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BACKGROUND

e Pancreatic cancer is the fourth leading cause of cancer-related deaths in Europe and the seventh leading
cause worldwide'?

e Metastatic pancreatic ductal adenocarcinoma (mPDAC) represents a significant unmet need, with
approximately 80% of patients dying within 12 months?

Key Exclusion Criteria

e Active central nervous system metastasis

e (Clinically significant gastrointestinal disorders
e Severe arterial thromboembolic events <6 months before inclusion
e New York Heart Association class Il or IV congestive heart failure, ventricular arrhythmias, or uncontrolled

blood pressure

— 1 patient escalated but required dose reduction back to 60 mg/m?
— 2 patients maintained the initial dose

— 1 patient required dose reduction to 40 mg/m?

e 1 additional patient in the nal-IRl combination arm with the TA7/TA7 genotype discontinued treatment
(without dose reduction) because of grade 3 vomiting

Table 5. TEAEs by UGT1A1*28 Allele (TA7/TA7 Genotype)

* nal-IRl (MM-398) is a novel liposomal formulation of irinotecan that exhibits extended circulation and facilitates e Active infection or uncontrolled fever nal-IRl + 5-FU/LV 5-FU/LV
intratumoral drug deposition when compared with nonliposomal (ie, conventional) irinotecan (Figure 1)*° TA7/TA7 Genotype No TA7/TA7 Genotype TA7/TA7 Genotype No TA7/TA7 Genotype
* nal-IRl is approved by the US Food and Drug Administration, in combination with 5-fluorouracil (5-FU) RESULTS n=7 n=110 n=13 n=121
: i o : : : : Any TEAE 7 (100) 109 (99.1) 13 (100) 119 (98.3)
and Igucqvorln (LV), for use Zollowmg disease progression in patients with mPDAC previously treated with Any TEAE, grade >3 5 (71.4) 85 (7.9 8 (61.5 67 (5.4
gemcitabine-based therapy . .y Any TEAE resulting in dose
Patient Characteristics modification® 4 (57.1) 79 (71.8) 5(38.5) 43 (35.5)
Figure 1. nal-IRI design. o Of the 417 patients. included .in the intention-to-treat population, 398 (95%) received >1 dose of any study leﬁEE e(:l?[gcl)r:tg?l ;narzri?% AyGrade Grade>3 | AnyGrade Grades3 | AwGrade Grade>3 | AnyGrade  Grades3
e — I_’_ EGDSPE _________ drug (safety analys!s populatlon)- o o Anemia 5 (71.4) 0 39(35.5)  11(10.0) 1(7.7) 0 30 (24.8) 9 (7.4)
Irinotecan g0 e Patient demographics and baseline characteristics were well balanced between the nal-IRI combination and Nausea 3(42.9) 0 57 (51.8) 9(82) 8 (61.9) 1(7.7) 38 (31.4) 3(2.5)
~80,000 molecule ~ L N control arms (Table 2) Vomiting 3 (42.9) 1(14.3) 58 (52.7)  12(10.9) | 7(53.8) 1(7.7) 28 (23.1) 3(2.5)
L\ DR Abdominal pain 2 (28.6) 0 25 (22.7) 8(7.3) 6 (46.2) 1(7.7) 36 (29.8) 7 (5.8)
A ERRRIRR - - : i - Decreased appetite 2 (28.6) 0 50 (45.5) 5 (4.5) 7 (53.8) 0 36 (29.8) 3(2.5)
Table 2. Demographics and Baseline Characteristics (Safety Population) Diarrhea 2 (28.6) 1(14.3) 67 (60.9) 14 (12.7) 4 (30.8) 1(7.7) 31 (25.6) 5 (4.1)
Lipid nal-IRl + 5-FU/LV 5-FU/LV Neutropenia® 2 (28.6) 2(28.6) | 44(40.0) 30(27.3) 0 0 7(5.8) 2(1.7)
membrane ~110 nm Parameter n=117 n=134 Constipation 1(14.3) 0 25 (22.7) 0 4 (30.8) 1(7.7) 28 (23.1) 1(0.8)
Sex, n (%) Fatigue 1(14.3) 0 | 46(41.8) 16(14.5 | 4(30.8) 1(7.7) | 33(27.3) 4 (3.3)
Male 67 (57.3) 73 (54.5) 5-FU, 5-fluorouracil; LV, leucovorin; nal-IRI, liposomal irinotecan; TEAE, treatment-emergent adverse event.
Female 50 (42.7) 61 (45.5) *Dose modification included dose reduction, dose delay, and dose discontinuation.
Ag e. median (ran g e) years 63 ( 41 -81) 63 (39-83) *Includes agranulocytosis, febrile neutropenia, granulocytopenia, neutropenia, neutrophil sepsis, neutrophil count decreased, and pancytopenia.
Ethnicity, n (%) Albumin
Internal White 73 (62.4) 85 (63.4) _ o _ _ _
aqueous space AT East Asian 33 (28.2) 44 (32.8) e Incidence of any-grade and grade >3 TEAEs was similar between patients with albumin levels >4.0 g/dL or
Other 11 (9.4) 5(3.7) <4.0 g/dL (Table 6)
nal-IRl, liposomal irinotecan; PEG-DSPE, poly(ethylene glycol)—distearoylphosphatidylethanolamine. KID-ISO(S)COW, L (%) 19 (16 2) 16 (11 9) ° Grade >3 TE AES Of note (difference Of >5% between SUbngUpS)'
. , . : 90 50 (42.7 50 (37.3 L . : :
* NAPOLI-1 was a phase 3 trial evaluating the efficacy and safety of nal-IRI, as monotherapy and in %0 (359 7 42s — In the nal-IRI combination arm, incidence of diarthea (17.6% vs 6.4%) and fatigue (16.2% vs 10.6%)
combination with 5-FU/LV, compared with 5-FU/LV alone, in patients with mPDAC previously treated with 70 7 (6.0) 11(8.2) was higher in patients with albumin levels >4.0 g/dL
TONRe 60 2(1.7 0
gemcitabine-based therapy’ — - 0 .7 — In the control arm, incidence of diarrhea (8.1% vs 1.4%) was higher in patients with alboumin levels
Previous lines of metastatic therapy, n (%)
e As of the data cutoff of February 14, 2014, median overall survival (0S) increased significantly with nal-IRI + 0° 15 (12.8) 18 (13.4) <4.0 g/dL
5-FU/LV relative to 5-FU/LV (6.1 vs 4.2 months; unstratified hazard ratio [HR], 0.67 [95% confidence interval 12 gg Egggi ;g Eggg;
(Cl), 0.49-0.92]; P=0.012), but did not differ significantly between nal-IRI monotherapy and 5-FU/LV (4.9 vs Pr;\,ious B A 0 ) ' ' : r——— 5 FUILY
4.2 months; unstratified HR, 0.99 [95% Cl, 0.77-1.28]; P = 0.94)’ ggmgggg:gg sl)or?]ginaﬂon gg Eggg; S; Egig; Albumin >4.0 g/dL Albumin <4.0 g/dL Albumin >4.0 g/dL Albumin <4.0 g/dL
e The most common treatment-emergent adverse events (TEAES) of all grades in patients whose treatment Fluorouracil 50 42:7) = (39:6) n =68 n=47 n=70 n =62
included nal-IRI were diarrhea, nausea, and vomiting (Table 1)’ Irinotecan 12 (10.3) 14 (10.4) ﬁgz Eﬁg arade >3 56;3 (gg%)) gg E%gg ;g ((lgg)) 22 Egg%
Platinum 37 (31.6 38 (28.4 ) SIEE =S ' ' ' '
o Adverse events that reSU|ted in d dOSB I’BdUCtiOﬂ Occurred in 39 (33%) patients in the naHRI + 5_FU/LV 5-FU, 5-Ifll:j)rouracil; KPS, Karnofsky performance status; LV, leucovorin; nal-IRl, liposomal irinot((acan. ) | ) Any TI-EAE- reiultlng In dose 48 (70.6) 33(70.2) 21 (30.0) 26 (41.9)
arm. 46 (31 %) patients in the nal-IRI monotherapy arm. and 5 (4%) patients in the 5-FU/LV arm 2Patients received neoadjuvant, adjuvant, or locally advanced treatment, but no previous therapy for metastatic disease. modification . 0
®Column >1009 m ients received more than 1 line of ther nd regimens may incl multiple drug cl . =
’ ’ Columns add to >100% because some patients received more tha e of therapy, and regimens may include multiple drug classes TEAESf (repqrted in 230% Any Grade Grade >3 Any Grade Grade >3 Any Grade Grade >3 Any Grade Grade >3
— Adverse events leading to treatment discontinuation occurred in 13 (11%) patients in the nal-IRl + 5-FU/LV Treat IE g‘:;r?:]'g;‘ts Inianyiam) ey 2o Do Gee AT AT 5.1
arm, 17 (12%) patients in the nal-IRI monotherapy arm, and 10 (7%) patients in the 5-FU/LV arm rea '_"e" ){posur e . o _ _ Nausea 38 (55'9) 45 9') 20 (42'6) 4 (8'5) 2 (3 4'3) 3 (4'3) 91 (33'9) " '6)
: : : e Median duration of exposure to nal-IRl in the nal-IRI combination arm was 8.7 weeks (interquartile range Vomiting 38 (55:9) 8 (1 1'_8) 23 (4829) 5 (16_5) 17 (24:3) 2 (2:9) 17 (27:4) 2 (3:2)
Table 1. Treatment-Emergent Adverse Events From the Primary Analysis of the NAPOLI-1 Trial’ [IQR], 5.4-22.0 weeks); mean dose intensity of nal-IRl over 6 weeks was 167.5 mg/m? (standard deviation Decreased appetite 33(485)  2(29) | 19(404)  3(64) | 223314  1(14) | 20823  2(3.2)
nal-IRI +151-7FU/LV 5-FL1/I§\£ [SD], 52.05 mg/m?) Fatigue 31(456) 11(16.2) | 16(34.00  5(10.6) | 21(30.0) 3(4.3) 15 (24.2) 2 (3.2)
n= n= Neutropenia® 29 (42.6) 20(29.4) | 17(36.2)  12(25.5) 4(5.7) 1(1.4) 3(4.8) 1(1.6)
Any Grade Grades 3/4 Any Grade Grades 3/4 e Median duration of exposure to 5-FU was 8.7 weeks (IQR, 5.4-22.0 weeks) in the nal-IRI combination arm Anemia 24 (35.3) 6 (8.8) 20 (42.6)  5(10.6) 14 (20.0) 4(5.7) 16 (25.8) 5(8.1)
Diarrhea 69 (59) 15(13) 35 (26) 6 (4) and 6.0 weeks (IQR, 5.9-12.1 weeks) in the control arm; mean dose intensities of 5-FU over 6 weeks were Abdominal pain 19(27.9)  6(8.8) 7(14.9) 2(43) | 24343 4Gn) | 17274  4(6.9)
" 2 (SD, 1539.1 mg/m?) and 6718.0 mg/m? (SD, 1770.18 mg/m?), respectivel zonstipation @y __0__| o(en 0 __| 2014 229 | 10061 0
Vomltlng 61 (52) 13 (1 1) 35 (26) 4 (3) 50650 mg/ m ( ) ' g ' g ! ’ g ) p y 5-FU, 5-fluorouracil; LV, leucovorin; nal-IRI, liposomal irinotecan; TEAE, treatment-emergent adverse event.
Nausea 60 (51) 9 (8) 46 (34) 4 (3) i aDose modification inclqded dqse reduction,. dose delay, and dpse discontinyation. . . . .
Decreased appetite 59 (44) 5 (4) 43 (32) 3 (2) Safety Subgraup A nalys,s *Includes agranulocytosis, febrile neutropenia, granulocytopenia, neutropenia, neutrophil sepsis, neutrophil count decreased, and pancytopenia.
Fatigue 47 (40) 16 (14) 37 (28) 5 (4) Age Karnofsky Performance Status
Eeutrc_wpeniaa 22 gz; 3121 ((297)) 317 g)?)) Zg; * Incidence of any-grade and grade >3 TEAEs was similar between patients aged <65 years and those aged * Incidence of any-grade TEAEs was similar between patients with KPS score of >90 or <90 (Table 7)
nemia

5-FU, 5-fluorouracil; LV, leucovorin; nal-IRI, liposomal irinotecan.
Data are number of patients (%). The table shows grade 3 and 4 adverse events reported in >5% of patients with >2% incidence versus 5-FU/LV.
3ncludes agranulocytosis, febrile neutropenia, granulocytopenia, neutropenia, neutropenic sepsis, decreased neutrophil count, and pancytopenia.

OBJECTIVES

>65 years in each treatment arm (Table 3)
e Grade >3 TEAEs of note (difference of >5% between subgroups):

— In the nal-IRlI combination arm, incidence of vomiting (14.3% vs 7.4%) was higher in patients <65 years;
incidence of nausea (11.1% vs 4.8%) was higher in patients >65 years

Table 3. TEAEs by Age

e Incidence of grade >3 TEAEs was similar between patients with KPS score of >90 or <90 in the nal-IRl
combination arm; incidence of grade >3 TEAEs was lower in patients with KPS score of >90 vs patients with
KPS score of <90 in the control arm (40.9% vs 70.6%)

e Grade >3 TEAEs of note (difference of >5% between subgroups):

— In the nal-IRlI combination arm, incidence of decreased appetite (8.3% vs 1.4%) and abdominal pain
(10.4% vs 4.3%) was higher in patients with KPS score <90

* To evaluate the safety of nal-IRl + 5-FU/LV and 5-FU/LV in the following subgroups: nal-IRl + 5-FU/LV 5_FU/LY
— Age (265 years vs <65 years) <65 Years >65 Years <65 Years >65 Years — In the control arm, incidence of abdominal pain (8.8% vs 3.0%) was higher in patients with KPS score <90
B n =063 n=54 n=78 n=56
— Ethnicity (white vs east Asian) Any TEAE 63 (100) 53 (98.1) 77 (98.7) 55 (98.2) Table 7. TEAEs by KPS Score
Any TEAE, grade >3 53 (84.1) 37 (68.5) 44 (56.4) 31 (55.4) ] ] ]
— UGT1A71728 allele (TA7/TA7 genotype; yes vs no) Any TEAE resulting in dose nal- Rl + 5-FULY il
. modification® 46 (73.0) 37 (68.9) 25 (32.1) 23 (41.1) KPS Score >90 KPS Score <90 KPS Score >90 KPS Score <90
— Albumin level (>4.0 g/dL vs <4.0 g/dL) TEAES (re AN n =69 n=48 n =66 n=68
ported in >30%
. Karnofsky performance status (KPS) score (>90 Vs <90) of patients in any arm) Any Grade  Grade >3 | Any Grade Grade >3 | AnyGrade Grade >3 | Any Grade  Grade >3 Any TEAE 69 (100) 47 (97.9) 65 (98.5) 67 (98.5)
- Vomiting 41(65.1) 9(143) | 20(37.00  4(7.4) | 22(282) 2(26) | 13232  2(3.6) ﬁ"y Eﬁg gra?:f 23 ] 52 (75.4) 38 (79.2) 27 (40.9) 48 (70.6)
Diarrhea 39(61.9 9(143) | 30(55.6) 6(11.1) | 22(282)  5(6.4) | 13232  1(1.9) "Vd_f_ " resufting in dose 48 (69.6) 35 (72.9) 19 (28.9) 29 (42.6)
METHODS Nausea 38 (60.3) 3(4.8) 22(40.7)  6(11.1) | 29(37.2) 1(1.3) 17 (30.4) 3 (5.4) fT"E‘i\E' Ica 'O”rt 45300
Decreased appetite 30(47.6) 232 | 22(40.7)  3(56) | 22(282)  3(38) | 21(37.5) 0 o paf;e([ft’g‘i’n Zny'”a;m) °  AnyGrade Grade>3 | AnyGrade Grade>3 | AnyGrade Grade>3 | AnyGrade Grade >3
Neutropenia® 24 (38.1) 17(27.0) | 22(40.7) 15(27.8) 4(5.1) 2 (2.6) 3 (5.4) 0 _
) Fatigue 23(365)  8(127) | 24(a44)  8(148) | 21(26.9) 3(3.9) 16 (28.6) 2(3.6) Diarrhea 40 (58.00  8(11.6) 29 (60.4) 7 (14.6) 22 (33.3) 3 (4.5) 13 (19.1) 3 (4.4)
Study Design Anemia 19(302)  5(7.9) | 25(46.3) 6(11.1) | 13(167)  5(6.4) | 18(321)  4(7.1) Nausea 37(536) 458 | 23(479)  5(10.4) | 19(88)  1(1.5) | 27(39.7)  3(4.4)
o NAPOLI-1 was an international, open-label, randomized, phase 3 trial Abdominal pain 17(27.0)  5(.9 | 10(185  3(6 | 23295  6(7) | 19339  2(36) Vorniing Bozg 8uld . #bzD 004 | 1b@td 280 4 19¢79 229
) o ] . ) _ 5-FU, 5-fluorouracil; LV, leucovorin; nal-IRI, liposomal irinotecan; TEAE, treatment-emergent adverse event. atigue - (42.0) (11.6) (37.5) (16.7) (27.3) (1.5) (27.9) (.9)
— Patients were initially randomized to nal-IRI monotherapy (120 mg/m? irinotecan hydrochloride trihydrate a:JoTedmodificati(I)n mtcmde? go?e redijction, dose dellay,y?nd dose distcontinuation.t ) . geutroperéla = gg Eiggi 2? g94)0) ; Z Egggg 12 255?;)0) 2;1 22-11 g) 1 (g) .9) 22 23.24)4) ; 8 i;
. 9 ) 9 ®Includes agranulocytosis, febrile neutropenia, granulocytopenia, neutropenia, neutrophil sepsis, neutrophil count decreased, and pancytopenia. ecreased appetite . . . . . . .
salt equivalent to 100 mg/m mnotecan. free base every 3 weeks) or 5-FU/LV (200 mg/m? LV and o Anemia 25 (36.2) 6(8.7) 19(39.6)  5(104) | 18(27.3 46.1) 13 (19.1) 5 (7.4)
2000 mg/m? 5-FU, every week for the first 4 weeks of each 6-week cycle) Ethnicity Abdominal pain 16 (23.2) 3 (4.3) 11 (22.9) 5(10.4) 18 (27.3) 2 (3.0 24 (35.3) 6 (8.8)
L . . . . - i : - - - tipati 11 (15. 0 15(31.3 12 (18.2 20 (29.4 2 (2.
— Once safety data for the combination regimen became available from a concurrent study in metastatic * Incidence of any-grade TEAEs was similar between white and east Asian patients in each treatment arm, Constipation 15.9) | 15(31.3 0| 12(18.2) 0| 20294 239)

colorectal cancer, the protocol was amended to include a third arm, nal-IRl + 5-FU/LV (80 mg/m?
irinotecan hydrochloride trinydrate salt [equivalent to 70 mg/m? irinotecan free base], 400 mg/m? LV, and
2400 mg/m? 5-FU over 46 hours, every 2 weeks)

" The initial nal-IRI dose in the nal-IRI + 5-FU/LV arm was 60 mg/m? for patients homozygous for the
UGT1A1*28 allele (TA7/TA7 genotype) and could be increased to the standard dose (80 mg/m?) in the
absence of drug-related toxic effects

— Randomization was stratified by baseline albumin levels (>4.0 g/dL vs <4.0 g/dL), KPS (70 and 80 vs
>90), and ethnicity (white vs east Asian vs all others)

e TEAEs were graded by National Cancer Institute Common Terminology Criteria for Adverse Events,
version 4.0, and coded by Medical Dictionary for Regulatory Activities, version 14.1

e All TEAEs were followed until resolution or patient discontinuation
e The safety analysis population included all patients who received >1 dose of study drug

with the exception of diarrhea, which occurred less frequently in east Asians (Table 4)

e Incidence of grade >3 TEAEs in the control arm was similar between white and east Asian patients (56.5% vs
54.5%), whereas the incidence of grade >3 TEAEs in the nal-IRI combination arm was higher for east Asians
compared with whites (87.9% vs 69.9%)

e Grade >3 TEAEs of note (difference of >5% between subgroups):

— In the nal-IRI combination arm, incidence of diarrhea (19.2% vs 3.0%), fatigue (19.2% vs 0%), and
vomiting (13.7% vs 6.1%) was higher in white patients; incidence of anemia (21.2% vs 5.5%),
neutropenia (54.5% vs 17.8%), and white blood cell decrease (21.2% vs 2.7%) was higher in east Asian
patients

— In the control arm, incidence of abdominal pain (8.2% vs 2.3%) was higher in white patients; incidence
of anemia (13.6% vs 3.5%) was higher in east Asian patients

Table 4. TEAEs by Ethnicity

5-FU, 5-fluorouracil; KPS, Karnofsky performance status; LV, leucovorin; nal-IRI, liposomal irinotecan; TEAE, treatment-emergent adverse event.
aDose modification included dose reduction, dose delay, and dose discontinuation.
*Includes agranulocytosis, febrile neutropenia, granulocytopenia, neutropenia, neutrophil sepsis, neutrophil count decreased, and pancytopenia.

CONCLUSIONS

e The safety profiles for nal-IRl + 5-FU/LV and 5-FU/LV were generally similar across patient
subgroups; diarrhea, vomiting, and nausea were the most commonly occurring TEAEs

e The incidence of grade >3 TEAEs within the subgroups was in line with the safety profile of the
overall population

e Study limitations included small patient numbers in some of the subgroups and lack of
statistical analysis, which preclude definitive conclusions from being drawn

* The results of this subgroup analysis further support that nal-IRl + 5-FU/LV has a manageable
safety profile in patients with mPDAC previously treated with gemcitabine-based therapy

e The presence of the UGT1A7*28 allele was determined by genotype testing, and homozygous patients were nal-IRl + 5-FU/LV 5-FU/LV
identified (TA7/TA7 genotype) White Fast Asian White East Asian
_ o _ _ n=173 n=33 n=285 n=44
— The UGT1AT gene codes an enzyme responsible for glucuronidation of the active metabolite of Any TEAE 72 (98.6) 33 (100) 84 (98.8) 43 (97.7)
irinotecan, SN-38 ﬁny Eﬁg graolltq >3 d 51 (69.9) 29 (87.9) 48 (56.5) 24 (54.5) 1. Malvezzi M, et al. Ann Oncol. 2016;27:725-731.
_ _ _ o ny resulting in dose .
— Patients homozygous for the UGT1A1*28 allele may be at increased risk for neutropenia, diarrhea, modification? 48 (65.5) 28 (84.5) 33 (38.5) 13(29.9) 2. Ferlay J, et al. Int J Cancer. 2015;136:E359-E386.
and other SN-38 exposure related side-effects during irinotecan treatment because of reduced TEAEs (reported in 230% Of  p . arage  Grade=3 | AnyGrade Grade>3 | AnyGrade Grade>3 | AnyGrade  Grade >3 3. Kundranda M, Kachaamy T. Future Oncol. 2014;10(16):2629-2641.
| idation of SN-38 patients in any arm) 4. Roy AC, et al. Ann Oncol. 2013;24(6):1567-1573.
glucuronidation o Diarrhea 4561.6) 14(19.2) | 16485  1(3.0) | 24282 447 | 11(25.0 2 (4.5) 5. Kalra AV ot al. Cancer Res. 2014:7423,7003-7013
e Data from the nal-IRl + 5-FU/LV arm (nal-IRl combination arm) and the 5-FU/LV arm (control arm) are Nausea 37 (50.7) 6 (8.2) 18 (54.5) 2 (6.1) 28 (32.9) 3(3.5) 16 (36.4) 1(23) o L . _
. Fatigue 35 (47.9) 14 (19.2) 8 (24.2) 0 25 (29.4) 3 (3.5) 10 (22.7) 2 (4.5) 6. Onivyde [package insert]. Cambridge, MA: Merrimack Pharmaceuticals, Inc.; 2015.
presented herein (data cutoff of February 14, 2014) Vomiting 34(46.6) 10(137) | 22(66.7)  2(6.4) | 23(27.1) 447 | 12(27.3) 0 7. Wang-Gillam A, et al. Lancet. 2016:387:545-557.
eren L Anemia 29(39.7)  4(5 | 13(39.4) 7212 | 16(188  3(35 | 15(341)  6(13.6)
Eligibility Criteria Decreased appetite 24(32.9) 227 | 22667  2@61) | 24282  1(1.2) | 18(40.9) 2 (4.5)
. L Neutropenia® 21(28.8) 13(17.8) | 22(66.7) 18(54.5) | 4(4.7) 0 2 (4.5) 1(2.3)
Key Inclusion Criteria Abdominal pain 20(74) 6(82 | 6(182  2(61) | 30353 782 | 11250  1(23) ACKNOWLEDGMENTS
° > White blood cell count
Adults 218 years of age decreased 4(5.9) 2(2.7) 12 (36.4) 7(21.2) 1(1.2) 0 0 0 This study (ClinicalTrials.gov Identifier: NCT01494506) is supported by Merrimack Pharmaceuticals, Inc., Cambridge, MA, USA. Medical writing

e Histologically or cytologically confirmed PDAC

e Documented measurable or nonmeasurable distant metastatic disease (as defined by Response Evaluation
Criteria in Solid Tumors, version 1.1)

e Disease progression after prior gemcitabine or gemcitabine-containing therapy in a neoadjuvant, adjuvant (only if
distant metastases occurred within 6 months of completing adjuvant therapy), locally advanced, or metastatic setting
e KPS score >70

e Adequate hematologic (including absolute neutrophil count >1.5 x 10° cells/L), hepatic (including normal
serum total bilirubin and albumin levels >30 g/L), and renal function

5-FU, 5-fluorouracil; LV, leucovorin; nal-IRI, liposomal irinotecan; TEAE, treatment-emergent adverse event.

aDose modification included dose reduction, dose delay, and dose discontinuation.

®Includes agranulocytosis, febrile neutropenia, granulocytopenia, neutropenia, neutrophil sepsis, neutrophil count decreased, and pancytopenia.

UGT1A17*28 Allele (TA7/TA7 Genotype)
e Although the low number of patients with the TA7/TA7 genotype makes comparison difficult, the incidence
of any-grade and grade >3 TEAEs appeared to be similar between patients with or without the TA7/TA7

genotype (Table 5)

e |n the nal-IRl combination arm, 3 of the 7 patients with the TA7/TA7 genotype were able to escalate the
nal-IRI dose to 80 mg/m? without needing dose reduction

and editorial assistance were provided by Jemimah Walker, PhD, and Payal Gandhi, PhD, of ApotheCom (Yardley, Pennsylvania, USA) and were
supported by Merrimack Pharmaceuticals, Inc.

[=];

[=] =

[=]

An electronic version of the poster can be viewed by scanning the QR code.
The QR code is intended to provide scientific information for individual reference.
The PDF should not be altered or reproduced in any way

http://bit.ly/1syV5lI

POSTER PRESENTED AT THE 18TH ESMO WORLD CONGRESS ON GASTROINTESTINAL CANCER; 29 JUNE-2 JULY, 2016; BARCELONA, SPAIN

Clinical Pancreatic Cancer

Poster

[ ] imedex

187" WORLD CONGRESS on

.5 Gastrointestinal

CANCER

presented at:

Pocter: o
Sessmnﬂnhne

18WCGIC

Li-Tzong Chen

DOI: 10.3252/pso.eu.18wgic.2016




