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Biopharmaceutical New Product Planning, Development & Filing

“. ..anew
medicinal compound
entering Phase 1
testing, often
representing the
culmination of
upwards of a
decade of preclinical
screening and
evaluation, is
estimated to have
only an 8 percent
chance of reaching
the market. This
reflects a worsening
outlook from the
historical success
rate of about

14 percent.”

Message from De Young & Hayden, LLC
De Young & Hayden, LLC W5 M Ayt —

De Young & Hayden, LLC is a consulting partnership that can help pharmaceutical
companies bring promising compounds to market in Japan or Western countries.
We support R&D activities and contribute to the commercial success of products in
the markets.

De Young & Hayden, LLC (AT DYH &HBR) (L. REMEDELRILAMERAR
OCEMEECHRETIOEEE -TEVLET, bk EERTREEREX
BL.Y—7YFCOEEROBEEMBIICEHRLET,

Our clients are companies that want to make their R&D more strategic. Often these
companies become frustrated with the slow pace of filing in Japan. Delays can
result from inappropriate project management, unduly long clinical studies,
incomplete project evaluation, inefficient information sharing within team members,
or ineffective documentation work (see below).

I-LbDRBEL. AEMARZSOICHRBHICERALEZVWERLEIHEETY, hb
DEEE. BATOEEROBF -ABNAO—R—IATHEL ZLICLELEFHEESN
TWEY, ZTOEBNE, FEYLTODIMEE TREICRVERKRER. T2k
TJOz . RO F—LAVN—OR+RREREE. HDHWIEFELS
MYEWXELRBEICE>TEIZEISNDNTY (p28H),

To overcome these prospective issues, we, De Young & Hayden, LLC, provide the
knowledge, skills, tools and services to help in a multifaceted way, enabling
companies to focus clinical studies to shortened time to NDA approval by MHLW.

NEDFEREINDAL2—FRRT 51-HIZ, Faf=BDYHIE. ChFETERLI-AH.
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DIZETHRMZREMECTEAIIICHEARARICEPFLTRYEDHEELIILES,

De Young & Hayden, LLC is also interesting in supporting aspiring Japanese
pharmaceutical companies to carry forward with their NCEs to Western markets or
to develop R&D collaboration strategies in Western countries and thereby lead to
an expansion of business opportunities across borders.

DYH(Z, BMGEE CHRILEYMDO LHZBIELEY . IRRAR O ELBIEZHLED
FzUF S ETERREBAEDRRAF YU RDILREZESEMMTHLOMNGZEADH
REEXEXEIHEICLELDAHYFET,

At every stage of development from preclinical planning through NDA filing and
marketing, De Young & Hayden, LLC can help maintain critical focus on the
commercial success of the project.

FEERRETEILLEND, BFE- AR, MEHLFETOHOPIAFEDAT—I T, DYHIE,
TOCObOEEMRIICAITTCERGRLEMSTUNECLENKIIICKELET,
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Solving Problems in Drug Development

EXFARICERLTET S EEEDHER

Drug development processes at pharmaceutical companies throughout the world face a variety of
problems that can impede progress of a project. Based upon our experience and knowledge, we
understand how many companies constantly face a great diversity of problems or complications
leading to delay in project progression:

HAOWTINOSHRICETAEEMFEBREICEVTL, ZIRICELMEINELDHIET. TR VLD #E
BAERELIMRER A, bE ChETORBROHMBEN S, ENETELOEHNATAD IO E
THEEZL -0 SHRGHMEBCEHELGCEREICEITHRIN TSN ZEBLTVEY, [TOLILER
[T U TISERESESIBAHFTELEDTY ]

1 Organizational management of JTO oD EIE
project
2  Cross-sectional or vertically- - a SN - B H
integrated information sharing
3 Communication efficiency ASaZhH—Sauh R
4 Phase transfer RAE~DH#IT (FEEREK>P1>P2>P3>P4)

(preclinical>>>PI>>>pP2>>>P3>>P4)
5  Evaluation of preclinical efficacy and  JEEEERD#hE . & 45T
safety
6 Rationale for clinical efficacy and BEERZh R . B2 ST o) S5 IR AR L
safety evaluation
7  Construction of submission logic BHEODYIDIEE
8  Compilation of preclinical or clinical ~ JEEGER. BE PR T — 5D iR%E CAREME, RIFREE, BEEEY
data (1B, clinical study report, NDA E_jEE)
dossier—Gaiyo)
9  Production/Review of protocol (P1,  Jokra)LdEmk. LE2— (P1, P2, P3, P4)

P2, P3, P4)
10 Process of IND submission, NDA BRHATRE. FERFEHIVFRFLBOLEL—RBREDT
filing or review meetings with Ot X

regulatory officials

11 Production/Review of presentation HEEHDER. LEA—(tA. KZ/FER. F3EHE. EFHE)
materials (in-company,
academia/hospital, 3rd party,
MHLW)

12 Last, but not least, labeling SRYLH (REICHSE=NAKRELRIL)

Engagement of De Young & Hayden, LLC in your R&D activities helps companies minimize project
deterioration. We willingly work out problems/issues in cooperation with our clients, as we believe
that SPEED and QUALITY of R&D activities must be an indispensable prerequisite for the success
of your projects and therefore in business.

EHOMERE IO IIMELONIERMEETES LT AETHDIZ. DYHOBEEXEMTT,
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FEDIAE—F JOTE 1 FBRTDEVNSITENEROTOD VDR, DFYIXESRADRHINIZEST
DHERAARDEHITEVNVGEWEELCTLSMNSTT,
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What We Can Do for Clients
IR BEEDERICTESL

Performance and Services
IN—DF—IREY—FE R

De Young & Hayden, LLC has clients around the world. We provide decision-making support for
pharma executives and their teams in virtually all major therapeutic areas. In addition to assessing
the value of drug candidates, we provide strategic and logistical support for their preclinical and
clinical developments to help provide the best return on investment. Our clients include big
pharmaceutical companies, as well as small and medium-sized pharmaceutical companies.

We help companies integrate their scientific, regulatory and marketing goals or globalize their
business horizons:

De Young & Hayden, LLCI&. H REE CEETZHF>TLET ., ibE. EERENTOZOF—L4

DEDHIZEBELHOPLHERABFT TORK - EERREDIFELZRMENZLES,

B XRORERRZEL 5T -OICEE D EERK. FRRFRREDEE L EELGXECEERD
EHOXEEERERLET ., A-HOBEE RERICEEFLT . PINRRBGEEEAFET .
B, EENIHZ BRELSIVOY—TIMNEIETOENENDIT—LERELY, HBNEIFEEED
FADEHFEBIMFETLITEINEXELET,

1

Streamlining R&D studies to shorten time to
NDA filing through effective strategy
construction

Creating in-depth, scientifically validated
Target Product Profiles and development
strategies to effectively manage portfolios for
global development

Identifying specific go/no-go hurdles to
enable informed decisions and establish
objective criteria for continuing or ending a
project

Developing successful research and
development strategies

Combining highly skilled and knowledgeable
scientific expertise with professional writing
know-how to create regulatory documents
clearly, concisely and effectively
Strengthening internal and external
communication to influence decision makers
and expedite approvals

Supporting the R&D activities of their NCEs
or business opportunities in Western
countries from various angles

Interviewing Key Opinion Leaders to evaluate
and understand critical issues through
objective scientific expert opinion (if
necessary)

MRMGEEIEEICRVTRPFORRIEREEBELY
RRAREABREREILTH L

J0—NI)VERRZBRICHEHR—II+—IFTERD
1= fRE T, BREMICERATon-FAREMAEREE
RlH¥ 3L

TRz OBEHSWDIXE TIZRIT T, FlLEHRE
B-ETOEBREZAREICL. FLTE-FHMNELE
ZHEIIL1BDES1Z, go/no-goI i~ DE B DFEE 0 4%
&I AL

WEE9HME. ARERERERMTHIL
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Providing various training programs for PN e N . g s osibaE
project management, global communication JAVIohEE, F0—/\L-a3a = —2a v BREES S

skills or production of effective presentation WE3AH LJ%L\%%E*#@{ﬁ%@T:%@éi?i@
materials f—=25-TRJSLER®TEHIE

Serving as an agent for Japanese companies . . -
wishing to build bridges to the West, develop ERAOEEL. BAMGROHEY LIF, L THEKY

collaborative relationship, and expand into TIMNDELERET HSEARDEROI-HICHRE
Western markets DEBEER=Y L

How To’s of De Young & Hayden, LLC
De Young & Hayden, LLC®D /\™ =Y —

N —

SR

Project management tool: MIRS (see our website www. deyounghayden. com)
Templates of various documents for submission to regulatory officials or for presentation:
Managed Scientific Thinking and Writing
Checklists for scientific review and logic construction
Effective global communication under different cultures
Effective E-mail for global communication

. 7Oz OEEY—I)L:MIRS (FAT=6D T HA(+ES B TS0, www. deyounghayden. com)
CREHIEEANOHFREHEXECERRASHOERT VT L—F #HEHEEEXEER
CHEHLEL—YRERRAOFIVvIIRN CAREME, RIERSEE. FEMELS L (X

FA% - REREBIBLGE)

CHFEMGERXEMI O—/N\ L3225 —2arvFiE (HERE. BR. BRIEE. BEEZKGE)

5 .450—=/\)L-aAZa 25— a3V DO DEFIZHMNBE-mailfERE

Please contact us for more detailed information at:

SoLEBEHECAYADE BICE, TREOVWT hh ST ERIFLZ I

Larry De Young, Ph.D. Larry.DeYoung@DeYoungHayden.com

Office: (650) 728-2466 Cell: (650) 224-2579 Fax: (866) 522-5006

Brad Hayden, Ph.D. Brad.Hayden@DeYoungHayden.com

Office: (650) 712-1673 Cell: (650) 218-3379 Fax: (866) 231-1685

Norio Himori, Ph.D.* Cell: (090) 3800-1946

* Dr. Norio Himori (norio.himori@DeYoungHayden.com) is the designated representative for DYH in

Japan. He will, on an as-needed basis, build a bridge of understanding between you and De Young
& Hayden, LLC.

N. Himorild, BAMRORKXIBLELL T, &+ EDe Young & Hayden, LLCOFEEBEMNED LS
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