you. 

14. What will happen if I want to quit the study? 

Your participation in the study is voluntary which means you can stop your participation at any 

time. If you want to stop taking the study drug, want to have a modified visit schedule or if you 

want to stop your participation, you should tell the study doctor and discuss available options.  

http://www.trialsummaries.com/
https://www.trialsummaries.com/
http://astrazenecaclinicaltrials/
http://www.clinicaltrials.gov/
http://ctri.nic.in/
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If you stop participating in the study be aware that this is a “study discontinuation”, and not a 

withdrawal of / objection to consent for processing personal data, the study doctor will stop the 

collection of your data, but your previously collected data will be kept and used to guarantee 

the validity of the study and to comply with regulatory requirements, as allowed by law. The 

study doctor will then invite you to have an end of study examination to check your wellbeing. 

If you don’t show up at a planned visit, the study doctor will try to reach you. For study results, 

this is important. It is not mandatory but would be helpful for the study if you explain to your 

study doctor why you want to stop your participation, in particular if you have experienced 

discomforts. 

We will continue to use your data and collected samples as originally consented, unless you 

would like your data not to be used after you quit the study. In such a case, you must inform the 

study doctor, but your coded data previously collected will be kept as needed by clinical 

regulations. 

15. Who can answer any questions I may have? 

Remember, there are no silly questions! Feel free to ask at ANY TIME! It is your right to be 

fully informed prior to deciding to take part in this study. You can contact the study doctor at 

any time at the address indicated in part III: “Additional information for patients”. 

 

PART II:  CONSENT FORM 

D9106R00007, Durvalumab 

 

A prospective, observational, multicenter, post marketing surveillance study to assess the 

safety of Durvalumab in Indian adult patients with resectable Non-Small Cell Lung 

Cancer (NSCLC) 

Initial of the Subject:    

Name of the Subject:    

Date of Birth  

(dd-mm-yyyy):  

  Age (years):    

Subject’s Address:    
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Qualification:    

Occupation:  

(Kindly tick  as  

appropriate)  

  

Student   Self-Employed    Service   Housewife    

Others_______________________  

Subject’s Annual Income:  
 

Name and address of the 

nominee(s) and his/her 

relation to the Subject:  

    

Kindly sign this consent form only after you have had a chance to ask questions and have 

received acceptable answers to all of your questions. By signing this page, you will be 

confirming the below mentioned statements: 

 

Sl. No Kindly provide your initials (short signature or signature) or thumb impression (as 

applicable) against each one of the below mentioned statements to confirm your consent 

to these statements. 

(i) I confirm that I have read and understood the Study Information and 

Informed Consent Form dated ……………………., Version Number 

……. for the above study and have had the opportunity to ask 

questions.  

[        ] 

(ii) I understand that my participation in the study is voluntary and that I 

am free to withdraw at any time, without giving any reason, without 

my medical care or legal rights being affected. 

[         ] 

(iii) I understand that the Sponsor of the clinical trial, others working on 

the Sponsor’s behalf, the Ethics Committee, and the regulatory 

authorities will not need my permission to look at my health records 

both in respect of the current study and any further research that may 

be performed in relation to it, even if I withdraw from the trial. I agree 

to this access. Although, I understand that my identity will not be 

revealed in any information released to third parties or published. 

[         ] 
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INFORMED CONSENT FORM  

      

 

 

Signature (Or Thumb impression) of the Date of Signature subject/Legally Acceptable 

Representative (LAR)  

 

    

 

Name of the  Signatory (Name of the subject or LAR who has signed)    

Where a subject is not able to provide informed consent (e.g., an unconscious person or a minor or those 

suffering from severe mental illness or disability), the same may be obtained from a legally acceptable 

representative (a legally acceptable representative is a person who is able to provide consent for or 

authorise an intervention in the patient as provided by the law(s) of India).  

  

 

Relationship of legally acceptable representative to subject  

    

 

Investigator’s  Signature Date of Signature    

 

Name of the Study Investigator   

 If the Subject or his/her legally acceptable representative is not able to read/write - an impartial witness should 

be present during the entire informed consent process who must append his/her signatures to the consent form.  

Impartial witness is a person who is independent of the trial, who cannot be unfairly influenced by people 

involved with the trial, who attends the informed consent process if the subject or the subject’s legally 

(iv) I agree not to restrict the use of any data or results that arise from this 

study, provided such a use is only for scientific objective(s) 
[         ]   

(v) I agree to take part in the above study. [         ] 
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acceptable representative cannot read, and who reads the informed consent form, and any other written 

information supplied to the subject.  

      

    

 

Impartial Witness Signature  Signature Date 

       

 

Impartial Witness Name   

Copy of the Patient Information Sheet (Adult Study Participant Master Information) and 

duly filled Informed Consent Form shall be handed over to the subject or his/her legally 

acceptable representative.  

PART III: ADDITIONAL INFORMATION FOR PATIENTS  

1. Contact details 

Study doctor  Study Coordinator (e.g. nurse appointed to 

the study)  

Phone No.   Phone No.  

Address  Address  

Email address Email address 

 

Name of EC Member Secretary  

Phone No. of EC Member Secretary  

 

2. Detailed list of visits and Test/Procedures 

There is no protocol mandate in the present study, so you will not have any separate 

investigation apart from the treatment you are undergoing. We will collect information 

regarding your health from the first dose of durvalumab until the date of the last dose of 

durvalumab + 90 days or the date of the first dose of subsequent anti-cancer therapy, until 
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withdrawal of consent, loss to follow-up, or death, whichever is earlier. During the study, we 

will record any side-effects you may have, like fatigue, musculoskeletal pain, constipation, 

decreased appetite, nausea, peripheral oedema, urinary tract infection, or any unknown side 

effects. The number and timing of visits will depend on the doctor’s judgment based on the 

patient’s condition. Information like the patient’s age, disease status, test results, durvalumab 

doses, and other treatments will be collected at the start and throughout the study.  

3. Detailed Study Tests and Procedures Schedules 

Here is the outline of what to expect at 

Baseline/Screening 

At the baseline, you will undergo the initial procedures to assess your eligibility for the study. 

This includes signing the informed consent form, verifying inclusion/exclusion criteria, and 

recording details regarding demographics, medical history, and the medicines you are taking 

will be recorded, and the patient will have a physical examination, vital sign checks, ECOG 

performance status assessment, and baseline clinical and radiological imaging. Initial tumour 

measurements will be documented as per RECIST 1.1 guidelines, which provide a standardized 

set of rules for response assessment of the treatment, and necessary laboratory assessments will 

be performed. 

 

Neoadjuvant Therapy Period 

Regular assessments will include recording concomitant medications, recording physical 

examinations, and vital sign checks. Clinical and radiological assessments will be performed to 

monitor treatment response, and laboratory assessments will help track therapy-related changes. 

Any adverse events (AEs) or serious adverse events (SAEs) will be carefully documented. 

 

Pre-Surgery Phase 

In preparation for surgery, eligibility criteria may be rechecked if necessary. Updated records 

of concomitant medications and clinical/radiological assessments, which includes RECIST 1.1 

evaluations, will be recorded. The pre-surgery phase will focus on ensuring the patient is 

optimally prepared for the surgical procedure. Safety monitoring for AEs and SAEs continues 

during this phase. 

 

Surgery Phase 

The surgery phase involves the actual surgical intervention to remove the tumour. During this 

time, any necessary perioperative medications will be documented. Safety monitoring will focus 

on identifying surgery-related AEs or SAEs. 

 

Post-Surgery Phase 

Post-surgery, patients will undergo health monitoring to assess recovery and surgical outcomes. 

This includes recording concomitant medications, conducting physical examinations, and 
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performing vital sign checks. During this phase clinical and radiological assessments will 

evaluate the surgical success and any residual disease, while RECIST 1.1 evaluations and 

laboratory tests will provide further insights. Monitoring for AEs and SAEs remains a priority. 

 

Durvalumab monotherapy Period 

The adjuvant therapy period focuses on reducing the risk of disease recurrence. Patients will 

continue to receive treatment with regular evaluations, which includes updates on concomitant 

medications, physical examinations, clinical and radiological assessments, RECIST 1.1 tumour 

evaluations, and laboratory monitoring. Safety monitoring remains critical, with detailed 

documentation of any AEs or SAEs. 

 

Follow-Up Period 

In the follow-up period, patients will be monitored long-term to detect any recurrence or late 

complications. Clinical and radiological assessments, along with RECIST 1.1 evaluations, will 

continue. Concomitant medication updates and AE/SAE reporting will also be done throughout 

this phase till 90 days after the last dose of the treatment or the first day of the start of another 

treatment, until the withdrawal of consent, loss to follow-up, or death, whichever is earlier. 

The table describing what to expect at each visit: 

Data Collection and Entry 
Baseline/ 

Screening  

Neoadjuvant 

therapy 

period  

Pre-

Surgery  
Surgery  

Post-

Surgery  

Adjuvant 

therapy 

period  

Follow-up  

period  

  

Informed Consent  X              

Screening  X    X          

Pregnancy testa X       

Patient Demographics and 

Medical History  
X        X      

Disease medical history & 

Baseline disease status (which 

includes  

EGFR/ALK status)  

X              

 Medicine you are taking.  X  X  X  X  X  X  X  

Physical examination and 

Vital signs  
X  X        X  X  

ECOG Performance Status  X            X  

Clinical & Radiological 

Assessments 
X  X  X    X  X  X  

RECIST 1.1 assessment  X    X    X  X  X  

ECG As clinically indicated  

Laboratory assessments X  X        X  X  

NSCLC Treatment details    X        X  X  

AE and SAE Reporting X  X  X  X  X  X  X 

a Women of childbearing potential only 
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4. Complete List of Risks, Side Effects, and Discomforts 

Since this is an observational study, there are no side effects or risks directly associated with 

participation in this study.  

Durvalumab is an immunotherapy that helps the immune system fight cancer. Because it 

activates the immune system, it may sometimes cause the immune system to affect normal 

organs. 

Common Side Effects 

• Low red blood cell count (anemia) 

• Nausea 

• Constipation 

• Tiredness 

• Muscle or bone pain 

• Skin rash 

Possible Immune-Related Side Effects 

Durvalumab may cause inflammation in various organs, which includes: 

• Lungs (cough, shortness of breath) 

• Liver (yellowing of skin/eyes, abnormal liver tests) 

• Intestines (diarrhea, stomach pain) 

• Hormone glands (thyroid or adrenal problems causing fatigue, dizziness, or weight changes) 

• Kidneys 

• Skin 

These side effects may occur during or after treatment. Most can be treated if detected early, 

but some may be serious and require hospitalization or stopping treatment. Rarely, severe 

complications may be life-threatening. 

Side Effects of Other Treatments 

If you receive chemotherapy, surgery, or radiation therapy as part of routine care, these 

treatments may cause additional side effects like nausea, hair loss, infections, bleeding, pain, 

breathing problems, or fatigue. Your doctor will explain these risks separately. 

Risks of Routine Tests 

Routine blood tests may cause mild pain or bruising. ECG may cause mild skin irritation. No 

major risks are expected from these procedures. 

5. Complete List of Personal Data collected 

All data, as described in Part I Section11a, will be collected during the study. 
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6. Glossary 

Your coded data 

All your data collected at the study site, with your name and 

contact details, have been replaced by a code. This is done by the 

study doctor who keeps the link between your name/ contact 

details and the code to ensure your safety and confidentiality. 

Coded information cannot identify you unless your study doctor 

provides your name or contact details, where allowed by 

applicable law. 

Sponsor details 
Sponsor: AstraZeneca Pharma India Ltd. 

The sponsor has the overall responsibility for a clinical study. 

Details of Study site 
The place where the clinical study is taking place and where you 

will have to go for the planned visits. 

Health authorities 

Authorities who supervise the study, who approve the 

commercialisation of the drug or who receive the adverse events 

reporting, whether in your country or in other countries. 

Research partners 
Any organisation which collaborates with the sponsor within the 

drug development programme or for future research. 

Service providers 

Any organisation bound to the sponsor by a contract, which may 

conduct activities on behalf of the sponsor under its strict 

instructions. This may include other researchers which includes 

so- called “contracted research organisations” (CROs) and IT 

companies hosting clinical data or providing IT services which 

includes developing new systems and services. 
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Safeguards 

Appropriate safeguards will be implemented to protect coded data 

during and after the study and may include that: 

 Access to the coded data will be limited to specific individuals 

subject to confidentiality obligations (which includes the 

obligation to not attempt to re-identify individuals/decode the 

clinical data). 

 The coded data will be protected with security measures to 

avoid data alteration, loss and unauthorised accesses and further 

de-identification techniques may be applied. 

 A data protection impact assessment (DPIA) will apply to 

identify and mitigate privacy risks, if any, associated with each 

scientific research. 

 When needed by applicable law, scientific research is subject 

to the approval of Ethics Committees. 

 The coded data will not be shared for direct marketing 

objectives or other objectives that are not legal duties or 

are not considered scientific research as per the 

applicable data protection legislation. In particular, it 

will not be used to make decisions regarding future 

services available to you, like insurance. 

Security measures: 

How is my data 

protected in other 

countries? 

The processing of your data starts at the study site. Your data will 

then be transferred to several data experts to be verified and for 

results to be calculated. In addition to having your data coded, 

your data is also protected by high standard technical security 

means like strong access control and encryption.  

Within the sponsor group, your coded data are protected by 

Binding Corporate Rules (BCR). You can find more information 

regarding the Sponsors BCRs here: 

www.astrazenecabindingcorporaterules.com. 

You may obtain further information as well as a copy of these 

measures by asking your study doctor. 

Restricted rights 

Kindly note that the rights provided by the GDPR and UK Privacy 

Law to get data discarded (i.e., the right to be forgotten) do not 

apply to such studies. 
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Scientific research 

Scientific research includes technological development and 

demonstration, fundamental research, applied research and 

privately funded research as well as studies performed in the 

public interest in the area of public health. This means that we 

may use the data to advance our understanding of how to make 

new medicines, medical devices, diagnostic products, tools 

and/or other therapies, to treat diseases. We may also use this data 

to improve the design and execution of future clinical studies, 

services and drugs, for outcome research activities and to aid in 

pricing and reimbursement activities. 

Deposit in scientific 

databases 

To do more powerful research, it is helpful for researchers to 

share data by placing data into one or more scientific databases. 

Researchers can then study the data combined from several 

research projects and learn even more regarding health and 

disease. 

Researchers with an approved scientific research project may be 

able to see and use your coded data, along with that from many 

other people.  

Your name and other information that could directly identify you 

(like address or social security number) will never be placed into 

such a scientific database. Researchers will always have a duty to 

protect your privacy and to keep your information confidential. 

 



 

 

 

 

 

 

 

 

 

                                               

                       

Translated from Hindi to English Version 1.0 Dated 16 Mar 
2026 
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STUDY INFORMATION AND INFORMED CONSENT  

FORM 
  

Study Code: D9106R00007 Site No:   

Sponsor: AstraZeneca Pharma India Limited Subject Id:   

Principal 

Investigator: 
 

Title of the 

Study: 

A prospective, observational, multicenter, post marketing surveillance study to 

assess safety of Durvalumab in Indian adult patients with resectable Non-Small 

Cell Lung Cancer (NSCLC) 

 

There are [3] parts to this document: 

Part I: the “Study Information” essential to your decision to take part in the clinical study, 

Part II: your “Consent Form” which summarises what you may agree to, 

Part III:  supplementary information in the “Additional information for patients” Section,   

which includes a glossary. 
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PART I: STUDY INFORMATION 

D9106R00007, Durvalumab Post Marketing Safety Study 

 

Observational Study to Assess the Safety of Durvalumab in Indian Adults with 

Removable Lung Cancer 

Dear Madam/Sir, 

Into this study, you are invited to take part because you have recently been diagnosed with a type 

of lung cancer called resectable (removable) non-small cell lung cancer (NSCLC). You have 

accepted the advised treatment approach, which includes durvalumab in combination with 

chemotherapy as pre-operative therapy, followed by durvalumab monotherapy after surgery. This 

treatment is designed to support shrink the tumour and reduce the risk of cancer from returning.  

We are performing this study to evaluate the safety of durvalumab in patients with resectable 

NSCLC. In this post-marketing study, your treatment will continue as decided by your medical 

officer, and we will only collect your data. Participation needs your written consent. Prior you 

decide whether you want to take part in this study, you will be given an explanation regarding 

what the study involves.  

The overall description of this study, which includes the collection, storage, and use of your data 

and documentation, etc. has been reviewed in your country by an independent Ethics Committee 

to make sure that the rights, safety, and well-being of study patients are protected. 

Your state may or may not improve if you join the study. Although, the information we get from 

this study might support other patients with the same condition in the future. 
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1 What is this study regarding? 

Durvalumab is a type of medicine known as immunotherapy. It works by supporting your 

body’s immune system recognize and attack cancer cells. Some cancer cells protect themselves 

by using a signal called PD-L1 which “switch off” the immune system. Durvalumab blocks this 

signal, supporting your immune system find and destroy the cancer cells. 

We are carried out this study to learn additional regarding how safe durvalumab is when used 

for the treatment of removable NSCLC, a type of lung cancer. This type of cancer arise when 

uncontrolled cells multiply in your lungs and form a tumour. Pre-operative therapy, like the 

combination of durvalumab and platinum chemotherapy, is given prior surgery to support shrink 

the tumour and enhance the body’s defence. After surgery is done to remove a tumour, some 

small cancer cells that are too small to be detected by MRI, CT, or PET scans may remain. 

These residual cells can sometimes survive and cause the cancer to return later. After surgery, 

durvalumab monotherapy is given to strengthen the body's ability to fight against residual 

cancer cells and to reduce the risk of cancer from coming back. 

The aim of the study is to make sure that durvalumab is safe, as shown in earlier studies, at the 

time of also looking out for any new or unexpected side effects. Durvalumab has been in the 

market since 2017 and is approved by the United States Food and Drug 

Administration (USFDA). . 

Regarding 78 patients will participate in this study. The total duration of the study will be from 

the date of the first dose of durvalumab until the date of the last dose of durvalumab +90 days 

or the date of the first dose of subsequent anti-cancer therapy, until withdrawal of consent, lost 

to follow-up, or death, whichever is earlier. 

2 Do I have to take part? 

You have a choice whether or not you would like to take part. 

Kindly take as much time as you need to decide whether or not you would like to take part in 

this study. It may be helpful to discuss with your friends and family as you make this decision. 

If you join the study, you can leave it at any time (see “section 14” for additional details). 

Leaving will not affect your care. If you choose to leave the study, kindly let your study medical 

officer know as soon as possible. 

Kindly consider the study time commitments and responsibilities as a research patient when you 

are deciding to take part. 
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If you don’t join the study, you will continue to receive care for your lung cancer. Your study 

medical officer or treating physician will discussed to you regarding other possible drugs, their 

risks, and benefits. 

3 If I join the study, what will happen? 

Because this is an observational study, no medications or other treatments are provided to you 

by the Sponsor as part of this study. 

You will be needed to continue with your routine medical officer’s appointments and to take 

your regular medication as prescribed by your medical officer. 

Prior you join the study drug you will undergo a series of tests. This is called screening. If you 

meet the screening criteria, you may enter the study. If you don’t meet the screening criteria, the 

reasons will be described. Your study medical officer or treating physician will discussed to you 

regarding other possible treatments/options. 

You will undergo routine biopsies and staging investigations and will be offered durvalumab as 

pre-operative and post-operative therapy in accordance with the approved prescribing information 

by your medical officer. Throughout the study, we will collect your data. You will be in the study 

from the date of the first dose of durvalumab until the date of the last dose of durvalumab +90 

days or the date of the first dose of subsequent anti-cancer therapy, until the withdrawal of 

consent, lost to follow-up or death, whichever is earlier. Your participation in the study may need 

to be longer to get better answers to the study questions. 

The total number of visits and the visit time will be determined at the judgement of the 

investigator based on the patient’s condition. 

At the time of the routine visits, information will be taken for the study, and this might add some 

extra time to your routine visit. 

If you cannot come to a visit, you must inform your study medical officer. 

Kindly note that the study, and your participation in the study, may be stopped earlier than 

expected, for example for scientific or safety reasons (see “Section 9” for additional details).  

4 What are the needed tests and methods? 

At the time of you are on the study, we will need to take your medical data from your records. 

As part of the standard of care examinations, the data from the below mentioned tests and 

methods will be noted:  
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Patient Demographics & Medical History 

Your date of birth, gender, height, weight, presence of pregnancy and breastfeeding in event of 

female patients, and pregnancy status of female partners in event of male patients will be taken. 

Also, medical history of any other disease and date and type of anti-meningococcal vaccination, 

which includes boosters, will be taken. Disease medical history & baseline disease status (which 

includes EGFR/ALK status). Your disease history, such as staging information, ECOG 

performance status (your ability to function in daily life), and EGFR/ALK status (to check for 

the presence of change in the gene), if available, will be taken from your medical records. 

 

Concomitant Medications 

Information regarding any ongoing medications you have been taking will be noted from your 

medical records, which includes drug name, daily dose, route, and indication. 

 

Physical examination and Vital signs 

Any results of physical examinations carried outed, or vital signs (specifically body weight) 

noted by your study medical officer will be noted.  

 

ECG 

ECG readings taken over the duration of the study, specifically at baseline, pre-surgery, and 

post-surgery, will be noted from your medical records. 

 

Clinical & Radiological Assessments 

All clinical and radiological assessments, such as MRI/CT/PET, carried out to evaluate the 

disease status or overall clinical response, and RECIST 1.1 assessments, which assess the 

response of the tumour to treatment in clinical trials, whenever available, will be noted for the 

study. 

 

Laboratory assessments 

Results of any laboratory tests carried out at baseline and at the time of durvalumab treatment 

as per prescribed treatment, which includes but not limited to clinical chemistry, haematology, 

kidney function test, liver function test, thyroid levels, urinalysis, Hepatitis B and C, HIV, 

pregnancy tests, etc., will be noted. 

 

 

NSCLC Treatment details 

All treatments given in line with the prescribed treatment, which includes surgery and 

chemotherapy prior and after surgery, will be noted. Details to be noted will include the total 

dose, total duration of treatment, ongoing or discontinuation status of treatment, and reason for 

discontinuation of treatment/ reason for changing the dose of treatment. 
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Safety assessment 

The occurrence of any side effect you might be experiencing, although small it may be, will be 

assessed by your study medical officer. When a side effect occurs, information on the below 

mentioned items will be taken: what the side effect is, when it started and ended, how serious it 

is, how bad it felt, whether it is related to the study drug, what is done regarding the drug because 

of the side effect, what happened afterwards, what steps were taken regarding the side effect, 

and any comments from the medical officer. 

The complete list of study tests and methods, which includes their detailed schedule is 

available in the “Part III: Additional information for patients”.  
 

5. What are the optional tests and methods?  

Since this is an observational study, we will only collect data from your medical records. There 

will be no additional or optional tests or methods. 

6. What are the risks of the study joining? 

This study will only capture the routine medical treatment provided to you by your medical 

officer. There is no immediate clinical benefit for you. Although, the information we get from 

this study may support us to describe how lung cancer patients are managed in real-life practice 

and to increase our knowledge regarding the disease and its symptoms. This will hopefully 

support us to better treat patients with lung cancer in the future. 

Since Durvalumab is an immunotherapy that supports the immune system fight cancer. Since it 

activates the immune system, it may sometimes cause the immune system to affect normal 

organs and may cause some unwanted effects. 

General Side Effects 

• Low red blood cell count (anaemia) 

• Nausea 

• Constipation 

• Tiredness 

• Muscle or bone pain 

• Skin rash 

 

Possible Immune-Related Side Effects 

Durvalumab may cause inflammation in different organs, which includes: 

• Lungs (cough, shortness of breath) 

• Liver (yellowing of skin/eyes, abnormal liver tests) 

• Intestines (diarrhea, stomach pain) 
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• Hormone glands (thyroid or adrenal problems causing fatigue, dizziness, or weight changes) 

• Kidneys 

• Skin 

These side effects may arise at the time of or after treatment. Most can be treated if detected 

early, but some may be serious and need hospitalization or stopping treatment. Rarely, severe 

complications may be life-threatening. 

Side Effects of Other Treatments 

If you receive chemotherapy, surgery, or radiation therapy as part of routine care, these 

treatments may cause additional side effects such as nausea, hair loss, infections, bleeding, pain, 

breathing problems, or fatigue. Your medical officer will explain these risks separately. 

Risks of Routine Tests 

Routine blood tests may cause mild pain or bruising. ECG may cause mild skin irritation. No 

major risks are expected from these methods. There is a risk that your lung cancer will not get 

better or even get worse at the time of the study.  

It’s important to note that any side affects you experience may be related to the treatment you 

have chosen and are not a result of participating in this study. This study is purely observational 

and involves only recording your routine medical data provided by your medical officer. Also, 

since the study is non-interventional, it will not change how your medical officer manages your 

treatment. 

To read additional regarding risks, turn to the additional risk information provided in the 

“Additional information for patients”. 

7. Are there any other considerations or risks I need to know regarding? 

Special Warnings 

• Durvalumab may cause immune-related side effects that can affect organs such as the lungs, 

liver, intestines, kidneys, hormone glands, skin, heart, or nervous system. 

• These reactions can occur at the time of treatment or even after treatment has stopped. 

• Some side effects may become serious if not treated early. 

• You should inform your medical officer immediately if you experience new or worsening 

symptoms such as breathing difficulty, persistent diarrhea, yellowing of the skin/eyes, severe 

fatigue, chest pain, confusion, or severe rash. 
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Other Medicines, Food, and Drinks 

• You should inform your medical officer regarding all medicines you are taking, which includes 

prescription drugs, over-the-counter medicines, herbal products, and supplements. 

• Some medicines (specifically steroids or medicines that affect the immune system) may need 

medical supervision at the time of you are receiving durvalumab. 

• Do not start any new medicine without discussing it with your medical officer. 

• There are no specific food or drink restrictions, but you should follow your medical officer’s 

dietary advice at the time of treatment. 

Driving, Machinery, Sports, and Activities 

• Durvalumab may cause tiredness, dizziness, or weakness. 

• If you feel not well, tired, or dizzy, you should avoid driving, operating machinery, or 

performing activities needed full alertness. 

• There are no specific restrictions on sports or activities, but you should follow your medical 

officer’s advice based on your state and overall health. 

Pregnancy, contraception, and breast-feeding 

Because the effects of durvalumab on an unborn child or infant are not known you (or your 

female partner if you are a male) must not get pregnant or breastfeed a child at the time of the 

study.  

The study medical officer can discuss acceptable birth control methods with you. 

For female patients: 

If you become pregnant, you must inform the study medical officer straight away. You will 

have to immediately stop taking the study drug till you have spoken to your study medical 

officer. You will be asked to provide information regarding you and your baby. This may 

involve a separate consent to permit us to monitor your baby’s health and development. 

For male patients whose partners become pregnant: 

If your partner becomes pregnant, you must inform the study medical officer immediately. Your 

partner will be asked, under a separate consent, to provide information regarding their health 

and your baby’s health. 

Fasting 

For participation in this study, no specific fasting is needed unless advised by your treating 

medical officer for routine medical tests or methods. 
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Vaccinations 

• Inform your medical officer prior receiving any vaccine. 

• Live vaccines should generally be avoided at the time of treatment with durvalumab and for a 

period after treatment, as advised by your medical officer. 

• Inactivated (non-live) vaccines may be given if advised by your medical officer. 

Blood Donation 

You should not donate blood or blood products at the time of treatment and for a period after 

the last dose of durvalumab, as advised by your medical officer. 

8. What are the possible benefits of taking part? 

The information the study sponsor receives from this study may support to better treat patients 

with lung cancer in the future. 

It is not fix that you will directly benefit from the study participation. Your participation may, 

although, support other patients in the future by improving the knowledge of disease and 

improving medical care. We do not know if taking part will support your state, but we hope that 

it will. 

9. What happens if something changes at the time of I am in the study, e.g. if 

new information is found? 

Changes may happen in the study that could make you change your mind regarding continuing 

to take part in the study. If something changes, we will inform you as soon as possible. 

At any time, you can choose to leave the study. For additional details, see section 14 below. 

The study medical officer can also choose to take you out of the study if they believe that it is 

best for you. 

Your participation in the study also stops when the Sponsor, Indian health authorities, the ethics 

or regulatory agencies decide that the study must be stopped. 

10. What happens if I am harmed or injured at the time of the study? 

Since this is an observational study, it does not involve any experimental treatments or methods 

beyond the routine medical care provided by your medical officer. Because of this, the risk of 

harm or injury from participating in the study is extremely low. Your medical officer will 

continue to provide the necessary care and manage your treatment as usual. If you have any 

concerns, you can contact the study team or your medical officer for additional assistance. 
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If there is an emergency, call your study medical officer as soon as you can. All relevant contact 

details can be found in part III: “Additional information for patients”.  

If you become ill or are injured at the time of you are in this research study, you must inform 

your study medical officer straight away.  

Injuries that have been caused by the study drug, tests, or methods are called ‘research injuries’. 

Injuries caused by your usual medical care or your lung cancer are not research injuries. 

If you have medical insurance, kindly check with your insurance company that taking part in 

this research study will not affect your coverage. 

By signing this form, you do not give up any legal right you may have.  

11. What will happen to my data gathered in the study? 

a.  Which data are taken? 

To carried out the study, the Study site will have to collect and register information regarding 

your identity, such as your medical condition and medical history (this may include information 

from your physicians / available in your medical records), your lifestyle, your demographics 

(age, gender, ethnic and racial background), clinical chemistry, haematology, kidney function 

test, liver function test, thyroid levels, urinalysis, Hepatitis B&C, HIV, pregnancy tests etc will 

be noted along with the medicines you are taking for any other disease. Also, ECG and data 

generated from the imaging techniques like MRI/PET/CT will be taken. The treatment you will 

receive, along with your response to the treatment and side effects or any discomfort you may 

have, will be taken. 

b. What is my data needed for? 

Your data is needed for the Sponsor to generate post-marketing safety evidence on the use of 

durvalumab to fulfil the post-approval regulatory commitment to the Indian Health Authority. 

Because of this, the data will be used as planned in this study as well as within related research 

activities necessary for the drug development programme in to better understand the studied 

disease and associated health problems. They may additional be used to publish research results 

in scientific journals or use them for educational objectives.  

c. Who can access my data? 

Only at the study site, your name and contact details will be accessible to the study medical 

officer and the study team to carry out the study. Non-medical personnel acting on behalf of the 

Sponsor and being bound by a duty of confidentiality as well as Health authorities and Ethics 

Committees may also be given access to this data only to verify that the study is carried out in 



Adult Study Participant Master Information and Consent Form     AstraZeneca 

Study Code: D9106R00007 

Version Number 1.0 Version Date 9 Mar,2026 
 

CONFIDENTIAL AND PROPRIETARY 11 of 23   Template Doc ID: TMP-0010261  

Template Version Number 15.0  

Back translated from Hindi to English Version 1.0 Dated 16 Mar 2026   

compliance with legal and quality needs. Some of your data may be accessed remotely, where 

permitted. 

The study site will share your data with the Sponsor but only after they have been coded (which 

defines that your name, contact details or health insurance number, have been replaced by a 

code. For additional information regarding coding, see details at the end of this document in 

part III: “Additional information for patients”. 

The Sponsor may share your coded data with its Research partners and Service providers for 

the objectives of the drug development programme. 

In order to make sure proper carried out and accurate results of the study and to get permission 

to market the drug, the Sponsor will share your coded data with authorities and possibly with 

Ethics Committees. They may also be shared with scientific journals, so the study results can be 

reviewed by independent scientists and to make sure the accuracy of results. 

In none of these events your identity will be revealed. 

Some of the above-mentioned persons may be located outside your country. If this other country 

does not have equivalent personal data protection standards as your country, appropriate 

Safeguards (such as contracts and technical Security measures) will be adopted to protect and 

maintain the confidentiality of your data as additional described at the end of the document in 

part III: “Additional information for patients ”. 

In event another organisation takes over development or commercialisation of the study drug, 

your coded data may be transmitted to them. They will then have to protect your data in the 

same way as described herein. 

d. Who else may have access to my contact information and why? 

Your name or contact details may be shared with service providers to collect information on your 

survival status.  

The service providers must keep your name or contact details private and will NOT share any 

information that can directly identify you with the Sponsor. 

e. How long will my coded data be kept? 

The study site and the Sponsor are obliged to keep all study data for 15 years after the end of 

the study, to comply with study sites and Sponsor’s legal obligations. You can find out additional 

regarding how the sponsor keeps personal information at 

www.astrazenecapersonaldataretention.com. Your coded data will then be deleted or 

anonymised.  

http://www.astrazenecapersonaldataretention.com/
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For additional details regarding anonymizing, see part 1 section 11g: What does anonymised 

data mean?”.  

f. What are my rights under data protection law? 

You have the right to review which of your data is taken and being used; you can also ask for a 

copy of this data, ask for restriction of use of this data, or ask to have incorrect data rectified. 

To make sure the scientific integrity of the study, you will not be able to review some of the 

data or receive a copy of it until the study ends. 

To exercise these restricted rights, kindly contact preferably the study medical officer.  

g. What does anonymised data mean? 

Health authorities as well as pharmaceutical companies believe that access to clinical studies 

data advances clinical science and medical knowledge and is in the best interest of patients and 

public health, provided that patient privacy is protected. Because of this, the Sponsor may 

generate and share internally or with other researchers an anonymised set of your data taken in 

the study (e.g., on www.vivli.org). This defines your coded data will be stripped of your Patient 

code as well as of any other information that could reasonably be used to identify you, such as 

your date of birth.  

12. What are the costs of taking part?  

Into this study, participating will not cost you anything additional than the costs related to your 

routine appointments with your medical officer. You will not be paid for being in this study. 

The cost of the study drug and lab investigations will not be covered through the study. 

13. How to find out additional details after the study?  

Trial Result Summaries are a short and easy to understand summary of the results of this study. 

These will be added to www.trialsummaries.com within 1 year of the last study patients last site 

visit. You can visit www.trialsummaries.com website anytime to sign up to be notified via email 

when the trial results summary of your study is available. Or kindly let your study medical 

officer know if you need a printed copy of the document. 

Information in technical language related to study protocol and the results will be posted on 

http://astrazenecaclinicaltrials and http://www.clinicaltrials.gov. A details of this study is also 

available on http://ctri.nic.in. These websites do not contain any information regarding you. 

14. What will happen if I want to quit the study? 

Into this study, your participation is voluntary which defines you can stop your participation at 

any time. If you want to stop taking the study drug, want to have a modified visit plan or if you 

http://www.trialsummaries.com/
https://www.trialsummaries.com/
http://astrazenecaclinicaltrials/
http://www.clinicaltrials.gov/
http://ctri.nic.in/
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want to stop your participation, you should inform the study medical officer and discuss 

available options.  

If you stop participating in the study be aware that this is a “study discontinuation”, and not a 

withdrawal of / objection to consent for processing personal data, the study medical officer will 

stop the collection of your data, but your previously taken data will be kept and used to 

guarantee the validity of the study and to comply with regulatory needs, as permitted by law. 

The study medical officer will then invite you to have an end of study examination to check 

your wellbeing. If you don’t show up at a planned visit, the study medical officer will try to 

reach you. This is important for study results. It is not mandatory but would be helpful for the 

study if you describe to your study medical officer why you wish to stop your participation, in 

particular if you have felled discomforts. 

We will continue to use your data and taken samples as originally consented, unless you would 

like your data not to be used after you quit the study. In such a event, you must inform the study 

medical officer, but your coded data previously taken will be kept as needed by clinical 

regulations. 

15. Who can answer any questions I may have? 

Remember, there are no silly questions! Feel free to ask at ANY TIME! It is your right to be 

fully informed prior deciding to take part in this study. You can contact the study medical officer 

at any time at the address indicated in part III: “Additional information for patients”. 
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PART II:  CONSENT FORM 

D9106R00007, Durvalumab 

 

A prospective, observational, multicenter, post marketing surveillance study to assess the 

safety of Durvalumab in Indian adult patients with resectable Non-Small Cell Lung 

Cancer (NSCLC) 

Initials of Subject’s:    

Name of Subject’s:    

Date of Birth  

(dd-mm-yyyy):  

  Age (years):    

Address of the Subject:    

Qualification:    

Occupation:  

(Kindly  tick  as  

appropriate)  

  

Student   Self-Employed    Service   Housewife    

Others_______________________  

Annual Income of the 

subject:   

Name and address of the 

nominee(s) and his/her 

relation to the Subject:  

    

Please sign this consent form only after you have had a chance to ask questions and have 

received acceptable answers to all of your questions. By signing this page, you will be 

confirming the below mentioned statements: 
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INFORMED CONSENT FORM  

      

 

 

Signature (Or Thumb impression) of the Date of Signature subject/Legally Acceptable 

Representative (LAR)  

 

    

 

Signatory’s Name (Name of the subject or LAR who has signed)    

Sl. No Kindly provide your initials (short signature or signature) or thumb impression (as applicable) 

against each one of the below mentioned statements to confirm your consent to these 

statements. 

(i) I agree that I have read and understood the Study Information and 

Informed Consent Form dated ……………………., Version Number 

……. for the above study and have had the chance to ask questions.  

[        ] 

(ii) I know that my participation in the study is voluntary and that I am free to 

withdraw at any time, without giving any reason, without my medical care 

or legal rights being affected. 

[         ] 

(iii) I understand that the Sponsor of the clinical trial, others working on the 

Sponsor’s behalf, the Ethics Committee, and the regulatory authorities 

will not need my permission to look at my health records both in respect 

of the current study and any additional research that may be carried outed 

in relation to it, even if I withdraw from the trial. I agree to this access. 

Although, I understand that my identity will not be revealed in any 

information released to third parties or published. 

[         ] 

(iv) I agree not to restrict the use of any data or results that arise from this 

study, provided such a use is only for scientific objective(s) 
[         ]   

(v) Into the above study, I agree to take part. [         ] 
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Where a subject is not able to give informed consent (e.g., an unconscious person or a minor or those 

suffering from severe mental illness or disability), the same may be taken from a legally acceptable 

representative (a legally acceptable representative is a person who is able to give consent for or authorise 

an intervention in the patient as provided by the law(s) of India).  

  

 

Relationship of legally acceptable representative to subject  

    

 

Signature of the Investigator  Date of Signature    

 

Study Investigator’s Name    

 If the Subject or his/her legally acceptable representative is unable to read/write - an impartial witness should be 

present at the time of the complete informed consent process who must append his/her signatures to the consent 

form.  

Impartial witness is a person who is independent of the trial, who cannot be unfairly influenced by people 

involved with the trial, who attends the informed consent process if the subject or the subject’s legally 

acceptable representative cannot read, and who reads the informed consent form, and any other written 

information supplied to the subject.  

      

    

 

Impartial Witness Signature   Date of Signature  

       

 

Impartial Witness Name    

The Patient Information Sheet (Adult Study Participant Master Information) and duly filled 

Informed Consent Form copy shall be handed over to the subject or his/her legally 

acceptable representative.  
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PART III: ADDITIONAL INFORMATION FOR PATIENTS  

1. Contact details 

Study medical officer  Study Coordinator (e.g. nurse appointed to 

the study)  

Phone No.   Phone No.  

Address  Address  

Email address Email address 

 

Name of EC Member Secretary  

Phone No. of EC Member Secretary  

 

2. Detailed list of visits and Test/Methods 

There is no protocol mandate in the present study, so you will not have any separate 

investigation apart from the treatment you are undergoing. We will gather information regarding 

your health from the first dose of durvalumab until the date of the last dose of durvalumab + 90 

days or the date of the first dose of subsequent anti-cancer therapy, until withdrawal of consent, 

loss to follow-up, or death, whichever is earlier. At the time of the study, we will record any 

side-effects you may have, like fatigue, musculoskeletal pain, constipation, decreased appetite, 

nausea, peripheral oedema, urinary tract infection, or any unknown side effects. The number 

and timing of visits will depend on the medical officer’s judgment based on the patient’s 

condition. Information such as the patient’s age, disease status, test results, durvalumab doses, 

and other treatments will be taken at the start and throughout the study.  

3. Detailed Study Tests and Methods Plans  

Here is the outline of what to expect at 

Baseline/Screening 

At the baseline, you will undergo the initial methods to assess your eligibility for the study. This 

includes signing the informed consent form, verifying inclusion/exclusion criteria, and 

recording details regarding demographics, medical history, and the medicines you are taking 

will be noted, and the patient will have a physical examination, vital sign checks, ECOG 

performance status assessment, and baseline clinical and radiological imaging. Initial tumour 
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measurements will be documented according to RECIST 1.1 guidelines, which provide a 

standardized set of rules for response assessment of the treatment, and necessary laboratory 

assessments will be carried out. 

 

Neoadjuvant Therapy Period 

Regular assessments will include recording concomitant medications, recording physical 

examinations, and vital sign checks. Clinical and radiological assessments will be carried out to 

monitor treatment response, and laboratory assessments will support track therapy-related 

changes. Any adverse events (AEs) or serious adverse events (SAEs) will be carefully 

documented. 

 

Phase of Pre-Surgery 

In preparation for surgery, eligibility criteria may be rechecked if necessary. Updated records 

of concomitant medications and clinical/radiological assessments, which includes RECIST 1.1 

evaluations, will be noted. The pre-surgery phase will focus on ensuring the patient is optimally 

prepared for the surgical procedure. Safety monitoring for AEs and SAEs continues at the time 

of this phase. 

 

Phase of Surgery 

The surgery phase involves the actual surgical intervention to remove the tumour. At the time 

of this time, any necessary perioperative medications will be documented. Safety monitoring 

will focus on identifying surgery-related AEs or SAEs. 

 

Post-Surgery Phase 

Post-surgery, patients will undergo health monitoring to assess recovery and surgical outcomes. 

This includes recording concomitant medications, performing physical examinations, and 

performing vital sign checks. Clinical and radiological assessments will evaluate the surgical 

success and any residual disease, at the time of RECIST 1.1 evaluations and laboratory tests 

will provide additional insights. Monitoring for AEs and SAEs remains a priority at the time of 

this phase. 

 

Durvalumab monotherapy Period 

The adjuvant therapy period focuses on reducing the risk of disease recurrence. Patients will 

continue to receive treatment with regular evaluations, which includes updates on concomitant 

medications, physical examinations, clinical and radiological assessments, RECIST 1.1 tumour 

evaluations, and laboratory monitoring. Safety monitoring remains critical, with detailed 

documentation of any AEs or SAEs. 
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Follow-Up Period 

In the follow-up period, patients will be monitored long-term to detect any recurrence or late 

complications. Clinical and radiological assessments, along with RECIST 1.1 evaluations, will 

continue. Concomitant medication updates and AE/SAE reporting will also be done throughout 

this phase till 90 days after the last dose of the treatment or the first day of the start of another 

treatment, until the withdrawal of consent, loss to follow-up, or death, whichever is earlier. 

The table describing what to expect at each visit: 

Data Collection and Entry 
Baseline/ 

Screening  

Neoadjuvant 

therapy 

period  

Pre-

Surgery  
Surgery  

Post-

Surgery  

Adjuvant 

therapy 

period  

Follow-up  

period  

  

Informed Consent  X              

Screening  X    X          

Pregnancy testa X       

Patient Demographics and 

Medical History  
X        X      

Disease medical history & 

Baseline disease status (which 

includes  

EGFR/ALK status)  

X              

 Medicine you are taking.  X  X  X  X  X  X  X  

Physical examination and 

Vital signs  
X  X        X  X  

ECOG Performance Status  X            X  

Clinical & Radiological 

Assessments 
X  X  X    X  X  X  

RECIST 1.1 assessment  X    X    X  X  X  

ECG As clinically indicated  

Laboratory assessments X  X        X  X  

NSCLC Treatment details    X        X  X  

AE and SAE Reporting X  X  X  X  X  X  X 

a Women of childbearing potential only 

 

4. Complete List of Risks, Side Effects, and Discomforts 

Since this is an observational study, there are no side effects or risks directly associated with 

participation in this study.  

Durvalumab is an immunotherapy that supports the immune system fight cancer. Because it 

activates the immune system, it may sometimes cause the immune system to affect normal 

organs. 

Common Side Effects 

• Low red blood cell count (anemia) 
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• Nausea 

• Constipation 

• Tiredness 

• Muscle or bone pain 

• Skin rash 

Possible Immune-Related Side Effects 

Durvalumab may cause inflammation in different organs, which includes: 

• Lungs (cough, shortness of breath) 

• Liver (yellowing of skin/eyes, abnormal liver tests) 

• Intestines (diarrhea, stomach pain) 

• Hormone glands (thyroid or adrenal problems causing fatigue, dizziness, or weight changes) 

• Kidneys 

• Skin 

These side effects may occur at the time of or after treatment. Most can be treated if detected 

early, but some may be serious and require hospitalization or stopping treatment. Rarely, severe 

complications may be life-threatening. 

Side Effects of Other Treatments 

If you receive chemotherapy, surgery, or radiation therapy as part of routine care, these 

treatments may cause additional side effects such as nausea, hair loss, infections, bleeding, pain, 

breathing problems, or fatigue. Your medical officer will explain these risks separately. 

Risks of Routine Tests 

Routine blood tests may cause mild pain or bruising. ECG may cause mild skin irritation. No 

major risks are expected from these methods. 

5. Complete List of Personal Data taken 

All data, as described in Part I Section11a, will be taken at the time of the study. 
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6. Glossary 

Your coded data 

All your data taken at the study site, with your name and contact 

details, have been replaced by a code. This is done by the study 

medical officer who keeps the link between your name/ contact 

details and the code to make sure your safety and confidentiality. 

Coded information cannot identify you unless your study medical 

officer provides your name or contact details, where permitted by 

applicable law. 

Sponsor details 
Sponsor: AstraZeneca Pharma India Ltd. 

For this clinical study, the sponsor has the overall responsibility. 

Study site details 
The place where the clinical study is taking place and where you 

will have to go for the planned visits. 

Health authorities 

Authorities who supervise the study, who approve the 

commercialisation of the drug or who receive the adverse events 

reporting, whether in your country or in other countries. 

Research partners 
Any organisation which collaborates with the sponsor within the 

drug development programme or for future research. 

Service providers 

Any organisation bound to the sponsor by a contract, which may 

carried out activities on behalf of the sponsor under its strict 

instructions. This may include other researchers which includes 

so- called “contracted research organisations” (CROs) and IT 

companies hosting clinical data or providing IT services which 

includes developing new systems and services. 
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Safeguards 

Appropriate safeguards will be implemented to protect coded data 

at the time of and after the study and may include that: 

 Access to the coded data will be limited to specific individuals 

subject to confidentiality obligations (which includes the 

obligation to not attempt to re-identify individuals/decode the 

clinical data). 

 The coded data will be protected with security measures to 

avoid data alteration, loss and unauthorised accesses and 

additional de-identification techniques may be applied. 

 A data protection impact assessment (DPIA) will apply to 

identify and mitigate privacy risks, if any, associated with each 

scientific research. 

 When needed by applicable law, scientific research is subject 

to the approval of Ethics Committees. 

 The coded data will not be shared for direct marketing 

objectives or other objectives that are not legal duties or are not 

considered scientific research according to the applicable data 

protection legislation. In particular, it will not be used to make 

decisions regarding future services available to you, such as 

insurance. 

Security measures: 

How is my data 

protected in other 

countries? 

The processing of your data starts at the study site. Your data will 

then be transferred to several data experts to be verified and for 

results to be calculated. In addition to having your data coded, 

your data is also protected by high standard technical security 

defines such as strong access control and encryption.  

Within the sponsor group, your coded data are protected by 

Binding Corporate Rules (BCR). You can find additional 

information regarding the Sponsors BCRs here: 

www.astrazenecabindingcorporaterules.com. 

You may obtain additional information as well as a copy of these 

measures by asking your study medical officer. 
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Restricted rights 

Kindly note that the rights provided by the GDPR and UK Privacy 

Law to get data discarded (i.e., the right to be forgotten) do not 

apply to such studies. 

Scientific research 

Scientific research includes technological development and 

demonstration, fundamental research, applied research and 

privately funded research as well as studies carried outed in the 

public interest in the area of public health. This defines that we 

may use the data to advance our understanding of how to make 

new medicines, medical devices, diagnostic products, tools 

and/or other therapies, to treat diseases. We may also use this data 

to improve the design and execution of future clinical studies, 

services and drugs, for outcome research activities and to aid in 

pricing and reimbursement activities. 

Deposit in scientific 

databases 

To do additional powerful research, it is supportful for 

researchers to share data by placing data into one or additional 

scientific databases. Researchers can then study the data 

combined from several research projects and learn even additional 

regarding health and disease. 

Researchers with an approved scientific research project may be 

able to see and use your coded data, along with that from many 

other people.  

Your name and other information that could directly identify you 

(such as address or social security number) will never be placed 

into such a scientific database. Researchers will always have a 

duty to protect your privacy and to keep your information 

confidential. 
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Prescribing Information 



Rx 

Durvalumab Solution for Infusion 
 

IMFINZI® Vial 500 mg (500mg/10mL) and 120 mg (120 mg/2.4mL)  

 

 
 
"WARNING: To be sold by retail on the prescription of a "Registered Oncologist only". 
 



1. NAME OF THE MEDICINAL PRODUCT 

• IMFINZI
®

 500 mg (500 mg/10 mL) vial for intravenous infusion. 

• IMFINZI
®

 120 mg (120 mg/2.4 mL) vial for intravenous infusion. 

2. QUALITATIVE AND QUANTITATIVE COMPOSITION  

Each mL contains 50 mg of IMFINZI. 

Each vial of 2.4 mL contains 120 mg of durvalumab. 

 

Each vial of 10 mL contains 500 mg of durvalumab. 

 

IMFINZI is a human immunoglobulin (IgG1κ) monoclonal antibody. 

For a full list of excipient(s), see section 6.1. 

3. PHARMACEUTICAL FORM 

Concentrate for solution for infusion; 50 mg/mL in single-dose vial for intravenous administration.  

Sterile, preservative-free, clear to opalescent, colourless to slightly yellow solution, free from visible 

particles. 

4. CLINICAL PARTICULARS 

4.1 Therapeutic indications 

Non-small Cell Lung Cancer (NSCLC) 

IMFINZI in combination with chemotherapy as neoadjuvant treatment, followed by IMFINZI as 

monotherapy after surgery, is indicated for the treatment of patients with resectable (tumours ≥ 4 cm 
and/or node positive) NSCLC and no known epidermal growth factor receptor (EGFR) mutations or 

anaplastic lymphoma kinase (ALK) rearrangements. 

 

IMFINZI is indicated for the treatment of patients with locally advanced, unresectable Non-small Cell 

Lung Cancer (NSCLC) whose disease has not progressed following platinum-based chemoradiation 

therapy. 

Small Cell Lung Cancer (SCLC) 

IMFINZI is indicated for the treatment of patients with limited-stage small cell lung cancer (LS-SCLC) 

whose disease has not progressed following platinum-based chemoradiation therapy (CRT). 

IMFINZI in combination with etoposide and either carboplatin or cisplatin is indicated for the first-line 

treatment of patients with extensive-stage small cell lung cancer (ES-SCLC). 

Biliary Tract Cancer (BTC) 



IMFINZI in combination with chemotherapy is indicated for the treatment of patients with locally 

advanced or metastatic biliary tract cancer (BTC). 

Hepatocellular Carcinoma (HCC) 

IMFINZI in combination with tremelimumab is indicated for the treatment of patients with unresectable 

hepatocellular carcinoma (uHCC). 

Bladder Cancer 

IMFINZI in combination with gemcitabine and cisplatin as neoadjuvant treatment, followed by single 

agent IMFINZI as adjuvant treatment following radical cystectomy, for the treatment of adult patients 

with muscle invasive bladder cancer (MIBC). 

Gastric or Gastroesophageal Junction Adenocarcinoma (GC/GEJC) 

Durvalumab in combination with fluorouracil, leucovorin, oxaliplatin and docetaxel (FLOT) as 

neoadjuvant and adjuvant treatment, followed by single-agent Durvalumab, is indicated for the 

treatment of adult patients with resectable gastric or gastroesophageal junction adenocarcinoma 

(GC/GEJC). 

Endometrial Cancer 

Durvalumab in combination with carboplatin and paclitaxel is indicated for the first-line treatment of 

adults with primary advanced or recurrent endometrial cancer who are candidates for systemic 

therapy, followed by maintenance treatment with: 

• Durvalumab as monotherapy in endometrial cancer that is mismatch repair deficient (dMMR) 

• Durvalumab in combination with olaparib in endometrial cancer that is mismatch repair 
proficient (pMMR). 

 

 

4.2 Posology and method of administration 

MMR testing for patients with endometrial cancer  

Patients with endometrial cancer should be evaluated for treatment based on tumour MMR status 

confirmed by a validated test (see section 5.1). 

Posology  

The recommended dose for IMFINZI monotherapy and IMFINZI combination therapy is presented in 

Table 1 IMFINZI is administered as an intravenous infusion over 1 hour. 

When IMFINZI is administered in combination with other therapeutic agents, refer to the Prescribing 

Information of the therapeutic agents for further information. 

Table 1. Recommended dosage of IMFINZI 

Indication Recommended IMFINZI 

dosage 

Duration of Therapy 



LS-SCLC 1500 mgb every 4 weeks  

  

Until disease progression, 

unacceptable toxicity or a 

maximum of 24 months. 

Locally Advanced NSCLC  10 mg/kg every 2 weeks or 

1500 mg every 4 weeks a,b 

Until disease progression or 

unacceptable toxicity 

ES-SCLC 1500 mgc in combination with 

chemotherapy every 3 weeks 

(21 days) for 4 cycles, followed 

by 1500 mg every 4 weeks as 

monotherapy 

Until disease progression or 

unacceptable toxicity 

 

Resectable NSCLC 1500 mgd in combination 
with chemotherapy every 3 

weeks for up to 4 cycles 

prior to surgery, 

followed by 1500 mg 
monotherapy every 4 weeks 

for up to 12 cycles after 

surgery. 

Until disease is deemed 
unresectable, recurrence, 

unacceptable toxicity, or a 

maximum of 12 cycles after 

surgery. 

BTC 1500 mgc in combination 

with chemotherapy every 
3 weeks (21 days), followed by 

1500 mg every 4 weeks as 

monotherapy 

Until disease progression or 

until unacceptable toxicity 

uHCC Single Tremelimumab Regular 

Interval Durvalumab 

(STRIDE): 300 mge 

tremelimumab as a single 

priming dose in combination 

with IMFINZI 1500 mgb at 

Cycle 1/Day 1, followed by 

IMFINZI as monotherapy 

every 4 weeks 

As long as clinical benefit is 

observed or until unacceptable 

toxicity 

Endometrial cancer 1120 mg in combination with 

carboplatin and paclitaxel 

every 3 weeks (21 days) for a 

minimum of 4 and up to 6 

cycles, followed by IMFINZI  

1500 mgf every 4 weeks as 

monotherapy (dMMR patients) 

or in combination with 

Olaparib 300 mg twice daily 

(pMMR patients) 

Until disease progression or 

until unacceptable toxicity 

Neoadjuvant and Adjuvant 

Treatment of MIBC  

 

Patients with a body weight of 

≥ 30 kg:  

Neoadjuvant: 1,500 mg in 
combination with gemcitabine 

Until disease progression that 

precludes definitive surgery, 

recurrence, or unacceptable 
toxicity or a maximum of 8 

cycles after surgery  



and cisplating every 3 weeks 
for 4 cycles prior to surgery  

Adjuvant: IMFINZI 1,500 mg 

as a single agent every 4 weeks 

for up to 8 cycles after surgery  
Patients with a body weight of 

< 30 kg:  

Neoadjuvant: 20 mg/kg in 
combination with gemcitabine 

and cisplating every 3 weeks 

for 4 cycles prior to surgery  

Adjuvant: IMFINZI 20 mg/kg 

as a single agent every 4 weeks 

for up to 8 cycles after surgery  

 

Neoadjuvant and Adjuvant 

Treatment of Resectable 

GC/GEJC 

Patients with a body weight of 

≥ 30 kg: 

• Neoadjuvant: IMFINZI 

1,500 mg every 4 weeks 

with FLOT *± for up to 2 

cycles prior to surgery 

• Adjuvant: IMFINZI 

1,500 mg every 4 weeks 

with FLOT*± for up to 2 

cycles, followed by 

IMFINZI 1,500 mg as a 

single agent every 4 weeks 

for up to 10 cycles 

 

Patients with a body weight of 

< 30 kg: 

• Neoadjuvant: IMFINZI 

20 mg/kg every 4 weeks 

with FLOT*± for up to 2 

cycles prior to surgery 

Adjuvant: IMFINZI 20 mg/kg 
every 4 weeks with FLOT*± for 

up to 2 cycles, followed by 

IMFINZI 20 mg/kg as a single 
agent every 4 weeks for up to 

10 cycles 

Neoadjuvant: Until disease 

progression that precludes 

definitive surgery or 

unacceptable toxicity 

Adjuvant: Until progression or 

recurrence, unacceptable 
toxicity, or a maximum of 12 

cycles after surgery 

a Patients with a body weight of 30 kg or less must receive weight-based dosing, equivalent to IMFINZI 

10 mg/kg every 2 weeks as monotherapy until weight increases to greater than 30 kg.  
b Patients with a body weight of 30 kg or less must receive weight-based dosing, equivalent to IMFINZI 

20 mg/kg every 4 weeks as monotherapy until weight increases to greater than 30 kg. 
c Patients with a body weight of 30 kg or less must receive weight-based dosing of IMFINZI 20 mg/kg 

in combination with chemotherapy dose every 3 weeks (21 days) followed by 20 mg/kg every 4 weeks 

as monotherapy until weight increases to greater than 30 kg. 



d Patients with a body weight of 30 kg or less must receive weight-based dosing of IMFINZI at 20 mg/kg. 

In combination with chemotherapy, dose at 20 mg/kg every 3 weeks (21 days) prior to surgery, followed 

by monotherapy at 20 mg/kg every 4 weeks after surgery until weight increases to greater than 30 kg. 
e Patients with a body weight of 30 kg or less must receive weight-based dosing, equivalent to IMFINZI 

20 mg/kg and tremelimumab 4 mg/kg until weight increases to greater than 30 kg.  
f Endometrial cancer patients with a body weight of 30 kg or less during maintenance phase must receive 

weight-based dosing equivalent to IMFINZI at 20 mg/kg, until weight increases to greater than 30 kg. 
g Administer IMFINZI prior to chemotherapy on the same day. Refer to the Prescribing Information for 

the agent administered in combination with IMFINZI for recommended dosage information, as 

appropriate. 

 

No dose reduction or escalation for IMFINZI is recommended. In general, withhold IMFINZI for severe 

(Grade 3) immune-mediated adverse reactions. Permanently discontinue IMFINZI for life-threatening 

(Grade 4) immune-mediated adverse reactions, recurrent severe (Grade 3) immune-mediated reactions 

that require systemic immunosuppressive treatment, or an inability to reduce corticosteroid dose to 10 

mg or less of prednisone or equivalent per day within 12 weeks of initiating corticosteroids. 

 

Immune-mediated and non-immune-mediated adverse reactions requiring specific management are 

summarized in Table 2.  

Refer to section 4.4 for further management recommendations, monitoring and evaluation information. 

Table 2.  Treatment modifications for IMFINZI or IMFINZI in combination with other products 

Adverse Reactions Severitya Treatment Modification 

Immune-mediated adverse reactions 

Immune-mediated 
pneumonitis/interstitial lung disease 

Grade 2 Withhold doseb 

Grade 3 or 4 Permanently discontinue 

Immune-mediated hepatitis  

ALT or AST > 3-≤5 x ULN or 
total bilirubin > 1.5-≤3 x ULN 

Withhold doseb 

ALT or AST > 5 ≤ 10 x ULN 
Withhold durvaluambb and 
permanently discontinue 

tremelimumab 

Concurrent ALT or AST > 3 x 

ULN and total bilirubin > 2 x 
ULNc 

Permanently discontinue 

ALT or AST > 10 x ULN OR 

total bilirubin > 3 x ULN 

Immune-mediated hepatitis in HCC 

(or secondary tumour involvement 

of the liver with abnormal baseline 
values) d 

ALT or AST > 2.5- ≤ 5 x BLV 
and ≤ 20 x ULN 

Withhold doseb 

ALT or AST > 5- 7 x BLV and 

≤ 20 x ULN OR concurrent 

ALT or AST 2.5-5 x BLV and 

Withhold durvalumabb 
and permanently 

discontinue 

tremelimumab 



Adverse Reactions Severitya Treatment Modification 

Immune-mediated adverse reactions 

≤ 20 x ULN and total bilirubin 

> 1.5- < 2 x ULNc 

ALT or AST > 7 x BLV OR 

> 20 x ULN whichever occurs 

first OR bilirubin > 3 x ULN 

Permanently discontinue 

Immune-mediated colitis or 
diarrhoea 

Grade 2  Withhold doseb 

Grade 3 for IMFINZI 

monotherapy 
Withhold doseb 

Grade 3 for 

IMFINZI + tremelimumab 

Permanently discontinue 

tremelimumabe 

Grade 4 Permanently discontinue 

Intestinal perforationd of ANY 

grade 
Permanently discontinue 

Immune-mediated 

Hyperthyroidism, Thyroiditis 
Grade 2-4 

Withhold dose until 

clinically stable 

Immune-mediated 

Hypothyroidism  
Grade 2-4 No changes 

Immune-mediated  
Adrenal insufficiency, 

Hypophysitis/hypopituitarism 

Grade 2-4 
Withhold dose until 

clinically stable 

Immune-mediate 

Type 1 diabetes mellitus 
Grade 2-4 No changes 

Immune-mediated nephritis  

Grade 2 with serum creatinine 

> 1.5-3 x (ULN or baseline) 
Withhold doseb 

Grade 3 with serum creatinine 

> 3 x baseline or > 3-6 x ULN; 
Grade 4 with serum creatinine 

> 6 x ULN 

Permanently discontinue 

Immune-mediated rash or dermatitis 
(including pemphigoid) 

Grade 2 for > 1 week or Grade 3  Withhold doseb 

Grade 4  Permanently discontinue 

Immune-mediated myocarditis 
Grade 2-4 

 
Permanently 

discontinue 

Grade 2 or 3 Withhold doseb,f 



Adverse Reactions Severitya Treatment Modification 

Immune-mediated adverse reactions 

Immune-mediated 

myositis/polymyositis/rhabdomyoly

sis 

Grade 4 
Permanently 

discontinue 

Infusion-related reactions 

Grade 1 or 2 
Interrupt or slow the rate 

of infusion 

Grade 3 or 4 Permanently discontinue 

Immune-mediated myasthenia gravis Grade 2-4 
Permanently 

discontinue 

Immune-mediated encephalitis  Grade 2-4 Permanently discontinue 

Immune-mediated Guillain- 
Barré syndrome 

Grade 2-4 Permanently discontinue 

Other immune-mediated  
adverse reactionsg 

Grade 2 or 3 Withhold doseb 

Grade 4 Permanently discontinue 

Non-immune-mediated adverse reactions  

Pure red cell aplasia (PRCA)h  Any Grade  Permanently discontinue  

Other non-immune-mediated 

adverse reactions  

Grade 2 and 3  Withhold dose until ≤ Grade 1 or 

return to baseline  

 Grade 4 Permanently discontinuei  

 

a Common Terminology Criteria for Adverse Events, version 4.03. ALT: alanine aminotransferase; 

AST: aspartate aminotransferase; ULN: upper limit of normal; BLV: baseline value. 
b After withholding, IMFINZI can be resumed within 12 weeks if the adverse reactions improved to 

≤ Grade 1 and the corticosteroid dose has been reduced to ≤ 10 mg prednisone or equivalent per day. 

IMFINZI should be permanently discontinued for recurrent Grade 3, as applicable. 
cFor patients with alternative cause follow the recommendations for AST or ALT increases without 

concurrent bilirubin elevations. 
d If AST and ALT are less than or equal to ULN at baseline in patients with liver involvement, withhold 

or permanently discontinue durvalumab based on recommendations for hepatitis with no liver 

involvement. Permanently discontinue tremelimumab for Grade 3; however, treatment with 

durvalumab can be resumed once event has resolved. 
e Permanently treatment with durvalumab can be resumed once event has resolved. 



f Permanently discontinue IMFINZI if the adverse reaction does not resolve to ≤ Grade 1 within 30 days 

or if there are signs of respiratory insufficiency. 
g Includes immune thrombocytopenia, pancreatitis, immune-mediated arthritis, and uveitis. 
h Adverse drug reaction is only associated when olaparib maintenance treatment is used in combination 

with IMFINZI, following treatment with IMFINZI in combination with platinum-based chemotherapy. 
i With the exception of Grade 4 laboratory abnormalities, about which the decision to discontinue should 

be based on accompanying clinical signs/symptoms and clinical judgment. 

 

For non-immune-mediated adverse reactions, withhold IMFINZI for Grade 2 and 3 adverse reactions 
until ≤ Grade 1 or baseline. IMFINZI should be discontinued for Grade 4 adverse reactions (with the 

exception of Grade 4 laboratory abnormalities, about which the decision to discontinue should be based 

on accompanying clinical signs/symptoms and clinical judgment). 

Special patient populations 

Based on a population pharmacokinetic analysis, no dose adjustment of IMFINZI is recommended 

based on patient age, body weight, gender and race (see section 5.2). 

Pediatric and adolescents 

The safety and effectiveness of IMFINZI have not been established in children and adolescents aged 

less than 18 years.  

Elderly (≥ 65 years) 

No dose adjustment is required for elderly patients (≥ 65 years of age) (see sections 5.1 and 5.2).,, 

Renal impairment 

Based on a population pharmacokinetic analysis, no dose adjustment of IMFINZI is recommended in 

patients with mild or moderate renal impairment (see section 5.2). 

Hepatic impairment 

Based on a population pharmacokinetic analysis, no dose adjustment of IMFINZI is recommended for 

patients with mild or moderate hepatic impairment. IMFINZI has not been studied in patients with 

severe hepatic impairment (see section 5.2). 

 
Method of administration 

For intravenous administration. 

For instructions on dilution of the medicinal product before administration, see section 6.6. 

IMFINZI in combination with chemotherapy 

For resectable NSCLC, ES-SCLC, MIBC, BTC and endometrial cancer when IMFINZI is administered 

in combination with chemotherapy, administer IMFINZI prior to chemotherapy on the same day.  

IMFINZI in combination with tremelimumab 

For uHCC, when IMFINZI in administered in combination with tremelimumab, administer 

tremelimumab prior to IMFINZI on the same day. IMFINZI and tremelimumab are administered as 

separate intravenous infusions.   



4.3 Contraindications 

None. 

4.4 Special warnings and special precautions for use 

Refer to section 4.2, Table 2 for recommended treatment modifications. 

For suspected immune-mediated adverse reactions, adequate evaluation should be performed to confirm 

etiology or exclude alternate etiologies. Based on the severity of the adverse reaction, IMFINZI should 

be withheld or permanently discontinued. Treatment with corticosteroids or endocrine therapy should 

be initiated. For events requiring corticosteroid therapy, and upon improvement to ≤ Grade 1, 

corticosteroid taper should be initiated and continued over at least 1 month. Consider increasing dose 

of corticosteroids and/or using additional systemic immunosuppressants if there is worsening or no 

improvement. 

Immune-mediated pneumonitis 

Immune-mediated pneumonitis or interstitial lung disease, defined as requiring use of systemic 

corticosteroids and with no clear alternate etiology, occurred in patients receiving IMFINZI,  IMFINZI 

in combination with tremelimumab or IMFINZI in combination with platinum-based chemotherapy 

followed by IMFINZI in combination with olaparib (see section 4.8). Patients should be monitored for 

signs and symptoms of pneumonitis. Suspected pneumonitis should be confirmed with radiographic 

imaging and other infectious and disease-related etiologies excluded and managed as recommended in 

section 4.2. For Grade 2 events, an initial dose of 1 – 2 mg/kg/day prednisone or equivalent should be 

initiated followed by a taper. For Grade 3 or 4 events, an initial dose of 2 – 4 mg/kg/day 

methylprednisolone or equivalent should be initiated followed by a taper. 

Pneumonitis and radiation pneumonitis 

Radiation pneumonitis is frequently observed in patients receiving radiation therapy to the lung and the 

clinical presentation of pneumonitis and radiation pneumonitis is very similar. In the PACIFIC Study, 

in patients who had completed treatment with concurrent chemoradiation within 1 to 42 days prior to 

initiation of study treatment, pneumonitis and radiation pneumonitis, occurred in patients receiving 

IMFINZI. Pneumonitis or radiation pneumonitis occurred in 161 (33.9%) patients in the IMFINZI-

treated group and 58 (24.8%) in the placebo group; including Grade 3 in 16 (3.4%) patients on IMFINZI 

vs. 7 (3.0%) patients on placebo and Grade 5 in 5 (1.1%) patients on IMFINZI vs. 4 (1.7%) patients on 

placebo. The median time to onset in the IMFINZI-treated group was 55 days (range: 1-406 days) vs. 

55 days (range: 1-255 days) in the placebo group. 

In the ADRIATIC Study, in patients who had completed treatment with chemoradiation within 1 to 42 

days prior to initiation of study treatment, pneumonitis or radiation pneumonitis occurred in 100 

(38.2%) patients in the IMFINZI-treated group and 80 (30.2%) in the placebo group; including Grade 

3 in 8 (3.1%) patients on IMFINZI vs 6 (2.3%) patients on placebo, and Grade 5 in 1 (0.4%) patient on 

IMFINZI vs 0 patients on placebo. 

Immune-mediated hepatitis 

Immune-mediated hepatitis, defined as requiring use of systemic corticosteroids and with no clear 

alternate etiology, occurred in patients receiving IMFINZI or IMFINZI in combination with 

tremelimumab (see section 4.8). Patients should be monitored for abnormal liver tests prior to and 

periodically during treatment with IMFINZI. Immune-mediated hepatitis should be managed as 



recommended in section 4.2. Corticosteroids should be administered with an initial dose of 1-2 

mg/kg/day prednisone or equivalent followed by taper for all grades. 

Immune-mediated colitis 

Immune-mediated colitis or diarrhea, defined as requiring use of systemic corticosteroids and with no 

clear alternate etiology, occurred in patients receiving IMFINZI or IMFINZI in combination with 

tremelimumab (see section 4.8). Patients should be monitored for signs and symptoms of 

colitis/diarrhea or intestinal perforation and managed as recommended in section 4.2. Corticosteroids 

should be administered at an initial dose of 1-2 mg/kg/day prednisone or equivalent followed by a taper 

for Grades 2-4. Consult a surgeon immediately if intestinal perforation of ANY grade is suspected. 

Immune-mediated endocrinopathies 

Immune-mediated hypothyroidism/hyperthyroidism/thyroiditis 

Immune-mediated hypothyroidism, hyperthyroidism or thyroiditis have occurred in patients receiving 

IMFINZI or IMFINZI in combination with tremelimumab (see section 4.8). Patients should be 

monitored for abnormal thyroid function tests prior to and periodically during treatment and managed 

as recommended in section 4.2. For immune-mediated hypothyroidism, initiate thyroid hormone 

replacement as clinically indicated for Grades 2-4. For immune-mediated hyperthyroidism/thyroiditis, 

symptomatic management can be implemented for Grades 2-4. 

Immune-mediated adrenal insufficiency 

Immune-mediated adrenal insufficiency occurred in patients receiving IMFINZI or IMFINZI in 

combination with tremelimumab (see section 4.8). Patients should be monitored for clinical signs and 

symptoms of adrenal insufficiency. For symptomatic adrenal insufficiency, patients should be managed 

as recommended in section 4.2. Corticosteroids should be administered with an initial dose of 1-2 

mg/kg/day prednisone or equivalent followed by taper and a hormone replacement as clinically 

indicated for Grades 2-4. 

Immune-mediated type 1 diabetes mellitus 

Immune-mediated type 1 diabetes mellitus, which can present with diabetic ketoacidosis, occurred in 

patients receiving IMFINZI or IMFINZI in combination with tremelimumab (see section 4.8). Patients 

should be monitored for clinical signs and symptoms of type 1 diabetes mellitus. For symptomatic type 

1 diabetes mellitus, patients should be managed as recommended in section 4.2. Treatment with insulin 

can be initiated as clinically indicated for Grades 2-4. 

Immune-mediated hypophysitis/hypopituitarism 

Immune-mediated hypophysitis or hypopituitarism occurred in patients receiving IMFINZI or IMFINZI 

in combination with tremelimumab (see section 4.8). Patients should be monitored for clinical signs 

and symptoms of hypophysitis or hypopituitarism. For symptomatic hypophysitis or hypopituitarism, 

patients should be managed as recommended in section 4.2. Corticosteroids should be administered 

with an initial dose of 1-2 mg/kg/day prednisone or equivalent followed by taper and a hormone 

replacement as clinically indicated for Grades 2-4. 

Immune-mediated nephritis  

Immune-mediated nephritis, defined as requiring use of systemic corticosteroids and with no clear 

alternate etiology, occurred in patients receiving IMFINZI or IMFINZI in combination with 

tremelimumab (see section 4.8). Patients should be monitored for abnormal renal function tests prior to 

and periodically during treatment with IMFINZI and managed as recommended in section 4.2. 



Corticosteroids should be administered with an initial dose of 1-2 mg/kg/day prednisone or equivalent 

followed by taper for Grades 2-4. 

Immune-mediated rash 

Immune-mediated rash or dermatitis (including pemphigoid), defined as requiring use of systemic 

corticosteroids and with no clear alternate etiology, occurred in patients receiving IMFINZI or IMFINZI 

in combination with tremelimumab (see section 4.8). Patients should be monitored for signs and 

symptoms of rash or dermatitis and managed as recommended in section 4.2. Corticosteroids should be 

administered with an initial dose of 1-2 mg/kg/day prednisone or equivalent followed by taper for Grade 

2 > 1 week or Grade 3 and 4.  

Immune-mediated myocarditis 

Immune-mediated myocarditis, which can be fatal, occurred in patients receiving IMFINZI or IMFINZI 

in combination with tremelimumab (see section 4.8). Patients should be monitored for signs and 

symptoms of immune-mediated myocarditis and managed as recommended in section 4.2. 

Corticosteroids should be administered with an initial dose of 2-4 mg/kg/day prednisone or equivalent 

followed by taper for Grades 2-4. If no improvement within 2 to 3 days despite corticosteroids, promptly 

start additional immunosuppressive therapy. Upon resolution (Grade 0), corticosteroid taper should be 

initiated and continued over at least 1 month. 

Other immune-mediated adverse reactions 

Given the mechanism of action of IMFINZI or IMFINZI in combination with tremelimumab, other 

potential immune-mediated adverse reactions may occur. Patients should be monitored for signs and 

symptoms and managed as recommended in section 4.2. Other immune-mediated adverse reactions are 

myasthenia gravis, myositis, polymyositis, rhabdomyolysis, Guillain-Barré syndrome and immune 

thrombocytopenia, pancreatitis, immune-mediated arthritis, uveitis and encephalitis (see section 4.8). 

Infusion-related reactions 

Patients should be monitored for signs and symptoms of infusion-related reactions. Severe infusion-

related reactions have been reported in patients receiving IMFINZI or IMFINZI in combination with 

tremelimumab (see section 4.8). For Grade 1 or 2 severity, may consider pre-medications for 

prophylaxis of subsequent infusion reactions. For Grade 3 or 4, manage severe infusion-related 

reactions per institutional standard, appropriate clinical practice guidelines and/or society guidelines. 

Treatment-specific precaution 

Treatment-specific precaution (IMFINZI in combination with olaparib in endometrial cancer)  

Haematological toxicity  

Pure red cell aplasia (PRCA) (see section 4.8) was reported when olaparib maintenance treatment was 

used in combination with IMFINZI, following treatment with IMFINZI in combination with platinum-

based chemotherapy. If PRCA is confirmed, treatment with IMFINZI and olaparib should be 

discontinued.  

Autoimmune haemolytic anemia (AIHA) was reported when olaparib maintenance treatment was used 

in combination with IMFINZI, following treatment with IMFINZI in combination with platinum-based 

chemotherapy. If AIHA is confirmed, treatment with IMFINZI and olaparib should be discontinued. 



4.5 Interaction with other medicinal products and other forms of interaction 

Durvalumab is an immunoglobulin and the primary elimination pathways of durvalumab are protein 

catabolism via reticuloendothelial system or target mediated disposition, therefore no formal 
pharmacokinetic (PK) drug-drug interaction studies have been conducted with durvalumab since no 

metabolic drug-drug interactions are expected. PK drug-drug interaction between durvalumab and 

chemotherapy was assessed in the CASPIAN study and no clinically meaningful PK drug-drug 

interaction was identified. PK drug-drug interaction between durvalumab in combination with 
tremelimumab and platinum-based chemotherapy was assessed in the POSEIDON study and no 

clinically meaningful PK drug-drug interaction was identified. PK drug-drug interaction between 

durvalumab in combination with tremelimumab was assessed in the HIMALAYA study and no 
clinically meaningful PK drug- drug interaction was identified. Furthermore, in the DUO-E study, the 

exposure to durvalumab was similar in both treatment arms which indicates that there were no clinically 

meaningful PK drug-drug interactions between durvalumab and olaparib, although exposure to olaparib 
was not measured throughout the study. 

 

4.6 Pregnancy and lactation 

Pregnancy 

In animal reproduction studies, administration of durvalumab to pregnant cynomolgus monkeys from 

the confirmation of pregnancy through delivery at exposure levels approximately 22 times higher than 

those observed at the clinical dose of 10 mg/kg of durvalumab (based on AUC) was not associated with 

maternal toxicity or effects on embryofetal development, pregnancy outcome or postnatal development 

(see section 5.3). There are no data on the use of durvalumab in pregnant women. Based on its 

mechanism of action, durvalumab has the potential to impact maintenance of pregnancy and may cause 

fetal harm when administered to a pregnant woman. Human IgG1 is known to cross the placental 

barrier. Durvalumab is not recommended during pregnancy and in women of childbearing potential not 

using effective contraception during treatment and for at least 3 months after the last dose. 

Breast-feeding 

There is no information regarding the presence of durvalumab in human milk, the absorption and effects 

on the breast-fed infant, or the effects on milk production. Human IgG is excreted in human milk. In 

animal reproduction studies, administration of durvalumab to pregnant cynomolgus monkeys was 

associated with dose-related low-level excretion of durvalumab in breast milk. Because of the potential 

for adverse reactions in breastfed infants from durvalumab, advise a lactating woman not to breast-feed 

during treatment and for at least 3 months after the last dose. 

Fertility 

There are no data on the potential effects of durvalumab on fertility in humans. In repeat-dose 

toxicology studies with durvalumab in sexually mature cynomolgus monkeys of up to 3 months 

duration, there were no notable effects on the male and female reproductive organs. 

4.7 Effects on ability to drive and use machines 

Based on its pharmacodynamic properties, durvalumab is unlikely to affect the ability to drive and use 

machines. However, if patients experience adverse reactions affecting their ability to concentrate and 

react, they should be advised to use caution when driving or operating machinery. 



4.8 Undesirable effects 

Overall summary of adverse drug reactions 

The safety of IMFINZI as monotherapy is based on pooled data in 4 045 patients across multiple tumour 

typesThe most frequent adverse reactions were cough (21.5%), diarrhoea (16.3%) and rash (16.0%). 

IMFINZI in combination with chemotherapy 

The safety of IMFINZI in combination with chemotherapy is based on pooled data in 838 patients 

from 3 studies (TOPAZ-1, CASPIAN and DUO-E). The most common (> 10%) adverse reactions 

were neutropenia (47.3%), anaemia (44.9%), fatigue (38.8%), nausea (38.4%), thrombocytopenia 

(28.0%), alopecia (27.4%), constipation (25.9%), decreased appetite (21.2%), neuropathy peripheral 

(21.2%), abdominal pain (20.3%), diarrhoea (19.1%), rash (18.5%), vomiting (18.0%), leukopenia 

(17.2%), pyrexia (13.4%), arthralgia (12.4%), cough/productive cough (12.4%), pruritus (11.8%), 

hypothyroidism (11.0%), aspartate aminotransferase increased/alanine aminotransferase increased 

(10.7%) and oedema peripheral (10.1%). The most common (> 2%) NCI CTCAE Grade ≥ 3 adverse 

reactions were neutropenia (30.7%), anaemia (17.1%), thrombocytopenia (9.9%), leukopenia (6.4%), 

fatigue (4.5%), febrile neutropenia (2.9%), aspartate aminotransferase increased/alanine 

aminotransferase increased (2.1%) and pneumonia (2.0%).  

 

IMFINZI was discontinued due to adverse reactions in 3.6% of patients. The most common adverse 

reactions leading to treatment discontinuation were anaemia (0.5%), rash (0.5%) and fatigue (0.5%). 

 

IMFINZI was delayed or interrupted due to adverse reactions in 31.0% of patients. The most common 

adverse reactions leading to dose delay or interruption were neutropenia (15.0%), thrombocytopenia 

(6.8%), anaemia (5.1%) and leukopenia (2.9%). 

 

IMFINZI in combination with platinum-based chemotherapy followed by IMFINZI in combination 

with olaparib 300 mg twice daily 

The safety of IMFINZI given in combination with platinum-based chemotherapy followed by IMFINZI 

in combination with olaparib 300 mg twice daily is based on data in 238 patients with endometrial 

cancer. The most common (> 20%) adverse reactions were anaemia (61.8%), nausea (54.6%), fatigue 
(54.2%), neuropathy peripheral (51.7%), alopecia (50.8%), neutropenia (39.5%), constipation (32.8%), 

thrombocytopenia (29.8%), diarrhoea (28.2%), vomiting (25.6%), arthralgia (24.4%), rash (23.5%), 

abdominal pain (23.5%), decreased appetite (23.1%) and leukopenia (20.2%). 

The most common (> 2%) NCI CTCAE Grade ≥ 3 adverse reactions were neutropenia (25.2%), anaemia 

(23.5%), leukopenia (6.7%), thrombocytopenia (5.9%), fatigue (5.5%), febrile neutropenia (3.4%), 
nausea (2.9%), aspartate aminotransferase increased / alanine aminotransferase increased (2.9%) and 

neuropathy peripheral (2.5%). 

IMFINZI was discontinued in 4.6% of patients. The most common adverse reaction leading to treatment 

discontinuation was pneumonitis (1.7%).  

IMFINZI was interrupted in 38.2% of patients. The most common adverse reactions leading to dose 

interruption were anaemia (13.4%), thrombocytopenia (11.8%), neutropenia (10.1%), leukopenia 

(2.9%), hypothyroidism (2.1%) and upper respiratory tract infection (2.1%). 

Tabulated list of adverse reactions 



Table 3 lists the incidence of adverse reactions in the monotherapy safety dataset. Adverse drug 
reactions are listed according to system organ class in MedDRA. Within each system organ class, the 

adverse drug reactions are presented in decreasing frequency. Within each frequency grouping, adverse 

drug reactions are presented in order of decreasing seriousness. In addition, the corresponding 
frequency category for each ADR is based on the CIOMS III convention and is defined as: very common 

(≥ 1/10); common (≥ 1/100 to < 1/10); uncommon (≥ 1/1,000 to < 1/100); rare (≥ 1/10,000 to < 1/1000); 

very rare (< 1/10,000); not determined (cannot be estimated from available data). 

Table 3. Adverse drug reactions in patients treated with IMFINZI monotherapy 

System Organ 

Class 
Adverse Drug 

Reaction 
Frequency of any Grade Frequency of Grade 3-4 

Respiratory, 

thoracic and 

mediastinal 

disorders 

Cough/ Productive 

Cough 
Very common 646 (21.5%) Uncommon 11 (0.4%) 

Pneumonitisa Common 114 (3.8%) Uncommon 26 (0.9%) 
Dysphonia Common 93 (3.1%) Rare 2 (<0.1%) 
Interstitial lung 

disease  
Uncommon 18 (0.6%) Uncommon 4 (0.1%) 

Hepatobiliary 

disorders 

Aspartate 

aminotransferase 

increased or 

Alanine 

aminotransferase 

increaseda,b  

Common 244 (8.1%) Common 69 (2.3%) 

Hepatitisa,c Uncommon 25 (0.8%) Uncommon 12 (0.4%) 
Gastrointestinal 
disorders 

Abdominal paind Very common 383 (12.7%) Common 53 (1.8%) 
Diarrhea Very common 491 (16.3%) Uncommon 19 (0.6%) 
Colitise Uncommon 28 (0.9%) Uncommon 10 (0.3%) 
Pancreatitisf Uncommon 6 (0.23%) Uncommon 5 (0.17%) 

Endocrine 
disorders 

Hypothyroidismg Very common 305 (10.1%) Uncommon 5 (0.2%) 
Hyperthyroidismh Common 137 (4.6%)  0 

Thyroiditisi Uncommon 23 (0.8%) Rare  2 (<0.1%) 
Adrenal 

insufficiency 
Uncommon 18 (0.6%) Rare 3 (<0.1%) 

Hypophysitis/ 
Hypopituitarism 

Rare 2 (<0.1%) Rare 2 (<0.1%) 

Type 1 diabetes 

mellitus  
Rare 1 (< 0.1%) Rare 1 (< 0.1%) 

Diabetes insipidus Rare 1 (< 0.1%) Rare 1 (<0.1%) 

Eye disorders Uveitis Rare 1 (<0.1%)  0 
Renal and urinary 

disorders 
 

 

Blood creatinine 

increased 
Common 105 (3.5%) Rare 3 (<0.1%) 

Dysuria Common 39 (1.3%)  0 

Nephritisj Uncommon 9 (0.3%) Rare 2 (<0.1%) 
Skin and 

subcutaneous 

tissue disorders 
 
 

 

Rashk Very common 480 (16.0%) Uncommon 18 (0.6%) 
Pruritusl Very common 325 (10.8%) Rare 1 (<0.1%) 
Night sweats Common 47 (1.6%) Rare 1 (<0.1%) 
Dermatitis Uncommon 22 (0.7%) Rare 2 (<0.1%) 
Pemphigoidm Rare  3 (<0.1%)  0 

Cardiac disorders Myocarditis Rare 1 (<0.1%) Rare 1 (<0.1%) 
General disorders 

and administration 

site conditions 

Pyrexia Very common 414 (13.8%) Uncommon 10 (0.3%) 
Oedema 

peripheraln 
Common 291 (9.7%) Uncommon 9 (0.3%) 

Infections and 

infestations 
Upper respiratory 

tract infectionso 
Very common 407 (13.5%) Uncommon 6 (0.2%) 



System Organ 

Class 
Adverse Drug 

Reaction 
Frequency of any Grade Frequency of Grade 3-4 

Pneumoniaa,p  
 

Common 269 (8.9%) 
 

Common 106 (3.5%) 

Oral candidiasis Common 64 (2.1%)  0 

Dental and oral 

soft tissue 

infectionsq 

Common 50 (1.7%) Rare 1 (<0.1%) 

Influenza Common 47 (1.6%) Rare 2 (<0.1%) 
Musculoskeletal 

and connective 
tissue disorders 

Myalgia Common 178 (5.9%) Rare 2 (<0.1%) 
Myositisr Uncommon 6 (0.2%) Rare 1 (<0.1%) 
Polymyositisr Not determineds  Not determineds  
Immune- mediated 

arthritis 
Not determinedt  Not determinedt  

Nervous system 

disorders 

Myasthenia gravis Not determinedt  Not determinedt  

Encephalitis Not determinedu  Not determinedu  

Guillain-Barré 

syndromea 

Not 

determinedt 

 Not determinedt  

Blood and 
lymphatic system 

disorders 

Immune 
thrombocytopenia
a 

Rare 2 (<0.1%) Rare 1 (<0.1%) 

Injury, poisoning 

and procedural 

complications 

Infusion-related 

reactionv 
Common 49 (1.6%) Uncommon 5 (0.2%) 

a Including fatal outcome. 
b Includes alanine aminotransferase increased, aspartate aminotransferase increased, hepatic enzyme increased, and 

transaminases increased.  
c Includes hepatitis, autoimmune hepatitis, hepatitis toxic, hepatocellular injury, hepatitis acute, hepatotoxicity and 

immune-mediated hepatitis. 
d Includes abdominal pain, abdominal pain lower, abdominal pain upper, and flank pain.  
e Includes colitis, enteritis, enterocolitis, and proctitis.  
f Includes pancreatitis and pancreatitis acute. 
g Includes autoimmune hypothyroidism and hypothyroidism 
h Includes hyperthyroidism and Basedow's disease.  
i Includes autoimmune thyroiditis, thyroiditis, and thyroiditis subacute. 
jIncludes autoimmune nephritis, tubulointerstitial nephritis, nephritis, glomerulonephritis and glomerulonephritis 

membranous.  
k Includes rash erythematous, rash generalized, rash macular, rash maculopapular, rash papular, rash pruritic, rash 

pustular, erythema, eczema and rash.  
l Includes pruritus generalized and pruritus.  
m Includes pemphigoid, dermatitis bullous and pemphigus. Reported frequency from completed and ongoing trials 

is uncommon.  
n Includes oedema peripheral and peripheral swelling. 
o Includes laryngitis, nasopharyngitis, peritonsillar abscess, pharyngitis, rhinitis, sinusitis, tonsillitis, 

tracheobronchitis, and upper respiratory tract infection. 
p Includes lung infection, pneumocystis jirovecii pneumonia, pneumonia, candida pneumonia, pneumonia legionella, 

pneumonia adenoviral, pneumonia bacterial, pneumonia cytomegaloviral, pneumonia haemophilus, pneumonia 

pneumococcal and pneumonia streptococcal.  
q Includes gingivitis, oral infection, periodontitis, pulpitis dental, tooth abscess and tooth infection.  
r Includes rhabdomyolysis (as single medical concept with myositis/polymyositis). 



s Polymyositis (fatal) was observed in a patient treated with IMFINZI from an ongoing sponsored clinical study 

outside of the pooled dataset: rare in any grade, rare in Grade 3 or 4 or 5. 
tReported frequency from AstraZeneca-sponsored clinical studies outside of the pooled dataset is rare. 
uReported frequency from ongoing AstraZeneca-sponsored clinical studies outside of the pooled dataset is rare and 

includes two events of encephalitis, one was Grade 5 (fatal) and one was Grade 2. 

v Includes infusion-related reaction and urticaria with onset on the day of dosing or 1 day after dosing. 

Table 3 lists the incidence of adverse reactions in the IMFINZI monotherapy pooled safety dataset 
(N=4 045), in patients treated with IMFINZI in combination with chemotherapy (N=838) and in 

patients treated with IMFINZI in combination with platinum-based chemotherapy followed by 

IMFINZI in combination with olaparib (platinum-based chemotherapy + IMFINZI + olaparib) 

(N=238).  

 
 

Table 3. Adverse drug reactions in patients treated with IMFINZI  

 IMFINZI as monotherapy IMFINZI in combination 

with chemotherapy 
Platinum-based 

chemotherapy + IMFINZI 

+ olaparib* 
Infections and infestations 
Very common Upper respiratory tract 

infectionsa 
 Upper respiratory tract 

infectiona 
Common Pneumoniab,c, Influenza, 

Oral candidiasis, Dental and 
oral soft tissue infectionsd  

Pneumoniab,c, Upper 

respiratory tract infectionsa, 
Dental and oral soft tissue 

infectionsd 

Pneumonia, Oral 

candidiasis, Dental and oral 
soft tissue infectionsd 

Uncommon  Oral candidiasis, Influenza,  Influenza 

Blood and lymphatic system disorders 
Very 

Common 
 Anaemia, Leukopeniae, 

Neutropeniaf, 

Thrombocytopeniag 

Anaemiah, Leukopeniah 

Neutropeniah, 

Thrombocytopeniah 
Common  Febrile neutropenia, 

Pancytopeniac 
Aplasia pure red cell, Febrile 

neutropeniah, Lymphopeniai 
Uncommon  Immune thrombocytopenia Pancytopeniah 

Rare Immune thrombocytopeniac   
Immune system disorders 
Common   Hypersensitivityi,j 

Endocrine disorders 
Very common Hypothyroidismk Hypothyroidismk Hypothyroidism 
Common Hyperthyroidisml Hyperthyroidisml, 

Thyroiditism 
Hyperthyroidism, 

Thyroiditis 
Uncommon Thyroiditism, Adrenal 

insufficiency 
Adrenal insufficiency, Type 

1 diabetes mellitus 
 

Rare Type 1 diabetes mellitus, 

Hypophysitis/Hypopituitaris

m, Diabetes insipidus 

  

Eye disorders  
Uncommon  Uveitis Uveitis 

Rare Uveitis   
Metabolism and nutrition disorders 
Very common  Decreased appetite Decreased appetiteh 

Nervous System Disorders 
Very common  Neuropathy peripheraln Neuropathy peripheral, 

Dizzinessi, Headachei, 

Dysgeusiai,o 



 IMFINZI as monotherapy IMFINZI in combination 

with chemotherapy 
Platinum-based 

chemotherapy + IMFINZI 

+ olaparib* 
Uncommon  Myasthenia gravis  
Rare Myasthenia gravis, 

Meningitisp 
  

Not known Noninfective encephalitisq, 

Guillain-Barré syndrome, 

Myelitis transverser 

  

Vascular disorders 
Common   Venous thromboembolic 

eventsi,s 
Cardiac disorders 
Uncommon Myocarditis   
Respiratory, thoracic and mediastinal disorders 
Very common Cough/Productive Cough Cough/Productive Cough Cough/Productive cough, 

Dyspnoeai,t 
Common Pneumonitisc, Dysphonia Pneumonitis Pneumonitis, Dysphonia 
Uncommon Interstitial lung disease Interstitial lung disease, 

Dysphonia 
Interstitial lung disease 

Gastrointestinal disorders 
Very common Diarrhoea, Abdominal painu Diarrhoea, Abdominal painu, 

Constipation, Nausea, 

Vomiting 

Diarrhoea, Abdominal painu, 

Constipationh, Nauseah, 

Vomitingh, Stomatitish 
Common  Stomatitisv Dyspepsiai, Colitisw 

Uncommon Colitisw, Pancreatitisx Colitisw, Pancreatitisx  
Rare Coeliac diseaser Coeliac diseaser  
Hepatobiliary disorders 
Very common  Aspartate aminotransferase 

increased or Alanine 

aminotransferase increasedy 

Aspartate aminotransferase 

increased or Alanine 

aminotransferase increased 
Common Hepatitisc,z, Aspartate 

aminotransferase increased 

or Alanine aminotransferase 

increasedc,y 

Hepatitisc,z  

Uncommon   Hepatitisz 

Skin and subcutaneous tissue disorders 
Very common Rashaa, Pruritus Rashaa, Alopecia, Pruritus Rashaa, Alopeciah, Pruritus 
Common Night sweats  Dermatitis Dermatitisbb 
Uncommon Dermatitis, Psoriasis, 

Pemphigoidcc 
Pemphigoidcc, Night sweats, 

Psoriasis 
Night sweats 

Musculoskeletal and connective tissue disorders 
Very common Arthralgia Arthralgia Arthralgiah, Myalgia 
Common Myalgia Myalgia  
Uncommon Myositisdd Immune-mediated arthritis, 

Myositis 
Myositis 

Rare Polymyositisee, Immune-

mediated arthritis 
  

Renal and urinary disorders 
Very common   Blood creatinine increased 

Common Blood creatinine increased, 
Dysuria 

Blood creatinine increased, 
Dysuria 

Dysuria 

Uncommon Nephritisff Cystitis noninfective Cystitis noninfectiveh 
Rare Cystitis noninfective   
General disorders and administration site conditions 



 IMFINZI as monotherapy IMFINZI in combination 

with chemotherapy 
Platinum-based 

chemotherapy + IMFINZI 

+ olaparib* 
Very common Pyrexia Pyrexia, Fatiguegg, 

Peripheral oedemahh 
Pyrexia, Fatigueh, Peripheral 

oedemahh 
Common Peripheral oedemahh 

  
Injury, poisoning and procedural complications 
Common Infusion-related reactionii Infusion-related reactionii Infusion-related reaction 

Adverse reaction frequencies may not be fully attributed to durvalumab alone but may contain 
contributions from the underlying disease or from other medicinal products used in a combination. 

* overall study of treatment with up to six 21-day cycles with platinum-based chemotherapy in 
combination with IMFINZI, followed by IMFINZI in combination with olaparib. 

a includes laryngitis, nasopharyngitis, peritonsillar abscess, pharyngitis, rhinitis, sinusitis, tonsillitis, 

tracheobronchitis and upper respiratory tract infection. 

b includes pneumocystis jirovecii pneumonia, pneumonia, pneumonia adenoviral, pneumonia 

bacterial, pneumonia cytomegaloviral, pneumonia haemophilus, pneumonia pneumococcal, 

pneumonia streptococcal, candida pneumonia and pneumonia legionella. 

c including fatal outcome.  

d includes gingivitis, oral infection, periodontitis, pulpitis dental, tooth abscess and tooth infection.  

e includes leukopenia and white blood cell count decreased. 

f includes neutropenia and neutrophil count decreased. 

g includes thrombocytopenia and platelet count decreased. 

h adverse reaction only applies to chemotherapy ADRs in the DUO-E study. 

i adverse reaction only applies to olaparib ADRs in the DUO-E study. 

j includes drug hypersensitivity and hypersensitivity. 

k includes autoimmune hypothyroidism, hypothyroidism, immune-mediated hypothyroidism, blood 

thyroid stimulating hormone increased. 

l includes hyperthyroidism, Basedow's disease, immune-mediated hyperthyroidism and blood thyroid 

stimulating hormone decreased. 

m includes autoimmune thyroiditis, immune-mediated thyroiditis, thyroiditis, and thyroiditis subacute. 

n includes neuropathy peripheral, paraesthesia and peripheral sensory neuropathy. 

o includes dysgeusia and taste disorder. 

p includes meningitis and noninfective meningitis.  

q reported frequency from ongoing AstraZeneca-sponsored clinical studies outside of the pooled 

dataset is rare and includes fatal outcome.  

r events were reported from post-marketing data. 

s includes deep vein thrombosis, embolism, embolism venous, pelvic venous thrombosis, superficial 

vein thrombosis and thrombosis. 

t includes dyspnoea and dyspnoea exertional. 



u includes abdominal pain, abdominal pain lower, abdominal pain upper and flank pain. 

v includes stomatitis and mucosal inflammation. 

w includes colitis, enteritis, enterocolitis, and proctitis. 

x includes pancreatitis and pancreatitis acute. 

y includes alanine aminotransferase increased, aspartate aminotransferase increased, hepatic enzyme 

increased and transaminases increased. 

z includes hepatitis, autoimmune hepatitis, hepatitis toxic, hepatocellular injury, hepatitis acute, 

hepatotoxicity and immune-mediated hepatitis. 

aa includes rash erythematous, rash macular, rash maculopapular, rash papular, rash pruritic, rash 

pustular, erythema, eczema and rash.  

bb includes dermatitis and immune-mediated dermatitis. 
cc includes pemphigoid, dermatitis bullous and pemphigus. Reported frequency from completed and 

ongoing studies is uncommon. 

dd includes rhabdomyolysis, myositis, and polymyositis. 

ee polymyositis (fatal) was observed in a patient treated with IMFINZI from an ongoing sponsored 

clinical study outside of the pooled dataset. 

ff includes autoimmune nephritis, tubulointerstitial nephritis, nephritis, glomerulonephritis and 

glomerulonephritis membranous. 

gg includes fatigue and asthenia. 

hh includes oedema peripheral and peripheral swelling. 

ii includes infusion-related reaction and urticaria with onset on the day of dosing or 1 day after dosing. 

 

 

Table 5 lists the incidence of laboratory abnormalities reported in the IMFINZI monotherapy safety 
dataset. 

 

Table 5. Laboratory abnormalities worsening from baseline in patients treated with IMFINZI 

monotherapy 

Laboratory Abnormalities n Any Grade Grade 3 or 4 
Alanine aminotransferase increased 2866 813 (28.4%) 69 (2.4%) 
Aspartate aminotransferase increased 2858 891 (31.2%) 102 (3.6%) 
Blood creatinine increased 2804 642 (22.9%) 13 (0.5%) 
TSH elevated > ULN and ≤ ULN at baseline 3006 566 (18.8%) NA 
TSH decreased < LLN and ≥ LLN at baseline 3006 545 (18.1%) NA 

ULN = upper limit of normal; LLN = lower limit of normal 

Muscle Invasive Bladder Cancer (MIBC)  

Neoadjuvant and adjuvant treatment of MIBC – NIAGARA  

The safety of IMFINZI in combination with neoadjuvant gemcitabine and cisplatin followed by surgery 

and continued IMFINZI treatment as adjuvant, single-agent therapy was evaluated in NIAGARA, a 



randomized, open-label, multicenter trial. Patients received IMFINZI in combination with 

chemotherapy (n=530) or received chemotherapy alone (n=526) [see Clinical Studies]. 

The median duration of exposure to IMFINZI 1,500 mg every 3 weeks in the neoadjuvant phase was 

12 weeks (range: 1.1 to 84 weeks). The median duration of exposure to IMFINZI 1,500 mg every 4 

weeks in the adjuvant phase was 32 weeks (range: 2.4 to 50 weeks). 

The most common adverse reactions, including laboratory abnormalities, in the overall study (occurring 

in ≥ 20% of patients) were decreased hemoglobin, decreased neutrophils, increased blood creatinine, 

decreased sodium, nausea, increased ALT, decreased calcium, decreased platelets, fatigue, increased 

potassium, decreased lymphocytes, increased AST, constipation, decreased magnesium, decreased 

appetite, increased alkaline phosphate, rash, pyrexia, diarrhea, vomiting, and abdominal pain.  

In patients treated with platinum-based chemotherapy in combination with IMFINZI, followed by 

IMFINZI either as monotherapy (platinum-based chemotherapy + IMFINZI arm) or in combination 

with olaparib (platinum-based chemotherapy + IMFINZI + olaparib arm), the proportion of patients 

who experienced a shift from baseline to a Grade 3 or 4 laboratory abnormality was as follows in the 
platinum-based chemotherapy + IMFINZI arm: 3.5% for alanine aminotransferase increased, 3.0% for 

aspartate aminotransferase increased and 0.4% for blood creatinine increased, and as follows in the 

platinum-based chemotherapy + IMFINZI + olaparib arm: 3.8% for alanine aminotransferase increased, 
3.4% for aspartate aminotransferase increased and 1.7% for blood creatinine increased. The proportion 

of patients who experienced a TSH shift from baseline that was ≤ ULN to > ULN was 27.2% and a 

TSH shift from baseline that was ≥ LLN to < LLN was 24.3% in the platinum-based chemotherapy + 
IMFINZI arm and the proportion of patients who experienced a TSH shift from baseline that was ≤ ULN 

to > ULN was 28.6% and a TSH shift from baseline that was ≥ LLN to < LLN was 20.1% in the 

platinum-based chemotherapy + IMFINZI + olaparib arm. 

 Table 6 summarizes the adverse reactions that occurred in patients treated with IMFINZI plus 

chemotherapy  



Table 6. Adverse Reactions Occurring in ≥ 10% of Patients in the NIAGARA Study 

 

IMFINZI with gemcitabine and 

cisplatin  

N = 530 

Gemcitabine and cisplatin  

N = 526 

Adverse Reaction All Grades* (%) Grade* 3-4 (%) All Grades* (%) Grade* 3-4 (%) 

Gastrointestinal disorders 

Nausea 54 1.5 48 1 

Constipation 39 0.8 39 0.8 

Diarrhea 21 1.5 14 0.4 

Vomiting† 20 0.9 19 0.2 

Abdominal pain† 20 0.9 13 1 

General disorders and administration site conditions 

Fatigue† 52 2.3 49 3 

Pyrexia† 22 0.4 17 0 

Edema† 13 0.4 13 0 

Metabolism and nutrition disorders 

Decreased appetite 27 0.6 25 0.6 

Skin and subcutaneous tissue disorders 

Rash† 23 1.3 12 0.6 

Pruritus 15 0 7 0 

Nervous system disorders 

Peripheral 

neuropathy†  

16 0.2 14 0 

Headache† 11 0 11 0 

Dizziness† 11 0 10 0.2 

Endocrine disorders 

Hypothyroidism† 13 0.4 2.3 0 

Vascular disorders 

Hypertension† 12 4.5 9 2.9 

Hemorrhage† 11 0.9 10 2.1 
* Graded according to NCI CTCAE version 5.0. 
† Includes multiple similar terms. 

Table 7 summarizes the laboratory abnormalities in patients treated with IMFINZI plus chemotherapy. 

Table 7. Select Laboratory Abnormalities That Worsened from Baseline in ≥ 20% of Patients 

Who Received IMFINZI with Chemotherapy in the NIAGARA study 

 

Laboratory Abnormality IMFINZI with 

gemcitabine and 

cisplatin‡ 

Gemcitabine and 

cisplatin ‡ 

All Grades† 
(%) 

Grade†  
3 or 4 

(%) 

All 
Grades† 

(%) 

Grade†  
3 or 4 

(%) 

Chemistry 

Increased blood creatinine  63 9 58 7 

Decreased sodium  54 9 55 10 



Increased ALT  53 2.3 54 4.0 

Decreased calcium  52 1.3 43 1.2 

Increased potassium  51 4.2 49 4.4 

Increased AST 42 1.5 39 2.1 

Decreased magnesium 38 1.9 37 2.3 

Increased alkaline phosphate 26 0.8 25 0.4 

Hematology 

Decreased hemoglobin 88 13 87 13 

Decreased neutrophils 76 31 74 34 

Decreased platelets 52 6 50 7 

Decreased lymphocytes 44 10 40 8 

‡ Each test incidence is based on the number of patients who had both baseline and at least one on-study 

laboratory measurement available: IMFINZI plus chemotherapy (range: 482 to 528), and chemotherapy (range: 

467 to 521). 
† Graded per NCI CTCAE V5. 

Neoadjuvant Phase of NIAGARA 

 

A total of 530 patients received at least 1 dose of IMFINZI in combination with chemotherapy as 

neoadjuvant treatment in the IMFINZI treatment arm, and 526 patients received at least 1 dose of 

chemotherapy as neoadjuvant treatment in the chemotherapy treatment arm. In the neoadjuvant phase, 

serious adverse reactions occurred in 24% of patients who received IMFINZI in combination with 

chemotherapy; the most frequent (≥1%) serious adverse reactions were pulmonary embolism (1.9%), 

febrile neutropenia (1.5%), acute kidney injury (1.3%), thrombocytopenia (1.3%), urinary tract 

infection (1.3%) and pneumonia (1.3%). Fatal adverse reactions occurred in 1.1% of patients including 

sepsis (0.2%), myocardial infarction (0.2%), and pulmonary embolism (0.2%). One fatal adverse 

reaction of pneumonia was reported in 1 (0.2%) patient in the post-surgery phase before adjuvant 

treatment started. 

 

Permanent discontinuation of IMFINZI due to an adverse reaction in the neoadjuvant phase occurred 

in 9% of patients while receiving IMFINZI in combination with chemotherapy. The most frequent 

(≥0.5%) adverse reactions that led to permanent discontinuation of IMFINZI were blood creatinine 

increased (0.9%), neutropenia (0.6%), acute kidney injury (0.6%), asthenia (0.6%) and fatigue (0.6%). 

Of the 530 patients in the IMFINZI treatment arm and 526 patients in the chemotherapy treatment arm 

who received neoadjuvant treatment, 1 (0.2%) patient in each treatment arm did not receive surgery due 

to adverse reactions. The adverse reaction that led to cancellation of surgery in the IMFINZI treatment 

arm was interstitial lung disease. 

 

Of the 469 patients in the IMFINZI treatment arm who underwent radical cystectomy, 4 (0.8%) patients 

experienced delay of surgery (defined as occurring more than 56 days after the last dose of neoadjuvant 

treatment) due to adverse reactions. 

 

Adjuvant Phase of NIAGARA 

 

A total of 383 patients (72%) in the IMFINZI treatment arm received at least 1 dose of adjuvant 

treatment. 

 



Serious adverse reactions occurred in 26% of patients receiving IMFINZI as adjuvant treatment. The 

most frequent serious adverse reactions (occurring in ≥1% of patients) were urinary tract infection (7%), 

acute kidney injury (3.7%), hydronephrosis (2.1%), pyelonephritis (2.1%), urosepsis (1.8%), and sepsis 

(1.6%). Fatal adverse reactions occurred in 1.8% of patients, including COVID-19 (0.3%), severe acute 

respiratory syndrome (0.3%), cardiopulmonary failure (0.3%), gastrointestinal haemorrhage (0.3%), 

and chronic hepatic failure (0.3%). 

 

Permanent discontinuation of adjuvant IMFINZI due to an adverse reaction occurred in 5% of patients. 

The most frequent (≥0.5%) adverse reactions that led to permanent discontinuation of adjuvant 

IMFINZI were nephritis (0.8%), fatigue (0.5%), diarrhea (0.5%), decreased appetite (0.5%) and 

pneumonitis (0.5%). 

 

Gastric or Gastroesophageal Junction Adenocarcinoma (GC/GEJC) 

Neoadjuvant and Adjuvant Treatment of Resectable GC/GEJC – MATTERHORN 

The safety of IMFINZI with FLOT as neoadjuvant and adjuvant treatment, followed by single-agent 

IMFINZI, was evaluated in MATTERHORN, a randomized, double-blind, placebo-controlled, 

multicenter study of patients with resectable GC/GEJC (Stage II to Stage IVA [AJCC, 8th edition]) 

[see Clinical Studies (14.7)]. 

Safety data are available for the 944 patients who received IMFINZI with FLOT (n=475) or placebo 

with FLOT (n=469). 

The median duration of exposure to IMFINZI 1,500 mg every 4 weeks in the neoadjuvant phase was 

8 weeks (range: 1.4 to 8.7 weeks). The median duration of exposure to IMFINZI 1,500 mg every 

4 weeks in the adjuvant phase was 48 weeks (range: 1.9 to 50.1 weeks). 

The most common adverse reactions (occurring in ≥ 20% of patients) were diarrhea, nausea, 

peripheral neuropathy, fatigue, alopecia, decreased appetite, rash, abdominal pain, vomiting, 

musculoskeletal pain, pyrexia, and stomatitis. 

Table 8 summarizes the adverse reactions that occurred in ≥ 10% of patients treated with IMFINZI in 

combination with FLOT chemotherapy. 

Table 8: Adverse Reactions Occurring in ≥ 10% of Patients in the MATTERHORN study 

 
Adverse Reaction IMFINZI with FLOT 

Chemotherapy 
N=475 

Placebo with FLOT Chemotherapy 
N=469 

All Grades (%) Grade 3 or 4 

(%) 
All Grades (%) Grade 3 or 4 

(%) 
Gastrointestinal disorders 
Diarrhea† 64 8 59 7 
Nausea 51 2.5 51 1.5 
Vomiting† 26 2.1 26 3 
Abdominal pain† 27 2.3 29 1.3 
Stomatitis† 20 1.1 15 0.6 
Constipation 16 0 17 0.9 
Dysphagia 10 1.5 8 1.5 
Nervous system disorders 
Peripheral neuropathy† 51 3.6 47 2.3 
Dysgeusia† 19 0 15 0 
General disorders and administration site conditions 



Adverse Reaction IMFINZI with FLOT 

Chemotherapy 
N=475 

Placebo with FLOT Chemotherapy 
N=469 

All Grades (%) Grade 3 or 4 

(%) 
All Grades (%) Grade 3 or 4 

(%) 
Fatigue† 47 5 45 5 
Pyrexia† 20 0.8 16 1.3 
Skin and subcutaneous tissue disorders 
Alopecia 31 0 32 0 
Rash† 30 1.5 20 0.4 
Pruritus† 11 0 5 0 
Metabolism and nutrition disorders 
Decreased appetite† 31 3.2 30 2.1 
Musculoskeletal and connective tissue disorders 
Musculoskeletal pain† 21 1.5 19 0.6 
Infections and infestations 
COVID-19† 19 1.7 16 0.6 
Pneumonia† 11 3.8 10 4.3 
Investigations 
Weight decreased 15 2.1 19 3.4 
Vascular disorders 
Hemorrhage† 14 2.5 15 2.8 
Respiratory, thoracic and mediastinal disorders 
Cough† 10 0 10 0 

† Includes multiple similar terms. 
 

Table 9 summarizes the laboratory abnormalities in patients treated with IMFINZI in combination 

with FLOT chemotherapy. 

Table 9:  Laboratory Abnormalities (> 20%) That Worsened from Baseline in Patients with 

Disease Who Received IMFINZI with FLOT Chemotherapy in MATTERHORN 
Laboratory Abnormality* IMFINZI with FLOT 

Chemotherapy† 
Placebo with FLOT 

ChemotherapyÞ 
All Grades 

(%) 
Grade  
3 or 4 
(%) 

All 
Grades 

(%) 

Grade  
3 or 4 
(%) 

Hematology 
Decreased leukocytes  75 14 79 17 
Decreased neutrophils 70 41 74 44 
Decreased hemoglobin 68 7 73 8 
Decreased lymphocytes 49 13 45 13 
Decreased platelets 47 1.1 46 1.9 
Chemistry 
Increased AST 72 6 69 6 
Increased ALT 70 7 65 6 
Increased GGT 57 10 51 6 
Increased lipase 55 16 55 15 
Increased alkaline phosphatase 53 3.2 51 1.5 
Decreased calcium  45 0.8 47 2.6 
Increased amylase 42 6 39 4.5 
Decreased potassium 39 8 40 8 
Decreased sodium 33 4.4 32 4.7 
Decreased albumin 31 1.5 31 0.2 
Increased potassium 22 0.6 26 1.3 

* Graded per NCI CTCAE v5.0. 



† The denominator used to calculate the rate varied from 444 to 472 based on the number of patients 
with a baseline value and at least one post-treatment value. 
Þ The denominator used to calculate the rate varied from 443 to 468 based on the number of patients 

with a baseline value and at least one post-treatment value. 
 

Adverse Reactions by Phase of Treatment 

 

Table 10 summarizes safety profile by Phase of treatment.  
 

Table 10: Safety Profile by Phase of Treatment 

 

  IMFINZI with FLOT 

Chemotherapy 
Placebo with FLOT 

Chemotherapy 
Neoadjuvant Phase  
   Number of Patients 475 469 
   Serious Adverse Reactions 21% 18% 
   Deaths during Treatment-emergent period 1.9% 1.7% 
   Permanent discontinuation of IMFINZI or 

Placebo 
2.5% 2.1% 

   No surgery due to Adverse Reaction 0.6% 0.4% 
   Delay in surgery due to Adverse Reaction 2.3% 2.6% 
Adjuvant Phase  
   Number of Patients 365 351 
   Serious Adverse Reactions 29% 26% 
   Deaths during Treatment-emergent period 2.2% 2.6% 
   Permanent discontinuation of IMFINZI or 

Placebo 
7% 4.6% 

Adjuvant Phase (IMFINZI as a single-agent) 
   Number of Patients 345 331 
   Serious Adverse Reactions 14% 15% 
   Deaths during Treatment-emergent period 1.7% 2.4% 
   Permanent discontinuation of IMFINZI or 

Placebo 
6% 2.7% 

 

Serious adverse reactions (≥2%) in the IMFINZI arm were diarrhea (2.5%) during the neoadjuvant 
phase, and pneumonia (2.5%) in the adjuvant phase. 

 

Deaths (≥2 patients) in the IMFINZI arm were septic shock (0.6%) and acute coronary syndrome 

(0.4%) during the neoadjuvant phase; gastrointestinal perforation (0.5%) and COVID-19 (0.5%) 
during adjuvant phase; and gastrointestinal perforation (0.6%) and COVID-19 (0.6%) in the single-

agent adjuvant phase. 

 

Permanent discontinuation of IMFINZI (≥2 patients) due an adverse reaction in the IMFINZI arm were 

nephritis (0.4%) during the neoadjuvant phase; hepatitis (1.1%), pneumonitis (1.1%), rash (0.8%), 

musculoskeletal pain (0.5%), and renal failure (0.5%) during adjuvant phase; and hepatitis (0.9%), 

pneumonitis (0.9%), musculoskeletal pain (0.6%), and renal failure (0.6%) during the single-agent 

adjuvant phase. 

 

The safety of IMFINZI in combination with chemotherapy in patients with ES-SCLC is based on data 

in 265 patients from the CASPIAN study, and was consistent with IMFINZI monotherapy and known 

chemotherapy safety profile.  

 



The safety of IMFINZI in combination with chemotherapy as neoadjuvant treatment in patients with 

resectable NSCLC, is based on data in 401 patients from the AEGEAN (resectable NSCLC) study and 

was consistent with known IMFINZI monotherapy and known chemotherapy safety profiles. 

 

The safety of IMFINZI in combination with chemotherapy in patients with BTC is based on data in 338 

patients from the TOPAZ-1 study and was consistent with IMFINZI monotherapy and known 

chemotherapy safety profiles.  

 

The safety of STRIDE treatment in patients with uHCC is based on data in 462 patients from the HCC 

pool, and was consistent with known IMFINZI + tremelimumab safety profile. 

 

The safety of IMFINZI monotherapy in patients with LS-SCLC is based on data in 262 patients from 

the ADRIATIC study. The safety profile was consistent with IMFINZI monotherapy. 

Description of selected adverse reactions 

The data below reflect information for significant adverse reactions for IMFINZI as monotherapy in the 

pooled safety dataset across tumour types (n=3006), IMFINZI in combination with tremelimumab (75 

mg Q4W) in the pooled safety dataset across tumour types (n=2280) and STRIDE in the HCC pool 

(n=462).   

The management guidelines for these adverse reactions are described in sections 4.2 and 4.4. 

Immune-mediated pneumonitis 

In patients receiving IMFINZI monotherapy, immune-mediated pneumonitis occurred in 92 (3.1%) 

patients, including Grade 3 in 25 (0.8%) patients, Grade 4 in 2 (< 0.1%) patients, and Grade 5 in 6 

(0.2%) patients. The median time to onset was 55 days (range: 2-785 days). Sixty-nine of the 92 patients 

received high-dose corticosteroid treatment (at least 40 mg prednisone or equivalent per day), 2 patients 

also received infliximab and 1 patient also received cyclosporine. IMFINZI was discontinued in 38 

patients. Resolution occurred in 53 patients. Immune-mediated pneumonitis occurred more frequently 

in patients in the PACIFIC Study who had completed treatment with concurrent chemoradiation within 

1 to 42 days prior to initiation of the study (9.9%), compared to the other patients in the combined safety 

database (1.8%). 

 

In the PACIFIC Study, in patients with locally advanced, unresectable NSCLC (n = 475 in the IMFINZI 

arm, and n = 234 in the placebo arm) who had completed treatment with concurrent chemoradiation 

within 1 to 42 days prior to initiation of study treatment, immune-mediated pneumonitis occurred in 47 

(9.9%) patients in the IMFINZI-treated group and 14 (6.0%) patients in the placebo group, including 

Grade 3 in 9 (1.9%) patients on IMFINZI vs. 6 (2.6%) patients on placebo and Grade 5 in 4 (0.8%) 

patients on IMFINZI vs. 3 (1.3%) patients on placebo. The median time to onset in the IMFINZI-treated 

group was 46 days (range: 2-342 days) vs. 57 days (range: 26-253 days) in the placebo group., In the 

IMFINZI-treated group 30 patients received high-dose corticosteroid treatment (at least 40 mg 

prednisone or equivalent per day) and 2 patients also received infliximab. In the placebo group, 12 

patients received high-dose corticosteroid treatment (at least 40 mg prednisone or equivalent per day) 

and 1 patient also received cyclophosphamide and tacrolimus. Resolution occurred for 29 patients in 

the IMFINZI treated group vs 6 in placebo.  

In the ADRIATIC study in patients with LS-SCLC (n=262 in the IMFINZI arm, and n=265 in the 

placebo arm), who had completed treatment with chemoradiation within 1 to 42 days prior to initiation 

341 patients in Arm 1 and 344 patients in Arm 2of study treatment, immune-mediated pneumonitis 

occurred in 31 (11.8%) patients in the IMFINZI-treated group and 8 (3%) patients in the placebo group, 

including Grade 3 in 5 (1.9%) patients on IMFINZI vs. 1 (0.4%) patient on placebo, and Grade 5 in 1 



(0.4%) patient on IMFINZI. The median time to onset in the IMFINZI-treated group was 55 days 

(range: 1-375 days) vs. 65.5 days (range: 24-124 days) in the placebo group. In the IMFINZI-treated 

group, 25 patients received high-dose corticosteroid treatment (at least 40 mg prednisone or equivalent 

per day) and 1 patient also received infliximab. In the placebo group, 7 patients received high-dose 

corticosteroid treatment (at least 40 mg prednisone or equivalent per day). Resolution occurred in 18 

patients in the IMFINZI-treated group vs 3 in placebo. 

HCC pool 

In patients receiving STRIDE, immune- mediated pneumonitis occurred in 6 (1.3%) patients, including 

Grade 3 in 1 (0.2%) patient and Grade 5 (fatal) in 1 (0.2%) patient. The median time to onset was 29 

days (range: 5-774 days). Six patients received systemic corticosteroids, and 5 of the 6 patients received 

high dose corticosteroid treatment (at least 40 mg prednisone or equivalent per day). One patient also 

received other immunosuppressants. Treatment was discontinued in 2 patients. Resolution occurred in 

3 patients.   

In the DUO-E Study, out of 238 patients treated with platinum-based chemotherapy in combination 

with IMFINZI, followed by IMFINZI in combination with olaparib (platinum-based chemotherapy + 

IMFINZI + olaparib arm) immune-mediated pneumonitis occurred in 5 (2.1%) patients, including 

Grade 3 in 3 (1.3%) patients. The median time to onset was 85 days (range: 65-321 days). Five patients 

received systemic corticosteroids, including 4 patients who received high-dose corticosteroid treatment 

(at least 40 mg prednisone or equivalent per day). Resolution occurred in all 5 patients. 

 

Immune-mediated hepatitis 

In patients receiving IMFINZI monotherapy, immune-mediated hepatitis occurred in 67 (2.2%) 

patients, including Grade 3 in 35 (1.2%) patients, Grade 4 in 6 (0.2%) and Grade 5 in 4 (0.1%) patients. 

The median time to onset was 36 days (range: 3-333 days). Forty-four of the 67 patients received high-

dose corticosteroid treatment (at least 40 mg prednisone or equivalent per day). Three patients also 

received mycophenolate treatment. IMFINZI was discontinued in 9 patients. Resolution occurred in 29 

patients. 

 

HCC pool 

In patients receiving STRIDE, immune mediated hepatitis occurred in 34 (7.4%) patients, including 

Grade 3 in 20 (4.3%) patients, Grade 4 in 1 (0.2%) patient and Grade 5 (fatal) in 3 (0.6%) patients. The 

median time to onset was 29 days (range: 13-313 days). All patients received systemic corticosteroids, 

and 32 of the 34 patients received high dose corticosteroid treatment (at least 40 mg prednisone or 

equivalent per day). Nine patients also received other immunosuppressants. Treatment was 

discontinued in 10 patients. Resolution occurred in 13 patients. 

 

Immune-mediated colitis 

In patients receiving IMFINZI monotherapy, immune-mediated colitis or diarrhea occurred in 58 

(1.9%) patients, including Grade 3 in 9 (0.3%) patients and Grade 4 in 2 (< 0.1%) patients. The median 

time to onset was 70 days (range: 1-394 days). Thirty-eight of the 58 patients received high-dose 

corticosteroid treatment (at least 40 mg prednisone or equivalent per day). One patient also received 

infliximab treatment and one patient also received mycophenolate treatment. IMFINZI was 

discontinued in 9 patients. Resolution occurred in 43 patients. 

 

HCC pool 



In patients receiving STRIDE, immune mediated colitis or diarrhoea occurred in 31 (6.7%) patients, 

including Grade 3 in 17 (3.7%) patients. The median time to onset was 23 days (range: 2-479 days). All 

patients received systemic corticosteroids, and 28 of the 31 patients received high dose corticosteroid 

treatment (at least 40 mg prednisone or equivalent per day). Four patients also received other 

immunosuppressants. Treatment was discontinued in 5 patients. Resolution occurred in 29 patients.   

 

Intestinal perforation was not observed in patients receiving STRIDE. 

Immune-mediated endocrinopathies 

Immune-mediated hypothyroidism 

In patients receiving IMFINZI monotherapy, immune-mediated hypothyroidism occurred in 245 (8.2%) 

patients, including Grade 3 in 4 (0.1%) patients. The median time to onset was 85 days (range: 1-562 

days). Of the 245 patients, 240 patients received hormone replacement therapy, 6 patients received high-

dose corticosteroids (at least 40 mg prednisone or equivalent per day) for immune-mediated 

hypothyroidism followed by hormone replacement. No patients discontinued IMFINZI due to immune-

mediated hypothyroidism. Immune-mediated hypothyroidism was preceded by immune-mediated 

hyperthyroidism in 20 patients or immune-mediated thyroiditis in 3 patients. 

HCC pool 

In patients receiving STRIDE, immune-mediated hypothyroidism occurred in 46 (10.0%) patients. The 

median time to onset was 85 days (range: 26-763 days). One patient received high-dose corticosteroid 

treatment (at least 40 mg prednisone or equivalent per day). All patients required other therapy 

(thiamazole, carbimazole, propylthiouracil, perchlorate, calcium channel blocker, or beta-blocker). 

Resolution occurred in 6 patients. Immune-mediated hypothyroidism was preceded by immune-

mediated hyperthyroidism in 4 patients. 

Immune-mediated hyperthyroidism 

In patients receiving IMFINZI monotherapy, immune-mediated hyperthyroidism occurred in 50 (1.7%) 

patients, there were no Grade 3 or 4 cases. The median time to onset was 43 days (range: 1-253 days). 

Forty-six of the 50 patients received medical therapy (thiamazole, carbimazole, propylthiouracil, 

perchlorate, calcium channel blocker, or beta-blocker), 11 patients received systemic corticosteroids 

and 4 of the 11 patients received high-dose systemic corticosteroid treatment (at least 40 mg prednisone 

or equivalent per day). One patient discontinued IMFINZI due to immune-mediated hyperthyroidism. 

Resolution occurred in 39 patients. 

HCC pool 

In patients receiving STRIDE, immune-mediated hyperthyroidism occurred in 21 (4.5%) patients, 

including Grade 3 in 1 (0.2%) patient. The median time to onset was 30 days (range: 13-60 days). Four 

patients received systemic coticosteriods, and all of the four patients received high-dose corticosteroid 

treatment (at least 40 mg prednisone or equivalent per day). Twenty patients required other therapy 

(thiamazole, carbimazole, propylthiouracil, perchlorate, calcium channel blocker, or beta-blocker). One 

patient discontinued treatment due to hyperthyroidism. Resolution occurred in 17 patients.   

Immune-mediated thyroiditis 

In patients receiving IMFINZI monotherapy, immune-mediated thyroiditis occurred in 12 (0.4%) 

patients, including Grade 3 in 2 (<0.1%) patients. The median time to onset was 49 days (range: 14-106 

days). Of the 12 patients, 10 patients received hormone replacement therapy, 1 patient received high-

dose corticosteroids (at least 40 mg prednisone or equivalent per day). One patient discontinued 

IMFINZI due to immune-mediated thyroiditis.   



 

HCC pool 

In patients receiving STRIDE, immune-mediated thyroiditis occurred in 6 (1.3%) patients. The median 

time to onset was 56 days (range: 7-84 days). Two patients received systemic corticosteroids, and 1 of 

the 2 patients received high-dose corticosteroid treatment (at least 40 mg prednisone or equivalent per 

day). All patients required other therapy including hormone replacement therapy, thiamazole, 

carbimazole, propylthiouracil, perchlorate, calcium channel blocker, or beta-blocker. Resolution 

occurred in 2 patients. 

 

Immune-mediated adrenal insufficiency 

In patients receiving IMFINZI monotherapy, immune-mediated adrenal insufficiency occurred in 14 

(0.5%) patients, including Grade 3 in 3 (< 0.1%) patients. The median time to onset was 145.5 days 

(range: 20-547 days). All 14 patients received systemic corticosteroids; 4 of the 14 patients received 

high-dose corticosteroid treatment (at least 40 mg prednisone or equivalent per day). No patients 

discontinued IMFINZI due to immune-mediated adrenal insufficiency. Resolution occurred in 3 

patients.  

HCC pool 

In patients receiving STRIDE, immune-mediated adrenal insufficiency occurred in 6 (1.3%) patients, 

including Grade 3 in 1 (0.2%) patient. The median time to onset was 64 days (range: 43-504 days). All 

patients received systemic corticosteroids, and 1 of the 6 patients received high-dose corticosteroid 

treatment (at least 40 mg prednisone or equivalent per day). Resolution occurred in 2 patients. 

 

Immune-mediated type 1 diabetes mellitus 

In patients receiving IMFINZI monotherapy, Grade 3 immune-mediated type 1 diabetes mellitus 

occurred in 1(< 0.1%) patient. This patient required long-term insulin therapy and IMFINZI was 

permanently discontinued due to immune-mediated type 1 diabetes mellitus.  

HCC pool 

In patients receiving STRIDE, immune-mediated type 1 diabetes mellitus was not observed. 

Immune-mediated hypophysitis/hypopituitarism 

In patients receiving IMFINZI monotherapy, immune-mediated hypophysitis/hypopituitarism occurred 

in 2 (< 0.1%) patients both Grade 3. The time to onset for the events was 44 days and 50 days. Both 

patients received high-dose corticosteroid treatment (at least 40 mg prednisone or equivalent per day) 

and one patient discontinued IMFINZI due to immune-mediated hypophysitis/hypopituitarism. 

HCC pool 

In patients receiving STRIDE, immune-mediated hypophysitis/hypopituitarism occurred in 5 (1.1%) 

patients. The median time to onset for the events was 149 days (range: 27-242 days). Four patients 

received systemic corticosteroids, and 1 of the 4 patients received high-dose corticosteroid treatment 

(at least 40 mg prednisone or equivalent per day). Three patients also required endocrine therapy. 

Resolution occurred in 2 patients.   

Immune-mediated nephritis  

In patients receiving IMFINZI monotherapy, immune-mediated nephritis occurred in 14 (0.5%) 

patients, including Grade 3 in 2 (< 0.1%) patients. The median time to onset was 71 days (range: 4-393 

days). Nine patients received high-dose corticosteroid treatment (at least 40 mg prednisone or 



equivalent per day) and 1 patient also received mycophenolate. IMFINZI was discontinued in 5 patients. 

Resolution occurred in 8 patients. 

 

HCC pool 

In patients receiving STRIDE, immune-mediated nephritis occurred in 4 (0.9%) patients, including 

Grade 3 in 2 (0.4%) patients. The median time to onset was 53 days (range: 26-242 days). All patients 

received systemic corticosteroids, and 3 of the 4 received high-dose corticosteroid treatment (at least 

40 mg prednisone or equivalent per day). Treatment was discontinued in 2 patients. Resolution occurred 

in 3 patients. 

Immune-mediated rash 

In patients receiving IMFINZI monotherapy, immune-mediated rash or dermatitis (including 

pemphigoid) occurred in 50 (1.7%) patients, including Grade 3 in 12 (0.4%) patients. The median time 

to onset was 43 days (range: 4-333 days). Twenty-four of the 50 patients received high-dose 

corticosteroid treatment (at least 40 mg prednisone or equivalent per day). IMFINZI was discontinued 

in 3 patients. Resolution occurred in 31 patients. 

 

HCC pool 

In patients receiving STRIDE, immune-mediated rash or dermatitis (including pemphigoid) occurred 

in 26 (5.6%) patients, including Grade 3 in 9 (1.9%) patients and Grade 4 in 1 (0.2%) patients. The 

median time to onset was 25 days (range: 2-933 days). All patients received systemic corticosteroids 

and 14 of the 26 patients received high-dose corticosteroid treatment (at least 40 mg prednisone or 

equivalent per day). One patient received other immunosuppressants. Treatment was discontinued in 3 

patients. Resolution occurred in 19 patients. 

 
In the DUO-E Study, out of 238 patients treated with platinum-based chemotherapy in combination 

with IMFINZI, followed by IMFINZI in combination with olaparib (platinum-based chemotherapy + 

IMFINZI + olaparib arm) immune mediated rash occurred in 8 (3.4%) patients, including Grade 3 in 2 

(0.8%) patients. The median time to onset was 155 days (range: 2-308 days). All patients received high-

dose corticosteroid treatment (at least 40 mg prednisone or equivalent per day). Resolution occurred in 

all 8 patients. 

 
Infusion-related reactions 

In patients receiving IMFINZI monotherapy, infusion-related reactions occurred in 49 (1.6%) patients, 

including Grade 3 in 5 (0.2%) patients. There were no Grade 4 or 5 events. 

 

In the DUO-E Study, out of 238 patients treated with platinum-based chemotherapy in combination 

with IMFINZI, followed by IMFINZI in combination with olaparib (platinum-based chemotherapy + 

IMFINZI + olaparib arm), infusion-related reactions occurred in 13 (5.5%) patients, including Grade 3 

in 1 (0.4%) patient. There were no Grade 4 or 5 events. 

 

Pure Red Cell Aplasia  

Pure Red Cell Aplasia (PRCA) has been reported when IMFINZI has been used in combination with 

olaparib. In a clinical study of patients with endometrial cancer treated with IMFINZI in combination 

with olaparib, the incidence of PRCA was 1.6%. All events were CTCAE Grade 3 or 4. Events were 

manageable following discontinuation of both IMFINZI and olaparib. The majority of events were 

managed with blood transfusion and immunosuppression and recovered; there were no fatal events. For 

management see section 4.4. 

 



HCC pool 

In patients receiving STRIDE, infusion-related reactions occurred in 13 (2.8%) patients. 

 

Paediatric and adolescents 

The safety of IMFINZI in combination with tremelimumab in children and adolescents aged less than 

18 years has not been established. No new safety signals were observed in a clinical study evaluating 

50 paediatric patients (< 18 years), relative to the known safety profiles of IMFINZI and tremelimumab 

in adults. Of the 50 patients enrolled in the study, 42 received IMFINZI in combination with 

tremelimumab and 8 received IMFINZI only (see section 5.1). 

 

4.9 Overdose 

There is no specific treatment in the event of durvalumab overdose, and symptoms of overdose are not 

established. In the event of an overdose, physicians should follow general supportive measures and 

should treat symptomatically. 

5. PHARMACOLOGICAL PROPERTIES 

5.1 Pharmacodynamic properties 

Mechanism of action 

Expression of programmed cell death ligand-1 (PD-L1) protein is an adaptive immune response that 

helps tumours evade detection and elimination by the immune system. PD-L1 can be induced by 

inflammatory signals (e.g. IFN-gamma) and can be expressed on both tumour cells and tumour-

associated immune cells in tumour microenvironment. PD-L1 blocks T-cell function and activation 

through interaction with PD-1 and CD80 (B7.1). By binding to its receptors, PD-L1 reduces cytotoxic 

T-cell activity, proliferation, and cytokine production. 

Durvalumab is a fully human, high affinity, immunoglobulin G1 kappa (IgG1κ) monoclonal antibody 

that selectively blocks the interaction of PD-L1 with PD-1 and CD80 (B7.1) while leaving PD-1/PD-

L2 interaction intact. Durvalumab does not induce antibody dependent cell-mediated cytotoxicity 

(ADCC). Selective blockade of PD-L1/PD-1 and PD-L1/CD80 interactions enhances antitumour 

immune responses. These antitumour responses may result in tumour elimination. 

In preclinical studies, PD-L1 blockade led to increased T-cell activation and decreased tumour size. 

The combination of durvalumab, a PD-L1 inhibitor, and tremelimumab, a CTLA-4 inhibitor functions 

to enhance anti-tumour T-cell activation and function at multiple stages of the immune response, 

maximizing anti-tumour immunity. 

Clinical efficacy and safety 

Durvalumab doses of 10 mg/kg every 2 weeks, 1 120 mg every 3 weeks or 1500 mg every 4 weeks 

were evaluated in NSCLC, ES-SCLC and endometrial cancer clinical studies. Based on the modelling 

and simulation of exposure, exposure-safety relationships and exposure-efficacy data comparisons, 

there are no anticipated clinically significant differences in efficacy and safety between durvalumab 

doses of 10 mg/kg every 2 weeks, 1 120 mg every 3 weeks or 1500 mg every 4 weeks. 



Locally Advanced NSCLC – PACIFIC Study 

The efficacy of IMFINZI was evaluated in the PACIFIC Study, a randomised, double-blind, placebo-

controlled, multicenter study in 713 patients with histologically or cytologically confirmed locally 

advanced, unresectable NSCLC. Patients had completed at least 2 cycles of definitive platinum-based 

chemoradiation within 1 to 42 days prior to initiation of study treatment and had a ECOG performance 

status of 0 or 1. Ninety-two percent of patients had received a total dose of 54 to 66 Gy of radiation. 

The study excluded patients who had progressed following chemoradiation therapy, patients with active 

or prior documented autoimmune disease within 2 years of initiation of the study; a history of 

immunodeficiency; a history of severe immune-mediated adverse reactions; medical conditions that 

required systemic immunosuppression, except physiological dose of systemic corticosteroids; active 

tuberculosis or hepatitis B or C or HIV infection or patients receiving live attenuated vaccine within 30 

days before or after the start of IMFINZI. Patients were randomised 2:1 to receive 10 mg/kg IMFINZI 

(n = 476) or 10 mg/kg placebo (n = 237) via intravenous infusion every 2 weeks for up to 12 months or 

until unacceptable toxicity or confirmed disease progression. Randomisation was stratified by gender, 

age (< 65 years vs. ≥ 65 years) and smoking status (smoker vs. non- smoker). Patients with disease 

control at 12 months were given the option to be re-treated upon disease progression. Tumour 

assessments were conducted every 8 weeks for the first 12 months and then every 12 weeks thereafter. 

The demographics and baseline disease characteristics were well balanced between study arms. 

Baseline demographics of the overall study population were as follows: male (70%), age ≥ 65 years 

(45%), white (69%), Asian (27%), other (4%), current smoker (16%), past smoker (75%), and never 

smoker (9%), WHO/ECOG PS 0 (49%), WHO/ECOG PS 1 (51%). Disease characteristics were as 

follows: Stage IIIA (53%), Stage IIIB (45%), histological sub-groups of squamous (46%), non-

squamous (54%), PD-L1 expression TC ≥ 25% (22%), PD-L1 expression TC < 25% (41%). (PD-L1 

status was retrospectively analysed in 451 patients with available samples, taken prior to concurrent 

chemoradiation therapy). 

The two primary endpoints of the study were OS) and progression-free survival (PFS) of IMFINZI vs. 

placebo. Secondary efficacy endpoints included ORR, DoR and Time to Death or Distant Metastasis 

(TTDM). PFS, ORR, DoR and TTDM were assessed by BICR according to RECIST v1.1. 

At the primary analysis the study demonstrated a statistically significant and clinically meaningful 

improvement in OS in the IMFINZI-treated group compared with the placebo group [HR = 0.68 (95% 

CI: 0.53, 0.87), p = 0.00251]. Median OS was not reached in the IMFINZI-treated group and was 28.7 

months in the placebo group. The study demonstrated a statistically significant and clinically 

meaningful improvement in OS in the IMFINZI-treated group compared with the placebo group [HR = 

0.68 (95% CI: 0.53, 0.87), p = 0.00251]. Median OS was not reached in the IMFINZI-treated group and 

was 28.7 months in the placebo group. The study demonstrated a statistically significant and clinically 

meaningful improvement in PFS in the IMFINZI-treated group compared with the placebo group 

[hazard ratio (HR) = 0.52 (95% CI: 0.42, 0.65), p < 0.0001]. Median PFS was 16.8 months (95% CI: 

13.0, 18.1 in the IMFINZI treated group and 5.6 months (95% CI: 4.6, 7.8) in the placebo group. In the 

5-year follow-up analysis, with a median follow-up of 34.2 months, IMFINZI continued to demonstrate 

improved OS and PFS compared to placebo. See Table 11 and Figures 1 and 2. 

Table 11. Efficacy results for the PACIFIC study 



 Primary Analysis
a
 5 Year Follow-up Analysis

b
 

 IMFINZI 

(n = 476) 

Placebo 

(n = 237) 

IMFINZI (n = 

476) 

Placebo (n = 

237) 

OS  

Number of deaths (%) 183 (38.4%) 116 (48.9%) 264 (55.5%) 155 (65.4%) 

Median OS (months)  

(95% CI) 

NR 

(34.7, NR)  

28.7 

(22.9, NR) 

47.5 

(38.1, 52.9) 

 

29.1 

(22.1, 35.1) 

HR (95% CI)  0.68 (0.53, 0.87) 0.72 (0.59, 0.89) 

2- sided p-value  0.00251  

OS at 24 months (%) 

(95% CI) 

66.3% 

(61.7%, 

70.4%) 

55.6% 

(48.9%, 

61.8%) 

66.3% 

(61.8%,70.4%) 

55.3% 

(48.6%,61.4%) 

p-value 0.005    

OS at 48 months 

(%) (95% CI) 

NA  49.7% 

(45.0%, 

54.2%) 

36.3% 

(30.1%, 

42.6%) 

 

OS at 60 months 

(%) (95% CI) 

NA  42.9% 

(38.2%,47.4%) 

33.4% 

(27.3%,39.6%) 

PFS  

Number of events (%) 214 (45.0%) 157 (66.2%) 268 (56.3%) 175 (73.8%) 

Median PFS (months)  

(95% CI) 

16.8  

(13.0, 18.1)  

5.6  

(4.6, 7.8) 

16.9 

(13.0, 23.9) 

5.6 

(4.8, 7.7) 

HR (95% CI)  0.52 (0.42, 0.65) 0.55 (0.45, 0.68) 

p-value  p < 0.0001  

PFS at 12 months (%) 

(95% CI) 

55.9% 

(51.0%, 

60.4%) 

35.3% 

(29.0%, 

41.7%)  

55.7% 

(51.0%, 

60.2%) 

 34.5% 

(28.3%, 

40.8%) 

PFS at 18 months (%) 

(95% CI) 

44.2% 

(37.7%, 

50.5%) 

27.0% 

(19.9%, 

34.5%) 

49.1% 

(44.2%, 

53.8%) 

27.5% 

(21.6%, 

33.6%) 

PFS at 60 months (%) 

 (95% CI) 

NA NA 33.1% 

(28.0%, 

38.2%) 

19.0% 

(13.6%, 

25.2%) 

PFS2
c
 

Number of events (%) 217 (45.6%) 144 (60.8%) NA NA 

Median PFS2 (months) 

(95% CI) 

28.3 

(25.1, 34.7) 

17.1 

(14.5, 20.7) 

NA NA 

HR (95% CI) 0.58 (0.46, 0.73) NA 

p-value p < 0.0001 NA 

TTDM
d
  

Number of events (%) 182 (38.2%) 126 (53.2%) NA NA 

Median TTDM (months)  

(95% CI) 

28.3  

(24.0, 34.9)  

16.2  

 (12.5, 21.1) 

NA NA 



 Primary Analysis
a
 5 Year Follow-up Analysis

b
 

 IMFINZI 

(n = 476) 

Placebo 

(n = 237) 

IMFINZI (n = 

476) 

Placebo (n = 

237) 

HR (95% CI)  0.53 (0.41, 0.68) NA 

p-value  p < 0.0001 NA 

TFST
e
 

Number of events (%) 267 (56.1%) 169 (71.3%) Not reported Not reported 

Median TFST (months) 

(95% CI) 

21.0 

(16.6, 25.5) 

10.4 

(8.3, 12.5) 

NA NA 

HR (95% CI) 0.58 (0.47, 0.72) NA 

p-value p < 0.0001 NA 

ORR
f 
n (%) 

(95% CI) 

133 (30.0%) 

(25.79%, 

34.53%) 

38 (17.8%) 

(12.95%, 

23.65%) 

NA NA 

p-value p < 0.001 NA 

Complete Response n (%) 8 (1.8%) 1 (0.5%) NA NA 

Partial Response n (%) 125 (28.2%) 37 (17.4%) NA NA 

Median DoR (months) 

(95% CI) 

NR 

(27.4, NR) 

18.4 

(6.7, 24.5) 

NA NA 

a Primary analysis of OS, PFS2 and an updated analysis of TTDM, TFST, ORR and DoR data cut-off 22 

March 2018. Primary analysis of PFS at data cut-off 13 February 2017. 
b Follow-up OS and PFS analysis at data cut-off 11 January 2021. 
c PFS2 is defined as the time from the date of randomisation until the date of second progression (defined 

by local standard clinical practice) or death. 
d TTDM is defined as the time from the date of randomisation until the first date of distant metastasis or 

death in the absence of distant metastasis. Distant metastasis is defined as any new lesion that is outside 

of the radiation field according to RECIST v1.1 or proven by biopsy. 
e TFST is defined as the time from randomisation to the start date of the first subsequent therapy after 

discontinuation of treatment, or death. 
f Based on sub-group of ITT population with measurable disease at baseline according to RECIST v1.1; 

IMFINZI (n = 443), Placebo (n = 213) assessed within 0-42 days after concurrent chemoradiation and 

before the start of study drug. 

    NR = Not Reached 

 



Figure 1. Kaplan-Meier curve of OS (DCO 11 Jan 2021) 

 

Figure 2. Kaplan-Meier curve of PFS (DCO 11 Jan 2021) 

 

 

The improvements in OS and PFS in favor of patients receiving IMFINZI compared to those receiving 

placebo were consistently observed across predefined subgroups analyzed. Sensitivity analyses of OS 

and PFS demonstrated a consistent treatment effect with that observed in the primary analysis., 

Patient-reported outcomes 



Patient-reported symptoms, function and health-related quality of life (HRQoL) were collected using 

the EORTC QLQ-C30 and its lung cancer module (EORTC QLQ-LC13). The LC13 and C30 were 

assessed at baseline, every 4 weeks for the first 8 weeks, followed by every 8 weeks until completion 

of the treatment period or discontinuation of study drug due to toxicity or disease 

progression. Compliance was high and very similar between the IMFINZI and placebo treatment 

groups. 

At baseline, no differences in patient-reported symptoms, function and HRQoL were observed between 

IMFINZI and placebo groups. Throughout the duration of the study to Week 48, there was no clinically 

meaningful difference between IMFINZI and placebo groups in symptoms, functioning and HRQoL 

(as assessed by a difference of greater than or equal to 10 points).  

SCLC – CASPIAN Study 

CASPIAN was a study designed to evaluate the efficacy of IMFINZI with or without tremelimumab in 

combination with etoposide and either carboplatin or cisplatin. CASPIAN was a randomized, open-

label, multicenter study in 805 treatment naïve ES-SCLC patients with WHO/ECOG Performance 

status of 0 or 1, suitable to receive a platinum-based chemotherapy regimen as first-line treatment for 

SCLC, with life expectancy ≥12 weeks, at least one target lesion by RECIST 1.1 and adequate organ 

and bone marrow function. Patients with asymptomatic or treated brain metastases were eligible. The 

study excluded patients with a history of chest radiation therapy; a history of active primary 

immunodeficiency; autoimmune disorders including paraneoplastic syndrome (PNS); active or prior 

documented autoimmune or inflammatory disorders; use of systemic immunosuppressants within 14 

days before the first dose of the treatment except physiological dose of systemic corticosteroids; active 

tuberculosis or hepatitis B or C or HIV infection; or patients receiving live attenuated vaccine within 

30 days before or after the start of IMFINZI. 

Randomisation was stratified by the planned platinum-based therapy in cycle 1 (carboplatin or 

cisplatin).  

Patients were randomised 1:1:1 to receive: 

• Arm 1: IMFINZI 1500 mg + tremelimumab 75 mg + etoposide and either carboplatin or cisplatin  

• Arm 2: IMFINZI 1500 mg + etoposide and either carboplatin or cisplatin 

• Arm 3: Either carboplatin (AUC 5 or 6 mg/mL/min) or cisplatin (75-80 mg/m2) on Day 1 and etoposide 
(80-100 mg/m2) intravenously on Days 1, 2, and 3 of each 21-day cycle for between 4 – 6 cycles. 

 

For patients randomised to Arm 1 and 2, etoposide and either carboplatin or cisplatin was limited to 4 

cycles on every 3 week schedule subsequent to randomisation. IMFINZI monotherapy continued until 
disease progression or unacceptable toxicity. Administration of IMFINZI monotherapy was permitted 

beyond disease progression if the patient was clinically stable and deriving clinical benefit as 

determined by the investigator.  
 

Patients randomised to Arm 3, were permitted to receive a total of up to 6 cycles of etoposide and either 

carboplatin or cisplatin. After completion of chemotherapy, prophylactic cranial irradiation (PCI) was 

permitted only in Arm 3 per investigator discretion. 

Tumour assessments were conducted at Week 6 and Week 12 from the date of randomisation, and then 

every 8 weeks until confirmed objective disease progression. Survival assessments were conducted 
every 2 months following treatment discontinuation. 

 

The primary endpoints of the study were OS of IMFINZI + chemotherapy (Arm 2) vs. chemotherapy 
alone (Arm 3) and IMFINZI + tremelimumab + chemotherapy (Arm 1) vs. chemotherapy alone (Arm 



3). The key secondary endpoint was PFS. Other secondary endpoints were ORR, OS and PFS landmarks 
and Patient-Reported Outcomes (PRO). PFS and ORR were assessed using Investigator assessments 

according to RECIST v1.1.   

At a planned interim (primary) analysis, IMFINZI + chemotherapy (Arm 2) vs chemotherapy (Arm 3) 
met the efficacy boundary of the primary endpoint of OS. The results are summarised below.  

 

The demographics and baseline disease characteristics were well balanced between the two study arms 

(268 patients in Arm 2 and 269 patients in Arm 3). Baseline demographics of the overall study 
population were as follows: male (69.6%), age ≥ 65 years (39.6%), median age 63 years (range: 28 to 

82 years), white (83.8%), Asian (14.5%), black or African American (0.9%), other (0.6 %), 

non-Hispanic or Latino (96.1%), current or past-smoker (93.1%), never smoker (6.9%), WHO/ECOG 
PS 0 (35.2%), WHO/ECOG PS 1 (64.8%), Stage IV 90.3%, 24.6% of the patients received cisplatin 

and 74.1% of the patients received carboplatin. In Arm 3, 56.8% of the patients received 6 cycles of 

chemotherapy and 7.8% of the patients received PCI.    

 
At the primary analysis the study demonstrated a statistically significant and clinically meaningful 

improvement in OS with IMFINZI + chemotherapy (Arm 2) vs. chemotherapy alone (Arm 3) [HR=0.73 

(95% CI: 0.591, 0.909), p=0.0047]. IMFINZI + chemotherapy demonstrated an improvement in PFS 
vs. chemotherapy alone [HR=0.78 (95% CI: 0.645, 0.936) nominal p-value=0.0078].  

In the long-term follow-up analysis, with a median follow-up of 39.3 months, IMFINZI + etoposide + 

platinum (Arm 2) vs etoposide + platinum (Arm 3) continued to demonstrate sustained improvement in 
OS. Results are presented in Table 12, Figure 3 and Figure 4. 

 

Table 12. Efficacy Results for the CASPIAN Study 

 

 Primary Analysisa 
 

Long-term follow-up analysisb 

 Arm 2: IMFINZI 

+ etoposide and 

either carboplatin 

or cisplatin 
(n=268) 

Arm 3: etoposide 

and either 

carboplatin or 

cisplatin 
(n=269) 

Arm 2: 

IMFINZI + 

etoposide and 

either 

carboplatin 

or 
cisplatin 

(n=268) 

Arm 3: 

etoposide and 

either 

carboplatin or 

cisplatin 

(n=269) 

OS    
Number of deaths (%) 155 (57.8) 181 (67.3) 221 (82.5) 248 (92.2) 
Median OS (months) 
(95% CI) 

13.0  
(11.5, 14.8) 

10.3  
(9.3, 11.2) 

12.9 
(11.3, 14.7) 

10.5 
(9.3, 11.2) 

HR (95% CI)d 0.73 (0.591, 0.909) 0.71 (0.595, 0.858) 
p-valuec 0.0047  
OS at 12 months (%) 

(95% CI) 
53.7 
(47.4, 59.5) 

39.8 
(33.7, 45.8) 

52.8 
(46.6, 58.5) 

39.3 
(33.4, 45.1) 

OS at 18 months (%) 

(95% CI) 
33.9 
(26.9, 41.0) 

24.7 
(18.4, 31.6) 

32.0 
(26.5, 37.7) 

24.8 
(19.7, 30.1) 

OS at 24 months 
(95% CI) 

NA NA 22.9 
(18.1, 28.2) 

13.9 
(10.1, 18.4) 

OS at 36 months (%) 

(95% 
CI) 

NA NA 17.6 
(13.3, 22.4) 

5.8 
(3.4, 9.1) 

PFS    
Number of events (%) 226 (84.3) 233 (86.6) NA NA 
Median PFS (months) 
(95% CI) 

5.1 
(4.7, 6.2) 

5.4 
(4.8, 6.2) 

NA NA 



HR (95% CI)d 0.78 (0.645, 0.936) NA 
p-valueb 0.0078 NA NA 
PFS at 6 months (%) 

(95% CI) 
45.4 
(39.3, 51.3) 

NA NA NA 

PFS at 12 months (%) 

(95% CI) 
17.5 
(13.1, 22.5) 

NA NA NA 

ORR n (%)a 182 (67.9) NA NA NA 
Complete Response n (%) 6 (2.2) 2 (0.7) NA NA 
Partial Response n (%) 176 (65.7) 153 (56.9) NA NA 
Odds ratio (95% CI)e 1.56 (1.095, 2.218) NA NA 
p-valueb 0.0136 NA 
Median DoR (months) 
(95% CI)a 

5.1 
(4.9, 5.3) 

5.1 
(4.8, 5.3) 

NA NA 

DoR at 12 months (%)a 22.7 6.3 NA NA 
a Primary OS, PFS, ORR and DoR analysis at data cut-off 11 March 2019. 
b Long-term survival analysis at data cut-off 22 March 2021. RECIST data were not collected at this follow 

up DCO. 
c The analysis was performed using the stratified log-rank test, adjusting for planned platinum therapy in 

Cycle 1 (carboplatin or cisplatin), and using the rank tests of association approach.  
d Based on a Lan-DeMets alpha spending function with O'Brien Fleming type boundary with the actual 

number of events observed, the boundary for declaring statistical significance is 0.0178. 
e Nominal p-value. PFS was included in the Multiple Testing Procedure (MTP) hierarchy at the second 

level. It was not able to be tested within the MTP as both Arm 1 and Arm 2 were required to achieve 

statistical significance prior to stepping down to PFS. ORR was not included in the MTP. 
f Confirmed Objective Response. 

gThe analysis was performed using a logistic regression model adjusting for planned platinum therapy 

in Cycle 1 (carboplatin or cisplatin) with 95% CI calculated by profile likelihood. 

 

 Figure 3. Kaplan-Meier curve of OS (DCO 22 March 2021) 



 

 
 

Figure 4. Kaplan-Meier curve of PFS (DCO 27 Jan 2020) 

 

Subgroup analysis 

The improvements in OS in favor of patients receiving IMFINZI + chemotherapy compared to those  
receiving chemotherapy alone, were consistently observed across the prespecified subgroups based on 

demographics, geographical region, carboplatin or cisplatin use and disease characteristics.  

 

Patient-Reported Outcomes 



Patient-reported symptoms, function and health-related quality of life (HRQoL) were collected using 

the EORTC QLQ-C30 and its lung cancer module (EORTC QLQ-LC13).  Both questionnaires were 

administered up to second disease progression (PFS2) or death (whichever came first). At baseline, 

patient-reported symptoms, functioning or HRQoL scores were comparable between the study arms. 

Compliance was 60% or higher over 84 weeks in IMFINZI + chemotherapy and 20 weeks in the 

chemotherapy only arm.   

Delay in time to deterioration of symptoms, functioning, and global health status/QoL:   

IMFINZI + chemotherapy demonstrated improvement by delaying time to deterioration in a broad range 

of patient-reported symptoms, function, and global health status/QoL compared to chemotherapy alone 

(see Tables 13 and 14). 

Table 13: Delay in median time to deterioration in global health status/QoL and function 

(EORTC QLQ-C30)
a, 

 

 
Time to deterioration (months) 
Arm 2 (N=261) vs. Arm 3 (N=260) 

Global health status/QoL 
8.4 vs. 7.2 
0.81 (0.63, 1.05); p=0.1166 

Physical 
8.5 vs. 6.5 
0.75 (0.58, 0.97); p=0.0276 

Cognitive 
8.4 vs. 6.0 
0.61 (0.47, 0.78); p=<0.00001 

Role 
7.4 vs. 5.9 
0.71 (0.55, 0.90); p=0.0059 

Emotional 
12.9 vs. 7.3 
0.61 (0.46, 0.80); p=0.0003 

Social 
7.6 vs. 6.2 
0.70 (0.55, 0.90); p=0.0048 

a p-values for time to deterioration based on stratified log-rank test and were not adjusted for multiplicity 

 

Table 14: Delay in median time to deterioration in symptoms (EORTC QLQ-C30 and QLQ-

LC13)
a, 

 

Symptom scale 
Delay in time to deterioration (months) 
Arm 2 (N=261) vs. Arm 3 (N=260) 

Coughing 
9.3 vs. 7.7 
0.78 (0.60, 1.03); p=0.0747 

Dyspnoea (QLQ-C30) 
9.0 vs. 7.4 
0.75 (0.57, 0.99); p=0.0406 

Dyspnoea (QLQ-LC13) 
6.5 vs. 5.5 
0.79 (0.63, 1.01); p=0.0578 

Pain 
7.8 vs. 6.7 
0.79 (0.62, 1.02); p=0.0718 

Chest pain 
10.6 vs. 7.8 
0.76 (0.58, 1.00); p=0.0464 

Arm or shoulder pain 
9.9 vs. 7.5 
0.70 (0.54, 0.92); p=0.0088 

Pain in other parts of body 
7.8 vs. 6.4 
0.72 (0.56, 0.92); p=0.0096 

Fatigue 
5.5 vs. 4.3 
0.82 (0.65, 1.03); p=0.0835 

Insomnia 
8.6 vs. 7.3 
0.75 (0.57, 0.98); p=0.0349 



Appetite loss 
8.3 vs. 6.6 
0.70 (0.54, 0.90); p=0.0054 

Constipation 
11.1 vs. 7.3 
0.65 (0.50, 0.86); p=0.0018 

Diarrhea 
14.6 vs. 7.7 
0.59 (0.44, 0.77); p=0.0002 

Nausea/vomiting 
8.4 vs. 6.6 
0.80 (0.63, 1.03); p=0.0809 

Haemoptysis 
18.3 vs. 10.5 
0.64 (0.47, 0.88); p=0.0049 

a p-values for time to deterioration based on stratified log-rank test and were not adjusted for multiplicity 

 

Change from baseline in lung cancer symptoms over 12 months (mixed model for repeated measures):   

IMFINZI + chemotherapy improved appetite loss by demonstrating a statistically significant difference 

in mean change from baseline versus chemotherapy alone during the overall time period from 

randomisation until 12 months (Estimated mean difference -4.5; 99% CI -9.04, -0.04; p=0.009). Both 

treatment arms demonstrated numerical symptom reduction in cough, chest pain, dyspnea and fatigue 

over the same time period. 

Patient-reported outcome results should be interpreted in the context of the open-label study design. 

 

BTC – TOPAZ-1 Study 

 

TOPAZ-1 was a study designed to evaluate the efficacy of IMFINZI in combination with gemcitabine 

and cisplatin. TOPAZ-1 was a randomised, double-blind, placebo-controlled, multicentre study in 685 

patients with histologically confirmed locally advanced or metastatic BTC and ECOG performance 

status of 0 or 1. Patients who developed recurrent disease more than 6 months after surgery and/or 

completion of adjuvant therapy were included. Patients must have had at least one target lesion by 

RECIST v1.1 and adequate organ and bone marrow function. 

The study excluded patients with ampullary carcinoma, active or prior documented autoimmune or 

inflammatory disorders, HIV infection or active infections, including tuberculosis or hepatitis C or 

patients with current or prior use of immunosuppressive medication within 14 days before the first dose 

of IMFINZI. 

 

Randomization was stratified by disease status and primary tumour location. 

 

Patients were randomized 1:1 to receive: 

• Arm 1: IMFINZI 1500 mg administered intravenously on Day 1+ gemcitabine 1000 mg/m2 and cisplatin 

25 mg/m2 (each administered on Days 1 and 8) every 3 weeks (21 days) for up to 8 cycles, followed by 

IMFINZI 1500 mg every 4 weeks as long as clinical benefit is observed or until unacceptable toxicity, 

or 

• Arm 2: Placebo administered intravenously on Day 1+ gemcitabine 1000 mg/m2 and cisplatin 25 mg/m2 

(each administered on Days 1 and 8) every 3 weeks (21 days) for up to 8 cycles, followed by placebo 

every 4 weeks as long as clinical benefit is observed or until unacceptable toxicity. 

 

Tumour assessments were conducted every 6 weeks for the first 24 weeks after the date of 

randomisation, and then every 8 weeks until confirmed objective disease progression. 

 



The primary endpoint of the study was OS and the key secondary endpoint was PFS. Other secondary 

endpoints were ORR, DoR and PRO. PFS, ORR and DoR were Investigator assessed according to 

RECIST v1.1. 

 

The demographics and baseline disease characteristics were well balanced between the two study arms 

(341 patients in Arm 1 and 344 patients in Arm 2). Baseline demographics of the overall study 

population were as follows: male (50.4%), age <65 years (53.3%), white (37.2%), Asian (56.4%), black 

or African American (2.0%), other (4.2%), non-Hispanic or Latino (93.1%), ECOG PS 0 (49.1%), vs. 

PS 1 (50.9%), primary tumour location intrahepatic cholangiocarcinoma (55.9%), extrahepatic 

cholangiocarcinoma (19.1%) and gallbladder cancer (25.0%), disease status recurrent (19.1%) vs. 

initially unresectable (80.7%), metastatic (86.0%) vs. locally advanced (13.9%). 

 

The study demonstrated a statistically significant and clinically meaningful improvement in OS and 

PFS at a pre-planned interim (primary) analysis based on a Lan-DeMets alpha spending function with 

O'Brien Fleming type boundary and the actual number of events observed (Lan◦and◦DeMets 1983). The 

results in OS were [HR=0.80, (95% CI: 0.66, 0.97), p=0.021] and in PFS [HR=0.75, (95% CI: 0.63, 

0.89), p=0.001]. The maturity for OS was 61.9% and the maturity for PFS was 83.6%. The boundary 

for declaring statistical significance for OS was 0.03 for an 4.9% overall alpha. Results from this 

analysis for PFS, ORR and DoR are presented in Table 10. PFS is also presented in Figure 5. 

 

An additional OS analysis was performed 6.5 months after the interim analysis with an OS maturity of 

76.9%. The observed treatment effect was consistent with the interim analysis. The OS HR was 0.76 

(95% CI: 0.64, 0.91) and median survival was 12.9 months (95% CI: 11.6, 14.1) for the IMFINZI + 

gemcitabine and cisplatin arm. Results from this analysis are presented in the Table 15 and Figure 5. 

 

Table 15. Efficacy Results for the TOPAZ-1 Study 

               Primary Analysis
a
           Follow up Analysis

b
 

 IMFINZI + 

gemcitabine and 

cisplatin 

(n=341) 

Placebo + 

gemcitabine and 

cisplatin 

(n=344) 

IMFINZI + 

gemcitabine and 

cisplatin (n=341) 

Placebo + 

gemcitabine and 

cisplatin 

(n=344) 

OS     

Number of deaths (%) 198 (58.1) 226 (65.7) 248 (72.7) 279 (81.1) 

Median OS (months) (95% CI)
c
 12.8 

(11.1, 14) 

11.5 

(10.1, 12.5) 

12.9 

(11.6, 14.1) 

11.3 

(10.1, 12.5) 

HR (95% CI)d 0.80 (0.66, 0.97) 0.76 (0.64, 0.91) 

p-valued,e 0.021  

OS at 12 months (%) (95% CI)
c
 54.1 

(48.4, 59.4) 

48 

(42.4, 53.4) 

54.3 

(48.8, 59.4) 

47.1 

(41.7, 52.3) 

OS at 18 months (%) (95% CI)
c
 35.1 25.6 34.8 24.1 



(29.1, 41.2) (19.9, 31.7) (29.6, 40.0) (19.6, 28.9) 

OS at 24 months (%) (95% CI)
c
 24.9 

(17.9, 32.5) 

10.4 

(4.7,18.8) 

23.6 

(18.7, 28.9) 

11.5 

(7.6, 16.2) 

PFS     

Number of events (%) 276 (80.9) 297 (86.3) NA NA 

Median PFS (months) 7.2 5.7 NA NA 

(95% CI)
c
 (6.7, 7.4) (5.6, 6.7)   

HR (95% CI)d 0.75 (0.63, 0.89) NA NA 

p-valued,f 0.001 NA NA 

PFS at 9 months (%) (95% CI)
c
 34.8 24.6   

(29.6, 40.0) (20.0, 29.5) NA NA 

PFS at 12 months (%) (95% CI)
c
 16.0 6.6 NA NA 

(12.0, 20.6) (4.1, 9.9)   

ORR n (%)
g
 91 (26.7) 64 (18.7) NA NA 

Complete Response n (%) 7 (2.1) 2 (0.6) NA NA 

Partial Response n (%) 84 (24.6) 62 (18.1) NA NA 

Odds ratio (95 % CI)h 1.60 (1.11, 2.31) NA NA 

p-valueh 0.011 NA NA 

DoR
g
     

Median DoR (months) 6.4 6.2   

(95% CI)
c
 (5.9, 8.1) (4.4, 7.3) NA NA 

DoR at 9 months (%)
c
 32.6 25.3 NA NA 

DoR at 12 months (%)
c
 26.1 15.0 NA NA 

 

 a Final OS, PFS, ORR and DoR analysis at data cut-off 11 Aug 2021. 

b Follow-up OS analysis at data cut-off 25 Feb 2022. 

c Calculated using the Kaplan-Meier technique. CI for median derived based on Brookmeyer-Crowley 

method. 

d The analysis for HR was performed using a stratified Cox proportional hazards model and 2-sided p-

value is based on a stratified log-rank test, both are adjusted for disease status and primary tumor 

location. 

e p-value based on the results from the pre-planned interim (primary) analysis. Based on a Lan-DeMets 

alpha spending function with O'Brien Fleming type boundary for OS and the actual number of events 



observed, the boundary for declaring statistical significance was 0.03 for an 4.9% overall alpha. 

(Lan◦and◦DeMets 1983) 

f p-value based on the results from the pre-planned interim analysis. Based on a Lan-DeMets alpha 

spending function with Pocock type boundary and the actual number of events observed, the boundary 

for declaring statistical significance was 0.0481 for an 4.9% overall alpha. (Lan◦and◦DeMets 1983) 

g Confirmed objective response by Investigator per RECIST 1.1. Based on patients with measurable 

disease at baseline IMFINZI + gemcitabine and cisplatin (n = 341), Placebo + gemcitabine and cisplatin 

(n = 343). 

h The analysis was performed using a stratified CMH test with factors for disease status and tumor 

location. Nominal 2-sided p-value. 

Figure 5: Kaplan-Meier curve of OS (DCO: 25 Feb 2022) 

 

Figure 6: Kaplan-Meier curve of PFS (DCO: 11 Aug 2021) 

 

Subgroup analysis 



The improvements in OS and PFS in favour of patients receiving IMFINZI + chemotherapy compared 

to those receiving placebo + chemotherapy, were consistently observed across the prespecified 

subgroups based on demographics, geographical region, primary tumour location, disease status, ECOG 

PS, and PD-L1 expression levels. 

Patient-Reported Outcomes 

Patient-reported symptoms, function and global health status/QoL (GHS/QoL) were collected using the 

EORTC QLQ-C30 and its biliary tract cancer module (EORTC QLQ-BIL21). At baseline, patient-

reported symptoms, functioning and GHS/QoL scores were comparable between the study arms. Time 

to deterioration and change from baseline analyses were consistent with no detriment in symptoms, 

function and GHS/QoL per EORTC QLQ-C30 and EORTC QLQ-BIL21 in the IMFINZI + 

chemotherapy group compared to the placebo + chemotherapy group. 

Resectable NSCLC – AEGEAN Study 

AEGEAN was a randomised, double-blind, placebo-controlled, multicentre, Phase III study designed 

to evaluate the efficacy of IMFINZI in combination with chemotherapy as neoadjuvant treatment, then 

continued as IMFINZI monotherapy after surgery, in patients with resectable NSCLC (Stage IIA to 

select Stage IIIB [AJCC, 8th edition]). The study enrolled previously untreated patients with 

documented squamous or non-squamous NSCLC and no prior exposure to immune-mediated therapy, 

a WHO/ECOG Performance status of 0 or 1, and at least one RECIST 1.1 target lesion. Prior to 

randomization, patients had tumour PD-L1 expression status confirmed using the Ventana PD-L1 

(SP263) Assay. 

The study excluded patients with active or prior documented autoimmune disease, or use of 

immunosuppressive medication within 14 days of the first dose of durvalumab. The study population 

for efficacy analysis (modified intent-to-treat [mITT]) excluded patients with known EGFR mutations 

or ALK rearrangements. 

Randomisation was stratified by disease stage (Stage II vs. Stage III) and by PD-L1 expression (TC<1% 

vs. TC≥1%) status. 

The AEGEAN study randomised 802 patients in a 1:1 ratio to receive perioperative IMFINZI (Arm 1) 

or placebo (Arm 2) in combination with neoadjuvant chemotherapy. Crossover between the study arms 

was not permitted. Efficacy analysis was conducted based on 740 patients in the mITT population. 

• Arm 1: IMFINZI 1500 mg + chemotherapy every 3 weeks for up to 4 cycles prior to surgery, 

followed by IMFINZI 1500 mg every 4 weeks for up to 12 cycles after surgery. 

• Arm 2: Placebo + chemotherapy every 3 weeks for up to 4 cycles prior to surgery, followed by 

Placebo every 4 weeks for up to 12 cycles after surgery. 

A RECIST 1.1 tumour assessment was performed at baseline, and upon completion of the neoadjuvant 

period (prior to surgery). The first post-surgical CT/MRI scan of the chest and abdomen (including the 

entire liver and both adrenals) was acquired 5 weeks ±2 weeks after surgery and prior to, but as close 

as possible to the start of adjuvant therapy. Tumour assessments were then conducted every 12 weeks 

(relative to the date of surgery) until week 48, every 24 weeks (relative to the date of surgery) until 

week 192 (approximately 4 years), and then every 48 weeks (relative to the date of surgery) thereafter 

until RECIST 1.1 defined radiological PD, consent withdrawal, or death. 

Survival assessments were conducted at month 2, 3, and 4 following treatment discontinuation and then 

every 2 months until month 12 followed by every 3 months.  



The primary endpoints of the study were pathological complete response (pCR) by blinded central 

pathology review, and event-free survival (EFS) by blinded independent central review (BICR) 

assessment. The key secondary endpoints were major pathological response (MPR) by blinded central 

pathology review, DFS by BICR, and OS. Other secondary efficacy objectives included were EFS (PD-

L1-TC ≥1% analysis set), pCR (PD-L1-TC ≥1% analysis set), and Patient Reported Outcomes (PRO). 

At the planned interim analysis of pCR, the study met its prespecified boundary for declaring statistical 

significance for pCR and MPR. Subsequently, at the first planned interim analysis of EFS, the study 

met its prespecified boundary for declaring statistical significance for EFS. 

The demographics and baseline disease characteristics were well balanced between the two study arms 

(366 patients in Arm 1 and 374 patients in Arm 2 of the mITT set). Baseline demographics and disease 

characteristics of the population for efficacy analysis (mITT) were as follows: male (71.6%), female 

(28.4%), age ≥ 65 years (51.6%), median age 65 years (range: 30 to 88), WHO/ECOG PS 0 (68.4%), 

WHO/ECOG PS 1 (31.6), White (53.6%), Asian (41.5%), Black or African American (0.9%), American 

Indian or Alaska Native (1.4%), Other Race (2.6%), Hispanic or Latino (16.1%), Not Hispanic or Latino 

(83.9%). current or past smokers (85.5%), never smoker (14.5%), squamous histology (48.6%) and 

nonsquamous histology (50.7%), Stage II (28.4%), Stage III (71.6%), PD-L1 expression status TC ≥1% 

(66.6%), PD-L1 expression status TC <1% (33.4%). The demographics and baseline characteristics for 

the mITT population were similar to the ITT population except for the absence of patients with known 

EGFR mutations or ALK rearrangements. 

In the mITT population there were 295 (80.6%) patients in Arm 1 who underwent curative intent surgery 

compared to 302 (80.7%) patients in Arm 2. There were 284 (77.6%) patients in Arm 1 who completed 

curative intent surgery compared to 287 (76.7%) patients in Arm 2. The resection margin status within 

the mITT population, who completed surgery, was (Arm 1 vs. Arm 2): 

• R0 (no residual tumour): 94.7% vs. 91.3% 

• R1 (microscopic residual tumour): 4.2% vs. 7.7% 

• R2 (macroscopic residual tumour): 0.7% vs. 0.7% 

The study demonstrated a statistically significant and clinically meaningful improvement in EFS 

[HR=0.68 (95% CI: 0.53, 0.88), p = 0.003902] of the IMFINZI arm compared to the placebo arm. The 

study also demonstrated a statistically significant and meaningful improvement in pCR [Difference in 

proportions, 12.96% (95% CI: 8.67, 17.57)] of the IMFINZI arm compared to the placebo arm. Overall 

survival (OS) data were not mature at the time of EFS analysis. See Table 16 and Figure 7. 

Table 16: Efficacy Results for the AEGEAN Study (mITT) 

 IMFINZI + chemotherapy 

(N=366) 

Placebo + chemotherapy 

(N = 374) 

EFSa 

Number of events, n (%) 98 (26.8) 138 (36.9) 

Median EFS (95% CI) (months) NR (31.9, NR) 25.9 (18.9, NR) 

EFS at 12 months, % (95% CI) 73.4 (67.9, 78.1) 64.5 (58.8, 69.6) 

 IMFINZI + 

chemotherapy (N=366) 

Placebo + 

chemotherapy (N = 

374) 

EFS at 24 months, % (95% CI) 63.3 (56.1, 69.6) 52.4 (45.4, 59.0) 



Hazard ratio (95% CI) 0.68 (0.53, 0.88) 

2-sided p-valued 0.003902 

pCRa,b,d 

Number of patients with response 63 16 

Response rate, % (95% CI) 17.21 (13.49, 21.48) 4.28 (2.46, 6.85) 

Difference in proportions, % (95% CI) 12.96 (8.67, 17.57) 

MPRa,c,d 

Number of patients with response 122 46 

Response rate, % (95% CI) 33.33 (28.52, 38.42) 12.30 (9.15, 16.06) 

Difference in proportions, % (95% CI) 21.03 (15.14, 26.93) 

 

a Results are based on planned EFS interim analysis and pCR/MPR final analysis (DCO: 10 November 

2022) which occurred 46.3 months after study initiation. 

b Based on a pre-specified pCR interim analysis (DCO: 14 January 2022) in n =402, the pCR rate was 

statistically significant (p = 0.000036) compared to significance level of 0.0082%. 

c Based on a pre-specified MPR interim analysis (DCO: 14 January 2022) in n=402, the MPR rate was 

statistically significant (p= 0.000002) compared to significance level of 0.0082%. 

d The 2-sided p-value for pCR and MPR was calculated based on a stratified CMH test. The 2-sided p- 

value for EFS was calculated based on based on a stratified log-rank test. Stratification factors include 

PD-L1 and disease stage. 

The boundary for declaring statistical significance for each of the efficacy endpoints were determined 

by a Lan-DeMets alpha spending function that approximates an O’Brien Fleming approach (EFS = 

0.9899%, pCR = 0.0082%, MPR = 0.0082%, 2-sided). 

Figure 7: Kaplan-Meier Curve of EFS 

 



 

Subgroup analysis 

The improvement in EFS and pCR favouring patients in Arm 1 compared to patients in Arm 2 were 

consistently observed across prespecified subgroups based on demographic and baseline disease 

characteristics, histology, and planned chemotherapy. 

Patient Reported Outcomes (PRO) 

Patient-reported symptoms, function, and health related quality of life (HRQoL) were collected using 

the EORTC QLQ-C30, complementary EORTC QLQ-LC13, and exploratory PGIS, EQ-5D-5L, and 

PRO-CTCAE. These questionnaires were administered before discussion of disease progression and 

dosing and collected on month 1, 2, 3, and 6 post last dose. Overall compliance rates were high at 

neoadjuvant baseline (>90%) in the IMFINZI in combination with chemotherapy arm and the placebo 

in combination with chemotherapy arm. 

Overall, the PRO/HRQoL data was generally similar between treatment arms throughout the 

neoadjuvant period. The proportion of patients with a clinically meaningful (≥ 10 point change) 

improvement in EORTC QLQ-C30 GHS/QoL was similar over the neoadjuvant period (reported for 

approximately a quarter of patients in both treatment arms). Clinically meaningful changes (≥ 10 point 

from baseline) were observed in only two scales: worsening fatigue (EORTC QLQ-C30) in the D + 

CTx arm (12.57 points [D + CTx] vs 8.50 points [placebo + CTx]) and decreased coughing (EORTC 

QLQ-LC13) in the placebo + CTx arm (-9.26 points [D + CTx] vs -11.60 points [placebo + CTx). 

HCC - HIMALAYA Study 

The efficacy of STRIDE was evaluated in the HIMALAYA study, a randomised, open-label, 

multicenter study in patients with confirmed uHCC who did not receive prior systemic treatment for 

HCC. The study included patients with BCLC Stage C or B (not eligible for locoregional therapy) and 

Child-Pugh Score Class A.  

The study excluded patients with co-infection of viral hepatitis B and hepatitis C; active or prior 

documented GI bleeding within 12 months; ascites requiring non-pharmacologic intervention within 6 



months; hepatic encephalopathy within 12 months before the start of treatment; active or prior 

documented autoimmune or inflammatory disorders. 

Patients with esophageal varices were included except those with active or prior documented GI 

bleeding within 12 months prior to study entry.  

Randomisation was stratified by macrovascular invasion (MVI) (yes vs. no), etiology of liver disease 

(confirmed hepatitis B virus vs. confirmed hepatitis C virus vs. others) and ECOG performance status 

(0 vs. 1).   

The HIMALAYA study randomized 1171 patients 1:1:1 to receive: 

• IMFINZI: durvalumab 1500 mg every 4 weeks 

• STRIDE: tremelimumab 300 mg as a single priming dose + IMFINZI 1500 mg; followed by IMFINZI 

1500 mg every 4 weeks 

• S: Sorafenib 400 mg twice daily 

Treatment continued as long as clinical benefit was observed or until unacceptable toxicity. Patients in 

all arms could continue to receive treatment after evidence of disease progression if, in the Investigator’s 

opinion, they were benefiting from study drug and met all inclusion and exclusion criteria for treatment 

beyond progression. In addition, patients in the STRIDE arm who continued treatment beyond 

progression were allowed to be rechallenged once with an additional single dose of tremelimumab 300 

mg after cycle five of IMFINZI.  Of the 182 patients enrolled to the STRIDE arm who received 

IMFINZI beyond progression, the median OS was 19.5 months (95% CI: 15.4, 23.4). Of the 30 patients 

who were enrolled to the STRIDE arm who were rechallenged with tremelimumab, the median OS was 

30.4 months (95% CI: 23.4, NR).   

Tumour assessments were conducted every 8 weeks for the first 12 months and then every 12 weeks 

thereafter. Survival assessments were conducted every month for the first 3 months following treatment 

discontinuation and then every 2 months.   

The primary endpoint was OS. Key secondary endpoints were PFS, Investigator assessed ORR and 

DoR according to RECIST v1.1. PROs were also assessed.   

The demographics and baseline disease characteristics were generally representative for patients with 

uHCC. The baseline demographics of the overall study population were as follows: male (83.7%), age 

<65 years (50.4%), white (44.6%), Asian (50.7%), black or African American (1.7%), other (2.3%), 

ECOG PS 0 (62.6%); Child-Pugh Class score A (99.5%), macrovascular invasion (25.2%), extrahepatic 

spread (53.4%), viral etiology; hepatitis B (30.6%), hepatitis C (27.2%), uninfected (42.2%). 

The study demonstrated a statistically significant and clinically meaningful improvement in OS with 

STRIDE vs. S [HR=0.78 [95% CI 0.66, 0.92]; p=0.0035].   

See Table 17 and Figure 8. 

Table 17. Efficacy Results for the HIMALAYA Study for STRIDE vs. S 

 STRIDE 

(n=393) 

S 

(n=389) 

Follow up duration 

Median follow up 33.2 32.2 

Range (31.7–34.5) (30.4–33.7) 



OS 

Number of deaths (%) 262 (66.7) 293 (75.3) 

Median OS (months) 
(95% CI) 

16.4 

(14.2-19.6) 

13.8 

(12.3-16.1) 

HR (95% CI) 0.78 (0.66, 0.92) 

p-valuea 0.0035 

OS at 12 months (%)  

(95% CI) 

60.2 

(55.2 - 64.9) 

56.2 

(51.0 - 61.0) 

OS at 18 months (%)  

(95% CI) 

48.7  

(43.6-53.5) 

41.5  

(36.5-46.4) 

OS at 24 months (%)  

(95% CI) 

40.5  

(35.6-45.3) 

32.6  

(27.9-37.4) 

OS at 36 months (%)  

(95% CI) 

30.7  

(25.8-35.7) 

20.2  

(15.8-25.1) 

p-value 0.0029 

Number of patients treated beyond 

progression 

182 192 

PFS 

Number of events (%) 335 (85.2) 327 (84.1) 

Median PFS (months)  

(95% CI) 

3.78  

(3.68-5.32) 

4.07  

(3.75-5.49) 

HR (95% CI) 0.90 (0.77 - 1.05) 

p-valuec 0.1625 

ORR 

ORR n (%)
c,d

  79 (20.1) 20 (5.1) 

Complete Response n (%) 12 (3.1) 0  

Partial Response n (%) 67 (17.0) 20 (5.1) 

Odds ratio 95% CI 4.69 (2.85, 8.04) 

p-value <0.0001c 

DoR 

Median DoR (months)  22.3 18.4 

Sample size (n) 79 20 

% with duration ≥6 months 82.3 78.9 

% with duration ≥12 months 65.8 63.2 

 

a Based on a Lan-DeMets alpha spending function with O'Brien Fleming type boundary and the actual number 

of events observed, the boundary for declaring statistical significance for STRIDE vs. S was 0.0398 

(Lan◦and◦DeMets 1983). 
b p-value is for the superiority test of IMFINZI vs. S. Based on a Lan-DeMets alpha spending function with 

O'Brien Fleming type boundary and the actual number of events observed, the boundary for declaring statistical 

significance for IMFINZI vs. S was 0.0433 (Lan◦and◦DeMets 1983). 
c Nominal p-value. PFS and ORR were not included in the Multiple Testing Procedure (MTP). 
d Confirmed complete response. 

NR=Not Reached, CI=Confidence Interval 

 

Figure 8. Kaplan-Meier curve of OS   



 

 
 

Patient reported outcomes 

Patient-reported symptoms, function and health-related quality of life (HRQoL) were collected using 
the EORTC QLQ-C30 and its hepatocellular carcinoma module (EORTC QLQ-HCC18). At baseline, 

patient-reported symptoms, functioning or HRQoL scores were comparable between the study arms.   

 

Delay in time to deterioration of symptoms, functioning, and global health status/QoL:   
STRIDE vs. S demonstrated a clinically meaningful improvement by delaying time to deterioration in 

a broad range of patient-reported symptoms, function, and global health status/QoL compared to S. 

Longer time to deterioration (median in months) was observed in the STRIDE arm compared to S for 
the following symptoms: Global Health Status (7.5 vs. 5.7 months, HR 0.76, p = 0.0306); physical 

functioning (12.9 vs. 7.4 months, HR   0.68; p = 0.0020), fatigue (7.4 vs. 5.4 months, HR 0.71; p = 

0.0026), nausea (25.0 vs. 11.0 months, HR  0.65; p = 0.0033), appetite loss (12.6 vs. 6.9 months, HR 
0.59; p <0.0001), abdominal pain (16.8 vs. 8.9 months, HR 0.61; p = 0.0008) and abdominal swelling 

(20.9 vs. 11.1 months, HR 0.74; p = 0.0431.  

 

Change from baseline in patient-reported symptoms (mixed model for repeated measures):   
STRIDE improved patient-reported HRQoL functioning and diarrhoea by demonstrating a nominal 

difference and clinically meaningful mean change from baseline vs. S from randomisation until 8 

months (Estimated mean difference at 8 months: -18.5 95% CI: -23.24, -13.84 and p-value: <0.0001).   
 

Patient-reported outcome results should be interpreted in the context of the open-label study design. 

 
HCC – Study 22 

 

The safety and efficacy of STRIDE was evaluated in Study 22, an open-label, multi-part, multicenter 

study in 75 immunotherapy naïve patients with uHCC who had progressed on, are intolerant to, or 
have refused sorafenib. The study included patients with BCLC Stage C or B (not eligible for 

locoregional therapy), ECOG performance status of 0 or 1 and Child-Pugh Score Class A.  

 
The study excluded patients with co-infection of viral hepatitis B and hepatitis C; active or prior 

documented GI bleeding within 12 months; ascites requiring non-pharmacologic intervention within 6 



months; hepatic encephalopathy within 12 months before the start of treatment; active or prior 
documented autoimmune or inflammatory disorders.   

 

Treatment continued as long as clinical benefit was observed or until unacceptable toxicity.  Patients 
who completed the assigned dosing cycles and were benefiting from study drug in the Investigator’s 

opinion and subsequently had evidence of disease progression during the IMFINZI monotherapy 

phase could be rechallenged with tremelimumab 300 mg.   

 
Tumour assessments were conducted every 8 weeks. 

 

The primary objective was safety and tolerability. Key secondary endpoints included OS, ORR and 
DoR. ORR, DoR and PFS were based on Investigator assessments and BICR according to RECIST 

1.1.  

  

The baseline demographics of the study population (STRIDE) were as follows: male (86.7%); age 
<65 years (45.3%), white (36.0%); Asian (58.7%); black or African American (5.3%); other (0%), 

ECOG PS 0 (61.3%), Child-Pugh Class/Score A/5 (68.0%), Child-Pugh  Class/Score A/6 (30.7%), 

macrovascular invasion (21.3%); extrahepatic spread (70.7%), viral etiology; hepatitis B (36.0%), 
hepatitis C (28.0%), uninfected (36.0%); prior systemic therapy (73.3%).  

 

Efficacy results are shown in Table 18. 
 

Table 18. Efficacy results for Study 22
a 

 

 STRIDE 

(n=75) 

D 

(n=104) 

ORR 

ORR n (%)
b,c

  18 (24.0) 12 (11.5) 

95% CI 14.9, 35.3 6.1, 19.3 

DoR
b
   

Median DoR (months) (95% 

CI) 

18.4 

(5.6, 24.0) 

15.0 

(8.5, NR) 

% with duration ≥6 months 71.8 83.3 

% with duration ≥12 months 64.6 56.3 

OS  

Number of deaths (%) 49 (65.3) 78 (75.0) 

Median OS (months) 

(95% CI) 

17.05  

(10.6-22.8) 

12.9  

(8.7-16.8) 

OS at 12 months (%) (95% CI) 57.6  

(45.5-68.0) 

50.4  

(40.3-59.7) 

OS at 18 months (%) (95% CI) 47.8  

(35.9-58.7) 

34.0 

(24.9-43.3) 

OS at 24 months (%) (95% CI) 38.3  

(26.9-49.6) 

26.2 

(17.9-35.3) 

 
a DCO of Final analysis: 6 Nov 2020. 
b Confirmed by BICR per RECIST v1.1.  
c Confirmed complete response. 

NR=Not Reached, CI=Confidence Interval 

 

SCLC – ADRIATIC Study 



 
ADRIATIC was a study designed to evaluate the efficacy of IMFINZI with or without tremelimumab. 

ADRIATIC was a randomised, double-blind, placebo-controlled multicentre study in 730 patients with 

histologically or cytologically confirmed LS-SCLC (Stage I to III according to AJCC, 8th edition) who 
had not progressed following concurrent chemoradiation therapy.  Patients who were Stage I or II had 

to be medically inoperable as determined by the investigator. Patients completed 4 cycles of definitive 

platinum-based chemoradiation, 60-66 Gy once daily (QD) over 6 weeks or 45 Gy twice daily (BID) 

over 3 weeks, within 1 to 42 days prior to the first dose of study treatment. Prophylactic cranial 
irradiation (PCI) could be delivered at the discretion of the investigator after chemoradiation therapy 

and within 1 to 42 days prior to the first dose of study treatment.  

The study excluded patients with active or prior documented autoimmune disease within 5 years of 

initiation of the study; a history of active primary immunodeficiency; a history of Grade ≥ 2 pneumonitis 

or active tuberculosis or hepatitis B or C or HIV infection and patients with active interstitial lung 

disease. Patients with mixed SCLC and NSCLC histology were also excluded. 
 

Randomisation was stratified by stage (I/II versus III) and receipt of PCI (yes versus no). Patients were 

randomised 1:1:1 to receive: 
•Arm 1: IMFINZI 1500 mg + placebo every 4 weeks for 4 cycles, followed by IMFINZI 1500 mg every 

4 weeks.  

•Arm 2: Placebo + a second placebo every 4 weeks for 4 cycles, followed by a single placebo every 4 
weeks.  

•Arm 3: IMFINZI 1500 mg + tremelimumab 75 mg every 4 weeks for 4 cycles, followed by IMFINZI 

1500 mg every 4 weeks. 

 
Once 600 patients had been randomised across all three arms, subsequent patients were randomised 1:1 

to either arm 1 or 2, and received either IMFINZI 1500 mg every 4 weeks or placebo every 4 weeks. 

 
Treatment continued until disease progression, until unacceptable toxicity, or for a maximum of 24 

months. Tumour assessments were conducted every 8 weeks for the first 72 weeks, then every 12 weeks 

up to 96 weeks, and then every 24 weeks thereafter.  

 
The demographics and baseline disease characteristics were well balanced between study arms. 

Baseline demographics and disease characteristics of the IMFINZI and placebo arms were as follows: 

male (69.1%), age ≥ 65 years (39.2%), White (50.4%), Black or African-American (0.8%), Asian 

(47.5%), other (1.3%), Hispanic or Latino (4.2%), current smoker (22.3%), past-smoker (68.5%), never 

smoker (9.2%), WHO/ECOG PS 0 (48.7%), WHO/ECOG PS 1 (51.3%), Stage I (3.6%), Stage II 
(9.1%), Stage III (87.4%).  

 

Prior to randomisation, all patients received platinum-based chemotherapy (66.2% cisplatin-etoposide, 

33.8% carboplatin-etoposide); 72.1% of patients received RT QD (of which 92.4% received ≥ 60 - ≤ 66 

Gy QD); 27.9% received RT BID (of which 96.6% received 45 Gy BID) and 53.8% patients received 

PCI.  Response to CRT was as follows: complete response (12.3%), partial response (73.8%), stable 
disease (14.0%).   

The dual primary endpoints of the study were OS and PFS of IMFINZI vs. placebo. Secondary efficacy 

endpoints included ORR of IMFINZI vs. placebo. PFS and ORR were assessed by BICR according to 

RECIST v1.1. 
 

At a planned interim analysis, the study demonstrated a statistically significant and clinically 

meaningful improvement in OS for IMFINZI compared with placebo [HR=0.73 (95% CI: 0.569, 0.928), 
p=0.01042]. The study also demonstrated a statistically significant and clinically meaningful 

improvement in PFS for IMFINZI compared with placebo [HR=0.76 (95% CI: 0.606, 0.950), 

p=0.01608]. See Table 19 and Figures 9 and 10. 
 



Table 19. Efficacy results for the ADRIATIC study 
 

 Arm 1: IMFINZI (n=264)  Arm 2: Placebo (n=266)  

OSa 

Number of deaths (%) 115 (43.6) 146 (54.9) 

Median OS (months) (95% 

CI)b 

55.9 (37.3, NR) 33.4 (25.5, 39.9) 

HR (95% CI)c 0.73 (0.569, 0.928) 

p-valued 0.01042 

OS at 24 months (%) (95% 

CI)b 

68.0 (61.9, 73.3) 58.5 (52.3, 64.3) 

OS at 36 months (%) (95% 

CI)b 

56.5 (50.0, 62.5) 47.6 (41.3, 53.7) 

PFSe 

Number of events (%) 139 (52.7) 169 (63.5) 

Median PFS (months) (95% 

CI)b 

16.6 (10.2, 28.2) 9.2 (7.4, 12.9) 

HR (95% CI)f 0.76 (0.606, 0.950) 

p-valued 0.01608 

PFS at 18 months (%) (95% 

CI)b 

48.8 (42.2, 55.0) 36.1 (29.9, 42.2) 

PFS at 24 months (%) (95% 

CI)b 

46.2 (39.6, 52.5) 34.2 (28.2, 40.3) 

ORRe 

ORR
g
 n (%) 53/175 (30.3) 54/169 (32.0) 

Complete Response n (%) 5 (2.9) 4 (2.4) 

Partial Response n (%) 48 (27.4) 50 (29.6) 

Odds ratio (95% CI) -1.2 (-11.0, 8.5) 

Median DoR
b,e

 (months) 

(95% CI) 

33.0 (22.4, NR) 

 

27.7 (9.6, NR) 

 

Proportion of patients in response 

at 12 monthsb,e (%) (95% CI) 

73.7 (59.0, 83.8) 60.3 (44.5, 72.9) 

Proportion of patients in response 

at 18 months
b,e

 (%) (95% CI) 

71.5 (56.6, 82.0) 55.2 (39.4, 68.5) 

 
a Median duration of OS follow up in censored patients was 37.19 months in the IMFINZI arm and 37.24 

months in the placebo arm. 
b Calculated using the Kaplan Meier technique. CI for median derived based on Brookmeyer-Crowley method. 
c The analysis for HR was performed using a stratified Cox proportional hazards model and the 2-sided p-value 

is based on a stratified log-rank test, both are adjusted for receipt of PCI. 
d  p-value based on the results from the pre-planned interim analysis. Based on a Lan-DeMets alpha spending 

function O'Brien Fleming type boundary and the actual number of events observed, the boundary for declaring 
statistical significance for OS was 0.01679 for a 4.5% overall alpha and for PFS was 0.02805 for a 5% overall 

alpha (Lan◦and◦DeMets 1983). 
e Assessed by BICR according to RECIST v1.1. 
f The analysis for HR was performed using a stratified Cox proportional hazards model and the 2-sided p-value 

is based on a stratified log-rank test, both are adjusted for TNM stage and receipt of PCI. 
g Based on sub-group of full analysis set with measurable disease at baseline according to RECIST v1.1; 

IMFINZI (n=175), Placebo (n=169). 



 

Figure 9: Kaplan-Meier Curve of OS for IMFINZI vs. placebo 

 

 
 
Figure 10: Kaplan-Meier Curve of PFS for IMFINZI vs. placebo 

 

 
 
The improvements in OS and PFS in favour of patients receiving IMFINZI compared to those receiving 
placebo were generally consistent across predefined subgroups analysed.   

 



Patient Reported Outcomes 
Patient-reported physical functioning and disease-related symptoms and health-related quality of life 

(HRQoL) were collected using the EORTC QLQ-C30 and its lung cancer module (EORTC QLQ 

LC13). The LC13 and C30 scores were assessed at baseline, weekly for the first 8 weeks (LC13 only, 
C30 was assessed every 4 weeks), followed by every 4 weeks until completion of the treatment period 

or discontinuation of study drug due to toxicity or disease progression. At baseline, patient-reported 

physical functioning and symptoms were comparable between IMFINZI and placebo arms.  

 
Throughout the duration of the study to Week 48, there was no clinically meaningful difference between 

IMFINZI and placebo arms in symptoms, functioning and HRQoL (as assessed by a difference of 

greater than or equal to 10 points). 
 

Endometrial Cancer – DUO-E Study 

DUO-E was a randomised, multicentre, double-blind, placebo-controlled, Phase III study of first-line 

platinum-based chemotherapy in combination with IMFINZI, followed by maintenance IMFINZI with 

or without olaparib in patients with advanced or recurrent endometrial cancer. For patients with 

recurrent disease, prior chemotherapy was allowed only if it was administered in the adjuvant setting 

and there was at least 12 months from the date of last dose of chemotherapy administered to the date of 

subsequent relapse. The study included patients with epithelial endometrial carcinomas of all 

histologies, including carcinosarcomas. Patients with endometrial sarcoma were excluded. 

Randomisation was stratified by tumour tissue’s mismatch repair (MMR) status (proficient versus 

deficient), disease status (recurrent versus newly diagnosed), and geographic region (Asia versus rest 

of the world). Patients were randomised 1:1:1 to one of the following arms: 

• Arm 1 (Platinum-based chemotherapy): Platinum-based chemotherapy (paclitaxel and 

carboplatin) every 3 weeks for a maximum of 6 cycles with durvalumab placebo every 3 

weeks. Following completion of chemotherapy treatment, patients without objective disease 
progression received durvalumab placebo every 4 weeks and olaparib placebo tablets twice 

daily as maintenance treatment until disease progression. 

• Arm 2 (Platinum-based chemotherapy + IMFINZI): Platinum-based chemotherapy (paclitaxel 

and carboplatin) every 3 weeks for a maximum of 6 cycles with 1120 mg IMFINZI every 3 

weeks. Following completion of chemotherapy treatment, patients without objective disease 
progression received 1500 mg durvalumab every 4 weeks with olaparib placebo tablets twice 

daily as maintenance treatment until disease progression. 

• Arm 3 (Platinum-based chemotherapy + IMFINZI + olaparib): Platinum-based chemotherapy 

(paclitaxel and carboplatin) every 3 weeks for a maximum of 6 cycles with 1120 mg IMFINZI 

every 3 weeks. Following completion of chemotherapy treatment, patients without objective 
disease progression received 1500 mg durvalumab every 4 weeks with 300 mg olaparib tablets 

twice daily as maintenance treatment until disease progression. 

 

Patients who discontinued either product (durvalumab/placebo or olaparib/placebo) for reasons other 

than disease progression could continue treatment with the other product if appropriate based on toxicity 

considerations and investigator discretion. 

Treatment was continued until RECIST v1.1-defined progression of disease or unacceptable toxicity. 

Assessment of tumour status was performed every 9 weeks for the first 18 weeks relative to 

randomisation and every 12 weeks thereafter. 

 

The primary endpoint was PFS, determined by investigator assessment using RECIST v1.1. Secondary 

efficacy endpoints included OS, ORR and DoR.  



The study demonstrated a statistically significant improvement in PFS in the ITT population, for 
patients treated with platinum-based chemotherapy + IMFINZI + olaparib compared to platinum-based 

chemotherapy [HR=0.55 (95% CI: 0.43, 0.69), p=<0.0001], and for patients treated with platinum-

based chemotherapy + IMFINZI compared to platinum-based chemotherapy [HR=0.71 (95% CI: 0.57, 
0.89), p=0.003]. At the time of PFS analysis, interim OS data were 28% mature with events in 199 of 

718 patients.  

Mismatch repair (MMR) status was determined centrally using an MMR immunohistochemistry 

panel assay. Of a total of 718 patients randomised in the study, 575 (80%) patients had MMR-

proficient (pMMR) tumour status and 143 (20%) patients had MMR-deficient (dMMR) tumour 

status.  

Patients with MMR-deficient (dMMR) endometrial cancer  

Among patients with dMMR tumour status, demographic and baseline characteristics were generally 

well balanced between the treatment arms. Baseline demographics across all three arms were as follows: 

median age of 62 years (range: 34 to 85), 41% age 65 or older, 1.5% age 75 or older, 62% White, 29% 

Asian, and 2% Black or African American. Disease characteristics were as follows: ECOG PS of 0 

(58%) or 1 (42%), 46% newly diagnosed and 54% recurrent disease. The histologic subtypes were 

endometrioid (83%), mixed epithelial (5%), serous (3%), carcinosarcoma (3%), undifferentiated (2%), 

and other (3%). 

 

In patients with dMMR tumour status, the results are summarised in Table 20 and Figure 11. The median 

follow-up time for PFS in censored patients with dMMR tumour status was 15.5 months in the platinum-

based chemotherapy + IMFINZI arm and 10.2 months in the platinum-based chemotherapy arm. At the 

time of PFS analysis, interim OS data were 26% mature with events in 25 of 95 patients treated with 

platinum-based chemotherapy + IMFINZI and platinum-based chemotherapy. 

 

Table 20. Efficacy results for the DUO-E Study (Patients with dMMR tumour status) 

 

Platinum-based 

chemotherapy + 

IMFINZI 

N=46 

Platinum-based 

chemotherapy 

 

N=49 

 PFS
a,b 

Number of events (%) 15 (32.6) 25 (51.0) 

Median PFS (months) (95% CI)
c
 NR (NR, NR) 7.0 (6.7, 14.8) 

HR (95% CI) 0.42 (0.22, 0.80) - 

 OSb 

Number of events (%) 7 (15.2) 18 (36.7) 

Median OS (months) (95% CI)
c
 NR (NR, NR) 23.7 (16.9, NR) 

HR (95% CI) 0.34 (0.13, 0.79) - 



 ORRb 

ORRd n (%) 30 (71.4) 17 (40.5) 

 DoRb 

Median DoR (months) (95% CI)
c
 NR (NR, NR) 10.5 (4.3, NR) 

a Investigator assessed.  

b Results are based on the first interim analysis (DCO: 12 April 2023). 

c Calculated using the Kaplan-Meier technique. 

d Response: Best objective response as confirmed complete response or partial response. Based on 

number of patients in treatment group with measurable disease at baseline (N=42 in platinum-based 

chemotherapy + IMFINZI arm, N=42 in platinum-based chemotherapy arm). 

CI=Confidence Interval, HR=Hazard Ratio, NR=Not Reached 

 

Figure 11. Kaplan-Meier curve of PFS in DUO-E (Patients with dMMR tumour status) 

 

 

 

 

Patients with MMR-proficient (pMMR) endometrial cancer  

Platinum-based chemotherapy + IMFINZI 
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 Median PFS (95% CI) 

Chemotherapy + IMFINZI NR (NR-NR) 

Chemotherapy 7.0 (6.7-14.8) 

 Hazard Ratio (95% CI) 

Chemotherapy + IMFINZI vs. Chemotherapy 0.42 (0.22, 0.80) 

 
Time from randomisation (months) 

 Number of patients at risk: 

Platinum-based chemotherapy + IMFINZI 

Platinum-based chemotherapy 

 



Among patients with pMMR tumour status, demographic and baseline characteristics were generally 

well balanced between the treatment arms. Baseline demographics across all three arms were as follows: 

median age of 64 years (range: 22 to 86), 48% age 65 or older, 8.1% age 75 or older, 56% White, 30% 

Asian, and 6% Black or African American. Disease characteristics were as follows: ECOG PS of 0 

(69%) or 1 (31%), 47% newly diagnosed and 53% recurrent disease. The histologic subtypes were 

endometrioid (54%), serous (26%), carcinosarcoma (8%), mixed epithelial (4%), clear cell (3%), 

undifferentiated (2%), mucinous (< 1%), and other (3%).  

Results in patients with pMMR tumour status are summarised in Table 21 and Figure 12. The median 

follow-up time in censored patients with pMMR tumour status was 15.2 months in the platinum-based 

chemotherapy + IMFINZI + olaparib arm, and 12.8 months in the platinum-based chemotherapy arm.  

At the time of PFS analysis, interim OS data were 29% mature with events in 110 of 383 patients treated 

with platinum-based chemotherapy + IMFINZI + olaparib and platinum-based chemotherapy.  

Table 21. Efficacy results for the DUO-E Study (Patients with pMMR tumour status) 

Platinum-based chemotherapy + IMFINZI + olaparib 

N=191 

Platinum-based 

chemotherapy 

N=192 

PFSa,b  

Number of events (%)  108 (56.5)  148 (77.1)  

Median PFS (months) (95% 

CI)
c
  

15.0 (12.4, 18.0)  9.7 (9.2, 10.1)  

HR (95% CI)  0.57 (0.44, 0.73)  -  

OSb  

Number of events (%)  46 (24.1)  64 (33.3)  

Median OS (months) (95% 

CI)
c 
 

NR (NR, NR)  25.9 (25.1, NR)  

HR (95% CI)  0.69 (0.47, 1.00)  -  

ORRb  

ORRd n (%)  90 (61.2)  92 (59.0)  

DoRb  

Median DoR (months) (95% 

CI)
c
  

18.7 (10.5, NR)  7.6 (7.1, 10.2)  

a Investigator assessed.  

b Results are based on the first interim analysis (DCO: 12 April 2023).   

c Calculated using the Kaplan-Meier technique.  



d Response: Best objective response as confirmed complete response or partial response. Based on 

number of patients in treatment group with measurable disease at baseline (N=147 in platinum-based 

chemotherapy + IMFINZI + olaparib arm, N=156 in platinum-based chemotherapy arm).  

CI=Confidence Interval, HR=Hazard Ratio, NR=Not Reached 

Figure 12. Kaplan-Meier curve of PFS in Duo-E (Patients with pMMR tumour status) 

 

 

Among patients with pMMR tumour status, the PFS HRs were 0.44 (95% CI: 0.31, 0.61) in patients 

with PD-L1 expression positive status (236/383; 62%) and 0.87 (95% CI: 0.59, 1.28) in patients with 

PD-L1 expression negative status (140/383; 37%), for the platinum-based chemotherapy + IMFINZI 

+ olaparib arm compared to the platinum-based chemotherapy arm. PD-L1 expression positive was 

defined as tumour area positive (TAP) ≥ 1% 

Muscle invasive bladder cancer (MIBC)  

 
MIBC – NIAGARA Study  

 

The efficacy of neoadjuvant IMFINZI in combination with gemcitabine and cisplatin followed by 

adjuvant IMFINZI as a single agent in patients with MIBC was evaluated in NIAGARA 
(NCT03732677), a randomized, open-label, multicenter study. The study randomized (1:1) 1,063 

patients who were candidates for radical cystectomy and who had not received prior systemic 

chemotherapy or immune-mediated therapy for the treatment of NMIBC or MIBC. The study 
excluded patients with pure non-urothelial histology, any small cell histology and primary non-

bladder (i.e., ureter, urethral, or renal pelvis) cancer of the urothelium.  

 



Randomization was stratified by clinical tumor stage T2N0 vs. > T2N0 (including T2N1, T3, and 
T4a), renal function (creatinine clearance [CrCl] ≥ 60 mL/min vs. CrCl ≥ 40 mL/min to < 60 

mL/min), and PD-L1 expression (high vs. low/negative). Patients received:  

 

• Neoadjuvant IMFINZI 1,500 mg plus gemcitabine 1,000 mg/m2 and cisplatin 70 mg/m2 
every 3 weeks for 4 cycles prior to surgery, followed by IMFINZI 1,500 mg every 4 weeks as 

a single agent adjuvant treatment for up to 8 cycles after surgery, or  

 

• Neoadjuvant gemcitabine 1,000 mg/m2 and cisplatin 70 mg/m2 every 3 weeks for 4 cycles 

prior to surgery, without adjuvant treatment.  
 

Patients with CrCl ≥ 40 mL/min to < 60 mL/min in both arms received split-dose cisplatin of 35 

mg/m2 on days 1 and 8 of each cycle.  

 
A RECIST 1.1 tumor assessment was performed at baseline and upon completion of neoadjuvant 

therapy (prior to surgery). After surgery, tumor assessments were performed every 12 weeks for the 

first 24 months, then every 24 weeks for 36 months, and then every 52 weeks thereafter until 
progression, the end of study, or death.  

 

The major efficacy outcome measure was EFS by BICR assessment. OS was an additional efficacy 

outcome measure.  
 

Baseline demographics were: male (82%), median age 65 years (range: 32 to 84), age ≥65 years 

(53%), White (67%), Asian (28%), Black or African American (0.9%), other (0.8%), Hispanic or 
Latino (8%), and ECOG PS 0 (78%) vs. PS 1 (22%). Disease characteristics were: tumor stage T2N0 

(40%) and >T2N0 (60%), regional lymph nodes N0 (95%) and N1 (5%), adequate renal function 

(81%) and borderline renal function (19%). The histologic subtypes included urothelial carcinoma 
(85%) and urothelial carcinoma with variant histology (15%).  

 

In the overall population, 469 (88%) patients in the IMFINZI plus gemcitabine and cisplatin arm and 

441 (83%) patients in the gemcitabine and cisplatin arm underwent radical cystectomy.  
 

At a pre-specified interim analysis, the study demonstrated a statistically significant improvement in 

EFS and OS in the IMFINZI plus gemcitabine and cisplatin arm compared to the gemcitabine and 
cisplatin arm. The trial was not designed to isolate the effect of IMFINZI in each phase (neoadjuvant 

or adjuvant) of treatment. See Table 18 and Figures 13 and 13.  

 
Table 22. Efficacy Results for the NIAGARA Study 

 

 IMFINZI plus 
gemcitabine and 

cisplatin 
(N=533) 

Gemcitabine and cisplatin  
(N = 530) 

EFS* 

Number of events (%) 187 (35.1) 246 (46.4) 

Median EFS (months) (95% CI) NR (NR, NR) 46.1 (32.2, NR) 

HR (95% CI)† 0.68 (0.56, 0.82) 

2-sided p-value§,# <0.0001  

Overall Survival (OS) 



 IMFINZI plus 
gemcitabine and 

cisplatin 
(N=533) 

Gemcitabine and cisplatin  
(N = 530) 

Number of events (%) 136 (25.5) 169 (31.9) 

Median OS (months) (95% CI) NR (NR, NR) NR (NR, NR) 

HR (95% CI)† 0.75 (0.59, 0.93) 

2-sided p-value§,# 0.0106 

*EFS is defined as the time from randomization to the first recurrence of disease after radical cystectomy, the time of first 
documented progression in patients who are medically precluded from a radical cystectomy, or time of expected surgery in 
patients who refuse to undergo a radical cystectomy or failure to undergo a radical cystectomy in participants with residual 
disease, or the time of death due to any cause, whichever occurs first.  
† Based on stratified Cox proportional hazard model.  
§ Based on stratified log-rank test.  
# Alpha allocated at the interim analysis was 0.0412 for EFS and 0.0154 for OS.  
CI = Confidence Interval, HR = Hazard Ratio, NR = Not Reached 

 
Figure 13. Kaplan-Meier Curve of EFS 

 

 
 

Figure 14. Kaplan-Meier Curve of OS 

 



 

Gastric or gastroesophageal junction adenocarcinoma (GC/GEJC)  

Neoadjuvant and Adjuvant Treatment of Resectable GC/GEJC – MATTERHORN Study 

The efficacy of IMFINZI with FLOT as neoadjuvant and adjuvant treatment, followed by IMFINZI as 
a single agent, was investigated in MATTERHORN (NCT04592913), a randomized, double-blind, 

placebo-controlled, multicenter study conducted in 948 patients with previously untreated and 

resectable GC/GEJC (Stage II to Stage IVA [AJCC, 8th edition]). Eligible patients had no prior 
exposure to immune-mediated therapy and a WHO/ECOG performance status of 0 or 1. Patients with 

active or prior documented autoimmune or inflammatory disorders, or use of immunosuppressive 

medication within 14 days of the first dose of durvalumab were ineligible. 

Randomization was stratified by geographic region (Asia vs. non-Asia), clinical lymph node status 

(positive vs. negative), and PD-L1 expression status (TAP < 1% vs. TAP ≥ 1%). 

Patients were randomized in a 1:1 ratio to one of the following treatment arms. Crossover between the 

study arms was not permitted. 

• IMFINZI 1,500 mg on Day 1 + FLOT on Days 1 and 15 of every 4-week cycle for 2 cycles in 
the neoadjuvant phase and 2 cycles in the adjuvant phase followed by IMFINZI 1,500 mg on 

Day 1 every 4 weeks for up to 10 additional cycles for a total of 12 cycles (1 dose per cycle) 

• Placebo on Day 1 + FLOT on Days 1 and 15 of every 4-week cycle for 2 cycles in the 

neoadjuvant phase and 2 cycles in the adjuvant phase followed by placebo on Day 1 every 
4 weeks for up to 10 additional cycles for a total of 12 cycles (1 dose per cycle) 

 

Tumor assessment per RECIST was performed prior to the start of neoadjuvant therapy, prior to 

surgery, before starting adjuvant treatment and then every 12 weeks for 2 years and every 24 weeks 

until RECIST 1.1 defined radiological progression, consent withdrawal, or death.  

The major efficacy outcome measure of the study was EFS by BICR assessment. EFS was defined as 

the earliest of one of the following: disease progression according to RECIST 1.1 that precluded 



surgery or that required non-protocol therapy during the neoadjuvant treatment period; progression 

(after R1/R2 resection) or recurrence (after R0 resection), according to RECIST 1.1, during the 

adjuvant treatment period; non-RECIST progression (according to investigator assessment or 

confirmed by local pathology testing) that precluded surgery or that required non-protocol therapy 

during the neoadjuvant treatment period, or that was discovered during surgery; progression or 

recurrence confirmed by local pathology testing after surgery; or death. 

Additional efficacy outcome measures were OS and pCR rate by blinded central pathology review. 

The trial was not designed to isolate the effect of IMFINZI in each phase (neoadjuvant or adjuvant) of 

treatment. 

The demographics were as follows: median age 62 years (range: 26 to 84), age ≥65 years (41%), male 

(72%), White (68%), Asian (20%), American Indian or Alaska Native (4%), Black or African 

American (1.1%), other race (1.7%), Hispanic or Latino (20%), and WHO/ECOG PS 0 (74%). 

Disease characteristics were as follows: Stage II (29%), Stage III (62%), Stage IVA (9%), gastric 

(68%), gastroesophageal junction (32%), Siewert type 1 (10%), Siewert type 2 (15%), Siewert type 3 

(7%), intestinal type (51%), diffuse type (26%), indeterminate type (23%), clinical lymph node status 

positive (70%), clinical lymph node status negative (29%), PD-L1 expression status TAP ≥1% (90%), 

and PD-L1 expression status TAP <1% (10%).  

There were 412 (87%) patients in the IMFINZI arm who completed curative intent surgery compared 

to 400 (84%) patients in the placebo arm. Surgery was delayed (defined as surgery attempt >8 weeks 

from last dose of neoadjuvant therapy) in 48 (10%) patients in the IMFINZI arm and 51 (11%) 

patients in the placebo arm. In the IMFINZI arm, 248 (52%) and 291 (61%) patients completed the 

two cycles of adjuvant IMFINZI and two cycles of adjuvant FLOT, respectively. In the placebo arm, 

245 (52%) and 303 (64%) patients completed the two cycles of adjuvant placebo and two cycles of 

adjuvant FLOT, respectively. There were 344 (73%) patients in the IMFINZI arm who initiated 

adjuvant IMFINZI monotherapy compared to 332 (70%) patients in the placebo arm. 

The study demonstrated a statistically significant improvement in EFS in the IMFINZI arm compared 

to the placebo arm. See Table 23, Figure 15, and Figure 16. 

Table 23. Efficacy Results for the MATTERHORN Study 

 IMFINZI + FLOT 

chemotherapy 

(N = 474) 

Placebo + FLOT 

chemotherapy 

(N = 474) 

Event Free Survival (EFS)
* 

Number of events, n (%) 167 (35) 218 (46) 

Median EFS (months) (95% CI)‡ NR (40.7, NE) 32.8 (27.9, NE) 

HR (95% CI)† 0.71 (0.58, 0.86) 

p-value¶ <0.001 

Overall Survival (OS)
*
 

Number of events (%) 160 (33.8) 192 (40.5) 

Median OS (months) (95% CI)‡ NR (NE, NE) NR (NE, NE) 

HR (95% CI)† 0.78 (0.63, 0.96) 

p-value§ 0.021 

pCR
* 



 IMFINZI + FLOT 

chemotherapy 

(N = 474) 

Placebo + FLOT 

chemotherapy 

(N = 474) 

Number of patients with response 91 34 

Response rate, (%) (95% CI)# 19.2 (15.7, 23.0) 7.2 (5.0, 9.9) 

p-value¥ <0.001 

* 
Results for EFS are based on a pre-specified interim analysis (DCO: 20 December 2024), results for 

OS are based on a pre-specified final analysis (DCO: 01 September 2025), and results for pCR are 

based on a pre-specified final analysis (DCO: 01 February 2023).
 

‡ Calculated using the Kaplan-Meier method. 
† Based on stratified Cox proportional hazards model stratified by geographic region, clinical lymph 

node status and PD-L1 expression status at randomization. CI calculated using the profile likelihood 

approach. 
¶ Based on stratified log-rank test adjusting for geographic region, clinical lymph node status, and PD-
L1 expression status using an O’Brien-Fleming boundary of 0.0239 (2-sided). 

§ Based on stratified log-rank test adjusting for geographic region, clinical lymph node status, and PD-

L1 expression status using a pre-specified boundary of 0.0499 (2-sided). 
# CI was calculated using the Clopper Pearson method. 
¥ Based on a stratified Cochran-Mantel-Haenszel test adjusting for geographic region, clinical lymph 

node status, and PD-L1 expression status using a pre-specified boundary of 0.001 (2-sided). 

CI=Confidence Interval, HR=Hazard Ratio, NE=Not estimable, NR=Not reached 

Figure 15. Kaplan-Meier Curve of EFS 

 
 

 



Figure 16. Kaplan-Meier Curve of OS

 

 

 

5.2 Pharmacokinetic properties 

The PK of durvalumab was assessed for both IMFINZI as a single agent and in combination with 

chemotherapy, in combination with tremelimumab and platinum-based chemotherapy in combination 

with tremelimumab and in combination with platinum-based chemotherapy followed by IMFINZI in 

combination with olaparib. 

The pharmacokinetics of durvalumab was studied in 2903 patients with solid tumours with doses 

ranging from 0.1 to 20 mg/kg administered once every two, three or four weeks. PK exposure increased 

more than dose-proportionally (non-linear PK) at doses < 3 mg/kg and dose proportionally (linear PK) 

at doses ≥ 3 mg/kg. Steady state was achieved at approximately 16 weeks. Based on population PK 

analysis that included 1878 patients in the dose range of ≥ 10 mg/kg Q2W, Q2W, 15 mg/kg Q3W and 

20 mg/kg Q4W ,the geometric mean, steady state volume of distribution (Vss) was 5.64 L. Durvalumab 

clearance (CL) decreased over time resulting in a geometric mean steady state clearance (CLss) of 8.16 

mL/h at Day 365; the decrease in CLss was not considered clinically relevant. The terminal half-life 

(t1/2), based on baseline CL, was approximately 18 days. There was no clinically meaningful difference 

between the PK of durvalumab as a single agent and in combination with chemotherapy, in combination 

with tremelimumab and platinum-based chemotherapy, in combination with tremelimumab and in 

combination with platinum-based chemotherapy followed by IMFINZI in combination with olaparib. 

The primary elimination pathways of durvalumab are protein catabolism via reticuloendothelial system 

or target mediated disposition. 

Special populations 

Age (19–96 years), body weight (31-149 kg), gender, positive anti-drug antibody (ADA) status, 

albumin levels, LDH levels, creatinine levels, soluble PD-L1, tumour type, race, mild renal impairment 

(creatinine clearance (CRCL) 60 to 89 mL/min), moderate renal impairment (creatinine clearance 

(CRCL) 30 to 59 mL/min), mild hepatic impairment (bilirubin ≤ ULN and AST > ULN or 

bilirubin > 1.0 to 1.5 × ULN and any AST), moderate hepatic impairment (bilirubin > 1.5 to 3 x ULN 



and any AST) or ECOG/WHO status had no clinically significant effect on the pharmacokinetics of 

durvalumab. 

The effect of severe renal impairment (CRCL 15 to 29 mL/min) or severe hepatic impairment (bilirubin 

> 3.0 x ULN and any AST) on the pharmacokinetics of durvalumab is unknown. 

Elderly 

Of the 476 patients with locally advanced, unresectable NSCLC (primary efficacy population) treated 

with IMFINZI, 215 patients were 65 years or older. No overall clinically meaningful differences in 

safety were reported between patients ≥ 65 years of age and younger patients. 

Of the 401 patients with resectable NSCLC treated with IMFINZI in combination with chemotherapy 

in the AEGEAN study, 209 (52%) patients were 65 years or older and 49 (12%) patients were 75 years 

or older. There were no overall clinically meaningful differences in safety or effectiveness between 

patients ≥ 65 years of age and younger patients. 

Of the 265 patients with ES-SCLC treated with IMFINZI in combination with chemotherapy, 101 

(38%) patients were 65 years or older. There were no overall clinically meaningful differences in safety 

or effectiveness between patients ≥ 65 years of age and younger patients. 

Of the 262 patients with LS-SCLC treated with IMFINZI, 103 (39.3%) patients were 65 years or older. 

There were no overall clinically meaningful differences in safety or effectiveness between patients ≥ 

65 years of age and younger patients. 

Of the 338 patients with BTC treated with IMFINZI in combination with chemotherapy, 158 (46.7%) 

patients were 65 years or older. There were no overall clinically meaningful differences in safety or 

effectiveness between patients ≥65 years of age and younger patients. 

Of the 462 patients with uHCC treated with STRIDE, 173 (37.4%) patients were 65 years or older and 

63 (13.6%) patients were 75 years or older. There were no clinically meaningful differences in safety 

or efficacy between patients 65 years or older and younger patients. 

Of the 530 patients with MIBC treated with IMFINZI in combination with gemcitabine and cisplatin in 
the NIAGARA study, 272 (51%) patients were 65 years or older, and 57 (11%) patients were 75 years 

or older. No overall differences in safety or effectiveness of IMFINZI have been observed between 

patients 65 years of age and older and younger adult patients. 

 
Of the 475 patients with resectable GC/GEJC treated with IMFINZI in combination with FLOT 

chemotherapy in the MATTERHORN study, 184 (39%) patients were 65 years or older and 37 (8%) 
patients were 75 years or older. No overall  differences in safety or effectiveness were observed between 

patients ≥ 65 years of age and younger adult patients. 

 
Drug interaction studies  

PK drug-drug interaction between durvalumab and chemotherapy was assessed in the CASPIAN study 

and no clinically meaningful PK drug-drug interaction was identified. 
 

Immunogenicity 

As with all therapeutic proteins, there is a potential for immunogenicity. Immunogenicity of IMFINZI 

as monotherapy is based on pooled data in 2280 patients who were treated with IMFINZI 10 mg/kg 

every 2 weeks or 20 mg/kg every 4 weeks as a single-agent and evaluable for the presence of anti-drug 

antibodies (ADA). Sixty-nine patients (3.0%) tested positive for treatment emergent ADA. Neutralising 



antibodies against durvalumab were detected in 0.5% (12/2280) patients. The presence of ADAs did 

not have a clinically relevant effect on pharmacokinetics, pharmacodynamics or safety. 

In the ADRIATIC study, of the 206 patients who were treated with IMFINZI monotherapy and 

evaluable for the presence of ADAs, 7 (3.4%) patients tested positive for treatment-emergent ADAs. 

Neutralising antibodies against durvalumab were detected in 1% (2/206) patients. The presence of 

ADAs did not have an apparent effect on the pharmacokinetics or safety. 

In the AEGEAN study, of the 375 patients who were treated with IMFINZI 1500 mg in combination 

with chemotherapy every 3 weeks prior to surgery, followed by IMFINZI 1500 mg every 4 weeks 

following surgery, and were evaluable for the presence of ADAs, 25 (6.7%) patients tested positive for 

treatment emergent ADAs. Neutralising antibodies against durvalumab were detected in 2 patients 

(0.5%). The presence of ADAs did not have an apparent effect on the pharmacokinetics or safety of 

IMFINZI. 

In the CASPIAN study, of the 201 patients who were treated with IMFINZI 1500 mg every 3 weeks in 

combination with chemotherapy and evaluable for the presence of ADAs, 0 (0%) patients tested positive 

for treatment-emergent ADAs. The impact of treatment-emergent ADA on pharmacokinetics and 

clinical safety of durvalumab was not evaluable as no patient samples tested positive for treatment-

emergent durvalumab ADA. 

In the TOPAZ-1 study, of the 240 patients who were treated with IMFINZI 1500 mg every 3 weeks in 

combination with chemotherapy, followed by IMFINZI 1500 mg every 4 weeks and evaluable for the 

presence of ADAs, 2 (0.8%) patients tested positive for treatment-emergent ADAs. There were 

insufficient numbers of patients with treatment emergent ADAs or neutralising antibodies (2 patients 

each) to determine whether ADAs have an impact on pharmacokinetics and clinical safety of 

durvalumab. 

In the HIMALAYA study, of the 294 patients who were treated with STRIDE and evaluable for the 

presence of ADAs, 9 (3.1%) patients tested positive for treatment-emergent ADAs. Neutralising 

antibodies against durvalumab were detected in 1.7% (5/294) patients. The presence of ADAs did not 

have an apparent effect on pharmacokinetics or safety. 

Immunogenicity assay results are highly dependent on several factors, including assay sensitivity and 

specificity, assay methodology, sample handling, timing of sample collection, concomitant medications 

and underlying disease. 

For these reasons, comparison of incidence of antibodies to IMFINZI with the incidence of antibodies 

to other products may be misleading. 

In clinical trials of patients who received IMFINZI for 10 to 48 weeks at dosages of 1,500 mg every 

4 weeks, 10 mg/kg every 2 weeks, 20 mg/kg every 4 weeks as a single agent or 1,120 mg every 3 weeks, 

or 1,500 mg every 3 weeks in the combination therapies, 3.5% (209/6,000) of evaluable patients tested 

positive for treatment-emergent anti-durvalumab antibodies, and 9% (18/209) of treatment-emergent 
ADA positive patients had neutralizing antibodies against durvalumab. There were no identified 

clinically significant effects of ADAs on durvalumab pharmacokinetics or safety; however, the effect 

of these ADAs on the effectiveness of IMFINZI is unknown. 

 

5.3 Preclinical safety data 

Carcinogenicity and mutagenicity 



The carcinogenic and genotoxic potential of durvalumab has not been evaluated. 

Reproductive toxicology 

As reported in the literature, the PD-1/PD-L1 pathway plays a central role in preserving pregnancy by 

maintaining maternal immune tolerance to the fetus, and in mouse allogeneic pregnancy models 

disruption of PD-L1 signalling was shown to result in an increase in fetal loss. In reproduction studies 

in cynomolgus monkeys, administration of durvalumab from the confirmation of pregnancy through 

delivery at exposure levels approximately 22 times higher than those observed at the clinical dose of 10 

mg/kg of durvalumab (based on AUC) was not associated with maternal toxicity or effects on 

embryofetal development, pregnancy outcome or postnatal development. 

Animal toxicology and/or pharmacology 

Repeat dose toxicity studies in sexually mature cynomolgus monkeys with durvalumab of up to 3 

months duration were not associated with any adverse effects that were considered of relevance to 

humans. 

6. PHARMACEUTICAL PARTICULARS 

6.1 List of excipients 

L-histidine 

L-histidine hydrochloride monohydrate 

α,α-Trehalose dihydrate 

Polysorbate 80 

Water for Injection 

 

6.2 Incompatibilities 

Durvalumab 

No incompatibilities between IMFINZI and 9 g/L (0.9%) sodium chloride or 50 g/L (5%) dextrose in 

polyvinylchloride or polyolefin IV bags have been observed. 
 

This drug product must not be mixed with other drug products except those mentioned in section 6.6.  

 

Do not co-administer other drugs through the same intravenous line. 

6.3 Shelf-life 

Unopened Vial 

3 years at 2°C─8°C. 

There are no sources in the current document. 

After preparation of infusion solution 

IMFINZI does not contain a preservative. Administer infusion solution immediately once prepared. If 

infusion solution is not administered immediately and it needs to be stored, the total time from vial 

puncture to the start of administration should not exceed: 



• 28 days at 2°C to 8°C (36°F to 46°F). 

• 12 hours at room temperature. 

6.4 Special precautions for storage 

Unopened vial 

Store vials under refrigeration at 2°C to 8°C (36°F to 46°F) in original carton to protect from light. 

Do not freeze. 

Do not shake. 

Diluted Solution 

For storage conditions after preparation of the infusion, see section 6.3. 

6.5 Nature and contents of container 

Two pack sizes of IMFINZI are available: 

10 mL (a total of 500 mg durvalumab)  concentrate in a  Type 1 glass vial with an elastomeric stopper 

and a white flip-off aluminium seal  . Pack size of 1 vial.  

2.4 mL (a total of 120 mg durvalumab) concentrate in a  Type 1 glass vial with an elastomeric stopper 

and a gray flip-off aluminium seal . Pack size of 1 vial.  

Not all pack sizes may be marketed. 

6.6 Instructions for use, handling and disposal 

Preparation of solution 

IMFINZI is supplied as a single-dose vial and does not contain any preservatives, aseptic technique 

must be observed. 

• Visually inspect drug product for particulate matter and discolouration. IMFINZI is clear to opalescent, 

colourless to slightly yellow solution. Discard the vial if the solution is cloudy, discoloured or visible 

particles are observed. Do not shake the vial. 

• Withdraw the required volume from the vial(s) of IMFINZI and transfer into an intravenous (IV) bag 

containing 0.9% Sodium Chloride Injection, or 5% Dextrose Injection. Mix diluted solution by gentle 

inversion. The final concentration of the diluted solution should be between 1 mg/mL and 15 mg/mL. 

Do not freeze or shake the solution. 

• Care must be taken to ensure the sterility of prepared solutions. 

• Do not re-enter the vial after withdrawal of drug; only administer one dose per vial. 

• Discard any unused portion left in the vial. 

Administration 

• Administer infusion solution intravenously over 1 hour through an intravenous line containing a sterile, 

low-protein binding 0.2 or 0.22 micron in-line filter. 

• Do not co-administer other drugs through the same infusion line. 



Any unused medicinal product or waste material should be disposed of in accordance with local 

requirements. 
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Patient Information Leaflet 

 
Rx 

Durvalumab Solution for Infusion 
 

IMFINZI
®
, 500 mg (500mg/10mL) for intravenous infusion 

IMFINZI
®
, 120 mg (120mg/2.4mL) for intravenous infusion 

Read this entire leaflet carefully before you start taking this medicine. 

• Keep this leaflet. You may need to read it again.  

• If you have any further questions, ask your doctor, pharmacist or nurse. 

• This medicine has been prescribed for you only.  

• If you get any side effects, talk to your doctor, pharmacist or nurse. This includes any possible side 

effects not listed in this leaflet. See section 4. 

 

In this leaflet 

1. WHAT IMFINZI IS AND WHAT IT IS USED FOR 

2. BEFORE YOU RECEIVE IMFINZI 

3. HOW IMFINZI WILL BE GIVEN 

4. POSSIBLE SIDE EFFECTS 

5. STORING IMFINZI 

6. FURTHER INFORMATION 

 

1.   What IMFINZI is and what it is used for  

 

What IMFINZI is 

IMFINZI is a medicine used to treat cancer. It contains the active substance durvalumab which belongs 

to the monoclonal antibody class of anticancer medicines. IMFINZI works by helping your immune 

system fight your cancer. 

What IMFINZI is used for  

 

IMFINZI is used to treat a type of lung cancer called non-small cell lung cancer (NSCLC). It 

may be used in combination with chemotherapy prior to surgery (neoadjuvant treatment) and 

alone after surgery (adjuvant treatment) when your NSCLC: 

• has spread within your lung and is able to be removed by surgery. 

 



IMFINZI is used to treat a type of lungcancer called non-small cell lung cancer (NSCLC). It is used 

alone when your NSCLC: 

• has spread within your lung and cannot be removed by surgery, and 

• has responded or stabilised after initial treatment with chemotherapy and radiotherapy. 

IMFINZI in combination with chemotherapy is used to treat a type of lung cancer called extensive-

stage small cell lung cancer (ES-SCLC). It is used when your SCLC: 

• has spread within your lungs (or to other parts of the body) and 

• has not previously been treated. 

IMFINZI is used to treat a type of cancer called biliary tract cancer (BTC), such as cancer of the bile 

ducts (cholangiocarcinoma) and gallbladder. It is used when your BTC: 

• has spread within these regions (or to other parts of the body). 

When IMFINZI is given in combination with other medicines, it is important that you also read the 
package leaflet for the specific anti-cancer medicines you may be receiving. If you have any questions 

about these medicines, ask your doctor. 

IMFINZI in combination with tremelimumab is used to treat a type of liver cancer, called unresectable 

hepatocellular carcinoma (uHCC). It is used when your uHCC:  

• cannot be removed by surgery (unresectable) and  

• may have spread within your liver or to other parts of the body.  

When IMFINZI is given in combination, it is important that you also read the package leaflet for the 

specific anti-cancer medicines you may be receiving. If you have any questions about these medicines, 

ask your doctor. 

IMFINZI is used to treat a type of lung cancer called limited-stage small cell lung cancer (LS-SCLC). 

It is used when your LS-SCLC:  

• has not been removed by surgery, and  

• has responded or stabilised after initial treatment with chemotherapy and radiotherapy. 

IMFINZI is a prescription medicine used to treat adults with: 

a type of bladder cancer called muscle invasive bladder cancer (MIBC) that has spread into the muscle 

layer of the bladder but not to other parts of the body. IMFINZI may be used in combination with 

gemcitabine and cisplatin (neoadjuvant treatment) prior to the surgical removal of your bladder 

followed by IMFINZI alone after surgery (adjuvant treatment). 

Durvalumab is used to treat a type of stomach cancer called gastric cancer (GC) or gastro-oesophageal 

junction adenocarcinoma (GEJC) that can be removed by surgery. It is used in combination with 

chemotherapy prior to and after surgery, followed by Durvalumab alone. 

Durvalumab is used to treat a type of uterine cancer (endometrial cancer) that has spread beyond 
the original tumour or come back (recurred) in adults. It is used in combination with chemotherapy 
(carboplatin and paclitaxel), followed by: 

• Durvalumab alone when your tumour is MMR-deficient, or 

• Durvalumab in combination with olaparib when your tumour is MMR-proficient. 



A test is used to find out the MMR status of your endometrial cancer. 

 

 

How IMFINZI works 

IMFINZI is a monoclonal antibody, which is a type of protein designed to recognise and attach to a 

specific target substance in the body. IMFINZI is a medicine that may treat your NSCLC, SCLC, uHCC 

or BTC by working with your immune system. IMFINZI can cause your immune system to attack 

normal organs and tissues in many areas of your body and can affect the way they work. 

IMFINZI will only be prescribed to you by a doctor with experience in the use of medicines for cancer. 

If you have any questions about how IMFINZI works or why this medicine has been prescribed for you, 

ask your doctor. 

2. BEFORE YOU RECEIVE IMFINZI 

 

Warnings and precautions  

Talk to your doctor, pharmacist or nurse before taking IMFINZI. 

Before you get IMFINZI tell your doctor if you: 

• have immune system problems such as Crohn's disease, ulcerative colitis or lupus. 

• have had an organ transplant. 

• have lung or breathing problems. 

• have liver problems. 

• are pregnant or plan to become pregnant. IMFINZI can harm your unborn baby. If you are able to 

become pregnant, you should use an effective method of birth control during your treatment and for at 
least 3 months after the last dose of IMFINZI. 

• are breastfeeding or plan to breastfeed. It is not known if IMFINZI passes into your breast milk. Do not 

breastfeed during treatment and for at least 3 months after the last dose of IMFINZI. 

 

If any of the above apply to you (or you are not sure), talk to your doctor, pharmacist or nurse before 

receiving IMFINZI. 

When you receive IMFINZI, you can have some serious side effects. 

If you have any of the following, call or see your doctor right away. Your doctor may give you 

other medicines in order to prevent more severe complications and reduce your symptoms. Your 

doctor may withhold the next dose of IMFINZI or stop your treatment with IMFINZI. 

• inflammation of the lungs: Signs and symptoms may include new or worsening cough, shortness of 

breath or chest pain. 

• inflammation of the liver: Signs and symptoms may include nausea or vomiting, feeling less hungry, 

pain on the right side of stomach, yellowing of skin or whites of eyes, drowsiness, dark urine or bleeding 

or bruising more easily than normal. 

• inflammation of the intestines: Signs and symptoms may include diarrhoea or more bowel movements 

than usual, black, tarry, sticky stools or stools with blood or mucous, severe stomach pain,  tenderness 

or may lead to a hole in intestinal wall. 



• inflammation of hormone glands (especially the thyroid, adrenals, pituitary and pancreas): Signs and 

symptoms may include headaches that will not go away or unusual headaches, extreme tiredness, weight 

gain or weight loss, dizziness or fainting, feeling more hungry or thirsty than usual, hair loss, feeling 

cold, constipation, changes to your voice, urinating more often than usual, nausea or vomiting, stomach 

area (abdomen) pain, changes in mood or behaviour, such as decreased sex drive, irritability or 

forgetfulness, fast and deep breathing, confusion, a sweet smell to your breath, a sweet or metallic taste 

in your mouth or a different odour to your urine or sweat. 

• inflammation of the kidneys: Signs and symptoms may include changes in the amount or colour of your 

urine, swelling in your ankles or loss of appetite. 

• inflammation of the skin or mouth: Signs and symptoms may include rash, itching, skin blistering or 

ulcers in mouth or other mucous membranes. 

• inflammation of the heart: Signs and symptoms may include chest pain, shortness of breath or irregular 

heartbeat. 

• inflammation or problems of the muscles: Signs and symptoms may include muscle weakness, tiredness 

and/or pain, and/or rapid fatigue of the muscles, in one or more areas of your body. 

• inflammation of the brain: Signs and symptoms may include seizure, headache, fever, chills, comitting, 

confusion and sleepiness. 

• low number of platelets: Signs and symptoms may include bleeding (e.g. nose or gum bleeding) and/or 

bruising.  

• inflammation of the nerves: Signs and symptoms may include pain, weakness and paralysis in the hands, 

feet or arms. 

• inflammation of the joints: Signs and symptoms include joint pain, swelling, and/or stiffness. 

• inflammation of the eye: Signs and symptoms include eye redness, eye pain, light sensitivity, and/or 

changes in vision. 

• infusion-related reactions: Signs and symptoms may include chills or shaking, itching or rash, flushing, 

shortness of breath or wheezing, dizziness, fever, feeling like passing out, back or neck pain or facial 

swelling. 

• low number of red blood cell counts on testing: symptoms may include shortness of breath, fatigue, 

pale skin and/or fast heartbeat. When IMFINZI is used in combination with another anti-cancer 

medicine (olaparib), low red blood cell counts could be a sign of ‘pure red cell aplasia’ (PRCA), a 

condition in which no red blood cells are produced, or ‘auto-immune haemolytic anaemia’ (AIHA), an 

excessive breakdown of red blood cells. 

 

Children and adolescents 

IMFINZI has not been studied in children or adolescents. Do not give this medicine to children or 

adolescents aged less than 18 years. 



Other medicines and IMFINZI 

Tell your doctor or pharmacist if you are taking, have recently taken or might take any other medicines. 

This includes herbal medicines and medicines obtained without a prescription.  

Pregnancy 

• If you are pregnant, think you may be pregnant or are planning to have a baby, tell your doctor. 

• If you are a woman who could become pregnant, you must use adequate birth control while you are 

being treated with IMFINZI and for at least 3 months after your last dose. 

Breast-feeding 

If you are breast-feeding, tell your doctor. 

Do not breast-feed while taking IMFINZI and for at least 3 months after last dose. 

It is not known if IMFINZI passes into your breast milk. 

Driving and using machines 

IMFINZI is unlikely to affect the ability to drive and use machines. 

However, if you experience adverse reactions affecting your ability to concentrate and react, you should 

use caution when driving or operating machinery. 

3. HOW IMFINZI WILL BE GIVEN 

 

IMFINZI will be given to you in a hospital or clinic under the supervision of an experienced doctor. 

The recommended dose of IMFINZI is 10 mg per of your body weight every 2 weeks 1 120 mg every 

3 weeks or 1,500 mg every 3 or 4 weeks. Your doctor will give you IMFINZI through an infusion (drip) 

into your vein (IV) for about 1 hour. Depending on your type of cancer, IMFINZI may be given in 

combination with other anti-cancer medicines. Your doctor will decide how many treatments you need. 

When IMFINZI is given in combination with chemotherapy for your lung cancer, you will first be given 

IMFINZI followed by chemotherapy.  

When IMFINZI is given in combination with tremelimumab for your liver cancer, you will first be 

given tremelimumab followed by IMFINZI. 

Please refer to the package leaflet of the other anti-cancer medicines in order to understand the use of 

these other medicines. If you have questions about these medicines, ask your doctor. 

If you miss an appointment to get IMFINZI 

Call your doctor right away to reschedule your appointment. 

It is very important that you do not miss a dose of this medicine. 

If you have any further questions about your treatment, ask your doctor. 

4. POSSIBLE SIDE EFFECTS 

 

Like all medicines, this medicine can cause side effects, although not everybody gets them. 



When you get IMFINZI, you can have some serious side effects. See section 2.  

If you get any side effects, talk to your doctor, pharmacist or nurse. This includes any possible 

side effects not listed in this leaflet. 

The following side effects have been reported in clinical trials with patients receiving IMFINZI alone: 

Most frequent serious side effects 

• inflammation of the lungs (pneumonitis) 

• stomach pain 

• fever 

• lung infection (pneumonia) 

 

Most common side effects 

• cough 

• diarrhoea 

• stomach pain 

• skin rash or itchiness 

• fever 

• swelling of the legs (oedema peripheral) 

• upper respiratory tract infection 

• underactive thyroid gland that can cause tiredness or weight gain 

 

Tell your doctor straight away if you notice the side effects listed above. 

The most common side effects of IMFINZI when used with gemcitabine and cisplatin in adults with 

MIBC include: 

• low red blood cells (anemia) 

• low white blood cells 

• increased level of creatinine in the blood 

• decreased level of sodium in the blood 

• nausea 

• increased liver function tests 

• decreased level of calcium in the blood 

• decreased blood platelet counts 

• feeling tired 

• increased level of potassium in the blood 

• decreased lymphocyte counts  

• constipation 

• decreased level of magnesium in the blood 

• decreased appetite 

• increased level of alkaline phosphatase in the blood 

• rash 

• fever 

• diarrhea 

• vomiting 

• stomach (abdominal) pain 

 

The most common side effects of Durvalumab when used with FLOT in adults with GC or 

GEJC include: 

• diarrhea 

• nausea 

• inflammation of the nerves causing 
numbness, weakness, tingling or burning 

pain of the arms and legs 

• feeling tired 

• hair loss 

• decreased appetite 

• rash 

• stomach (abdominal) pain 

• vomiting 

• muscle and joint pain 

• fever 

• pain and sores in the mouth 

5. HOW TO STORE IMFINZI 

 



• Do not use this medicine after the expiry date (EXP) which is stated on the carton and vial label. The 

expiry date refers to the last day of that month. 

• Store in a refrigerator (2°C to 8°C). 

• Do not freeze. Do not shake.  

• Store in the original package in order to protect from light. 

• Any unused medicine or waste material should be disposed of in accordance with local requirements. 

6. FURTHER INFORMATION 

 

What IMFINZI contains? 

• The active ingredient is durvalumab. 

• The other ingredients are: L-histidine, L-histidine hydrochloride monohydrate, α,α-trehalose dihydrate, 

polysorbate 80, water for injection.  

 

What IMFINZI looks like and contents of the pack 

• IMFINZI injection (US) or concentrate for solution for infusion (EU) 

• Sterile, preservative-free, clear to opalescent, colourless to slightly yellow solution, free from visible 

particles. 

It is available in packs containing either 1 vial of 2.4 mL or 1 vial of 10 mL. 
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CASE REPORT FORM 

A prospective, observational, multicenter, post marketing 
surveillance study to assess safety of Durvalumab in Indian adult 

patients with resectable Non-Small Cell Lung Cancer (NSCLC) 

 

 

Protocol Number : D9106R00007 

Protocol Version : 1.0 

Protocol Date : 22-Dec-2024 

Site Number :  

Patient Number :  

 

 

 

 

 

Sponsor: 

AztraZeneca 

 

 

Contract Research Organization: 

Tech Observer 

 

 

 

 

Confidentiality Information: This Clinical Study Protocol has been subject to a peer review 
according to AstraZeneca Standard procedures. The Clinical Study Protocol is publicly 

registered and the results are disclosed and/or published according to the AstraZeneca 
Global Policy on Bioethics and in compliance with prevailing laws and regulations. 
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Visit Schedule 

Baseline/ Screening visit: V1 = Visit 1  

Neoadjuvant therapy 

period: 

C1 = Cycle 1  

C2 = Cycle 2   

C3 = Cycle 3   

C4 = Cycle 4   

Pre-Surgery 

Surgery 

Post Surgery 

Adjuvant therapy period: 

C5 = Cycle 5  

C6 = Cycle 6  

C7 = Cycle 7  

C8 = Cycle 8  

C9 = Cycle 9  

C10 = Cycle 10  

C11 = Cycle 11  

C12 = Cycle 12   

C13 = Cycle 13   

C14 = Cycle 14   

C15 = Cycle 15   

C16 = Cycle 16  

Follow-up period: EOS = End of Study  

Unscheduled visit 
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DATE OF VISIT 

(Applicable for visit days: V1,C1, C2, C3, C4, Pre-Surgery, Surgery, Post- Surgery, C5, C6, C7, C8, C9, C10, 
C11, C12, C13, C14, C15, C16 and EOS) 

Date of Visit: D D - M M M - Y Y Y Y 

 

INFORMED CONSENT 

(Applicable for visit days: V1) 

Informed consent taken?  Yes 

 No 

Is the subject vulnerable?  Yes 

 No 

If vulnerable, was Audio-visual consent taken?  Yes 

 No 

Date of Informed Consent Obtained: D D - M M M - Y Y Y Y 

 

Time of Informed Consent Obtained: H H : M M  

 

 

INCLUSION CRITERIA 

(Applicable for visit days: V1, Pre-surgery) 

S.No Criteria Yes *No 

1.  Patients with newly diagnosed previously untreated resectable NSCLC 

(tumors ≥ 4 cm and/or node positive) and no known EGFR mutations or 

ALK rearrangements prescribed with durvalumab as per local prescriber 

information. 

  

2.  Provision of signed, written and dated informed consent   

3.  Male or female patients aged 18 years or older     

*If No, patient is ineligible 
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EXCLUSION CRITERIA 

(Applicable for visit days: V1, Pre-surgery) 

S.No Criteria *Yes No 

1.  Presence of unresectable or metastatic disease   

2.  Prior treatment with durvalumab for any other indications   

3.  Requires concurrent treatment for cancers other than resectable NSCLC   

4.  Concurrently participating in any other clinical trial   

5.  Patients with active or prior autoimmune disease or with medical 

conditions that required systemic corticosteroids or immunosuppressants 

  

6.  Any condition that, in the opinion of the investigator, would interfere with 

the patient’s participation in the study 

  

*If Yes, patient is ineligible 

DEMOGRAPHICS 

(Applicable for visit days: V1, Post- surgery) 

Date of Birth: D D - M M M - Y Y Y Y 

 

Age (in years): 

(Autocalculated) 

X X Completed years 

Gender:  Male 

 Female 

Race:  Indian 

 Other, specify_____ 

Height (cm) X X X 

 

Weight (kg) X X X 
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BMI (derived):  X X . X X 
kg/m2  

MEDICAL/SURGICAL HISTORY 

(Applicable for visit days: V1, Post- surgery) 

Does the Subject have any significant medical/surgical 
history? 

(Radiation Treatment Details will be recorded on Radiation 
Treatment page under Visit 1.) 

 Yes, complete the following 

 No 

Seq. 
No. 

Medical/ 
Surgical History 

Type of 
Condition 

Start Date Treatment 
Required* 

 
Ongoing* 

End Date 

 ------------- 

 Medical 

 Surgery/ 
Procedure 

D D - M M M - Y Y Y Y 

 

  
D D - M M M - Y Y Y Y 

 

 ------------- 

 Medical 

 Surgery/ 
Procedure 

D D - M M M - Y Y Y Y 

 

  
D D - M M M - Y Y Y Y 

 

 ------------- 

 Medical 

 Surgery/ 
Procedure 

D D - M M M - Y Y Y Y 

 

  
D D - M M M - Y Y Y Y 

 

 ------------- 

 Medical 

 Surgery/ 
Procedure 

D D - M M M - Y Y Y Y 

 

  
D D - M M M - Y Y Y Y 

 

 ------------- 

 Medical 

 Surgery/ 
Procedure 

D D - M M M - Y Y Y Y 

 

  
D D - M M M - Y Y Y Y 

 

 ------------- 

 Medical 

 Surgery/ 
Procedure 

D D - M M M - Y Y Y Y 

 

  
D D - M M M - Y Y Y Y 

 

*  Treatment Required and  Ongoing: 1= Yes, 2= No 
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EGFR/ ALK STATUS 

(Applicable for visit days: V1 and EOS ) 

Was EGFR mutation status checked?  Yes, specify the result: 

        Positive 

        Negative 

 No, specify reason________ 

Was ALK status checked?  Yes, specify the result: 

        Positive 

        Negative 

 No, specify reason________ 

PHYSICAL EXAMINATION 

(Applicable for visit days: V1,C1, C2, C3, C4, C5, C6, C7, C8, C9, C10, C11, C12, C13, C14, C15, C16, EOS  and 
Unscheduled Visit) 

Assessment done?  Yes, fill the details below   

 No, specify reason_______ 

Date of Assessment: D D - M M M - Y Y Y Y 

 

Time of Assessment: H H : M M   

 

(24 hours format) 

Seq. 
No. 

System 
Not 

Done 
Normal 

Abnormal (check 
one)* 

If Abnormal CS, please 
describe the abnormality 

1 General Appearance    CS  NCS ____________ 

2 Respiratory     CS  NCS ____________ 

3  Cardiovascular System    CS  NCS ____________ 
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4 Abdomen    CS  NCS ____________ 

5 Skin    CS  NCS ____________ 

6 @HEENT    CS  NCS ____________ 

7 Neck    CS  NCS ____________ 

8 Lymph nodes    CS  NCS ____________ 

9 Thyroid      CS  NCS ____________ 

10 Musculoskeletal     CS  NCS ____________ 

11 Genital/ Rectal    CS  NCS ____________ 

12 Neurological System      CS  NCS ____________ 

13 Other, specify______    CS  NCS ____________ 

@HEENT = Head, Eyes, Ears, Nose, Throat. 

*CS = Clinically Significant, NCS = Not Clinically Significant   

Please record abnormal clinically significant finding(s) in Adverse Event form. 

VITAL SIGNS 

(Applicable for visit days: V1,C1, C2, C3, C4, C5, C6, C7, C8, C9, C10, C11, C12, C13, C14, C15, C16, EOS  and 
Unscheduled Visit  ) 

Assessment done?  Yes, fill the details below   

 No, specify reason________ 

Date of Assessment: D D - M M M - Y Y Y Y 

 

Time of Assessment: H H : M M 
(24 hours 
format) 

 

Parameters Results Normal 
Abnormal (check 
one)* 

If Abnormal CS, please 
describe 

Systolic blood pressure 
(Sitting) 

 mmHg 
  CS  NCS ____________ 

Diastolic blood pressure 
(Sitting) 

 mmHg 
  CS  NCS ____________ 
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Pulse rate  beats/min   CS  NCS ____________ 

Respiratory rate 
 

breaths/min 
  CS  NCS ____________ 

Temperature  .  °F    CS  NCS ____________ 

Oxygen Saturation  
 

percentage 
  CS  NCS ____________ 

Weight  kg     

*CS = Clinically Significant, NCS = Not Clinically Significant   

Please record abnormal clinically significant finding(s) in Adverse Event form. 

ECOG PERFORMANCE STATUS 

(Applicable for visit days: V1, Post-Surgery and Unscheduled Visit) 

Was ECOG performance status performed?  Yes, fill the below details   

 No, specify reason_____ 

Date of assessment: D D - M M M - Y Y Y Y 

 

Performance Status: 

 0   1   2   3   4   5 

Performance Status:  

0= active, able to carry on all pre-disease performance without restriction 

1= Restricted in physically strenuous activity but ambulatory and able to carry outwork of a light or 
sedentary nature (eg light housework, office work) 

2= Ambulatory and capable of all self-care but unable to carry out any work activities. Up and about more 
than50% of waking hours  

3=Capable of only limited self-care, confined to bed or chair more than 50% of waking hours  

4=Completely disabled. Cannot carry on any self-care. Totally confined to bed or chair  

5=Dead 
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RADIOLOGICAL TUMOR ASSESSMENT 

(Applicable for visit days: V1,C1, C2,C3,C4, Pre-surgery, Post- surgery, C5, C6, C7, C8, C9, C10, C11, C12, 
C13, C14, C15, C16, EOS ) 

Was Radiological Tumor Assessment performed?  Yes 

 No, specify reason_____ 

Was RECIST 1.1 criteria used for Radiological Tumor 
Assesment? 

 

 Yes*  

 No  

 

If No, provide the details of Radiological Tumor 

assessment performed: 

____________ 

*If Yes, kindly complete  ‘Baseline Radiological Tumor Assessment- Primary Tumor Assesment  (Recist 1.1)’ and  
‘Radiological Tumor Assessment- Primary Tumor Assesment  (Recist 1.1)’ form. 
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BASELINE RADIOLOGICAL TUMOR ASSESSMENT- Primary Tumor Assesment  (RECIST 1.1) 

(Applicable for visit days: V1 ) 

Does the Subject have at least one measurable Target lesion at baseline 
visit? 

 Yes, fill the below details   

 No, specify reason_____ 

Seq number 
Lesion 

location 

Was imaging 
performed?* 

 

Imaging Date 
Method of 

Assessment* 

Other 
Assessme

nt  

Primary 
Tumor  

Assessment 
Result* 

Long/ Short 
axis 

Diameter  

Not 
Evaluable* 

 ________  D D - M M M - Y Y Y Y 

 

 ________  ________  

 ________  D D - M M M - Y Y Y Y 

 

 ________  ________  

  

* Imaging 
performed 

1=Yes 

2=No 

 

*Method of 
assessment =  

1.CT scan 

   2. PET scan 

    3.Other 

  

*Primary 
Tumor 

Assessment 
Result =  

1. Present  

2. Not 
Evaluable 

 

*Not 
Evaluable= 

1. Not 
Assessed 

2. Obscured, 
cannot be 
evaluated 

3. Coalesced 
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RADIOLOGICAL TUMOR ASSESSMENT- Primary Tumor Assesment  (RECIST 1.1) 

(Applicable for visit days: Pre-surgery, Post- surgery, C5, C6, C7, C8, C9, C10, C11, C12, C13, C14, C15, C16, EOS ) 

Does the Subject have at least one measurable Target lesion?  Yes, fill the below details   

 No, specify reason_____ 

Seq number 
Lesion 

location 

Was imaging 
performed?* 

 

Imaging Date 
Method of 

Assessment* 

Other 
Assessme

nt  

Primary 
Tumor  

Assessment 
Result* 

Long/ Short 
axis 

Diameter  

Not 
Evaluable* 

 ________  D D - M M M - Y Y Y Y 

 

 ________  ________  

 ________  D D - M M M - Y Y Y Y 

 

 ________  ________  

  

* Imaging 
performed 

1=Yes 

2=No 

 

*Method of 
assessment =  

1.CT scan 

   2. PET scan 

    3.Other 

  

*Primary 
Tumor 

Assessment 
Result =  

1. Present  

2. Not 
Evaluable 

 

*Not 
Evaluable= 

1. Not 
Assessed 

2. Obscured, 
cannot be 
evaluated 

3. Coalesced 
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LABORATORY TESTS ASSESSMENT 

(Applicable for visit days: V1,C1, C2, C3, C4, Pre-Surgery, Post-Surgery, C5, C6, C7, C8, C9, C10, C11, C12, 
C13, C14, C15, C16, EOS and Unscheduled Visit  ) 

Were any laboratory test performed?  Yes, fill the below details   

 No, specify reason_______ 

Lab Tests performed at the visit:  12-lead Electrocardiogram (ECG) 

 Biochemistry 

 Hematology 

 Urinalysis 

 Serology 
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12-LEAD ELECTROCARDIOGRAM (ECG) 

(Applicable for visit days: V1,C1, C2, C3, C4, Pre-Surgery, Post-Surgery, C5, C6, C7, C8, C9, C10, C11, C12, 
C13, C14, C15, C16, EOS and Unscheduled Visit  ) 

Was ECG performed?  Yes, fill the below details   

 No, specify reason________ 

Date of ECG Assessment: D D - M M M - Y Y Y Y 

 

Time of  ECG Assessment: H H : M M 
(24 hours 
format) 

 

Parameters Result Unit 
Interpretation* 

 

If Abnormal 

(check one)# 

 

If Abnormal CS, 
please describe 
the abnormality 

Heart rate _____ beats/ min   CS  NCS ___________ 

QRS _____ Ms   CS  NCS ___________ 

PR _____ Ms   CS  NCS ___________ 

RR _____ Ms   CS  NCS ___________ 

QT _____ Ms   CS  NCS ___________ 

QTcF _____ Ms   CS  NCS ___________ 

*Interpretation: 1= Normal; 2= Abnormal 
#CS = Clinically Significant 

NCS = Not Clinically Significant   

Please record Clinically Significant abnormal finding(s) in the Adverse Event Log. 
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BIOCHEMISTRY 

(Applicable for visit days: V1,C1, C2, C3, C4, C5, C6, C7, C8, C9, C10, C11, C12, C13, C14, C15, C16, EOS  and 
Unscheduled Visit  ) 

Was the sample collected?  Yes, fill the below details   

 No, specify reason________ 

Date of Sample collection: D D - M M M - Y Y Y Y 

 

Time of Sample collection H H : M M 
(24 hours 
format) 

 

Lab Parameters Result Unit Interpretation* 
If Abnormal 

(check one)# 

If Abnormal CS, 
please describe 
the 
abnormality 

Albumin _____ g/dL   CS  NCS ___________ 

Glucose _____ mg/dL   CS  NCS ___________ 

Alkaline phosphatase   _____ U/L   CS  NCS ___________ 

Lactate dehydrogenase _____ U/L   CS  NCS ___________ 

Alanine amino-transferase _____ U/L   CS  NCS ___________ 

Lipase _____ U/L   CS  NCS ___________ 

Aspartate 
Aminotransferase (AST)   

_____ U/L   CS  NCS ___________ 

Magnesium _____ mg/dL   CS  NCS ___________ 

Amylase _____ U/L   CS  NCS ___________ 

Potassium _____ mmol/L   CS  NCS ___________ 

Bicarbonate _____ mEq/L   CS  NCS ___________ 

Sodium _____ mEq/L   CS  NCS ___________ 

Calcium _____ mg/dL   CS  NCS ___________ 

Total Bilirubin _____ mg/dL   CS  NCS ___________ 
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Chloride _____ mEq/L   CS  NCS ___________ 

Total Protein _____ g/dL   CS  NCS ___________ 

Creatinine Clearance _____ mg/dL   CS  NCS ___________ 

Urea _____ mg/dL   CS  NCS ___________ 

Blood Urea Nitrogen _____ mg/dL   CS  NCS ___________ 

Gamma glutamyltransfe 
rase 

_____ IU/L   CS  NCS ___________ 

Uric acid _____ mg/dL   CS  NCS ___________ 

APTT _____ sec   CS  NCS ___________ 

INR _____    CS  NCS ___________ 

*Interpretation: 1= Normal; 2= Abnormal 
#CS = Clinically Significant 

NCS = Not Clinically Significant   

Please record Clinically Significant abnormal finding(s) in the Adverse Event Log. 
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HEMATOLOGY 

(Applicable for visit days: V1,C1, C2, C3, C4, C5, C6, C7, C8, C9, C10, C11, C12, C13, C14, C15, C16, EOS and 
Unscheduled Visit  ) 

Was sample collected?  Yes, fill the below details   

 No, specify reason________ 

Date of Sample collection: D D - M M M - Y Y Y Y 

 

Time of Sample collection H H : M M 
(24 hours 
format) 

 

Lab Parameters Result Unit Interpretation* 
If Abnormal 

(check one)# 

If Abnormal CS, 
please describe 
the abnormality 

Hematocrit _____ %   CS  NCS ___________ 

Red blood cell count _____ /uL   CS  NCS ___________ 

Hemoglobin _____ g/dL   CS  NCS ___________ 

Basophils _____ /mm3   CS  NCS ___________ 

Eosinophils _____ /mm3   CS  NCS ___________ 

Monocytes _____ /mm3   CS  NCS ___________ 

Absolute Neutrophil 
Count 

_____ /mm3   CS  NCS ___________ 

Platelet Count _____ x10^3/uL   CS  NCS ___________ 

Total  Lymphocyte 
Count 

_____ /mm3   CS  NCS ___________ 

Differential 
Lymphocyte Count 

_____ /mm3   CS  NCS ___________ 

*Interpretation: 1= Normal; 2= Abnormal 
#CS = Clinically Significant 

NCS = Not Clinically Significant   

Please record Clinically Significant abnormal finding(s) in the Adverse Event Log. 
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 URINALYSIS 

(Applicable for visit days: V1,C1, C2, C3, C4, C5, C6, C7, C8, C9, C10, C11, C12, C13, C14, C15, C16, EOS and 
Unscheduled Visit  ) 

Was sample collected?  Yes, fill the below details   

 No, specify reason________ 

Date of Sample collection: D D - M M M - Y Y Y Y 

 

Time of Sample collection H H : M M 
(24 hours 
format) 

 

Lab Parameters Result Unit Interpretation* 
If Abnormal 

(check one)# 

If Abnormal CS, 
please describe 
the abnormality 

Specific gravity _____    CS  NCS ___________ 

pH _____    CS  NCS ___________ 

Glucose _____    CS  NCS ___________ 

Ketones _____    CS  NCS ___________ 

Bilirubin _____    CS  NCS ___________ 

Urobilinogen _____    CS  NCS ___________ 

RBC _____ /hpf   CS  NCS ___________ 

Dysmorphic Red 
Blood Cells 

_____ /hpf   CS  NCS ___________ 

Pus cells (WBC) _____ /hpf   CS  NCS ___________ 

Crystals _____    CS  NCS ___________ 

Casts _____ /lpf   CS  NCS ___________ 

Epithelial cells _____ /hpf   CS  NCS ___________ 

Protein (Albumin) _____    CS  NCS ___________ 

*Interpretation: 1= Normal; 2= Abnormal 
#CS = Clinically Significant,  NCS = Not Clinically Significant   

Please record Clinically Significant abnormal finding(s) in the Adverse Event Log. 
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SEROLOGY 

(Applicable for visit days: V1,C1, C2, C3, C4, C5, C6, C7, C8, C9, C10, C11, C12, C13, C14, C15, C16, EOS  and 
Unscheduled Visit  ) 

Was blood sample collected?  Yes, fill the below details   

 No, specify reason________ 

Date of blood sample: D D - M M M - Y Y Y Y 

 

Parameters Results 

Human immunodeficiency virus (HIV) 
 Reactive 

 Non-Reactive 

Hepatitis BsAG  (HBsAG) 
 Reactive 

 Non-Reactive 

Hepatitis C virus (HCV) 
 Reactive 

 Non-Reactive 

URINE PREGNANCY TEST 

 (Applicable for visit days: V1 and Unscheduled Visit) 

Urine Pregnancy Test performed?  Yes, fill the below details   

 No, specify reason_____ 

 NA 

Date of Sample collection: D D - M M M - Y Y Y Y 

 

Result:  Positive* 

 Negative 

*If Positive, patient should be excluded from study 

Note: If Serum Pregnancy Test is recorded then Urine Pregnancy Test is not required and mark as NA.  
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SERUM PREGNANCY TEST 

(Applicable for visit days: V1 and Unscheduled Visit) 

Serum Pregnancy Test performed?  Yes, fill the below details   

 No, specify reason_____ 

 NA 

Date of Sample collection: 

D D - M M M - Y Y Y Y 

 

H H : M M 
(24 hours 
format) 

Time of Sample collection 

 

Result:  Positive 

 Negative 

FSH Test Performed? 

(For women of non-child bearing potential only 
females. 54 years old with amenorrhea. 12 months 
with no other cause) 

 No, specify reason______ 

 Yes, complete the following. 

FSH Result: ____ mIU/mL 

Note: If Urine Pregnancy Test is recorded then Serum Pregnancy Test is not required and mark as NA.   

THYROID FUNCTION TEST 

(Applicable for visit days: V1,C1, C2, C3, C4, C5, C6, C7, C8, C9, C10, C11, C12, C13, C14, C15, C16, EOS  and 
Unscheduled Visit  ) 

Was sample collected?   Yes, please fill the below details 

  No, specify reason________ 

Date of Sample collection: D D - M M M - Y Y Y Y 

 

Time of Sample collection H H : M M 
(24 hours 
format) 

 

Lab Parameters Result Unit Interpretation* 
If Abnormal 

(check one)# 

If Abnormal CS, 
please describe 
the abnormality 

TSH _____ mU/L   CS  NCS ___________ 

Tri iodothyronine (T3) 
NA 

_____ ng/dL   CS  NCS ___________ 
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Tetraiodothyronine 
(T4) NA 

_____ ng/dL   CS  NCS ___________ 

*Interpretation: 1= Normal; 2= Abnormal 
#CS = Clinically Significant 

NCS = Not Clinically Significant   

Please record Clinically Significant abnormal finding(s) in the Adverse Event Log. 

NSCLC TREATMENT 

(Applicable for visit days: C1, C2, C3, C4, C5, C6, C7, C8, C9, C10, C11, C12, C13, C14, C15, C16, EOS ) 

Gross Examination: 

Specimen integrity:  Lobectomy 

 Segmentectomy 

 wedge 

 Others, specify__________ 

Dimensions (cm): ______________ 

Tumor location (lobe/segment): ______________ 

Tumor size (3D in cm): ______________ 

Distance from margins: 

Bronchial  Involved 

 Free 

Vascular  Involved 

 Free 

Parenchymal  Involved 

 Free 

Chest wall  Involved 

 Free 

Pleural involvement:  Visceral 
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 Parietal 

 Chest wall 

Satellite nodules number:  ______________ 

Satellite nodules site:   ______________ 

Lymph nodes submitted (station-wise count): ______________ 

Block key: ______________ 

Microscopic – Primary Tumor: 

Histologic Type (WHO 2021): 
 Adenocarcinoma   

 Squamous cell carcinoma   

 Large cell carcinoma   

 Adenosquamous   

 Other, specify________ 

Predominant pattern (%): ______________ 

Tumor size (total cm): ______________ 

Invasive component size (cm): ______________ 

Histologic Grade: ______________ 

Spread Through Air Spaces (STAS):  Present 

 Absent 

 Not Assessed / Not  known 

Visceral Pleural Invasion:  PL0 

 PL1 

 PL2 

Lymphovascular Invasion:  Present 

 Absent 

Perineural Invasion:  Present 

 Absent 
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Necrosis (% estimate): ______________ 

Tumor to Margins (distance mm / involved): ______________ 

Overall margin status:  R0 

 R1 

 R2 

Treatment Effect (if neoadjuvant; % viable tumor): ______________ 

Additional tumor nodules site:  ______________ 

Additional tumor nodules number:    ______________ 

Lymph Nodes (IASLC Map): 

Stations examined: ______________ 

Total nodes examined: ______________ 

Total nodes positive: ______________ 

Positive stations: ______________ 

Extranodal Extension (ENE):  Present 

 Absent 

Pathologic Stage (pTNM) Edition used (8th / 9th): ______________ 

pT: ______________ 

pN: ______________ 

pM: ______________ 

Final Stage Group: ______________ 

Ancillary Studies: 

Immunohistochemistry:  TTF-1 

 Napsin A  

 p40 

 CK7 

 Others, specify _________ 
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PD-L1 IHC:  % TPS/CPS 

 Clone 

 platform 

Molecular Results:  EGFR 

 ALK 

 ROS1 

 BRAF 

 KRAS 

 MET 

 RET 

 NTRK 

 HER2 

Other, specify ______________ 

Final Diagnosis (Synoptic Summary): 

Procedure ______________ 

Site ______________ 

Histologic Type ______________ 

Predominant Pattern: ______________ 

Tumor Size (total & invasive): ______________ 

Grade: ______________ 

STAS: ______________ 

VPI: ______________ 

LVI: ______________ 

PNI: ______________ 

Margin status:  Bronchial 

 Vascular 

 Parenchymal 
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 Chest wall 

 Overall R 

Nodes:  Examined 

 Positive 

 Stations 

 ENE 

Additional nodules: ______________ 

Treatment effect: ______________ 

pTNM & Stage group: ______________ 

PD-L1 result: ______________ 

Biomarker result: ______________ 

Block selected for future testing: ______________ 

Pathologist’s comment: ______________ 
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NEO ADJUVANT THERAPY DETAILS 

(Applicable for visit days: C1, C2, C3 and C4 ) 

Please provide Neo adjuvant drug details: 

Total Dose: __________ 

Total duration of the treatment: __________ 

Ongoing Treatment  Yes 

 No 

Discontinuation of treatment:  Yes 

 No 

Reason for discontinuation of treatment: __________ 

Change of dose treatment:  Yes 

 No 

Reason for change of dose treatment: __________ 
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DRUG ADMINISTRATION (INFUSION) 

(Applicable for visit days: C1, C2, C3, C4, C5, C6, C7, C8, C9, C10, C11, C12, C13, C14, C15, C16, EOS ) 

Was drug  infused?  Yes, complete the following   

 No, specify reason________ 

Date of Sample collection: D D - M M M - Y Y Y Y 

 

Start Time of infusion of IP: H H : M M 
(24 hours 
format) 

 

Stop Time of infusion of IP: H H : M M 
(24 hours 
format) 

 

Total Dose calculated by Investigator _________________(mg/ml) 

Was Dose interrupted during infusion?  No 

 Yes* 

If *yes, provide the reason ____________ 

Interruption time H H : M M 
(24 hours 
format) 

 

Was Dose Restarted?  No* 

 Yes 

If *No, Provide the reason ____________ 

If Yes, provide the re-start time:  H H : M M 
(24 hours 
format) 

 

Please record Clinically Significant abnormal finding(s) in the Adverse Event Log. 
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ADJUVANT THERAPY DETAILS 

(Applicable for visit days: C5, C6, C7, C8, C9, C10, C11, C12, C13, C14, C15, C16, EOS ) 

Please provide Adjuvant drug details: 

Total Dose: __________ 

Total duration of the treatment: __________ 

Ongoing Treatment  Yes 

 No 

Discontinuation of treatment:  Yes 

 No 

Reason for discontinuation of treatment: __________ 

Change of dose treatment:  Yes 

 No 

Reason for change of dose treatment: __________ 

ADDITIONAL THERAPY DETAILS 

(Applicable for visit days: C5, C6, C7, C8, C9, C10, C11, C12, C13, C14, C15, C16, EOS ) 

Was any additional therapy given?  Yes* 

 No 

*If Yes, provide brief description of the therapy. __________ 
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CONCOMITANT MEDICATIONS 

(Applicable for visit days: V1,C1, C2, C3, C4, Pre-surgery, Surgery, Post- surgery, C5, C6, C7, C8, C9, C10, 
C11, C12, C13, C14, C15, C16, EOS ) 

Has the subject taken any medication other than the 
study drug? 

 *Yes 

 No 

*If Yes, please fill details in  Concomitant Medication Form. 

ADVERSE EVENT  

(Applicable for visit days: V1,C1, C2, C3, C4, Pre-surgery, Surgery, Post- surgery, C5, C6, C7, C8, C9, C10, 
C11, C12, C13, C14, C15, C16, EOS ) 

Has the subject experienced any adverse event since last 
visit? 

 *Yes 

 No 

*If Yes, please fill details in Adverse Event Form. 
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STUDY COMPLETION/DISCONTINUATION 

Subject completed the study?  Yes 

 No 

Date of completion D D - M M M - Y Y Y Y 
 

Date of withdrawal/Discontinuation D D - M M M - Y Y Y Y 
 

Primary reason for withdrawal/discontinuation 

 

 Adverse Event, that in the opinion of the 
investigator or the sponsor, contraindicates 
further dosing, please specify AE No___ 

 Patient decision. The patient is at any time free 
to discontinue treatment, without prejudice to 
further treatment 

 Severe non-compliance to study protocol that, 
in the opinion of the investigator or sponsor, 
warrants withdrawal; e.g. refusal to adhere to 
scheduled visits 

 Any AE that meets criteria for discontinuation 

 Initiation of alternative anticancer therapy 
including another investigational agent 

 Disease progression as per investigator’s clinical 
and imaging assessment 

 Pregnancy or intent to become pregnant 

 Use of prohibited concomitant medication 

 Study terminated by sponsor 

 Death (Record Date, if death): 

  
D D - M M M - Y Y Y Y 

 

 Screen Failure 

 Other, please specify:_________ 

Investigator’s Statement:___________________________________________ 
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UNSCHEDULED VISIT 

Unscheduled visit occurred?   Yes 

 No 

Date of Visit: D D - M M M - Y Y Y Y 

 

Reason for Unscheduled Visit:  Adverse Event/Serious Adverse Event 

 Concomitant Illness 

 Clarification on study procedures 

 Other, specify______ 

Please tick the forms for procedures performed at Unscheduled Visit: 

Physical Examination  

Vital Signs  

Hematology  

Biochemistry  

Coagulation Panel  

Urine Pregnancy Test   

Urinalysis  

Thyroid function test  

12-Lead ECG  

Serology  

ECOG Performance status  

Adverse Event  

Concomitant Medication  

*

* As per protocol "Coagulation Panel" is not applicable for the study, kindly avoid selecting the Coagulation panel.
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PRIOR AND CONCOMITANT MEDICATION FORM 

Did subject consume any medication?  Yes 

 No 

Seq. 
No. 

Medication 
Name  

Start Date 
Ongoing Indication Dosage Form* Dose Unit# Route^ Frequency$ 

Stop Date 

 

---------- 
D D - M M M - Y Y Y Y 

 

 --------------------- 
 

Other--- 
------- 

 

Other-- 

 

Other--- 

 

Other----- 
D D - M M M - Y Y Y Y 

 

 
---------- 

D D - M M M - Y Y Y Y 

 

 --------------------- 
 

Other--- 
------- 

 

Other-- 

 

Other--- 

 

Other----- 
D D - M M M - Y Y Y Y 

 

*Dosage Form 
1 = Tablet 
2 = Capsule 
3 = Syrup 
4 = Cream  
5 = Suppository 
6 = Spray 
7 = Liquid 
8 = Elixir 
9 = Parenterals 
10 = Ointment 
11 = Other, specify 

#Unit 
1 = mg 
2 = gm 
3 = mcg 
4 = ml 
5 = IU 
6 = Other, specify 
 
 

^Route 
1 = Oral (PO) 
2 = Intramuscular 
3 = Intravenous 
4 = Topical   
5 = Subcutaneous   
6 =  Other, specify 
 

$Frequency 
1 = Once daily 
2 = Twice daily 
3 = Thrice daily 
4 = Four times daily 
5 = As and When Required 
6 = Oher, specify 
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ADVERSE EVENT FORM 

Any adverse event reported?  Yes 

 No 

Seq. 
No. 

AE Term Start Date Time of 
Onset 

(HH:MM) 
(24 hrs 
format) 

Ong
oing 

Intensi
ty& 

 

Severity 
as per 
CTCAE 
Grade* 

 

Action 
taken on 
the study 

drug 

 (with 
regard to 
medicinal 
product)# 

 

Treatment
/ 

Medicatio
n 

received?
@ 

Investigator 
causality 

rating 
against the 
medicinal 
product% 

 

Relationship 
with study 

drug$ 

 

Outco
me^ 

 

SAE 

(AE is 
seriou

s or 
not) 

Therapy 
Discontin

ued 

(AE caused 
participant

’s 
withdrawa
l from the 

study) 

 

Stop Date Time of 
Resolution 
(HH:MM) 

(24 hrs 
format) 

 

---------- 

D D - M M M - Y Y Y Y 

 

H H : M M 

 

H H : M M 

 

   

 

Specify--
-- 

      

D D - M M M - Y Y Y Y 

 

 

---------- 
D D - M M M - Y Y Y Y 

 

H H : M M 

 
   

 

Specify--
-- 

      
D D - M M M - Y Y Y Y 

 



Protocol Number: D9106R00007 

General Forms 

Site No. 

     
 

Patient No. 

     
 

 

CRF Version 2.0 Dated: 13-Feb-2026 Page 33 of 37 Confidential 

 

 

  

H H : M M 

 

 

---------- 

D D - M M M - Y Y Y Y 

 

H H : M M 

 

H H : M M 

 

   

 

Specify--
-- 

      D D - M M M - Y Y Y Y 

 

& 
Intensity: 
 
1 = Mild 

2 = 

Moderate 

3 = Severe 

*CTCAE 
grade: 

1 = Mild 

2 = 

Moderate 

3 = Severe 

4 = Life-

threatening 

5 = Death 

 

#Action taken: 

1 = No change in IP 

2 = IP temporarily 

Interrupted 

3 = IP permanently 

discontinued 

4 = Other, specify 

@Treatment 

received: 

1 = Yes* 

2 = No 

%Investigator 

causality rating 

against the 

medicinal 

product: 

1 = Yes 

2 = No 

$Realtionship with 
drug: 

1 = Certain 
2 = Probable/ Likely 
3 = Possible 
4 = Unlikely 
5 = Conditional/ 
Unclassified 
6 = Unassessable/ 
Unclassifiable  
 

 

^Outcome: 

1 =  Resolved 

2 = Recovered/ Resolved with sequelae 

3 = Recovering/ Resolving 

4 =  Not recovered/ Not resolved 

5 = Fatal/ Result in death 

6= Unknown 

 

SAE: 

1 = Yes# 

2 = No 

Therapy 
discontinued: 

1 = Yes# 

2 = No 

*If treatment taken, please provide details in the prior and Concomitant Medication Form. 
#If SAE, complete Serious Adverse Event Form 
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PROTOCOL DEVIATION 

Has the subject undergone any Protocol Deviation?  Yes, complete the following 

. No 

Seq. No. Deviation* Deviation Date Deviation Description Deviation codes# Action taken  

(if any)^ 

  
D D - M M M - Y Y Y Y 

 

--------------  ------  ------ 

  
D D - M M M - Y Y Y Y 

 

--------------  ------  ------ 

  
D D - M M M - Y Y Y Y 

 

--------------  ------  ------ 

  
D D - M M M - Y Y Y Y 

 

--------------  ------  ------ 

  
D D - M M M - Y Y Y Y 

 

--------------  ------  ------ 

* Deviation:  1= Visit 1, 2= Cycle 1, 3= Cycle 2, 4= Cycle 3, 5= Cycle 4, 6= Cycle 5, 7= Cycle 6, 8= Cycle 7, 9= Cycle 8, 10= Cycle 9, 11= Cycle 10, 12= Cycle 11, 13= Cycle 
12, 14= Cycle 13, 15= Cycle 14, 16= Cycle 15, 17= Cycle 16, 18= End of Study 
#Protocol Deviation Codes: 1 = Restrictions, 2 = Enrolment/IE Criteria, 3 = Out of visit window, 4 = IP Administration, 5 = Drug Accountability, 6= Noncompliance, 7= 
Use of prohibited medication, 8= Safety assessment, 9 = Other, specify 

^Action Taken: 1=Patient continued in the study, 2=Patient Discontinued in the study, 3=Retraining 4=Other, specify 
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SERIOUS ADVERSE EVENT 

Date of Birth (derived from Demography page): D D - M M M - Y Y Y Y 

 

Age (derived from Demography page): X X Years 

Gender (derived from Demography page):  Male 

 Female 

Body Weight: X X X . X kg 

Related AE sequence number _______ 

SAE term: ------------------------------- 

Date of AE met criteria for SAE D D - M M M - Y Y Y Y 

 

Date Investigator became aware of serious AE D D - M M M - Y Y Y Y 

 

Was patient hospitalised due to SAE  No 

 Yes, complete the following 

Date of Hospitalisation 

D D - M M M - Y Y Y Y  

Date of Discharge 

D D - M M M - Y Y Y Y 

 

Seriousness Criteria: 

(select all that apply) 

 Death 

 Life-threatening  

 Inpatient hospitalisation or Prolonged of existing  
hospitalisation  

 Persistent or significant disability/incapacity 

 Congenital anomaly/Birth defect   

 Important medical event_____ 

Date of event onset: D D - M M M - Y Y Y Y 
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Time of event onset 
H H : M M 

(24 hours 
format) 

 

Causality assessment in relation to study 
procedure(s) 

 Yes 

 No 

Causality assessment in relation with other 
medications 

 Yes 

 No 

Date and time of site awareness of SAE: 

Date of SAE Awareness: D D - M M M - Y Y Y Y 
 

 

 

Time of  SAE Awareness: 
H H : M M 

(24 hours 
format) 

 

Outcome:   Fatal/ Result in Death 

Probable cause of Death______ 

Date of Death 

D D - M M M - Y Y Y Y  

      

             Time of Death 

H H : M M 
(24 hours 
format)                

Was Autopsy performed 

 No 

 Yes,  

Date of Autopsy 

D D - M M M - Y Y Y Y  

Recovered/Resolved  

Date of Resolution 

D D - M M M - Y Y Y Y  

      

             Stop Time of Event 
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H H : M M 
(24 hours 
format) 

 

Recovered/Resolved with sequelae 

 Recovering/Resolving  

 Not Recovered/ Not Resolved 

 Unknown 

Comments:____________________________________________________________________________
_________________________________________________________________________________ 
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