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Forward-Looking Statement of
Merck & Co., Inc., Kenilworth, NJ, USA

This presentation of Merck & Co., Inc., Kenilworth, NJ, USA (the “company”) includes “forward-
looking statements” within the meaning of the safe harbor provisions of the United States
Private Securities Litigation Reform Act of 1995. These statements are based upon the current
beliefs and expectations of the company’s management and are subject to significant risks and
uncertainties. There can be no guarantees with respect to pipeline products that the products
will receive the necessary regulatory approvals or that they will prove to be commercially
successful. If underlying assumptions prove inaccurate or risks or uncertainties materialize,
actual results may differ materially from those set forth in the forward-looking statements.

Risks and uncertainties include, but are not limited to, general industry conditions and
competition; general economic factors, including interest rate and currency exchange rate
fluctuations; the impact of pharmaceutical industry regulation and healthcare legislation in the
United States and internationally; global trends toward healthcare cost containment;
technological advances, new products and patents attained by competitors; challenges
inherent in new product development, including obtaining regulatory approval; the company’s
ability to accurately predict future market conditions; manufacturing difficulties or delays;
financial instability of international economies and sovereign risk; dependence on the
effectiveness of the company’s patents and other protections for innovative products; and the
exposure to litigation, including patent litigation, and/or regulatory actions.

The company undertakes no obligation to publicly update any forward-looking statement,
whether as a result of new information, future events or otherwise. Additional factors that could
cause results to differ materially from those described in the forward-looking statements can
be found in the company’s 2015 Annual Report on Form 10-K and the company’s other filings
with the Securities and Exchange Commission (SEC) available at the SEC’s Internet site
(www.sec.gov).
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Merck’s Oncology Strategy

Extend and Improve the lives of people worldwide

- M |

li» Explore combinations with standard of care and novel agents
including other immune modulators

II» |ldentify patients most Ilkely to beneflt from KEYTRUDA through
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Significant progress made in the last 5 years since
KEYTRUDA entered the clinic

Progress since ASCO 2016

)

/\\\\ AN

First anti-PD-1 to market in the U.S.
Approvals in NSCLC (2L+ PD-L1+), Melanoma (1L+), H&N (2L+)

Demonstrated overall survival as Monotherapy

- vs. ipilimumab in melanoma
- vs. docetaxel in 2L PD-L1+ NSCLC
- vs. platinum doublet in 1L PD-L1 50%+ NSCLC

Demonstrated Progression Free Survival in combination with Chemo
- vs. platinum doublet in 1L Non squamous NSCLC

Launching in >50 markets globally (melanoma) / >30 markets (lung)
Clinical activity in more than 20 tumor types
More than 30 registration-enabling studies ongoing

FDA Breakthrough Designations
= melanoma, 2L NSCLC, MSI-H, Hodgkin Lymphoma and 1L NSCLC

CK
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¥ The Broadest Program of Any Anti-PD-1/PD-L1 Drug

"~ More than 350 trials in more than 30 tumors; More than 100 Combination Trials

EARLY DEVELOPMENT REGISTRATION

Melanoma
GITR (MK-4166) WNOOG) Head and Neck

1L + chemo/cetuximab (KN048
- 2L (KN002) oL (KKJ)S40) (KN04g)
GITR (MK-1248) Adjuvant (KN053/054) 3L (KNO55)

1L + T-Vec (Amgen
1L+ IDO-1( Incgte) 2L Nasopharyngeal (KN122)

1%4) Hematological Malignancies
IL-10 (MK-1966) 1L (KN042) 3L HL (KNO87)

HL + brent. ved. (KN204)
1L + pemetrexed non sq (KN189) i
1L + pacitaxel sq(KN407) 2L NHL rrPMBCL (KN170)

CEACAM1 (MK-6018) 2/3L (KN010) 1L MM + len/dex (KN185)
Adjuvant (KN091 3L MM + pom/dex (KN183)

LAG-3 (MK-4280)

CDK 1,2,5,9 (MK-7965) Gastrointestinal Bladder

1L Gastric + chemo (KN062) 1t Eﬁ”gg%

BET-Bromodomain (MK-8628) gt gg:g:g mgg;g 2L NIBC (KN057)

2L Esophageal (KN181) ab(KNOZD)
PI3K Delta (MK-1822) 3L Esophageal (KN180) Triple Negative Breast
1L CRC MSI-high (KN177) 2L+ (KN086)
3L CRC MSI-high (KN164) 2L/3L (KN119)

Other
Additional I-O Preclinical Programs Hepatocellular 2L Ovarian (KN100)
2L (KN224) 2L Prostate (KN199)
2L (KN240) 1L Renal Cell Carcinoma (KN427)
1L + Axitinib Renal Cell Carcinoma (KN426)
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Several KEYTRUDA studies in multiple tumor types
have been presented during ESMO

Summary of major KEYTRUDA sessions only—in total, findings from 30 studies across 12

different cancer types have been presented at ESMO 2016

+ Keynote-024: vs. Chemo as 1L NSCLC (TPS250%) - Oral

+ Keynote-021G: + Carboplatin and Pematrexed as 1L - Oral

* Keynote-001,010,024: Prevalence of PD-L1 expression - Poster

» Keynote-010: vs. Docetaxal NSCLC — Longer follow-up - Poster

+ Keynote-098: Safety and activity in combo with Ramucirumab - Poster

* Keynote-052: 1L bladder - Oral
+ Keynote-028: Prostate adenocarcinoma - Poster
» Keynote-035: Combo with Axitinib in renal cell carcinoma - Poster

Melanoma
and
Head & neck

+ Keynote-002: OS data in Melanoma — Longer follow-up - Oral
* Keynote-055: Head and Neck after Platinum and Cetuximab - Poster
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What we expect over the next 12 months

/ Many potential new filings across muItipIe\
tumor types

* Anticipated approvals for NSCLC in
multiple jurisdictions

 Additional novel combination data

- Additional internal I-O targets moving into

the clinic
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Keynote-024: vs. Chemo as 1L NSCLC (TPS250%)
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The HEW EMOLAMD JOURMAL of MEGICIME

ORIGINALARTICLE

Pembrolizumab versus Chemotherapy for
PD-L1-Positive Non—Small-Cell Lung Cancer

Martin Reck, M.D., Ph.D, Debys Rodriguez-Abreu, M.D.,
Andrew G. Robinson, M.D., Rina Hui, M.B., B.S., Ph.D., Tibor Csfizzi, M.D.,
Andrea Falap, M.D., Maya Gottfried, M.D_, Mir Peled, M.D., Ph.D.,

Ali Tafreshi, M.D., Sinead Cuffe, M.D., Bary O Brien, M.D, Suman Rao, b.D.,
Katsuyuki Hotta, M_D., Ph.D., Melanie A. Leiby, Ph.D., Gregory M. Lubiniecki, M.D,
Yue Shenmtu, Ph.D., Reshma Rangwala, M.D., Ph.D, and Julie R. Erahimer, M.D.,
for the KEYNOTE-024 Investigators™

ABSETRACT

BACKGCROUND
Pembrolizumab is a humanfzed monoclona! antbody against programmed death 1
[FD-1) that has antimmor actvity in advanced non-smalkcel! lung cancer (H5CLCH
with increased acovity in tumors that express programmed death ligand 1 (AC-L1).

METHODS
In this open-label, phase 3 trial, we randomly zssigned 305 patients who had previ-
ously untreated advanced HSCLC with PO-L1 expression on at least 509 of umor cells
and no sensitizing mutation of the epidermal growth factor receptor gene or trans-
location of the anaplastic lymphoma knase gene to receive ether pembro! izumab fat
a fixed dose of 200 mg every 3 weeks) or the investgator's choice of platmum-based
chemotherapy. Crossover from the chemotherapy group to the pembrolszumab group
was permifted n the event of disease progression. The primary end pont, progres-
zion-free survival, was assessed by means of Blinded, independent, central radiologic
review. Secondary end points were overall survival, obfective response rate, and safety.

RESULTS
Median progression-free survival was 105 months (9%% confidence interval [CI], 6.7
to not reached) in the pembrolizumab group versues 6.0 months (95 C1, 4.2 to 6.2)
in the chemotherapy group (hzzard ratio for disease progression or death, 0.50; 95%
ClL .37 to 0068; PeQUD01). The estimated rate of overall survival at & months was
B0.2% I the pembrolizumab group versus 72.4% m the chemotherapy group (hazard
ratio for death, 0L60; 95k CI, 0.41 to 0.8% P=0.005L The response rate was higher in
the pembrolizumab group than in the chemotherapy group $4.8% vs. ILER), the
median duraton of response was longer (not reached [range, 1.9+ to 14.5+ months)
vs. 6.5 months [range, 21+ to 126+]), and treatment-related adverse events of any
prade were less freguent (pocureng o 75.4% vs, 9000% of patients), as were grade 3,
4 or & treatmentrel ated adverse events (26060 vs. 55.5%).

CORCLUSIONS

I L T T D BT el P I & R O T T e A T I

The HEW ENGLAND JOURNAL of MEDICINE

EDITORIAL

Divide and Conqguer to Treat Lung Cancer

Bruce E. Johnson, M.D.

The tactic of divide and conguer, which has been
attributed to Philip of Macedonia and Julfus
Caesar in warfare, is transforming the treatment
of lung cancer. Biomarkers are being used to
ident:fy subsets of patents with g cancer who
can receve imitial treatment with a checkpomt
inhiibitor or a tarpeted agent. The results of the
KEYHOTE-024 trial, now reported in the Journal
by Reck and colleagues! show therzpeuric bane-
fits for the checkpoint inhibitor pembra!izumab
for the subset of patients with non—small-cell
lung cancer (HSCLC) who have a high leve! of
programmed death ligand 1 (PL-L1) e pression,
which is defmed by a PL-L1 tumor proportion
score of 50 or greater (iL.e., membranous PC-L1
expression on atleast 50Fe of mor cells, regard-
less of the staining intensity); this subset repre-
sented 3% of the screened KEYHOTE popula-
tion. The patients treated with pembro!zzumab
achieved longer progression-free survival than
did patients treated with chemotherapy (hazard
ratio for disezse progression or death, 0.50), as
well as longer overall survival (hazard ratio for
death, (W60). In additon, grade 3, 4, or 5 treat
mentrel ated adverse events were half as frequent
in the patients reated with pembrolizumab as in
those treated with chemotherapy, a finding that
further favors treatment with the checkpoint
inhibitor over chemotherapy.

Earlier srudies showed that previously treated
patients with either nonsguamous or sguamous
lung cancers who were treated with the check
point inhibitors pembrolizumab and nivolumab

| RN S S | 12 SN U, N

of these therapies.™ In the study favoring pem-
brodBzumak,® patients needed to have PO-L1 ex-
pression on at least 1% of tumor cells, whereas
in the studies favoring nivolumakh,> patents were
not selected on the basis of PL-L1 expression.
The trial conducted by Reck and oolleagues may
establish @ new standard of care for previously
untreated patients with WACLC and a PD-L1 tw-
mor proportion score of S0Fk or preater.
FDA-zpproved targeted apents that are being
used as mnitizl treatment for patients with HSCLC
include gefitinib, edotinib, and afatnib for the
15% of patients with mutations of epidermal
growth factor receptor (EGFR], as well as crizo-
tinib for both the % with rearrangements of
anaplastc vmphoma kinase (ALK) and the I
with rearrangements mvolving the gene encod-
ing the ROS51 proto-oncogene recepiol o rosine
kinase (ROS1L*" The patients who part*cipated in
the KEEYWOTE-024 trial had clinical characteris-
tics that were different from those of the patients
who particpated m the trials of these other
targeted agents. The majority of the patents in
the KEYWOTE-024 trial were men, more than
O0Fk were current or former smokers, and ap-
prozemately 2Pk had sguamous lung cancer. In
the other trials™ approximately 90% of the
three oncogenic drvers (EGFE mutations or ALK
or RS rearrangements) were found in patents
with adenocarcinomas, and the majority of tiose
patrents were women and had never smoked. In
addition to differences in the patient charac-
teristics, the foremost difference between the
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KEYNOTE-024 Study Design and Key End-Points

Study Design

Key Eligibility criteria Pembrolizumab
Untreated stage IV NSCLC 200ImaiVIGeRY
PD-L1 TPS 250% B3I
ECOG PS 0-1
No activating EGFR mutation or
ALK translocation
sg ;2:{5:?&3?::&?3?;::: Platinum-Doublet Pembrolizumab
w , Chemotherapy L 200 mg Q3W
requiring systemic therapy

Key end-points

(4-6 cycles) for 2 years

Primary: PFS (RECIST v1.1 per 50% crossover in ITT population
blinded, independent central 54% crossover excluding ongoing pts
review)

Secondary: OS, ORR, safety

Exploratory: DOR 15
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KEYNOTE-024 Baseline Characteristics

Pembro Chemo
N =154 N =151
Median age (range), y 64.5 (33-90) 66.0 (38-85)
Men, n (%) 92 (60) 95 (63)
Enrolled in east Asia 21 (14) 19 (13)
ECOG PS 1, n (%) 99 (64) 98 (65)
Squamous histology, n (%) 29 (19) 27 (18)
Smoking status,? n (%)
Current 34 (22) 31 (21)
Former 115 (75) 101 (67)
Never 5(3) 19 (13)
Brain metastases, n (%) 18 (12) 10 (7)

125
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AssessedperRECIST v1.1 by blinded, independent central review.

Progression-Free

Survival

1001
901
80
70
6011
501
40
301
201
10

0

PFS, %

Events, Median, HR P
n mo (95% CI)
Pembro 73 10.3

Chemo 116 6.0

162%
150%

148%
115%

KEYNOTE-024 Progression-Free Survival

50% risk reduction of disease

No. at risk

154
151

Data cut-off: Mav 9. 2016.

14

104
99

9 12
Time, months
89 44 22
70 18 9

No difference in PFS between

PD-L1 50-75% vs. PD-L1 75-100%

progression

Progression-Free Survival in Subgroups

Overall Overall (N =305) —— 0.50 (0.37-0.68)
Age <65 years (n =141 —E—I— 0.61 [0.40-0.92
265 years (n = 164] —— 0.45 (0.28-0.70

i
Sex Male (n=187) —— 0.39 (0.26-0.58)
Female (n = 118) -i—I—— 0.75 (0.46-1.21)
Enrollment region East Asia (n =40) —.—é— 0.35 (0.14-0.91)
Non-eastAsia (n =265) —— 0.52 (0.38-0.72)

1
ECOGPS 0 (n=107] i 0.45 (0.26-0.77,
1(n=197] 0.51 (0.35-0.73,

1
Histology Squamous (n = 56) —a— 0.35 (0.17-0.71)
Nonsquamous (n = 249) —!'-— 0.55 (0.38-0.76)
Smoking status  Current (n =65) —i—I—— 0.68 (0.36-1.31)
Former (n = 216) —a— 0.47 (0.33-0.67
Never (n=24) : L 0.90 (0.11-7.59
PD-L1 TPS 50%-74% (n=113) i 0.48 (0.28-0.80)
75%-100% (n=190) 1 0.53 (0.36-0.78)

T
Chemotherapy With pemetrexed (n=199) -+ 0.63 (0.44-0.91)
regimen Without pemetrexed (n=106) . — — . 0.29 (0.17-0.50)

0.1 1 10

Vertical dottedline represents HR in the total population.
Data cut-off: May 9, 2016.

Pembrolizumab Better Chemotherapy Better

Hazard Ratio (95% CI)

ERESMD
2016
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1001
901
80
704
601
501
40
301
201
101

0

KEYNOTE-024 Overall Survival and Objective
Response

/ Overall Survival P\

0.005

No. at risk

154
151

ta cut-off: May 9, 2016.

LY | ——

Time, months

50% crossover in ITT population

54% crossover excluding ongoing pts

Objective Response

AT%
60 P =0.0011 CR %1 %
| 45% PRE B
=50 -
('240 | n=6
;u; n=63 28%
S
<30 o
o 20 - n=41
14
040 1
0 -

Pembrolizumab Chemotherapy

A RECIST v1.1 by bli il central review.
Data cut-off: May 9, 2016.

40% risk reduction of death

(1.9+ to 14.5+) (2.1+ to 12.6+)

EEESMD
2016
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KEYNOTE-024 Exposure and AE Summary

Pembrolizumab Chemotherapy
N =154 N =150
Exposure, median (range) 7.0 mo 3.5 mo
(1 d-18.7 mo) (1 d-16.8 mo)

Treatment-related AEs, n (%) 113 (73) 135 (90)

Grade 3-4 40 (26) 77 (51)

Serious 33 (21) 31 (21)

Led to discontinuation 11 (7) 16 (11)
Led to death 1(<1) 3 (2)
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Keynote-021G: + Carboplatin and Pemetrexed in 1L
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Carboplatin and pemetrexed with or without
pembrolizumab for advanced, non-squamous non-small-cell

lung cancer: a randomised, phase 2 cohort of the open-label
KEYNOTE-021 study

Corey | Langer, Shirish M Gadges, Hossein Bonghoei, VassiikiA Popadimitrokopoulou, Amita Patnaik, Steven F Powal, Ryan D Gentzler
Renato & Martins, James P Stevenson, Shadia l jalol, Amit Ponvwslkar, James Chih-Hsin Yang, Mat thew Gubens Lecia V Sequist, Mark M Awad,
JosephiFiore, Yang Ge. Harry Raftopoulos Leena Gandhi, for the EEYNOTE-02 1 imwestigatars”

Summary

Background Limited evidence exists to show that adding a third agent to platinum-doublet chemotherapy improves
efficacy in the first-line advanced non-small cell ung cancer (NSCLC) setting. The anti- PD-1 antibody pembrolizumab
has shown as monotherapy in patients with advanced NSCLC and has a non-overlapping toxicity profile with
chemotherapy. We assessed whether the addition of pembrolizumab to platinum-doublet chemotherapy improves
efficacy in patients with advanced non-squamous NSCLC.

Methods In this randomised, open-label, phase 2 cohort of a2 multicohort study (KEYNOTE-021), patients were enrolled
at 26 medical centres in the USA and Taiwan. Patients with chemotherapy-naive, stage 1B or IV, non-squamous NSCLC
without targetable EGFR or ALK genetic aberrations were andomly assigned (1:1) in blocks of four stratified by PD-11
tumour proportion score {<1% vs =1%) using an interactive voice-response system to 4 oycles of pembrolizumab 200 mg
plus carboplatin area under curve 5 mg/mL per min and pemetrexed 500 mg/m? every 3 weeks followed by
pembrolizumab for 24 months and indefinite pemetrexed maintenance therapy or o 4 cydes of carboplatin and
pemetrexed alone followed by indefinite pemetrexed maintenance therapy. The primary endpoint was the proportion of
patients who achieved an objective response, defined as the percentage of patients with radiologically confirmed complete
or partial response according to Response Evaluation Criteria in Solid Tumors version 1.1 assessed by masked,
independent central review, in the intention-to-treat population, defined as all patients who were allocated to study
treatment. Significance threshold was p<0-025 (one sided). Safety was assessed in the as-treated population, defined as
all patients who recetved at least one dose of the assigned study treatment. This trial, which is closed for enrolment but
continuing for follow-up, is registered with ClinicalTrials. gov, number NCT02039674.

Findings Between Nov 25, 2014, and Jan 25, 2016, 123 patients were enrolled; 60 were randomly assigned to the
pembrolizumab plus chemotherapy group and 63 to the chemotherapy alone group. 33 (55%: 95% CI 42-68) of
&0 patients in the pembrolizumab plus chemotherapy group achieved an objective response compared with 18 (293;
18-41) of 63 patients in the chemotherapy alone group (estimated treatment difference 26% [95% CI 9-42%;
p=0-0016). The incidence of grade 3 or worse treatment-related adverse events was similar between groups (13 [39%]
of 59 patients in the pembrolizumab plus chemotherapy group and 16 [26%¢] of 62 in the chemotherapy alone group).
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Key Eligibility criteria
Untreated stage IlIB or IV
nonsquamous NSCLC
No activating EGFR mutation or ALK
translocation
Provision of a sample for
PD-L1 assessmenta
ECOG PS 0-1
No untreated brain metastases
No ILD or pneumonitis requiring
systemic steroids

Key end-points

Primary: ORR (RECIST v1.1 per
blinded, independent central
review)

Key secondary: PFS
Other secondary: OS, safety

Exploratory: Relationship between
antitumor activity and PD-L1 TPS

aRandomization was stratified by PD-L1 TPS <1% vs 21%.

R (1:1)2
N =123

bIndefinite maintenance therapy with pemetrexed 500 mg/m2 Q3W permitted.

KEYNOTE-021 Cohort G Study Design

Pembrolizumab 200 mg
Q3W for 2 years +

Carboplatin AUC 5
mg/mL/min +
Pemetrexed 500 mg/m?

Q3W for 4 cycles®

Carboplatin AUC 5
mg/mL/min + Pembrolizumab
Pemetrexed 500 200 mg Q3W
mg/m? for 2 years
Q3W for 4 cycles®

51% crossover in ITT population
73% crossover excluding ongoing pts

€ MERCK

Be well
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Characteristics

KEYNOTE-021 Cohort G Baseline

Pembro + Chemo

Chemo Alone

N =60 N =63

Median age (range), y 62.5 (40-77) 66.0 (37-80)
Women, n (%) 38 (63) 37 (59)
ECOG PS 1, n (%) 35 (58) 34 (54)
Adenocarcinoma histology, n (%) 58 (97) 55 (87)
Stage IV disease, n (%) 59 (98) 60 (95)
Smoking status, n (%)

Current or former 45 (75) 54 (86)

Never 15 (25) 9 (14)
Stable brain metastases, n (%) 9 (15) 6 (10)
PD-L1 TPS, n (%)

<1% 21 (35) 23 (37)

1%-49% 19 (32) 23 (37)

250% 20 (33) 17 (27)

€ MERCK

Be well
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by PD-L1 TPS

KEYNOTE-021 Cohort G Overall Response and

ORR nearly doubled with

~

/ Objective Response \ KEYTRUDA combo vs.
Pembro + Chemo Chemo alone
100 - Chemo Alone
90 - Responders Responders
=~ g0 - n=33 n=18
: 70 - ;";z'i::f 1.5 2.7
fg 60 - (range) (1.212.3) (1.1-4.7)
: 9 29% DORg mo
< gg | median ( 413 04 (1 49115 2+)
g 20 4 (range) . . . ;
10 -4 Ongoing
0 - response,? 29 (88) 14 (7 . .
Pembro+  Chemo h (%) Objective Response by PD-L1 TPS
Chemo Alone
2Alive without subsequent diseﬁ.se prog!re'ssion. )
Assessed per RECIST v1.1 by blinded, independent central review. E 100 B

Data cut-off: August &, 2016.

Significant ORR benefit with
KEYTRUDA combo in PD-L1
negative and PD-L1 positive patients

21

<1% 21% %-49% 250%
n=21 n=39 |n=19 n=20

Pembrolizumab + Chemotherapy

Horizontal dotted lines represent the ORR in the total population.

38% | 39%

<1% 21% 1%-49% 250%
n=23 n=40 n=23 n=17

Chemotherapy Alone

- . - 0Ngress
Assessed per RECIST v1.1 by blinded, independent central review. F
Data cut.off: August 8, 2016. M
Bewell |%=




1007
901
80
704
60
L B e o TR Tt
40
301
20
10

L 77% Pembro + chemo 23

i 63%

Chemo alone

%

PFS,

/ Progression-Free Survival \
Events, n HR@: Cl)

KEYNOTE-021 Cohort G Progression Free
Survival and Overall Survival

47% risk reduction of
disease progression

Median PFS = 13.0 Months

0 T T .
0 5 6 10 15
No. at risk Time, months

63 32 13 1
Assessed per RECIST v1.1 by blinded, independent central review.
Data cut-off: August 8, 2016.

Overall Survival

51% crossover in ITT population

73% crossover excluding ongoing pts

22

Events, n HR (95% CI)

Pembro + chemo 13

0.90
E 92% Chemo alone 14 (0.42-1.91)
1007 192% ,
90 ' 175%
80- i :72%
704 : Lyl
R 60
o 507 !
O 401 !
30- |
201
101 !
0 — . T T .
0 5 6 10 12 15 20
No. atrisk Time, months
60 53 33 5 0
63 57 31 6 " 0ngress
\{nculoﬁ: August 8, 2016. M
f} MERCK 125
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KEYNOTE-021 Cohort G Exposure and
AE Summary

Pembro + Chemo

Chemo Alone

n=59 n =62
Exposure, median (range) (1 d8-.(1)6rr]1omo) (1 d4-$1) ;n 3omo)
Treatment-related AEs, n (%) 55 (93) 56 (90)
Grade 3-4 23 (39) 16 (26)
Led to discontinuation 6 (10) 8 (13)
Led to death 1(2) 2 (3)

23

Data cut-off: August 8, 2016.
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Keynote-052: 1L bladder
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Patients (N = 350)

» Advanced urothelial cancer
» No prior chemotherapy for
metastatic disease
« ECOG PS 0-2
* Ineligible for cisplatin
based on = 1 of the
following:
— CrCl <60 mL/min
— ECOGPS 2
— 2 grade 2 neuropathy or

hearing loss
— NYHA class Il CHF

KEYNOTE-052 Study Design

Primary Endpoints
Pembrolizumab - ORRin all patients
200 mg Q3W * ORR in patients with
PD-L1—positive tumors

First 100 patients included in this planned interim analysis
 Evaluate ORR
* Determine the PD-L1-high expression cut point

Secondary Endpoints: DOR, PFS, OS, and ORR in all patients,
PD-L1 positive and PD-L1-high expressing patients; safety and
tolerability; establish an assay cut point for high

PD-L1 expression
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KEYNOTE-052 Baseline Characteristics

N =100 N =100
Characteristic n (%) Treatment n (%)
Age, median (range), years 75 (44-94) Prior perioperative therapy 13 (13)
280 years, n (%) 34 (34) Prior BCG therapy 10 (10)
Male, n (%) 76 (76) Reason for cisplatin ineligibility
ECOG performance status, n (%) ECOG PS 2t 43 (43)
0 24 (24) Renal dysfunction® 45 (45)
1 30 (30) Grade 22 peripheral neuropathy 2 (2)
2 45 (45) Grade 22 hearing loss 10 (10)
Primary tumor location, n (%) ECOG PS 2 and renal dysfunction 11 (11)
Upper tract (renal pelvis/ureter) 20 (20)
Lower tract (bladder/urethra) 80 (80)
Metastases location, n (%)
Lymph node only 10 (10)
Visceral disease® 87 (87)
Liver metastasis 27 (27)

&Defined as metastases involving liver, lung, bone, any non-lymph node, or soft tissue

TECOG performance status assessed during screening 6 MERCK
26 *Renal dysfunction defined as creatinine clearance < 60 ml/min Be well

Data cutoff date: June 1, 2016 cwe
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KEYNOTE-052 Objective Response Rate

Confirmed Objective Response Rate Per RECIST v1.1, Central Review

N =100 n % (95% ClI)
Objective response rate (CR + PR) 24 24% (16-34)
Complete response 6 6% (2-13)
Partial response 18 18% (11-27)
Stable disease 15 15% (9-24)
Progressive disease 48 48% (38-58)
Non-evaluablet 3 3% (1-9)
No assessment? 10 10% (5-18)

Only confirmed responses are reported. CR = complete response; PR = partial response. Data cutoff date: June 1, 2016
T3 patients had stable disease within 6 weeks of treatment start and then discontinued.

10 patients dropped out of the study before the 1st post-baseline imaging, either due to clinical progression or AE. 6 MERCK
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Change in tumor size from baseline

.
o

Per RECIST v1.1, Central Review (n = 88%)
.................. 20% increase

l|| / 52% experienced \
. IIIIIIIII B

a decrease in

target lesions
-100 -

ha
(=]

]
n

30% decrease

Change From Baseline, %

o & b
o © o

*Includes patients who received =1 dose of pembrolizumab, had a baseline scan wrth measurable disease per RECIST 1.1, and a postbaseline assassment
Data cutoffdate: June 1, 2016
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Treatment Related Adverse Events

Treatment-Related AEs Any Grade Grade 3-4
N =100 n (%) n (%)
Any 67 (67) 16 (16)
Fatigue 14 (14) 4(4)
Pruritus 12 (12) 0
Pyrexia 8 (8) 0
Decreased appetite 7(7) 1(1)
Diarrhea 7(7) 1(1)
Rash 7(7) 0
Chills 6 (6) 0
Nausea 6 (6) 0
Muscle spasms 2(2) 2(2)

Immune-Mediated AEs of Special Interestt

Table includes any-grade treatment-related AEs observed in 25 patients
and grade 3-4 treatment-related AEs observed in 22 patients as reported.

Data cutoff date: June 1,

29

2016

* Low discontinuation (5%) due to treatment-related AEs

* No deaths due to treatment-related AEs

n (%)
N =100
Hypothyroidism
Grade 2 6 (6)
Pneumonitis
Grade 2 1(1)
Grade 3 2(2)
Nephritis
Grade 3 1(1)
Colitis
Grade 3 1(1)
€9 MERCK |15
Bewel] | =
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"V Key takeaways from KEYNOTE studies
y  presented at ESMO

K(EYTRUDA is the only anti PD-1 to demonstrate superior
efficacy in 1L NSCLC treatment in randomized controlled
clinical trials

« KEYTRUDA should become foundation of treatment for

monotherapy or in combination with chemotherapy
— PD-L1 testing will allow for the selection of patients for

multiple tumor types, including in 1L Bladder cancer as
kreported in KN-052 during ESMO

substantial portion of 1L metastatic NSCLC patients either as

whom monotherapy will be optimal in terms of benefit / risk

- KEYTRUDA demonstrate significant anti-tumor activity across

~
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Topics we will cover
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We are launching KEYTRUDA globally across

several tumor types... with more to come

ﬂixecuting our strategy as a leader in oncology

Investing behind launches around the worid
Melanoma in more than 50 markets
Lung in more than 30 markets
Head and Neck in the U.S.

Discussing value of biomarkers with payers and clinicians
worldwide to guide meaningful clinical decision-making

and optimize patient treatment

Preparing for potential additional launches, including 1L

KNSCLC

~
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