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Ask thg Analyst

co e rma ription. / V
Citeline's drug pipeline intelligence experts will assist you with questions about specific drugs and company pipelines, competitive
’
’
’

Ask the Analyst is a complimentary service that is included in your Pharmaprojects subscript
drug landscapes, how to build effective search strategies or offer other creative approaches to help answer your critical business

questions. Our standard service offers up to three hours of analyst support per request, and Platinum clients enjoy up to four hours
per request.

Please take advantage of this valuable service and fill in the details of your request below. You will receive an automated
acknowledgement, and a Citeline analyst will respond to you directly by the next business day. F/
’

Describe the information you need
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Estrogen receptor antago-.
Primary Endpoint (49) i Immune checkpoint inhibit.
Microtubule stimulant

PD-L1 antagonist
Progression-free survival
Taxane
Disease Progression
Response evaluation crife..
Disease-free survival

Beta tubuin inhibitor

Overall survival
Safety and Tolrabity
Recurrence

Progressive disease rate
Adverse Events

Overal response rate
Doseimiting foxicities
Apoptotic index

Serious Adverse Events
Area under the curve score
Cardiac Telemetry

cmax

Complete response
Hemoglobin level
Maximum folerated dose
Partalresponse [l

2018 2019 2020 2021 N
Trial Outcomes (10)

Phase IIT - Roche/Chugai Pharmaceuical

Closed +
> CTRI/2019/01/017214 Sites=14 -
Phase 1V - 0}
ettt _
Completed + n = 651 (Actual)
Sites =161 + Breast
Phase 11+ Roche {F. Hoffmann-La Roche}
> Netomssess _

Completed + =902 (Actual)
> NCT02425891 Sites=247 - Breast
Phase 1T« Roche {F. Hoffmann-La Roche}; Roche/Chugai Pharmaceutical

Trial Outcomes

Ukraine
i

Completed, Positive outcome/primary endpoint(s) met

Completed, Outcome indeterminate

Completed, Early positive outcome

Completed, Negative outcome/primary endpoint(s) not met > NCT03125902

Completed, Outcome unknown

Completed

> NCT02305641 Sifes =38
Phase IV -
e
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WHAT'S NEW

Al Disease Epidemiology Drug Company  Thought Leadership  Opinion

Datamonitor Healthcare's drug assessment summary for HER2+ breast cancer

Diabetes type Pulmonary hyj
D alys

-
09 December, 2022

09 December, 202
by Peter Chang by Charlotte Holm{ - o
GLP-1 dual agonists with United Therapeu i
greater efficacy are set to DPI becomes th 2
transform the market, though approved dry-po| g . i
CVOT data are still pending. in groups 1 and S - L4 K J L4 $12,000
’ ——— — $10,000
HIV pre-exposure Prostate cand| “ - r - _ — : ; .2
prophylaxis (HIV PrEP) D ol w stracovenss 4 36,000
Forecast 07 December, 2024 Source: Datamonitor Healthcare Q@ 54,000
08 December, 2022 by Mille Gray
gwgmnme Holmes and Abby EU approval for $2,000
the mHSPC sett L
Euracast fully:apiatod il o6 207 s 8 om0 2m 22 o w205 2% 20w 0 029 2030
following discontinuation of « Herceptin is the current standard-of-care therapy and is used across} B
Merck & Co's islatravir. treatment. Furthermore, the Herceptin/Perjeta combination will face little| 212
in the neoadjuvant treatment setting after the failure of the Phase 11l KAI P
Kadcyla in combination with Perjeta. Although Herceptin has steadily lo§] X K 3 3 510,34 $11,005  $11.134
share following the introduction of trastuzumab biosimilars in 2019, Rocl
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NA

NA

63% (4% Above Avg)

0% (1% Above Avg)

62% (3% Above Avg)

59% (Same As Avg

61% (2% Above Avg)

59% (Same As Avg

61% (2% Above Avg)
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v Likelihood of Approval Chart

Likelihood of FDA Approval (%)

2022 Biomedtracker Datamonitor
Healthcare Post-ESMO Report

2022 Biomedtracier / Datamontor 2022 Blomedtracker / Datamonitor 2022 Biomedtracker Datamonitor
Healihcare / Medd Report

Healthcare ASCO Weekend Update
Report

Publication Date: 06

Publication Date: 06/10/2022

102 003 o4 0y1As 016 017 D18 D09 01120 01102 o2

2022
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v EAIFLI-5E (Interviews) — INEHH "III‘I

" 3 250012021 | ANAWYSIS 19.AUg 2021 | ANALYSIS B 10Aug 2021 | ANALYSIS
7 _0- “} F w _I \ - E J - A Y % % ;cnrching COVID:H‘.Era Breast Gam:-er Trilal E:rollment Alfheimer's Disease:‘Many
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Bristol Myers Squibb

oensu...  backat hov the pipeline for amyloid-.

Diversity & Inclusion | Clinical Trisls Approvals | Clinical Triels
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Clinical Trials/R&D
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Podcast

09 Dec 2022 | ANALYSIS

Pink Sheet Podcast: Shouting
About Innovation v. Access,
AAM CEO Departs, Concerns
About US FDA's IND
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Regulations

By Derrick Gingery, Sarah Karlin-Smith
and M. Nielsen Hobbs

Pink Sheet reporters and editor

09Dec 2022 NEWS

European Rare Disease
‘Moonshot’ Coalition Targets
Unmet Needs & Innovation

By lan Schofield

‘The members of a new group aiming to
boost rare disease R&D say that Europe
needs a “solid pro-innovation
ecosystem” supported by a stable.

08 Dec 2022 | NEWS

FDA's Win-Win: ¥
Comprehensive

Reports With Mil
Due To Harmoniz

2 search

Breakthrough Therapy Designations

B7s

Requests
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Phase Il GATHERT and GATHER
rals, which found a sgnificant

By Sarah Karlin-Smit

New proposed rule ; &
Trestment o 12mont
US FDA's current ani o) 0211

cSwh-5vy k- FEEREDIEH;
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. veric o i w211
requirements for INJ intravitreal administration the  expected Q1 2023
reatment ifference was 35% in
(GATHER1 and 16% i CATHERZ
Sicmonth fallowup data from
cohort Aof thesinge-am Phase
Cranatamat, . whichfound ¢, -
. (BuAb) rgeing B el ma Lo . oncven response e (O o cipicH: Resmi Lo
antgen (BOMA) o a%ata R
o ) (RRMM) il started 202102

administered subcutaneously month,with esponders betnes
90.4% probabilty of maintaining

26 months

respe

Interim Phase l data showing a

Regenerative Medicine Advanced Therapies
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S Search
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ALLO501A, an anti D19
allogeneic chimeric antigen
receptor Tl (AICART) using
Celects technologies

Alogene

Obecabatagene autoleucel (obe-

Autolus cel, AUTOT), a CD19-directed

Therapeutics  autologous chimeric antigen
receplor Tl (CART) therapy

LVRIO:

Treatment of large & cell
lymphom (LBCL)

Treatment of adults with relapsed
or refractory Brell acute
Iymphocylic leukemia (B-ALL)

Prevention of clnically significant

Data from the Phase | porion of the
Phase /| ALPHA2 tral, which found
norelapses n L BCI CAR T naive
patients who were in complete

response at 6 months, as wellas no
GvHD and minimal CRS and ICANS
adverse events

Not disclosed

mli-

AloVir (Elevale  vius specific T cel therapy made

and
foll

Bio;formerly lis i
knownas stimulated with cytokines and  ansplant (HSCT):adenovirus
ViraCyte) virus fragments o activate and . (AdV), BK virus (BKV),

infections as of vieek 14;of the 24
patients who reached week 14,21
remained free of cinically significant

l 2022

Requests

Clinical - Pivotal Phase Il porton of the

ALPHA2 tia to begin mid 2022 AL
Clnical - Poentall pivotal Phase I
porton ongeing o the Phase b/l 20220425
FELIX sty which slarled 2020:03
Clical-Phase ll started 202208 2022:0420
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Dur of adv. programs (y’r!i.‘lo e
# of transitions
[ ] Name + pos (%) Loa ()@ ] Median [« Mean
Total By phase Adv. Susp. Total
43.6 123 24 17 22 39
[ Acute 324 . 283 . 45 1 23 34 - x
Lymphoblastic p . 9.6 19 B 1 ; -
. B S5 I | -
Leukemia (ALL) . .
100 DN 100 IS 08 15 0 15— Acute Lymphoblastic Leukemia (ALL)
[] Acute 453 48 3 62 75137 Development Timeline Development Duration L
_»  Myelogenous 343 I 106 M 113 37 I 37 71 108 N Phase1 |l Phase 11 [l Phase 111 [l NDA / BLA
Leukemia 433 I 31— 36— B v 0| « Succeeded O InProgress % Fuiled
(AML) 714 I 714 1 - 10 4 I | <
2005 2006 2007 2008 2009 2010 2011 2012 2013 2014 2015 2016
0 0 0 0 0 0
D Acute o 0 0 0 ) 5 Bosulif % 6.00yrs / 2,068 days
Y Promyelocytic 0.0 Acute Lymphoblastic Leukernia (ALL) Failed in Phase 1T
11 . 0 0 0 0 0 0
Leukemia (APL)
0 0 0 0 0 0
MK-0457
Acute Lymphioblostic
I
Bafetinib
Acute Lymphoblotic Loukernia (ALL)
Blincyto + 7.00 yrs / 2,603 days
Acute tymphobinstic | eikernia (31 1) Sucreeded
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