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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 Ò1 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; éé;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

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 Title
A Randomized, Double-Blind, Placebo-Controlled, Phase III 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

Sponsorship

Eli Lilly

Trial Phase

III

Start Date

Nov 2014

Disease Type

Breast Cancer

Trial Locations

Global

Drugs Tested

abemaciclib

anastrozole or letrozole

Trial Results

Target Accrual

450

Treatment Plan

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

Protocol IDs
NCT02246621, 15417, EudraCT Number: 2014-001502-18, I3Y-MC-JPBM

www.clinicaltrials.gov

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

ClinicalTrials.govḤ

https://clinicaltrials.gov/ct2/show/NCT02246621
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curative intent or metastatic disease

Have postmenopausal status

Have either measurable disease or nonmeasurable bone-only disease

Have a performance status Ò1 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
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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; éé;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

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 Title
A Randomized, Double-Blind, Placebo-Controlled, Phase III 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

Sponsorship

Eli Lilly

Trial Phase

III

Start Date

Nov 2014

Disease Type

Breast Cancer

Trial Locations

Global

Drugs Tested

abemaciclib

anastrozole or letrozole

Trial Results

Target Accrual

450

Treatment Plan

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

Protocol IDs
NCT02246621, 15417, EudraCT Number: 2014-001502-18, I3Y-MC-JPBM

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-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/lly-331201...

https://www.toetsingonline.nl/to/ccmo_search.nsf/fABRpop?readform&unids=C12...

https://www.ukctg.nihr.ac.uk/trials/trial-details/trial-details?trialId=190...

Supporting URLs:

http://ejghtrials.org/trials/breast/I3YMCJPBM.htm,

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

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

http://jpmorgan.metameetings.com/confbook/healthcare17/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

IRAS ID: 164539, 15-LILA-2, JapicCTI-142749, MONARCH 3, NL51156.028.14, REec-2015-
1307,
TrialTroveID-210961

Actual Accrual

493 

Identified Sites

84

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 investigatorôs discretion, and 

assessments will occur every 28 days.

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 

Crohnôs 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.

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

éFollowing this MONARCH 3 interim analysis, Lilly intends to begin global submissions of these results in the third quarter of 2017é

Patient Segment

Estrogen receptor positive, 

Progesterone receptor positive, 

HER2 negative, First line, Stage III, Stage IV 

End Date

4/24/2017

Treatment Duration

2.5 to 6.5 months

Trial Tag/Attribute
Registration, PGX ςPatient Preselection/Stratification 

Trial Outcome

Completed, Positive outcome/primary endpoint(s) met 

Outcome Details

Eli Lillyéannounced that MONARCH 3émet its primary 

endpoint of demonstrating statistically significant improvement in 

progression-free survival (PFS)... 

Trial Status

Completed

Last Modified 06/19/2017 Last Full Review 05/02/2017

Trialtrove

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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Å Access to 250+  
industry experts who 
understand your 
challenges and 
transform data into 
gold standard  
intelligence 

Å In-depth profiles on 
over 74,000 drugs, 
299,000 trials, 
429,000 investigators 
and 162,000 sites 
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Á 70 ClinicalTrials.gov, EUCTR, JAPIC, ChiCTR
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Á Gene EntrezGene ɹPubMed Espacenet

Citeline Overview
Citeline: Delivering the next generation of industry leading R&D intelligence
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