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Patients with Stage IV Non-Small Cell Lung Cancer 

INTRODUCTION

METHODS

CONCLUSION

• To our knowledge, this is the first prospective 

clinical trial evaluating frontline combination 

chemoimmunotherapy in patients with 

mNSCLC and HIV. 

• The study met its Stage 1 efficacy threshold, 

demonstrating encouraging activity and 

manageable toxicity for the study regimen in 

this population.

• These findings support the inclusion of 

people living with HIV in 

future immunotherapy-based oncology 
clinical trials.
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RESULTS

Insert your 

organization’s 

logo

• Non-small cell lung cancer (NSCLC) is the 

leading cause of cancer-related mortality 

among people with HIV.

• Immune checkpoint inhibitors (ICIs) are part 

of standard first-line therapy in metastatic 

NSCLC (mNSCLC). However, patients with 

HIV have historically been excluded from 

clinical trials leading to ICI approval.

• We investigated efficacy and safety of 

combination chemoimmunotherapy in 

patients with treatment-naive mNSCLC and 

HIV.

Key eligibility 
criteria

• EGFR/ALK wild-

type, treatment-

naive mNSCLC 

and HIV

• ECOG PS 0-2

• Measurable 

disease

• Adequate organ 

and marrow 

function

Durvalumab 1,500 

mg + 

tremelimumab 75 

mg* + platinum 

doublet 

chemotherapy 

Q3W for 4 cycles, 

followed by 

durvalumab 

maintenance Q4W 

and single dose of 

tremelimumab at 

Week 16

>1 response

≤ 1 response Stop trial

Enroll additional 

11 patients

Simon’s optimal two stage design

First-stage (n=7) Second-stage

• Design: Investigator-initiated, phase II, 

single arm, open-label

• Treatment Discontinuation: Disease 

progression or unacceptable toxicity

• Primary Endpoint: Overall 

Response Rate (ORR) assessed by 

RECIST v1.1, ≥Grade 3 Treatment-

related Adverse Events (TRAEs) 

assessed using CTCAE v5.0

• Secondary Endpoints: Duration of 

response (DOR), progression free 

survival (PFS), and overall survival 

(OS)

TRAEs, n (%) All 

grades

Grade 

3 

Grade 4

Fatigue 6 (86) 0 0

Thrombocytopenia 4 (57) 0 1 (14)

Anemia 3 (43) 0 0

Elevated AST 3 (43) 0 0

Decreased CD4 

lymphocytes

2 (29) 1 (14) 0

Neutropenia 2 (29) 0 0

Elevated ALT 2 (29) 0 0

Arthralgia 2 (29) 0 0

Constipation 2 (29) 0 0

Diverticulitis 1 (14) 1 (14) 0

Colitis 1 (14) 1 (14) 0

Characteristics

Age, median 

(range)

65 (46-76)

Sex, n (%)

Male 6 (86)

Female 1 (14)

Race, n (%)

White 2 (29)

Black 5 (71)

ECOG 

Performance 

Status, n (%)

0-1 7 (100)

2 0

PD-L1, n (%)

Negative (<1%) 1 (14)

Low (1-49%) 2 (29)

High (≥50%) 4 (57)

Histology, n (%)

Adenocarcinoma 6 (86)

Squamous Cell 

Carcinoma

1 (14)

CD4+ T-cell count, 

median (range), 

cells/mm3

460 (256-

638)

HIV viral load, 

median (range), 

copies/mL

20 (0-70)

Dose interruption

• 3 patients: 1 for 

Grade 2 ALT 

elevation, 1 for 

Grade 3 

diverticulitis and 1 

for Grade 1 

thrombocytopenia

Dose reduction

• 1 patient required 

pemetrexed dose 

reduction for Grade 

2 fatigue

Treatment 

discontinuation

• 1 patient 

discontinued due 

to toxicity (Grade 4 

thrombocytopenia 

and Grade 3 

colitis).

• 6 patients 

discontinued due 

disease 

progression
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Table 1. Baseline Characteristics Table 2. Common and Severe TRAEs 

Figure 1. Swimmer plot of PFS and objective response

Efficacy

• ORR was 43% (3 partial 

responses)

• DOR was 9.69 months 

(95% CI 1.61-NE)

• mPFS was 10.3 months 

(95% CI 2.27-20.0)

• mOS was 15.9 months 

(95% CI 6.54-NE) 

• Four patient (57%) had 

stable disease as best 

overall response

*Upon approval of POSEIDON regimen in 2022, the 

protocol was amended to include tremelimumab Q3W for 

4 cycles and an additional dose in week 16

irAEs, n (%) All 

grades

Grade 

3 

Grade 

4

Elevated AST 3 (43) 0 0

Elevated ALT 2 (29) 0 0

Fatigue 2 (29) 0 0

Arthralgia 2 (29) 0 0

Diverticulitis 1 (14) 1 (14) 0

Colitis 1 (14) 1 (14) 0

Table 3. Common and Severe irAEs 


	Slide 1

