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Trial Title Trial Phase
A Randomized, Double-Blind, Placebo-Controlled, Phase Il Study of Nonsteroidal Aromatase Inhibitors plus LY2835219 or Placebo in Postmenopausal Women m
with Hormone Receptor-Positive, HER2-Negative Locoregionally Recurrent or Metastatic Breast Cancer with No Prior Systemic Therapy
Sponsorship Disease Type Start Date Target Accrual
Eli Lilly Breast Cancer ‘ Nov 2014 450
Trial Locations Drugs Tested Protocol IDs
Global abemaciclib NCT02246621, 15417, EudraCT Number: 2014-001502-18, 13Y-MC-JPBM

anastrozole or letrozole

Treatment Plan

Participants will be randomjzed to abemaciclib or

e N ALTHEERIRES -

Patient Population I Fﬁ = jﬁ 1:)17’:@ _i H/'_\_'\ -T[-Iii
Postmenopausal women with HR+, HER2-negatisz g El A = ﬁ j-l-' H

Ages Eligible for Study: 18 Years and olde

Inclusion Criteria: / S I 3 . . . .
::vzseltod?ag:llozir;aof hormone receptor-positive (HIR %]]!ZD ;zﬁ-f[-)% gl g : WWW.CllnlcaltHals.gOV

receptor 2-negative (HER2-) breast cancer
Have locoregionally recurrent disease not amenabl

curative intent or metastatic disease re currently receiving or have previously received endocrine therapy for locoregionally

Have postmenopausal status recurrent or metastatic breast cancer; ...... ;Have received treatment with a drug that has not
Have either measurable disease or nonmeasujable bone-only disease received regulatory approval for any indication within 14 or 21 days of randomization for a
Have a performance status <1 on the Eastern [Cooperative Oncology Group (ECOG) scale nonmyelosuppressive or myelosuppressive agent, respectively; Have had major surgery within

Have adequate organ function 14 days prior to randomization
Have discontinued previous localized radiothgrapy for palliative purposes or for lytic lesions

at risk of fracture prior to randomization and fecovered from the acute effects of therapy
Are able to swallow capsules

ngeal carcinomatosis;Have
history of central nervous system

Primary Endpoint/Outcome measures/objectives: Progression Free Survival (PFS) [ Time Frame: Baseline up to Measured Progressive Disease or Death from Any Cause (Approx 34 Mos)
Trial Results

https://clinicaltrials.gov/ct2/show/NCT02246621
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https://clinicaltrials.gov/ct2/show/NCT02246621
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Trial Title

A Randomized, Double-Blind, Placebo-Controlled, Phase Il Study of Nonsteroidal Aromatase Inhibitors plus LY2835219 or Placebo in Postmenopausal Women
with Hormone Receptor-Positive, HER2-Negative Locoregionally Recurrent or Metastatic Breast Cancer with No Prior Systemic Therapy

Trial Phase Trial Status
1] Completed

Sponsorship Disease Type  Patient Segment

Start Date Treatment Duration End Date  Target Accrual Actual Accrual

Identified Sites

Eli Lilly Breast Cancer Estrogen receptor positive, Nov 2014 2510 6.5 months 4/24/2017 450 493 84

Progesterone receptor positive,
HER2 negative, First line, Stage lll, Stage IV

Trial Locations ~ Drugs Tested Protocol IDs
Global abemaciclib

: | 1307,
Trial Tag/Attribute TrialTrovelD-210961

Registration, PGX — Patient Preselection/Stratification

NCT02246621, 15417, EudraCT Number: 2014-001502-18, 13Y-MC-JPBM
anastrozole or letrozole IRAS ID: 164539, 15-LILA-2, JapicCTI-142749, MONARCH 3, NL51156.028.14, REec-2015-

Trial Outcome

Completed, Positive outcome/primary endpoint(s) met
Outcome Details

Eli Lilly...announced that MONARCH 3...met its primary
endpoint of demonstrating statistically significant improvement in
progression-free survival (PES)...

Treatment Plan
Participants will be randomized to abemaciclib or placebo in a 2:1 ratio.

Patients will be randomized 2:1, and stratified by nature of disease (visceral vs bone-only metastases vs other) and prior (neo)adjuvant endocrine therapy (aromatase inhibitor vs other vs none).
Abemaciclib 150 mg or placebo will be given continuously PO every 12 hours until progression, along with anastrozole 1 mg or letrozole 2.5 mg once daily at the investigator’s discretion, and

assessments will occur every 28 days.

Patient Population
Postmenopausal women with HR+, HER2-negative breast cancer
Ages Eligible for Study: 18 Years and older, Genders Eligible for Study: Female

Inclusion Criteria:

Have a diagnosis of hormone receptor-positive (HR+), human epidermal growth factor

receptor 2-negative (HER2-) breast cancer

Have locoregionally recurrent disease not amenable to resection or radiation therapy with

curative intent or metastatic disease
Have postmenopausal status
Have either measurable disease or nonmeasurable bone-only disease

Have a performance status <1 on the Eastern Cooperative Oncology Group (ECOG) scale

Have adequate organ function

Have discontinued previous localized radiotherapy for palliative purposes or for lytic lesions
at risk of fracture prior to randomization and recovered from the acute effects of therapy

Are able to swallow capsules

Exclusion Criteria:

Have visceral crisis, lymphangitic spread, or leptomeningeal carcinomatosis;Have

inflammatory breast cancer; Have clinical evidence or a history of central nervous system

(CNS) metastasis

Are currently receiving or have previously received endocrine therapy for locoregionally

recurrent or metastatic breast cancer; ...... ;Have received treatment with a drug that has not

received regulatory approval for any indication within 14 or 21 days of randomization for a
nonmyelosuppressive or myelosuppressive agent, respectively; Have had major surgery within

14 days prior to randomization

Have received recent (within 28 days prior to randomization) yellow fever vaccination. Have serious
preexisting medical conditions that, in the judgment of the investigator, would preclude participation in this
study (for example, history of major surgical resection involving the stomach or small bowel, or preexisting

Crohn’s disease or ulcerative colitis). Have a personal history within the last 12 months of any of the following

conditions: syncope of cardiovascular etiology, ventricular tachycardia, ventricular fibrillation, or sudden
cardiac arrest.

Primary Endpoint/Outcome measures/objectives: Progression Free Survival (PFS) [ Time Frame: Baseline up to Measured Progressive Disease or Death from Any Cause (Approx 34 Mos)

Trial Results

Lilly Announces Phase 3 MONARCH 3 Breast Cancer Study of Abemaciclib Demonstrated Superior Progression-Free Survival At Interim Analysis
The Phase 3 study compared abemaciclib in combination with an aromatase inhibitor versus an aromatase inhibitor alone in patients with HR+, HER2- advanced breast cancer
...Following this MONARCH 3 interim analysis, Lilly intends to begin global submissions of these results in the third quarter of 2017...

Supporting URLs: https:/clinicaltrials.gov/ct2/show/NCT02246621
http://ejghtrials.org/trials/breast/ISYMCJPBM.htm,

http://grls.rosminzdrav.ru/CIPermissionMini.aspx?ClStatementGUID=26ACF951-D...

http://ironwoodcrc.com/clinical-studies/currently-enrolling/

http://jpmorgan.metameetings.com/confbook/healthcarel7/webcast oi.php?p=226...

http://kap.titck.gov.tr’/home/arastirmalar?aramatext=&rbgrup=0&pageno=17
http://lilly.mediaroom.com/index.php?s=9042&item=137472
http://meeting.ascopubs.org/cgi/content/abstract/33/15 suppl/TPS624

Last Modified 06/19/2017  Last Full Review 05/02/2017
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http://www.cancervic.org.au/trials/breast/trial.asp?ContentID=nct02246621 \
http://www.ceavc.org/index.php?r=site/elenco&a=36
http://www.clinicaltrials.jp/user/showCteDetailE.jsp?japicld=JapicCTI-14274...
http://www.epgonline.org/clinical-trials/a-study-of-nonsteroidal-aromatase-.... /
http://www.gru.edu/cancer/trials/breast/
https://www.clinicaltrialsregister.eu/ctr-search/search?query=2014-001502-1...
https://www.sec.gov/Archives/edgar/data/59478/000005947816000353/Ily-331201...
https://www.toetsingonline.nl/to/ccmo_search.nsf/fABRpop?readform&unids=C12...
https://www.ukctg.nihr.ac.uk/trials/trial-details/trial-details ?trialld=190...



https://clinicaltrials.gov/ct2/show/NCT02246621
http://www.cancervic.org.au/trials/breast/trial.asp?ContentID=nct02246621 
http://www.ceavc.org/index.php?r=site/elenco&a=36
http://www.clinicaltrials.jp/user/showCteDetailE.jsp?japicId=JapicCTI-142749
http://www.epgonline.org/clinical-trials/a-study-of-nonsteroidal-aromatase-inhibitors-plus-abemaciclib-ly2835219-in.cfm
http://www.gru.edu/cancer/trials/breast/
https://www.clinicaltrialsregister.eu/ctr-search/search?query=2014-001502-18
https://www.sec.gov/Archives/edgar/data/59478/000005947816000353/lly-3312016x10q.htm
https://www.toetsingonline.nl/to/ccmo_search.nsf/fABRpop?readform&unids=C1257BA2002CC066C1257D900044A2AC
https://www.ukctg.nihr.ac.uk/trials/trial-details/trial-details?trialId=19059
http://ejghtrials.org/trials/breast/I3YMCJPBM.htm,
http://grls.rosminzdrav.ru/CIPermissionMini.aspx?CIStatementGUID=26ACF951-D4A2-4728-930A-7844EAF89972&CIPermGUID=93EC5365-D78A-43DE-82D7-89311CE4DA22
http://ironwoodcrc.com/clinical-studies/currently-enrolling/
http://jpmorgan.metameetings.com/confbook/healthcare17/webcast_oi.php?p=226...%C2%A0
http://kap.titck.gov.tr/home/arastirmalar?aramatext=&rbgrup=0&pageno=17
http://lilly.mediaroom.com/index.php?s=9042&item=137472
http://meeting.ascopubs.org/cgi/content/abstract/33/15_suppl/TPS624%C2%A0
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Trial

Trial Title Protocol/Trial ID Triol Phase Triol Status Therapeutic Area

Trial Title

—y

I Sustain virology response of Sofosbuvir and ribavirin for TrialTrovelD-344097 J Infectious Disease Infectious Disease: HCW

7 compensated liver cirrhosis with genotype 2 hepatitis C
\

u E i infected patient
~
Trial Status ')/

Trial ID

Accelerated Treatment of Endocarditis H-18028566 Infectious Disease Infectious Disease: Sepsis
NCT03851575
POETII

Therapeutic Area

Disease
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894 investigator names Parkinson’s Disease: (N/A)

¢ * E ?E [’X J: iﬁ.l il:l ’Ig% EE -I'/ETJ E-I- }Eﬁ El\] 564 Organization Names Parkinson’s Disease: Advanced: motor and/or dyskinesia symptoms
BRRERJBERSTH

1 Disease Parkinson's Disease: Cognitive Function

10 Patient Segments Parkinson’s Disease: Comorbidities in Parkinson’s

+ BAAERNERAZXRERER

TN 1 Therapeutic Class Parkinson’s Disease: Dementia
STIEHEER

7 Sponsors Parkinson's Disease: Early Stage: disease progression

. *§ ? .\ W . 5 Protocol/Trial IDs Parkinson’s Disease: Early 5tage: dopamine sparing
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Trial Title

Trial Phase

Trial Status

Trial Start Date

Therapeutic Area

Disease >
Patient Segment

Me5H Term

Protocol/Trial ID

|i

Region

Country

Therapeutic Class

e [2]X

Therapeutic Area: Cardiovascular

Y Filter Disease

Displaying 11 of 158 keywords

Cardiovascular: (N/A)

Cardiovascular: Acute Coronary Syndromes

Cardiovascular: Arrhythmia

Cardiovascular: Cardiomyopathy (Under
Construction)

Cardiovascular: Congestive Heart Failure
Cardiovascular: Coronary Artery Disease
Cardiovascular: Dyslipidemia
Cardiovascular: Hemostasis/Hermophilia
Cardiovascular: Hypertension
Cardiovascular: Penpheral Arterial Disease

Cardiovascular: Thrombotic Disorders
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Openadll | Closeall

Drug Names

Y Filter Drug Names

Filter categories

B prug P Displaying 250 of 213,843 keywords

: (+)-12-oxocalanolide
Details

(+)-calanolide A

Drug Names

(+)-calanolide B
Global Status

(+)-DDMS
Development Status

(+)-didesmethylsibutramine
Citeline Drug ID

(+)-discodermolide

I

Disease

Drug Names: enter multiple keywords

Import from a spreadsheet

Speadsheet should contain a single column of keywords exactly as they appear in the results table or export document. The file should be in XLS, CSV,

or ODF format.

Select file to import from

and/or paste keywords

Separate keywords with line breaks. Keywords should be exactly as they appear in the results table or export document.

Keyword 1
Keyword 2

Etc.
Feedback
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Dashboards

Details Disease Drug Sponsor Location Treatment Plan Outcome & Results  Trial Timing
D Trial Phase D Therapeutic Area D Primary Tested Drug D Sponsor D Trial Region D Trial Tag/Attribute Trial Qutcomes D Start Date
Trial Status [ Disease [ sponsorType  [] Countries

O select All

o o |

Trial Status (5) x Trial Outcomes (13) X
15 30

51

135 Completed, Positive outcome/pr.

I
I

Completed

—
Planned .5
Closed .5

e outcomelpr.
e indetermina
BRI a5 decision

Terminated, Unknown

Terminated, Planned but never.. - 5
Terminated, Paor enroliment -
Terminated, Business decision.. - &
Terminated, Lack of funding - 4

Terminated, Lack of efficacy I 1
Terminated, Other I 1

Terminated, Safety/odverse eff. I 1

+ X
Sponsor Type is Industry, all other pharma Sponsor Type is Industry, Top 20 Pharma
+ X
Trial Status is Completed
Collapse Search Add new group
Dashboards
Details Disease Drug Sponsor Location Treatment Plan Outcome & Results  Trial Timing
[J TrialPhase  [] Therapeutic Area  [] Primary Tested Drug ] Sponsor [J TrialRegion  [] Trial Tag/Attribute Trial Outcomes ] Start Date
Trial Status [ Disease [ sponsortype [ countries

D Select All

Ea (o |
Trial Status (1) =

35 70 105 140

Completed _135
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3,482 trials

11§

View related: Trials | Investigators

Infectious Disease: HIV

Infectious Disease: HCV

Infectious Disease: HIV

Infectious Disease: Respiratory Infections

10493 - MK-0518 Intensification and HDAC Inhibition in
Depletion of Resting CD4+ T Cell HIV Infection

12 Week Study of Anti-Viral Effect of Oral UT-231Bin N
on-cirrhotic Hepatitis C Patients who have Failed Interf
eron-based Therapy.

1552089 Open-Label Protocol for Pediatric Patients Wit
h HIV Infection.

3-arm Randomized Controlled Trial Assessing the in Viv

o Effect of an Echinacea Purpurea on Immune Markers i
n Adults.

‘ Column counts

50 results  ~ ‘ ‘ Show/Hide columns ‘

10453, CID 0704, NCTOO576290, NCT
00614458, NIH RO1 AIG4074, P30 Al
50410, P30AI050410, RO1 A164074,
RO1 Al45297, RO1AI06407 4, RROOOS
6, TrialTrovelD-081414, U01 A12586
8, UD1AIO6TE54, UDIAI125868

NCTO0069511, TrialTrovelD-012721,
UT-231B-02:01

238E, CNAA 3007, CNAA/3DOT, CNA
AFB3007, CNAA3DOT, NCTOOD02197,
TrialTrovelD-044210

10A1276, NCT01129128, TrialTrovel
D-127723

h_ L S ﬁ

Terminate

Completeq

3 au
[ Trials
3 Trial 0

Pratacal/Trial ID ical Trials
Trial Title , National [
pal Institute

Trial Phase

Trial Status

D Trial Start Date
[ Trial End Dote
D Last Modified Date D
D Last Full Review
[ Theraneutic Area

Piseases, U

-

Completed

Completed

GlaxoSmithKline {Glaxe Wellcome} D

National Institutes of Health/Nation D
al Center for Complementary and Alt
ernative Medicine, University of Was
hington

Trial Title

&

A Molecular Biology and
RN163L) in Children Withi

Ependymoma and Diffus

A Multicenter Multination

Show items with value that:

' contains v

Apply

K/PD Dose-finding Study of Oral Netupitant Given With
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Drug Summary autologous FANG vaccine, Gradalis

Company Data

Diseases Drug Summury

Activity

Event Histo Synonyms autologous FANG vaccine, Gradalis; bi-shRNA furin and GMCSF augmented autelogous tumor cell Latest Change Planned Phase III trial (CL-PTL-130} for Ewing's sarcoma reported
o vaccine, Gradalis; bi-shRNAfurin and GMCSF Autologous Turnor Cell Immunotherapy,

Chemical data Gradalis; engineered autologous tumor cell immunotherapy, Gradalis; FANG autologous tumour cell Latest Change Date 2018/04/13

vaccine, Gradalis; FANG, Gradalis; gemogenovatucel-T; IND-14205; IND14205; Vigil, Gradalis

Country data
Global Status Phase III Clinical Trial
Marketing
Development Status Active
Licensing
Phase 111 Summary FANG vaccine is an autologous vaccine expressing rhGMCSF and the bifunctional RNAI effector, bi-shRNA furin, under development by Grodalis for the treatment of cancer. The GMCSF protein stimulates the immune system, while the furin bifunctional shRNA
—— clocks furin protein activation via RNA degradation and translational inhibition (Company Web Page, Gradalis, 19 Oct 2011, http://www.gradalisinc.com/).
ase
Phase I

Company Data
Supporting URLs

T Originator

Gradalis USA Phase III Clinical Trial
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Trialpredict
THTLEE T X EFRE R (Benchmarking & Dashboards)

—EOMREUIERT R, DUEWER N ImRIXIR T Xty
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(Patient Site Per Month)

il

< Back to Summary

Enrollment duration

800
< BacktoSUmmary T A ! ]
|||||| pated [ ]
600 predicted [ ]
Pts/Site/Mo
M 8.70 th:
Enrollment duration 400 e;n Lmonms
AAAAA | [ ] ' menths
Treatment Duration cinated i 0.5 months
'''''' pate u 200 M 177.1 menths
Predicted [ ]
Calculated from 3,979 trials
Accrual
. Mean .18 pts! onth 0
Reported Sites Median 0 pts/site/month 7z > < o, % %= 3 . q@:
i . ) o ¥, R [->
Pts/Site/Mo by Sponsor Min 0 pts/site/month
Max 231.76 pts/site/month Manths
Pts/Site/Mo by Disease
Calculated from 1,940 trials
Pts/Site/Mo by Country 1216 1620 28-32 3236 36-40 4044
74 [ Q@ aQ 7, 7 s 7 7z < < <, < < 2 2 <
o, "2 Y Yo Yo Yo, Yo, s Ye, ‘e Ta, T, Vv, Te, Te, Yo, Y, Y
2, g 3 5 3 2 8 N N L, G, e, R, e, R, A ’ T
Q, 0, Qg Qs Gy <, 4, dp s dg B, w, Oa wu w9, W Actual 82 | 1 152 152 190 206 139 116 97 EE 68 74 59 52 39 | 147
Anticipated 16 13 25 26 28 45 21 23 15 7 9 15 6 5 15 23
Predicted
0.0-0.1 02-0.3 04-0.5 0.6-0.7 0.8-0.9 1.0-1.1 1.2-1.3 1.4-1.5 1.6-1.7 1.8-1.9 2.0-2.1 2.2-2.3 2.4-2.5 2.6-2.7 2.8-2.9 3.0-3.1 3.2-33
Total 139 264 324 539 626 586 iz7 262 164 134 109 130 72 54 73 176
Actual
Anticipated 73 42 24 1 10 9 a 6 8 6 5 2 1 3 2 1 1
Predicted
Total
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Trial A
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(N/A)

Trial Title !

v

Protocol/Trial ID

n

i

Trial Phase _
Trial Status v
Trial ID
oo
(N/A)

Planned

Ongoing

Open
Closed
Temporarily Closed
Therapeutic Area Terminated
|
Patient Segment Diseose + X
MeSH Term

Displaying 1 of 182 keywords

Oncology: Gastric

Openall = Closeall

Trial Country + X

Triul PRl Displaying 1 of 168 keywords

South Korea

country

Trial Country ‘ al | ol
Trial A Mox |Any
Target Accrual

16 trials

View related: Investigators (715) | Organizations (867) | Drugs (17)

Results

‘ Timeline

‘ Dashboards

‘ Map ‘

Clear Search

Share Search

Save Search

Create Alert

+
+ X
South Korea

] + X
Trial Status Completed

+ X

+ X

+ X

x

Add
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WRERFZME

1. Trial Phase & Status: 1£#¥“Phase III"5“Completed”
2. Disease: 1 & J £ “Oncology: Gastric”
3. Trial Country: & & 3 1% %% “South Korea”
4.  Minimum Enrolment (Actual): i #¥Actual @ A& 4 “500" B =&

Note: Target Accrual (number of patients sought for) vs. Actual Accrual (number of patients enrolled) — Accrual numbers are based

on reported information via the public domain with validation by Trialtrove analyst team. Final accrual information is searchable and
provided in the Results table and exports. Interim accrual information is provided within the Trial Profiles when available.
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Search Save|
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Create Alert

Gastric) AND (Min Actual Accrual 5 5
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S0 results

Show/Hide Columns

Protocol/Trial ID Trial Phase
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Disease Tisal Phase: 11
A Phase III Clinical Trial of BBI6G08 Plus Weekly Paclitax 734 I Complety Patient Segment
el versus Placebo Plus Weekly Paclitaxel in Adult Patient | BBIG0B-336 Drug beasinama )
s with Advanced, Previously Treated Gastric and Gastro- BRIGHTER MesH Term :::;;U::fiﬁz";g, Start Date: 20080604
Esophageal Junction Adenocarcinoma CTR20160293 Supporting URLs sl Enroliment Duration (months): 291
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| A Phase III, Randomized, Open-label Clinical Trial of Pembrolizumab (MK-3475) Versus Paclitaxel in Subjects

With Advanced Gastric or Gastroesophageal Junction Adenocarcinoma Who Progressed After First-Line Therapy
With Platinum and Fluoropyrimidine

Trial Summary

Esophogeal; Gastric
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