
10 Things Referring Providers Should 
Know about MK 3475-716*

1.  Treatment of a patient with Stage IIB or IIC melanoma takes a
multidisciplinary approach. Oncologists, surgeons, and dermatologists
all play a critical role in identifying melanoma and treating the patient.

2.  Patients with Stage IIB and IIC melanoma can have 10 year overall
survival outcomes that are similar to Stage IIIB patients and poorer
outcomes than Stage IIIA patients.

Stage 5 Year Overall Survival 10 Year Overall Survival
IIB 87% 82%
IIC 82% 75%
IIIA 93% 88%
IIIB 83% 77%
IIIC 69% 60%
IIID 32% 24%

3.  Pembrolizumab is approved in many countries (United States,
European Union, Switzerland, Australia, Japan, and Brazil) for the
adjuvant treatment of patients with melanoma with involvement of
lymph node(s) following complete resection and for the treatment of
unresectable or metastatic melanoma [please refer to country-specific
labels for exact wording].

4.  The clinical approach of KEYNOTE-716 is to determine
if adjuvant pembrolizumab early (i.e. treat when the
patient has been diagnosed with stage IIB or IIC
melanoma) is beneficial to the patient versus 
once the melanoma has spread (i.e. Stage III
or Stage IV melanoma).
•  Unresectable advanced or metastatic

disease is more difficult to successfully 
treat and may have additional
comorbidities. Preventing locoregional
and distant recurrences with adjuvant
treatment in an earlier stage may provide
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a benefit to the patient not only with remaining in remission but also 
with a better quality of life.   

5.  KEYNOTE-716 Study Design – This is a multi-site, placebo 
controlled, randomized, double-blinded study designed to compare 
the efficacy and safety of adjuvant pembrolizumab versus placebo in 
participants with Stage IIB or IIC melanoma (AJCC 8th edition).

6.  The primary endpoint is recurrence free survival. Secondary endpoints 
are distant metastasis free survival, overall survival, and safety.

7.  In Part 1, eligible participants ≥12 years of age will receive 
pembrolizumab or placebo every 3 weeks for 17 cycles.

8.  If the study participant has a recurrence, their study treatment will 
be unblinded so that the participant and physician can decide on 
appropriate next steps in therapy.

9.  If they meet eligibility criteria for Part 2, they will be crossed over or 
rechallenged with pembrolizumab. Participants will be treated with 
pembrolizumab every 3 weeks for 17 cycles (resected locoregional or 
distant metastases) or 35 cycles (unresectable disease). 

10.  If a participant does not meet Part 2 eligibility criteria or the participant 
and physician decide to seek an alternative therapy plan, the 
participant will continue to be followed periodically on KN716 for 
distant recurrences where appropriate, additional clinical information 
regarding the participants wellbeing, and survival information.

 •  On this study, participants have flexibility after a recurrence to 
determine the next best treatment plan.

*Please refer to protocol for full study details.


