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Panel #5: Payer/Access Panel Ed or

PERSPECTIVES analyst/AC
Ed Saltzman (moderator), Peter Bach, Roger Frameworks for Assessing the Value
] Cancer Drugs: Purely an Academic
Longman, Burt Zweigenhaft Exercige?
* Special conditions required for a market to be competitive (e.g. oo N
lack of barriers to entry, perfect substitutes, etc.) rarely exist in : %;
cancer. Therefore, there’s a significant divergence between drug e o Login or Ragiste
price and clinical value. Affiliation: Tufts Center for the Study of Drug Development, Soston, MA to download PDF
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* Since market forces do not effectively regulate prices as they do in Citation: Journal of Clincal Patiyay's. 2016:2(6) 29-33
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other consumer industries, value-based frameworks and post-
exclusivity price regulations are needed to close the gap between

Abstract: As the cost of prescrintion drugs increases, pavers and providers alike
have attempted to detd =" "°°

* Alively debate ensued discussing the effectiveness of value-based ‘;a”ci““t”i“”t‘f'zﬁ Peter Bach’s latest crazy idea: Give up on
. ave Deen recen =3
contracts, such as outcomes-based contracts, to regulate prices. ' | biosimilars. Regulate drug prices instead

Taking into considerati
determine the prices o
whether these newly €l
likely to have an impad

price and value. STAT+

Sy MATTHEW HERFER @matthewherper and ED SILVERMAN ®Fharmalot £ APRIL 16, 2019

*  Often outcomes-based contracts negotiate net discounts that are not
sizeable relative to the uncertainty in performance, lower approval

ba.rs, etc. It coulq be more effective to reducg pos'g-exclgsivity drug orices of cancer drugs
prices to that of its’ marginal cost-of-production via policy regulation. treatments. Finally, the
. epy . di d as likely h
» However, value-based contracts (VBC) are moving towards shifting e

risk onto manufacturers, rather than patients (e.g. Lentiglobin VBC
- 20% upfront payment, 80% payment if treatment reduces # of
transfusions) in an attempt to associate value with performance.

* Inorder to address accessibility to drugs, which is different from
coverage, cost pressures must be understood from the patient
perspective. Companies should understand the total cost of care
delivery (supportive case, infusions, etc.) and plan for patient
support services to increase access.
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Panel #6: 10 Session ll: 10 Targets and Platforms - Target
Versus Modality - What Are the Keys to the Kingdom?

Joel S. Sandler (moderator), Frank Borriello, Louis Matis, Eric
Poma, Dan Shoemaker

* The diversity of modalities (cell-based, biologics) has
dramatically increased in the past few decades, with
emergence of technologies along a risk-benefit spectrum.

* Target selection must be considered within the context of
modality properties to achieve optimal alignment (e.g.
anti-CD19 and -BCMA CARTSs vs. anti-CD20 mAbs).

* Lead programs comprised of novel modalities should be
de-risked with incorporation of validated targets.

* Panelists agreed that initial positioning must be focused
on addressing white space, though next-wave modalities
could ultimately supplant the entrenched SoC.

* TAA-based targeting or effector-cell redirecting regarded
as an effective means to de-risk and facilitate biomarker-
guided patient selection, though at the possible expense
of antigen escape and associated resistance over time.
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* E.g. a-CD20 mAbs vs. a-CD19 CARTs in NHL
* Key considerations include:

Modalities Positioned Along a Spectrum of Risk and
Benefit

Safety, Simplicity
‘ Efficacy, Complexity, Cost

Naked mAbs, targeted SMis ADCs BiTEs Auto CARTs

+ Off-the-shelf * Off-the-shelf

*» Benign safety * T-cell redirecting

* Chronic management * Potent activity

* Combinable * Address IRAEs by discontinuing

* Modest ORR
* Rarely durable
* biobetters, generic competition

+ Targeted delivery of toxic
payload

+ Next-gen tech reasonably safe

* T potency vs. mAb

+ Limited role of ADCC
* Efficacy limited by expression
levels of target

+ Durable (?) responses in
salvage setting
+ Single dose possibly curative

* AEs, aggressive conditioning
+ Antigen escape

+ Complex CMC

+ Costly

* Low Ty, (for now)
* Toxicity concerns
* Less durable vs. CARTs

* Combo or COx-guided monotx
* early, adj, maint

* Monotherapy
+ Salvage setting

* Combo or monotherapy
* Late or early-stage

+ Combo or monotherapy
+ Salvage setting

| Strengths/Opportunities | Weaknesses/Threats | Positioning ‘

Finding the Optimal Target-Modality Pairing

PAIRING SUMMER PRODUCE
WITH

CABERNET SAUVIGNON

Do
Vs

— Expression pattern (on- vs. off-tumor targeting)
— Target biology (immunogenicity, oncogenicity)
— Turnover rate and mechanism

— Presence, types of proximal effector cells
(warm vs. cold tumors)

- - . . .Lx_ lackbarrios
— IP, CMC, and other logistical considerations R
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Panel #7: Gynecological & Breast Cancers, Much Progress,
Much to Do: How Novel Therapies from PARPs to
Immunotherapies Are Transforming Care

James T. Lee (moderator), Brian Leyland Jones, Martin Lehr,
Patrick Mahaffy, Dmitriy Zamarin

* Inlight of the approvals of PARP inhibitors and
immunotherapies, there is still a significant unmet
need in gynecological and breast cancers.

e Largest hurdle that is yet to overcome is finding a way
to treat those that do not respond to the current
therapeutics, which is still a large percentage of TNBC
and HR+BC refractory to CDK4/6 inhibitors.

e Significant issues exist in identifying novel targets that
will work in ovarian cancer, driven by the unique nature
of the disease where driver mutations are less frequent
and even when new targets are identified, it is difficult
to validate in vivo.

e The future may be identifying the optimal combination
partners with both PARP inhibitors and
immunotherapy, but could end up being a very
empirical exercise vs a more thoughtful one.
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Breast Cancer Clinical Trials Targets

Discover the different proteins, pathways, and platforms that scientists and physicians are pursuing to
develop new cancer treatments. Use this information to consider your clinical trial options.

Targeted Antibodies
Target:
markel
Cancer Vaccines
clinical al

cancer
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Panel #8: Biotech Deal-Making in the Face of 10
Frenzy or Fatigue: Same Old or Different New?

Jeffrey M. Bockman (moderator), Jean Chang , Jane Dancer,

2015: 10 Started to Dominate Top

Top 10 Deals by Upfront Value ($M): 2015

REGN2810

BloMarin i Talazoparib

Kapil Dhingra, Helen Tayton-Martin, Jill O'Donnell-Tormey o — Gt oo o e — e —— 1
* QOver the past 4 years Immuno-Oncology (I0) deal-making has been at | [* === S— g S —
. . o) eals otal Value (SM):
the forefront of Oncology partnerships, with most of the top 10 deals | HSE= PR e ——
in cancer by upfronts being for 10 licensing or M&A :
* Despite the pace and size of deals slowing in light of high-profile — TR P
stumbles (e.g. IDO inhibitors), there is a continued hunger for 10 : i = P N — 78 B TS iiSZ
assets, novel MOAs and modalities; so, the question must be raised £ = R ——
as to how deal-making is changing, or needs to change in the future. : = == o R = =
* Biotechs face a challenge in weighing the investment in a deal versus - — S i e s e o
further validating their programs to inflect value. T ey E——— eSS T g e —
2019: A Sudden Flip or a Blip — More Upfronts But Least Total Value IO
* Discussion of more innovative deals being done biotech-to-biotech =
rather than biotech-pharma ensued; not a new BD mantra but, —
1 BMS Ci Multiple MUM 35,000 N/A 74,000
perhaps newer to I0. [ ' r= e o T
* Questions remain on how to control the proliferation of thinly S e S — —— . T — e
differentiated CPI’s and ‘me-too’ programs, while simultaneously e e T NI R RN R -

maintaining competition to drive down cost. e oot o e e 2o

R R I I I e R e
BMS Celgene NjA 74,000

*  How do we make sure that great programs are not lost that may be : — e S S
transformative or only simply alternatives that can be important for coomm e e oo
giving patients more options? T T o

: oy o S N i N WS - |
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The Biden Cancer Initiative: Helping to build the cancer
research and care system you think we already have

Speaker: Gregory C. Simon, President, Biden Cancer Initiative B I D E

* There is a distinct lack of organization in the healthcare system. Due to its
impervious nature, the system has not accepted reforms and improvements in

Analyst/AC

decades. For example, the transition from chronic medications to now curative C A N C — R
treatments is raising huge debates since the system itself was not designed for —
cures.

* The scientific discovery process is highly isolated between labs, becoming more of a | N | —|_ | AT | \/ E
competition, rather than a group effort to advance cancer therapeutics.

* The Biden Cancer Initiative is taking steps towards promoting research data sharing, along
with clinical and medical record sharing. Investigators have extreme biases and knowledge
solely on their research, but not what is happening outside their labs and in patients.
Along with lack of crucial data sharing, a great portion of published data is yet to be
successfully replicated.

* Drug pricing is based on pharma’s fear of the future market, while insurance
companies worry about the present events impacting their revenue.

*  Pharma has immense capital invested in their drugs, and the emergence of competitors in
the market forces pharma to frontload their costs onto the price of the drug. Insurance
companies cannot hedge their costs the way pharma does.

* Copays for cancer drugs are destroying the patients future. They force patients into
choosing between bankruptcy or treatment. Questions arise now on how to help
patients avoid these costs when they have zero economic power on the drug

market.
* How do we organize the healthcare system such that patients are at the center of
attention? _
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Panel #9: Insights from Heme Malignancies: Making - .
Only ~10% of New Cancer Diagnoses are
Breakthrough Conventional and Unconventional Very Heterogeneous Groups of Rare

~175 clinically distinct diseases (according to the 2016 WHO

Therapies Accessible Beyond Niche Blood Cancer Patients | .l

Combined newly diagnosed cases of blood cancers contributes ate, Age U

. . . only about 1/10 of solid tumors. 20 MM
M IChaeI c- Rlce (mOderator)’ Ch rls BOWden’ Lee G reen be rge r' *  Prevalence of individuals living with, or a history of blood cancer AML CLL
is increasing as long-term remission and cures are achieved! 70 Q | o
Da n S h o e m a ke r' Vat n a k Vat- H o THE UPDATED WHO CLASSIFICATION OF HEMATOLOGICAL MALIGNANCIES = 60 MDS o oM NHL
The 2016 revision of the World Health Organization classification of g 50
Ivmphoid neoplasms | 3
. lS:SA!l’I Hr...?::urr‘f:l:!n:zuw. 'S:,:‘..G,A F-:.‘-.Ninn Lee H::""'s: l'::i:?l Sten.’ Reiner Seben.® Rargara Advan, a0 HL
XX THE UPDATED WHO CLASSIFICATION OF HEMATOLOGICAL MALIGNANCIES i’ Incidence o
30

The 2016 revision to the World Health Organization classification of
myeloid neoplasms and acute leukemia ALL

o
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https://link springer.com/content/pdf/10.1007527878-3-642-16483-5_2615.pdf

In The Past Five Years, Rare Blood Cancers Have Been a Hotbed of Innovation for
First-in-Class Drug Approvals (2013 - Present)

.
ADCC i i i i / [ e D Anti-CD22 ADC
D20 mAb HDAC BCL2i 1DH2i E;:::m Moxetumomab
Obinutuzumab Panobinostat Venetoclax Enasidenib T oot o017 pasudotox
Nov. 2013 Feb. 2015 Apr. 2016 Aug. 2017 - Sep. 2018
1 | o | N N " amticcra ) | [ essspyinhib, |
BTK Inhibitor PI3K-6 Innate Immunity/ CD9 CART- a i
Ibrutinib inhibitor aSLAMF? cell Chemokine Levslor
Nov. 2013 Idelalisib Elotuzumab Yescarts® Mogamulizumab EElH
1ul- 2014 Nov. 2015 Oct. 2017 Aug, 2018

‘rl

2013 — Present

'_4\

e B . a ™
Epigenetic/ aCD38 mAb mTKl Inhib. €D19 CAR T-Cell Metabolism/ Shh inhibitor ril-3R
HDACi Daratumumab Midostaurin Kymriah® IDH1i Glasdegib ine
Belinostat Nev. 2015 Apr. 2017 Aug. 2017 Ivasidenib Mov. 2018 Tagraxofusp
Jul. 2014 ' Jul. 2018 Dec. 2018
F D s
Legend: €D19/CD3 Proteasome Anti-CD22 ADC PI3K-a/§ inhib. FLT3/AXL/ALK
Myeloid Bispecific T-Cell inhibitor Inotuzumab Copanlisib Gilteritinib
L hoid Engager Ixazomib ozogamicin Sep. 2017 Nov. 2018
ymphol Blinatumomab Nov. 2015 Aug. 2017
Plasma Cell Dec. 2014
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Panel #10: Oncology Innovation Powered by Investments
ey ® o China BioPharma is Seeing an Unprecedented Boom Driven
d nd ComPEtlthn frOm Chlna Policy, Money, and Need

*  Regulatory:

james T. Lee (mOderator)’ Iris Luo’ Ian Somaiya’ Ian Woo' JaCk —  China joins ICH harmonizing global clinical development regulations/standards

— Chinese NMPA speeds up clinical development process and opening up for global

development
Wu — Accelerated approval set up for innovative therapeutics that are marketed overseas
. _f. . . | . f *  Finance:
L] — Chi tti iic fi behind the industry by building biotech parks,
Significant investments in oncology are coming out o A A o R A
1 1 1 ni —  Chi i h ised signifi ital to help the biotech boom both
China, from the investors and biotechs, driving Somesncaly and s borders oogh ow CHLS process oy become g e e T
ey e . . . — HKEX i - biotechs, with t f Cstone, | t and China’s estimated cancer incidence and
competition and valuation in many assets leading to Givers, bt e casionay e of sthers (acets Begene) e o
bidding wars on hot innovative oncology assets in the + Need for Therspeutics:
— Growing patient population, especially related to cancer, where innovative
therapeutics are needed.
West.

* The interestin China as both a source of dilutive and non-
dilutive funds has led many Western companies to form
their China strategy on how to engage Chinese

com pa n |e5/f| rms Since Last Year, Oncology is 50% of Deals, Driven by Interest in Innovative Therapeutics
* Conversely, Chinese biotechs are striving to expand their e e oo tamane Desb fneaed!
portfolio in China and also globally, and with the recent e
regulatory changes and financial incentives in building the G
portfolio with near-term de-risked assets, China is e — o 2o
generating significant interest in Western companies that g0
have a new set of partners to align with. & e e

1 —e=Total Deal Value (TDV)

* The duality of the cross-border investments/dealmaking is
making China front and center and not to be ignored by ~
the global pharmaceutical and biotech industry.

2018 2019
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