


In WHQO’s words

“an inherent conflict of interest between the
legitimate business goals of manufacturers and the
social, medical and economic needs of providers and

the public to select and use drugs in the most rational

14

way”.



Objective

 To 1dentify the key focus areas of cost
pressure on life sciences and pharmaceutical
Industry (LSPI)

* To determine the impact of cost pressures on
LSPI

* To recommend on reducing the cost pressures
on LSPI



Sustaining

Cost Growth and
Pressures Margins

Advances in
Technology

Regulatory
Compliance




New Product

Reasons for the Pressure | What needs to be How can it be done? Tools/ Strategies that
done? can be used

* Loss of patents and * Need to align R&D < Merges and * Healthcare value
exclusivity and threats with manufacturing  acquisitions chain
of generics and processes
biosimilar are forcing (B R (e * Google Analytics/
new proaucts to fuel * Need to find research before Big data analytics
flitire growth opportunities in launching a product _
emerging/developin  (new or existing *  Shift from volume
« Expensive R&D , sales g markets product) to value (orphan
and marketing process, drugs)
ilne(j/vdlgcrltjglg?pggevzr « Social Media Analytics
(NDA) are driving up
COsts * Focus on niche

products



Sustaining Growth margins

Reasons for the What needs to How can it be Tools that can
Pressure be done? done? be used

 High inventory levels < Production « Demand/Value— + Demand
needs to be driven business Driven Value

. Push to reduce demand-driven models Network
healthcare costs is

putting pressureon  + Need to « Process * Manufacturin

the high margins Improve Standardization g Execution

traditionally enjoyed operational Systems

by Life Sciences efficiency B R TR

companies o * Business
Intelligence

Tools



Demand Driven Value Network (DDVN)

- Distributors, i
Patient SUPPIES, . price Votatity
Warfighter Retailers, Warehouses Service Providers
Natural Disasters
Consumer Nemant SUuDnt
! o/ W13 1NN ./..‘.J_J./ ;
Demand Insights Networks Networks Supply Risks
Manufacturer Hospitals, Clinics, Factories, Inventory Financial Instabilty
Shopper Defense Agencies 3PLs, Carriers Supply Shortage
Farmer Orchestration Political Unrest
Manufacturing, Retail and Service Value Chains
Product Platforms,
Open Innovation Partners
Froauct
NEIWOTKS
Catalogs, SKUs, Services
Solutions
Technology
Trends

Source — Gartner




Regulatory Compliance

Reasons for What needs to | How can it be done? | Tools/ Strategies
the Pressure be done? that can be used

« FDA * Needto  Scalable and * Integration of
regulations improve secure IT all the
have compliance platforms processes
Increased
cycle-times , Need to «  Work with * Closed-loop
Improve regulators, Process
* lllegal security and collaborate with
marketing has  implement providers and
resulted in preventive payers to perform
expensive measures to continuous trials
lawsuits avoid legal

ISsues



Drug Development Process

i 0
NDA Review | Post-Marketin
Phase | - g
z Adyerse
Initial Reaction
Synthesis | | Phase |l Reporting
P
P N Phase IV
Animal L Phase llI > Surveys/
Testing I L/ Sampling
C Testing
A N
T [ ][ Treatment Usi >
I
0
N R Inspections
Range 1-3 _ ange 2-10 Yrs.
Yrs ggg;;me Avg: 5 Yrs. Range 2 Mon - 7
; Yrs.
: . Safety Revi . NDA
Slliiatiess SRR Su';rzi,:\led Avg24 oS poproved
Average of Approximately 100 Months From Initial Synthesis to Approval of NDA




Advances in Technology

* Notableto * Needto * Integrating
leverage value investin IT applications to help
from IT to streamline  reduce cost
investments processes

 IT technology
investments to
streamline data
management and
reporting

* Virtualise R&D

Reasons for the What needs to |How can it be done? | Tools/ Strategies that can
Pressure be done? be used

Development of a
common data base with
real-time data accessible
by LSHC industry

E-clinical Environment
(Semantic Technology)

Out-Source

Digitalization



E-clinical Environment

Typlcally threa months -
Diafa transeribed omio § Hundreds of thou-  Duble daa Mastar e
formal caze request § sands ofCRFfoms ey j;; aafnnas
Torm (GRF) E] I:IZT:IIIEIJ .
Investigator
Tacords patient __, | oUTe - -
data on 50Ut document ‘ -
document
| §
11 Data managar
Cinlcal resaarch associts mey |9 | oy — L ‘i‘
Source document vartfication | papartfomm | 7 Vanud Qe rpartfom
Dtz reviaw orucess - Editchacie  Ury systam
p Genarata querles  datalase
aper Process Sie § Spomsor e quary regart o
EDC process Typically thrag saconds .
Patient dfa antarad InfD
slactranic CAF EDC datzbass
. (predaminantly Web-basad) Data submited dirctly
MBSl ior mtamet  t0 contral databass
meOnispatlnt __y, | S0mE | | e
data on 50U documant
Aocumet " Dafa manager et
Edit chacks run upon duiry :
Resolve Quaries
Immedlataly emel
Cilnical rassarch socits - Daia managar
Data reviaw Creats gt checks
Entar quarles manually Data revisw
SOUMA document vericaton  Sife § Sponsor Enter quarles manuzlly

|00 15 Gty Busingss Sonics, 00




Virtualize R&D

Silos of activity, inefficient process flow, and little re-use of information
Tria|_ design Investigator recruitment/
assistance management Data
Clinical data _ collection
Drug supply  management  Patient recruitment/  Reporting
tracking and enrollment tools
management
? ||3|a:; . Dnjgment Regulatory
- and image '
Statistical managemint affairs
programming  Laboratory o
Electronic data Laboratory data Documept pub||?h|lngf Faster decisions
electronic submission
data capture management
Statistical/ Trial data
clinical reports Med"ﬁl term capture Patient education/
coding remote monitoring
Investigator clinical Pratocol Clinical trial
monitoring implementation, database  management system
Statistical creation/mapping,
Site intiation/ ~ analysis . queries Portfolio
assessment diaries management!
reporting
Adaptive trials
Source:

oracle



Virtualize R&D

Clinical data

management
Laboratory data Medical term
coding

Drug supply o
| eporting

tools
Outsourced
and mae Clinical trial
management
Document »
and image Statistical
management analysis O

Patient  Trial data

s capture e .
diaries P Secure intranet

Source:
oracle




Recommendations

e Strong database where all historical as well as
real-time data is available and accessible by
providers and payors as well

* Digital health is a way for pharma companies
to be more relevant in healthcare

* Development to new products according to
the value it holds to the customer



Thank You



