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• Checkpoint-Inhibitor

• Use in Cancer:

• Hodgkin lymphoma

• Progressive mCRC (MSI) after 

FOLFIRINOX treatment

• Malignant pleural mesothelioma

with ipilimumab

• Melanoma (with ipilimumab)

• NSCLC with Ipilimumab

• no EGFR or ALK mutation



Treatment possibilities in NSCLC
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Authors of the “Checkmate 816“ 
trial



First author: Patrick M. Forde
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• John Hopkins University, 

Baltimore, USA

• Beaumont hospital

• Main research focus: immunotherapy

in lung cancer

• H-index: 43



Last author: Nicolas Girard
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• University of Versailles,

France

• Hôpital Saint Cloud, Paris

• Main research focus: Thymic Cancer

and immunotherapy

• H-index: 61



Background of the clinical trial
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• 20 – 25 % of patients diagnosed with NSCLC have resectable

disease

• 30 – 50 % of operated patients have recurrence

• Benefit of Nivolumab in patients with metastatic NSCLC

• Promising phase 2 trials for neoadjuvant nivolumab

• Checkmate 816  phase 3 trial comparing nivo + chemo vs. 

Chemo alone



Inclusion vs. Exclusion Criteria

• Stage IB (≥4 cm) to IIIA 

NSCLC

• ECOG 0 – 1

• No previous anti-cancer

therapy

• Mediastinal lymph node

samples for assessment

• Adequate pulmonary

function for lung resection

• EGFR or ALK mutation

• unresectability

• Stage IV

• Immunosuppressive

medication

• Systemic corticosteroids
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Treatment
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• 360 mg Nivolumab + either Cisplatin- or Carboplatin-based

vs. Cisplatin- or Carboplatin-based chemotherapy alone

• 3 cycles q21

• surgery was planned to occur within 6 weeks after the

completion of neoadjuvant treatment

• Consecutive adjuvant CTx, RTx or both was possible

1. 2. 3. 4. 5.

Cisplatin Cisplatin Carboplatin Cisplatin Cisplatin

Paclitaxel Pemetrexed Paclitaxel Vinorelbine Docetaxel



Endpoints
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• Two primary endpoints:

• Event-Free-Survival

• Time from randomization to any progression precluding

surgery / after surgery / in the absence of surgery / or death

from any cause

• Data on patients with subsequent therapy was censored at the

last tumor assessment before therapy

• Complete Response

• R0 (0% residual tumor cells in primary tumor and sampled

lymph nodes)
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Results: EFS
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Results: EFS comparison
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Results: 
pathological
complete
response

Journal Club 19.12.2022

Martin Korpan

16



Treatment Summary
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Side effects
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Immune-mediated side effects
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Limitations
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• Not transparently presented, what patients received which

chemo-regimen

• choice of exact chemo therapy was at the discretion of each

investigator

• Sponsor decision to discontinue the nivolumab + ipilimumab

arm (due to two phase 2 studies conducted by the sponsor)

• P value for overall survival did not cross the boundary for

statistical significance



Conclusion
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• Significantly longer event-free survival than chemo alone

• Higher percentage of patients with a pathological complete

response

• Greater benefit in patients

• with stage IIIa disease

• With higher PD-L1 expression

• FDA approval for resectable NSCLC ≥ 4cm or node positive
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