KN-087 WITH EXTENSION DATA
PRESENTED AT ASH 2018

For relapsed or refractory classical Hodgkin lymphoma (cHL)

GIVE YOUR PATIENTS A KEY
TO DEMONSTRATED RESPONSE
AND REMISSION RATES1,2
KEYTRUDA® (pembrolizumab) as monotherapy is indicated for the treatment of adult patients
with relapsed or refractory classical Hodgkin lymphoma (cHL) who have failed autologous stem
cell transplant (ASCT) and brentuximab vedotin (BV), or who are transplant-ineligible and have
failed BV.1
ASH=American Society of Haematology

Before prescribing, please consult the full prescribing information.

In certain patients with relapsed or refractory cHL

KN-087: RESPONSE & REMISSION RATES
Initial analysis:
Response rates in the overall study population (n=210)1,2
Median duration of follow-up 10.1 months (range 1.0–15.0)1
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Adapted from KEYTRUDA Hong Kong Product Information and Chen R et al, 2017. 2
1

2-year extension data (poster presented at ASH 2018):
Response rates in the overall study population (n=210) 3
Median duration of follow-up 27.6 months (range 1.0–32.9) 3
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CR: complete response;
DOR: duration of response;
GVHD: graft versus host disease;
HSCT: hematopoietic stem cell transplant;
ORR: objective response rate;
PR: partial response
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Adapted from Zinzani PL et al, 2018 (ASH Poster Abstract). 3 Patients received KEYTRUDA 200 mg every
3 weeks.
At data cut-off, 5 of the 210 enrolled patients were still receiving KEYTRUDA. 3

Before prescribing, please consult the full prescribing information.

In clinical trials, immune-mediated
adverse reactions including severe and
fatal cases, have occurred in patients
receiving KEYTRUDA. Immune-mediated
complications, including fatal events,
occurred in patients who underwent HSCT
after being treated with KEYTRUDA.1
In patients with a history of allogeneic
HSCT, acute GVHD, including fatal GVHD
has been reported after treatment with
KEYTRUDA.1

In certain patients with relapsed or refractory cHL

KN-087: DURATION OF RESPONSE
Initial analysis: 76% had a response duration ≥6 months1
Based on Kaplan-Meier estimation; includes 31 patients with response of 6 months of longer. Among the 145 responding patients,
the median duration of response was 11.1 months (range 0.0+, 11.1)1

KEYNOTE-087 extension data
(Poster presented at ASH 2018;
median follow-up of 27.6 months):

2-year extension data (poster presented at ASH 2018):
Kaplan-Meier analysis of duration of response in all responders (n=151 of 210, 72%) 3,4
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Median duration
of follow-up 27.6
months (range
1.0–32.9) 3

Patients in response (%)
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• Of 210 patients, 153 (72.9%) had any-grade
treatment-related AEs; those occurring
in ≥10% of patients were hypothyroidism
(14.3%), pyrexia (11.4%), fatigue (11.0%)
and rash (11.0%) 3
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• 23 (11.0%) patients had grade 3 treatmentrelated AEs, most commonly neutropenia
and diarrhoea 4
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All responders (n=151)

• No patients died of treatment-related AEs 3
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From product limit (Kaplan-Meier) method for censored data 4
Indicates no progressive disease at last assessment4
Adapted from Zinzani PL et al, 2018 (ASH Poster). 4 Patients received KEYTRUDA 200 mg every 3 weeks. At data cut-off, 5 of the 210 enrolled patients were still receiving
KEYTRUDA. Median duration of follow-up was 27.6 months (range 1.0–32.9 months). 3
a

+

Before prescribing, please consult the full prescribing information.

• 2 (1.0%) patients had grade 4 treatmentrelated AEs (myocarditis and increased
lipase) 4
• 14 (6.7%) patients discontinued the study
because of treatment-related AEs 3
• The safety profile of KEYTRUDA with
extended follow-up remained consistent
with that of previous reports2,3

OVERALL AND PROGRESSION-FREE SURVIVAL
Overall study
population (n=210)3

Initial analysis1,2

Median duration of follow-up 10.1 months
(range 1.0–15.0 months)

98%

OS estimates
Median OS

Median duration of follow-up 27.6 months
(range 1.0–32.9 months)

91%

12-month rate†

24-month rate†

Not reached†

Not reached†

63%

PFS estimates
Median PFS

Extension data (Poster presented at ASH 2018)3

9-month rate†

11.3 months

(95% CI: 10.8 months, not reached)

31%

24-month rate†

13.7 months

(95% CI: 11.1–17.0 months)

Confidence interval not stated.
Adapted from Hong Kong Product Circular,1 Chen R et al, 2017, 2 and Zinzani et al, 2018 (ASH Poster Abstract). 3
†

KEYNOTE-087 study design: Multicentre, single arm phase II study of KEYTRUDA in three cohorts of adult patients with relapsed or refractory cHL (n=210), defined on the basis of lymphoma progression after (1) autologous stem cell transplantation (ASCT) and subsequent brentuximab vedotin
(BV) (n=69); (2) salvage chemotherapy and BV, and thus, ineligible for ASCT because of chemoresistant disease (n=81); and (3) ASCT, but without BV after transplantation (n=60). Patients were required to have an ECOG performance status of 0 or 1, and adequate organ function. Exclusion criteria
included receipt of immunosuppressive therapy within 7 days of first study dose; treatment with a monoclonal antibody within 4 weeks of first study dose; prior chemotherapy, targeted small molecule therapy, or radiation therapy within 2 weeks before first study dose; prior known clinically active
CNS involvement; active autoimmune disease requiring systemic treatment in past 2 years; known HIV or active hepatitis B or C infection. Patients received KEYTRUDA 200 mg once every 3 weeks for a maximum of 24 months. Response was assessed every 12 weeks. The primary endpoint
was ORR by central review and safety. The secondary endpoints were ORR by investigator review, complete remission rate, progressions-free survival, duration of response and overall survival.

Selected Safety Information for KEYTRUDA® (pembrolizumab) Indications: • Melanoma-KEYTRUDA (pembrolizumab) is indicated for the treatment of patients with unresectable or metastatic melanoma.• KEYTRUDA as monotherapy is indicated for the adjuvant treatment of patients with Stage III melanoma with involvement of lymph node(s) following complete resection.
• Non-Small Cell Lung Cancer-KEYTRUDA, in combination with pemetrexed and platinum chemotherapy, is indicated for the first-line treatment of patients with metastatic nonsquamous non-small cell lung cancer (NSCLC), with no EGFR or ALK genomic tumor aberrations. KEYTRUDA, in combination with carboplatin and either paclitaxel or paclitaxel protein-bound, is indicated for the
first-line treatment of patients with metastatic squamous NSCLC. KEYTRUDA, as a single agent, is indicated for the first-line treatment of patients with NSCLC expressing PD-L1 [Tumor Proportion Score (TPS) ≥ 1%)] as determined by a validated test, with no EGFR or ALK genomic tumor aberrations, and is: stage III where patients are not candidates for surgical resection or definitive
chemoradiation, or metastatic KEYTRUDA, as a single agent, is indicated for the treatment of patients with metastatic NSCLC whose tumors express PD-L1 (TPS ≥1%) as determined by a validated test with disease progression on or after platinum-containing chemotherapy. Patients with EGFR or ALK genomic tumor aberrations should have disease progression on approved therapy
for these aberrations prior to receiving KEYTRUDA. • Urothelial Carcinoma-KEYTRUDA is indicated for the treatment of patients with locally advanced or metastatic urothelial carcinoma who are not eligible for cisplatin-containing chemotherapy and whose tumors express PD-L1 [Combined Positive Score (CPS) ≥10] as determined by a validated test, or in patients who are not eligible
for any platinum-containing chemotherapy regardless of PD-L1 status. KEYTRUDA is indicated for the treatment of patients with locally advanced or metastatic urothelial carcinoma who have disease progression during or following platinum-containing chemotherapy or within 12 months of neoadjuvant or adjuvant treatment with platinum-containing chemotherapy. • Classical Hodgkin
Lymphoma-KEYTRUDA as monotherapy is indicated for the treatment of adult patients with relapsed or refractory classical Hodgkin lymphoma (cHL) who have failed autologous stem cell transplant (ASCT) and brentuximab vedotin (BV), or who are transplant-ineligible and have failed BV. • Microsatellite Instability-High or Mismatch Repair Deficient Cancer-KEYTRUDA is indicated
for the treatment of adult patients with unresectable or metastatic, microsatellite instability-high (MSI-H) or mismatch repair deficient (dMMR) solid tumors that have progressed following prior treatment and who have no satisfactory alternative treatment options, or colorectal cancer that has progressed following treatment with a fluoropyrimidine, oxaliplatin, and irinotecan. • Renal
Cell Carcinoma-KEYTRUDA, in combination with axitinib, is indicated for the first-line treatment of patients with advanced renal cell carcinoma (RCC). Dosage and administration: Patient Selection: Select patients for treatment with KEYTRUDA as a single agent based on the presence of positive PD-L1 expression in stage III NSCLC who are not candidates for surgical resection or
definitive chemoradiation, metastatic NSCLC or metastatic urothelial carcinoma; For MSI-H or dMMR Cancer, select patients for treatment with KEYTRUDA as a single agent based on MSI-H/dMMR status in tumor specimens. • Melanoma: The recommended dose of KEYTRUDA in patients with unresectable or metastatic melanoma is 200 mg administered as an intravenous infusion
over 30 minutes every 3 weeks until disease progression or unacceptable toxicity. The recommended dose of KEYTRUDA for the adjuvant treatment of adult patients with melanoma is 200 mg administered as an intravenous infusion over 30 minutes every 3 weeks until disease recurrence, unacceptable toxicity, or for up to 12 months in patients without disease recurrence. • NSCLC:
For monotherapy or combination therapy, KEYTRUDA 200 mg should be administered as an intravenous infusion over 30 minutes every 3 weeks until disease progression, unacceptable toxicity, or up to 24 months in patients without disease progression. When administering KEYTRUDA in combination with chemotherapy, administer KEYTRUDA prior to chemotherapy when given on
the same day. Refer to the Prescribing Information for the chemotherapy agents administered in combination with KEYTRUDA for recommended dosing information, as appropriate. • Urothelial Carcinoma, Classical Hodgkin Lymphoma, MSI-H or dMMR Cancer: 200 mg should be administered as an intravenous infusion over 30 minutes every 3 weeks until disease progression or
unacceptable toxicity, or up to 24 months in patients without disease progression. • Renal Cell Carcinoma: KEYTRUDA 200 mg should be administered as an intravenous infusion over 30 minutes every 3 weeks in combination of axitinib 5 mg orally twice daily, until disease progression or unacceptable toxicity, or for KEYTRUDA up to 24 months in patients without disease progression. Dose
escalation of axitinib above the initial 5 mg dose may be considered at intervals of six weeks or longer. Contraindications: None Precautions: • Immune-mediated pneumonitis •Immune-mediated colitis Immune-mediated hepatitis (KEYTRUDA) and hepatotoxicity (KEYTRUDA in combination with axitinib) •Immune-mediated endocrinopathies (adrenal insufficiency; hypophysitis; thyroid
disorders - hyperthyroidism, hypothyroidism and thyroiditis; Type 1 diabetes mellitus) • Immune-mediated nephritis and renal dysfunction •Immune-mediated skin adverse reactions (SJS, TEN, exfoliative dermatitis and bullous pemphigoid) • Other immune-mediated adverse reactions • Infusion-related reactions (including hypersensitivity and anaphylaxis) • Complications of allogeneic
HSCT in patients after or prior to treatment with KEYTRUDA treatment • Increased mortality in patients with multiple myeloma when KEYTRUDA is added to a thalidomide analogue and dexamethasone • Embryo-fetal toxicity Adverse Events: Most common adverse reactions (reported in ≥20% of patients) when KEYTRUDA was used as a single agent were fatigue, musculoskeletal pain,
decreased appetite, pruritus, diarrhea, nausea, rash, pyrexia, cough, dyspnea, constipation, pain, and abdominal pain; when KEYTRUDA was used in combination with chemotherapy were fatigue/asthenia, nausea, constipation, diarrhea, decreased appetite, rash, vomiting, cough, dyspnea, pyrexia , alopecia, peripheral neuropathy, mucosal inflammation, and stomatitis; when KEYTRUDA
in combination with axitinib were diarrhea, fatigue/asthenia, hypertension, hepatotoxicity, hypothyroidism, decreased appetite, palmar-plantar erythrodysesthesia, nausea, stomatitis/mucosal inflammation, dysphonia, rash, cough, and constipation. • Immune-mediated pneumonitis • Immune-mediated colitis •Immune-mediated hepatitis (KEYTRUDAA) and hepatotoxicity (KEYTRUDA
in combination with axitinib) • Immune-mediated endocrinopathies • Immune-mediated nephritis and renal dysfunction • Immune-mediated skin adverse reactions • Other immune-mediated adverse reactions • Infusion-related reactions • As with all therapeutic proteins, there is the potential for immunogenicity. For detailed precautions and adverse events, please consult the full
prescribing information. Before prescribing KEYTRUDA, please consult the full prescribing information

Reference: 1. Hong Kong Product Circular (KEYTRUDA, MSD) 2. Chen R et al. Phase II Study of the Efficacy and Safety of Pembrolizumab for Relapsed/Refractory Classic Hodgkin Lymphoma. J Clin Oncol 2017; 35: 2125–32. 3. Zinzani P et al. Two-Year Follow-Up of KEYNOTE-087:
Pembrolizumab Monotherapy in Relapsed/Refractory Classic Hodgkin Lymphoma. Blood 2018; 132(Suppl1): 2900. 4. Zinzani P et al. Two-Year Follow-Up of KEYNOTE-087: Pembrolizumab Monotherapy in Relapsed/Refractory Classic Hodgkin Lymphoma. Poster presented at the 60th
ASH (American Society of Hematology) Annual Meeting & Exposition; 1–4 December 2018; San Diego, California, USA.
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