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Phase 1
Protocol and Operational Considerations

Speed

- Repeat safety labs on day -1 to ensure results are received
before dosing
+ Urine pregnancy test may be needed prior to dosing if serum
done too soon
+ Ensure sites are adept at managing symptoms of moderate dementia
+ Consider PK modeling and population analysis to inform dosing —
+ Consider blinded PK team to inform dose escalation

h ~ ' Safety

+ Create TSPO sub-study to avoid regulatory hurdles where it is not
available
.‘*‘ + Design studies to be identical to speed protocol writin

+ Consider optional CSF in MD study to avoid impact on recruitment
+ Design SAPs to be identical to speed BIOS deliverables

- Triage data cleaning to focus on critical SMC outputs

+ Consider allowing MAD subjects to join the follow-up study

Efficacy

14 + Utilize targeted eligibility to ensure the right subjects are selected
+ Train raters centrally to minimize variability

WE ARE COMMITTED TO
sites ano patients

Site and Patient Access

J Strategic, data-driven feasibility
- Site Intelligence & Activation
2 « Strategic site collaborations
‘ « Innovative, patient-centric solutions

Patient Access Delivering more patients to fewer sites
to bend the cost and time curve of drug development

v

Accelerated Enrollment Solutions

+ Enrollment enhancement through Acurian
« Leading, global site management
network of Synexus

+ Oncology enrollment enhanced with
Optimal Research

- Enroliment certainty of
PatientAdvantage

Our partnership tells a successful resourcing story

#4
800+ afgn

PPD employees working billable

- and have
on Celgene been on the
partnership

AR A0 for 8" years

>90% OVERALL RENTENTION RATE

In response to a crucial issue that emerged during preparation of the
JNDA Otezla submission, PPD effectively and efficiently sourced 50

biostatisticians in a short period of time allowing for an on time submission
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Evolution
of Clinical
Trials

1970s
Clinical monitoring
begins as a way to
improve protocol
compliance, data
integrity and patient
safety.
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Prior to the 1970s, clinical trial
monitoring did not exist. Physicians
and
academic institutions executed

and oversaw clinical trials
independently.

Today’s
Challenge

industry leaders

rom

(TransCelerate) and
regulatory agencies
(MHRA, FDA, EMA):

Harness advances
and more efficiently
deliver high-quality

clinical trials.

1990s
Electronic
data capture
makes data
entry more
efficient and
portable
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PPD has built a strong foundation
in our people, processes and
technology that now allows us to
transform the way clinical trials are
executed and managed globally.

|— Bringing a single molecule to market can take —|

and cost up to
dollars

We will bend the time and cost curve for
our clients by combining :

Leading-edge technologies (Preclarus, eTMF,
CTMS) Innovative processes and strategies
(AIM, SIA) Efficient use of talent (RSMM)

More and larger clinical trials

Stronger
and info

requirements
controls

Increased competition in

providing final data faster

1997 CDISC
establishes
global
standards and
innovations

to streamline
research

2000s 2012 Debut of PPD-
Improved CTMS,
thieereestiv@eneration of (Web or voice)
clinical trial management randomization
sysc;[ems systems enable Site intelligence
an

15% in less than a year*

*Since launch, from final

rotocol to first patient in, as
compared to pre-SIA metrics
and industry measures

complex activation launches
randomization d'V ! ! LtJ e tim
cchemes reduces startup cycle times

2013 2014 PPD 2015 Select
Adaptive moves Preclarus™
and entirely to dashboards
intelligent telvecltrom'tc a?(ailible to all
P rial master clients
nml'to“”g files (e TMF)
( ) ) Remote site
strategy for improved monitoring
minimizes efficiency combines onsite,
risk and and quality  centralized
maximizes FRRKES i las PPD's
quality at new standard
each site
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NEUROSCIENCE

NEUROSCIENCE EXPERTS

studies sites patients

North America

352 CRAS 275

PMs/CTMs 730 CRAS 349
PMs/CTMs

Latin America
60 CRAS 44
PMs/CTMs 1

THERAPEUTIC EXPERTISE

Multiple IS Our team of 5 10N within the past five
members experienced in multple sclerosis (MS) and four years, PPD has conducted 13 global Alzhaimer's disease
i cists bring a tandingto studies, Alzheimer's disease and.

ach study, This team has been involved in the development of  mild cogritive impairment. Additionally,

9 310+ 49,900+i

Consu.ting Regulatory A5
Imaging

h CTI

Datz Manag o
Biostatistics -slobal Clinical Su
ith CTNI

rvi
hip in Psychiatry

pplit

pment Late Stage
ices

our total

indl

Pain Psychiatry eeo res

unique challenges associated in the past five years across a variety of therapeutic areas, with psychiatric studies such as

30 nic pain tials PP

We offer and

therapeutic focus on ophthalmoloay studies with experienced

including

the top-selling M5 therapies including: five o the six top-sllng  alobal Parkinson's disesse experience that includes 13

MS drugs, three of the four approved MS drugs n the past five  studies conducted in the past five years across various

years. and three of the four top-selling drugs in 2015 phases, ranging from early to advanced Parkinson'

pPD

January 2018

Rare Dieases of the Eye Development—
Opportunities for Novel Therapies

Jonea C. Bull, M.D,, Vice President and Medical Director, Ophthaimoloay.

Executive Summary

In part one of this rare dissase whitepaper series, Dr. Jonca Bull

providss an overview of orphan drug developmant, discussas the

d o e
cisordars and provides information on PPD's patisnt-cantric

ratagies to overcoma thase challengas.

www.ppdi.com

—
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conducted of qualtty data for

5. Our use of various inter-ater refabilty, scale

technologies allow for rapid retrieval, analysis rates, Over the past five years, we have

programs. Our

professionals are experts in faciltating multinational submissions and

global 50 studies

Qur key
neuropathic pain and migraine pain

(linical Trial Support Services

acute pain, chronic global programs of al sizes. pain

Helping you reduce the burden on sites while ‘

delivering a seamless clinical trial experience

PPD’s Clinical Trial Support Services
provide a dependable source of
information and support for:

BiisviaeaEbrt g the process for yBUEHEBEARSIBF care throughout
the patient journey

PATIENTS SITES CAREGIVERS

nsuring only

Clinicaltrials.gov Company Websites Contact Centers Third Party
Referrals Screening Site RefygralgPanjcipant Assessments.

rPPD

www.ppdi.com

PPD

reviews and

‘age-related macular degeneration, conjunctivits, dry eye, glaucoma,
keratits, lens opacification and intraocular lenses (10Ls), diabetic
macular edema. retinal vein ocelusion and geographic atrophy.

Patient-centric Remote Enrollr
Eases Enroliment Challenges it

BACKGROUND

PPD conducted a multicenter, pc
to evaluate transfer of drug into
treatment for Crohn’s or rheuma

OBJECTIVE
dto

STRATEGY

.l Patient-centric Remote |
E f envoll interested patients locate
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PPD Biotech ~

A unique solution for a unique set of challenges

Small- to mid-size pharma and biotech companies PPDe Biotech is a full service CRO

face a unique range challenges. When working with - g

leaner teams and tighter timelines, a CRO partner 5°Lde\y d"l‘l"c‘a‘ed.;" P'Oéecﬁ companies

with extensive global capabilities is a necessity. At the and small- to mid-sized pharma. As a
me time, we understand the fear of getting lost in a company within a company, we

large global organization. provide a truly unique solution

The tailored, personalized approach to a boutique CRO

@®

©®®

200+ operational, medical and PPD Biotech leadership with Flexibility and seamless team

_ i limited reporting layers for rapid  integration for the right cultural fit
commercial sta— fully dedicated to cco5s to executive attention
biotech companies

With far-reaching global resources and capabilities to
execute any trial—anywhere

Immediate access to scale and Full-service early phase Medical and regulatory experts,
expertise of a global, 18,500 through post approval and providing therapeutic guidance
person strong organization laboratory drug across th

In the past five years, we've worked with
200+ biotech clients on 400+ studies

We understand there is no singular need from a CRO partner. We can build the right
[ team that understands your goals and a commercial framework that meets your }

organization’s unique needs.

Emerging organizations with virtual teams, laser focused
on milestones that ensure next-stage financing

‘ Established Biotechs looking for an ideal cultural fit ‘

‘ Midsize Pharma in need of flexible commercial constructs ‘

rapid scale-up of a program

Pre-revenue Platform Companies seeking resources for ‘

of consulting and full-service global portfolio development

In-licensing Focused Investment Organization in need ‘

Experienced executive leadership overseeing a
dedicated team of 250+ professionals

had

Elish&lisha Daniel

Amshwill ShEhields
Thakral Talley-Rolthner Burch Carstarphen

Global Head of PPD Vice President, Vice President, Global Vice President,
Biotech Global Head of Medical O,cer Global Commercial

Operations

Head READ MORE
READ MORE READ MORE READ MORE READ MORE

PPD Biotech

PPD . Biotech

Partnering to Drive Innovation

Flexibility and Personal
Attention Meet Global Reach
' | A Y

‘o

DTECH OFFERS YOU A TRI
Fully dedicated teams
A strong culture of
flexibility A vast suite
of global resources e

<)
Successful Transfer of Multiple Studies enabled by @& 0
Close Executive Engagement and Resource Planning <

BACKGROUND PPD Biotech partnered with a mid-sized biotech company igy
begin transitioning 14 studies as a part of a multiple asset transfer from a large
pharmaceutical company. Our approach resulted in successful transfer, significant @ g,
improvement in data quality and a recent successful audit,

transferred, we were
ansition, while STUDIES
nsferred successfully
transitioned, including

OBJECTIVE while working with the biots
the company from which the assets were bei

tasked with planning and executing an e"cien
ensuring quality and completeness of data trar

CHALLENGES

Transition of projects from one company to another can be challenging
for many reasons—working effectively across multiple companies,
issues with proprietary information and data, and ensu
outgoing company remains engaged. This was, at points, a contentious
situation. The outgoing company had to relinquish trials and data they
had bean working on for years. Many on the team were disappointed SITES inan
ansition and thus were not always forthcoming with key regions

ion. Further complicating this particular process, together

the client, we found out th

adessio
STRATEGY peD siotech was able overcome these challenges 1 O O O
E by leveraging our considerable program experience, relationship 3
- managemant expertise—with both stes an client—and our PATIENTS

Resource Mobilization and Empowerment PPD Biotech, the

ST consistenT,
T S coninmEruL
allowed us to rapidly mobilize resources where needed as new studies & EXPER

were transitioned and problems were identified, OVERSIGHT
PPD Biotech Partnering to Drive Innovation www.ppdbiotech.com

MULTIDI
THERAPEUT

NARY
TISE

We've collaborated with
biotech and small pharma to
bring treatments to patients

across all key areas and

indications.

GLOB
FOOTPRINT

Never Lack the Resources
and Capabilities You Need

FAR-REACHING
AL

e cary phise  Evtens e obel We Can execute o
- any trial anywhere -

in the world

across all oo

ic areas




Delivering Bayer an Experienced,
Engaged Partnership Team

PPD Biopharma
Partnership

First Last Name PPD
First Line of Title PPD
Second Line of Title PPD
Third Line of Title

3900 Paramount Parkway
Morrisville, NC 27560
VOICE +1919 555 5555
CELL +1919 555 5555
www.ppdi.com
First.Last@ppdi.com

Key Visuals
Sales and Marketing
Co-brandied Folders

Brochures
Presentations ' . ( ) |
Website Design Pa rj[ ﬂ e rS h | p Partnership Top-tier Resulter
Infographics . .
Solid Foundation.

Overview Sheets

Case Studies

White Papers

Internal Communications

Top-tier Results.

Building a Partnership to Maximize
Templates Value and Create Profitable Growth for Bayer

CRO Self Reflection

Solid Foundation. Top-tier Results.




