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Anti-PD-(L)1 in HBC & HCV infected patients

El-Khoueiry AB, et al. Nivolumab in patients with advanced hepatocellular carcinoma (CheckMate 040): an 
open-label, non-comparative, phase 1/2 dose escalation and expansion trial. Lancet 2017. 



• KEYNOTE-224: non-randomised, multicentre, open-label, phase 2 trial
• 104 HCC patients treated with pembrolizumab

Zhu AX, et al. Pembrolizumab in patients with advanced hepatocellular carcinoma previously
treated with sorafenib (KEYNOTE-224): a non-randomised, open-label phase 2 trial. Lancet Oncol
2018;19:940–52. 

Anti-PD-(L)1 in HBC & HCV infected patients



• no safety issues related to the viral status have been 
reported

• no patient achieved a sustained HCV virological
response for more than 24 wks (some pts infected 
had transient reductions in HCV RNA)

• no patient had reactivation of HBV, and no instances 
of anti-HBs seroconversion were noted among 
patients infected with HBV

Hepatitis B/C Viral infection & Anti-PD-(L)1

El-Khoueiry AB, et al. Lancet 2017.
Zhu AX, et al. Lancet Oncol 2018;19:940–52. 



FDA Approved Lines of Treatment for ICT mAbs

https://medi-paper.com

Adjuvant Pembrolizumab /

1L Axitinib + Avelumab

➔ HIV patients excluded from all registrational trials

https://medi-paper.com/


ORR is independent from lymphocyte counts

Sun R, et al. Baseline lymphopenia should not be used as exclusion criteria in early clinical trials investigating immune checkpoint 
blockers (PD-1/PD-L1 inhibitors). Eur J Cancer 2017;84:202–11. 



Porichis F, Kaufmann DE. Role of PD-1 in HIV pathogenesis and as target for therapy. Curr HIV/AIDS Rep 2012;9:81–90. 

Extensive Data on PD-1/PD-L1 & HIV



Chomont N, El-Far M, Ancuta P, Trautmann L, Procopio F a, Yassine-Diab B, et al. HIV 
reservoir size and persistence are driven by T cell survival and homeostatic proliferation. 
Nat Med 2009;15:893–900. 

PD-1high T-cells are the reservoir of HIV



Anti-PD-1 could sensitize
to anti-retroviral therapies

[1] Fromentin R, DaFonseca S, Costiniuk CT, El-Far M, Procopio FA, Hecht FM, et al. PD-1 
blockade potentiates HIV latency reversal ex vivo in CD4+ T cells from ART-suppressed
individuals. Nat Commun 2019;10:814. doi:10.1038/s41467-019-08798-7.



Phase 1 study of pembrolizumab in people with HIV and cancer

Presented By Thomas Uldrick at 2019 ASCO Annual Meeting



Key Eligibility Criteria

Presented By Thomas Uldrick at 2019 ASCO Annual Meeting



Patient Characteristics

Presented By Thomas Uldrick at 2019 ASCO Annual Meeting



Cancers

Presented By Thomas Uldrick at 2019 ASCO Annual Meeting
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Adverse Events at Least Possibly Attributed to Pembrolizumab 

Presented By Thomas Uldrick at 2019 ASCO Annual Meeting



Immune Related Events of Clinical Interest

Presented By Thomas Uldrick at 2019 ASCO Annual Meeting
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Presented By Thomas Uldrick at 2019 ASCO Annual Meeting



Activity Observed in Each Cohort

Presented By Thomas Uldrick at 2019 ASCO Annual Meeting

Uldrick TS, et al. Assessment of the Safety of Pembrolizumab in Patients With HIV and 
Advanced Cancers. JAMA Oncol 2019.



Phase II study of durvalumab (MEDI4736) in HIV-1-infected cancer patients<br /> <br />M. Gonzalez-Cao1, T. Moran2, J. Dalmau3 , J. Garcia-Corbacho4, R. Bernabe5, O. Juan6, J. de 

Castro7, R. Blanco8, A. Meyerhans9,10, J. Blanco3,11, J. Prado3, N. Karachaliou1, C. Brander3,10-11, J. Carrillo3, B. Clotet2,3,11, B. Massuti12, M. Provencio13, MA. Molina1, J. 

Martinez-Picado3,10-11, R. Rosell1,14 on behalf of the Spanish Lung Cancer Group.<br />

Presented By Maria Gonzalez-Cao at 2019 ASCO Annual Meeting



Study Objectives and Design: DURVAST (NCT 03094286)

Presented By Maria Gonzalez-Cao at 2019 ASCO Annual Meeting



Cohort Disposition

Presented By Maria Gonzalez-Cao at 2019 ASCO Annual Meeting



Baseline characteristics

Presented By Maria Gonzalez-Cao at 2019 ASCO Annual Meeting



Baseline characteristics

Presented By Maria Gonzalez-Cao at 2019 ASCO Annual Meeting



Adverse Events (AEs)

Presented By Maria Gonzalez-Cao at 2019 ASCO Annual Meeting



T cell count and plasma viral load

Presented By Maria Gonzalez-Cao at 2019 ASCO Annual Meeting



Tumor Response (RECIST v1.1)

Presented By Maria Gonzalez-Cao at 2019 ASCO Annual Meeting
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Tumor Response (RECIST v1.1) according to number of previous lines

Presented By Maria Gonzalez-Cao at 2019 ASCO Annual Meeting



Tumor Response (RECIST v1.1) according to PD-L1 expression

Presented By Maria Gonzalez-Cao at 2019 ASCO Annual Meeting



Take Home Messages

• no new safety signals of anti-PD(L)1 in HCV, HBV 
& HIV chronically infected patients 

• safe and efficacious treatment option in those 
patient populations

• several ongoing prospective clinical trials 
ongoing

• these patients should not be excluded from anti-
PD(L)1 monotherapies
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