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A Study of Donanemab (LY3002813) in Participants With Early Alzheimer's Disease (TRAILBLAZER-ALZ 2)

ClinicalTrials.gov Identifier: NCT04437511

The safety and scientific validity of this study is the responsibility of the study sponsor and

A nvestigators. Listing a study does not mean it has been evaluated by the U.S. Federal
Government. Know the risks and potential benefits of clinical studies and talk to your health
care provider before participating. Read our disclaimer for details.
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Eli Lilly and Company
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Brief Summary,

The reason for this study is to see how safe and effective the study drug donanemab is in participants with early Alzheimer's disease.

Additional participants will be enrolled to an addendum safety cohort. The will be open-label donanemab.

Interventionfreatment &

Phase®

Condition or dissase &
Alzheimer Disease Drug' Donanemab Phase 3

Drug: Placebo

®
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Study Design m

Study Type @ Interventional (Clinical Trial)
Estimated Enroliment @ 1500 participants
Allocation:  Randomized
Intervention Model: ~ Parallel Assignment
Masking: Double (Participant, Investigator)
Primary Purpose:  Treatment
Official Title:  Assessment of Safety, Tolerability, and Efficacy of D in Early Alzheimer's Disease
Actual Study Start Date @ June 19, 2020
Estimated Primary Completion Date @ February 14, 2023
Estimated Study Completion Date @ December 19, 2023

iB1%& Source: U.S. National Library of Medicine.
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I e reason Tor this SWGY 1S 16 SeS Row Safe and SIECtve (N SWGY GrUg GoNanSMaB IS In PArICIPants WIth Sary AIZReIMer's discase.
Adarmonal pamciPaNts Wil be enrolied to an addendum safety Gonor. | ne it e
Gondition or disanse & intervention/ireatment . Phase e
Atzhoimar Disaane Prug: Panancman Phace
Urug: Placsbe
Study Design Goto (=]

Stugy lype @ Intervenuonal (Cumical nal)
Lsumatea Lnroliment @ 1500 parucipants
ailccation:  Randemizea
Intervention Medel:  ~ar anment

Mensking lieipeanl fevcstigeslon
Brinary Purpose
Official Title: ent of Safety, Tolerability, and Efficacy of D in Earty
Actual Study Star Date @ June 19, 2020
Lsumatea Prmany Compietion Date @ 1 ebruary 14, 2023

Cstmated Study Cempleuon Date €@ December 15, 2023

Eligibility Criteria

s Disease

Information from the National Library of Medicine

[ i) TN

Choosing to participale in a study is an important personal decision. Talk with your doctor and family members or friends about deciding to join a study. To learn more about this study,
you or your doctor may confact the siudy research staif using the confacis provided below. For general information, Learn About Clinical Studies.

Ages Eligible for Study: 60 Years to 85 Years (Adult, Older Adult)
Sexes Eligible for Study. Al
Accepts Healthy Volunteers:  No
Criteria
Inclusion Criteria:

Gradual and progressive change in memory function reported by participants or informants for = 6 months
MMSE score of 20 to 28 (inclusive) at baseline
Meet 18F flortaucipir PET scan (cenfral read) criteria - does not apply to safety cohort
Meet 18F florbetapir PET scan (central read) criteria

Have a study partner who will provide written informed consent to participate

Exclusion Criteria
= Contraindication to MRI or PET scans

« Current treatment with immunoglobulin G (I9G) therapy

Fantante anA | Anatiane

iB1%& Source: U.S. National Library of Medicine.



N\

SShEFEAERE S RWEDEEORSER (1/3)

@ BRARERBRDFHAEEHDE NS [Location] (FFF) EWDSERFRZFHRLTFEW, IFIDEHFRRIC/ED TN

DHECFTUYIOUTERULTFSUY,

- EBREIDE. CORKHERICSINU TV EHFOEFREEDBRX (L. [BFRO—EINRSNET,

Google #ERF R

" D eHRRICEDTVWRIBAICIE
) WTOBEEFAET ccxEIOUYIUTER

- IDEEHREZIVYVITEIE. REHENT
FET L5~ 1-8T7-CTULLY (1-677-2854559) 7l L\ 5 iﬁﬁ E%*%Fﬁ 0)_ %b“ E 5 hi?o

KA

Locations

} Show 297 study locafions

Sponsors and Collaborators

Eli Lilly and Company

Investigators

Study Director: - Call 1-677-CTLILLY (1-677-285-439) or 1-317-613-4359 Mon - Fri 9 AM - 5 P Eastern time (UTC/GMT - 3 hours, EST) - ENi Lilly and Company

= (IR3)

=F-
i Y4 EREEBE T (IR ZE DB T
EZEES. S8, BA. 4518 o127 M OFEREERET (X5 A C Japan
EE 12 ~ [= PPN \ A - — ) _:_‘ i Hospital Recruiting
FIFFAFRS I (173&\15 = b‘& D i?o o ;IE‘ < 7:_ E {l\o Nagoya-shi. Aichi-1<en. Japan. 454-8502
’ Contact NP 3512
I Principal Investigator I INIEGIGEGN
=, ZF1. BA. 455-8530 | Hospital Recruiting
=S 1 2 Magoya, Alchi, Japan, 455-8530
EiFFFEE I Contact  ESSEEE3512
¥ pu Principal Investigator: |
I, ') A
I Cinic Recruiting
:%E.'Ex =Z#0. BA. 4570818 Nagoya, Aichi, Japan, 4570818
EEST . 5512 Contact  ENEEEEGE12
FITEFE S : T Principal Investigator: [ N NNNINGTGTNNNEE
- ST T — =R Mational Center for Recruiting
FETh. ZFIE. BA. 4748511 /\ Obu City. Aichi, Japan, 4748511
. Contact  ENMERE3612
=S 512

TEAFE - I

I = oy Clinic
FE. TFE&. BA. 263-0043

Google TranslateD#ER T (IR EFBEBRIEEIT
[FRA] EWSREMNENFE I, EBEREKERODSH
il E&%% (Recruiting) EWSEKTT,

) T Eisa )

RESEARCH - PROGRESS - HOPE

Principal Investigator: [ NENGTNINGEE
Clinic
Inage. Chiba-Ken, Japan, 263-0043

Contact  [IIEEGNzC12
Principal Investigator: G-

I linic

E1f& Source: U.S. National Library of Medicine.
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Japan

N  Hospital Recruiting
Nagoya-shi, Aichi-Ken. Japan, 454-8502
contact IR 3512
Principal Investigator: I

I Hospital Recruiting

MNagoya, Alchi, Japan, 455-8530
Contact Gz 12
principal Investigator: |G

I inic Recruiting

MNagoya. Aichi. Japan, 4570318

Contact [[IIIIGzs12
Principal Investigator: _

National Center for [N Recruiting

Cbu City, Aichi, Japan, 4748511
Contact [[IIIIIEG:s12
Principal Investigator: —
Clinic Recruiting
Inage. Chiba-Ken, Japan. 263-0043
contact G s12
Principal Investigator: I

S Clinic Recruiting

X(IAREEE (CK D> THRHESN TS 28,

E1f& Source: U.S. National Library of Medicine.
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