Covate Pharma PTE. LTD.

"Short cuts and long delays’ — s |
To streamllned accelerated Drug development
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Some Lessons learnt from COVID19 pandemic

* Essential medicines — stockpiling
* Pandemic preparedness

‘\- Large scale collaborations
between Govt and Industry

mission driven approach to
investments

» Speed of global collaborations
* Racial / Ethnic disparity
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Mission Statement

We're on a mission...

Collaborate and innovate for medicines

Covate Pharma PTE. LTD.
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Covate Pharma Agile Business model :
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Covate Pharma PTE LTD. , Slngapore

Colli > ANt ovate f odic

Ameet Ambarkhane; M Pharm, PHD
Director & Principal
ameet@covatepharma.com
+65 81141971

rior Experience :
Drug development in Global Pharma & small Biotech
) R&D - Special task force set-up to reduce the time for NCE to clinic (first in Man studies)

* MS&T (Manufacturing science and technology)
(' - Newly set-up group to address technical gap at manufacturing facilities
* Drug Device combination products

» Offering — CMC & Drug Development to add value for small/mid size Biotech and
expedite the access of medicines to patients
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clinical data

* Saved time

e To Rank formulations
* Model Validated prior using |

» Spray drying, SMEDS,
Lipid multi particulates

* Savings apprx. 5m USD

\l

Animal model
Development

&£

Case 1 : New Drug Development
(Pro-drug, high dose & Poor Bioavailability challenges)

. Clinical development

* Spray drying

* Animal model saved time
and manufacturing delays

* Poor solubility

+ enzymatic release

==p

. High dose , solid oral

* Combination of dissolution

B Spray drying process to
enable Phase |, Il & Il

Clinical supply

¢ g - kg- 10kg-mTon scale up
* 1mT bx size (commercial)
* Bench - PSD2 - PSD4 -

PSD5 spray dryer

Formulation
selected

In-vitro release
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Case 2 : Inhaled Drug - New drug development
Respiratory disease indication

o ~

o Undevelopable form, ' c Low impurities . Improved therapeutic | "« DPI formulation developed |
(insoluble, precipitation in * Developable index

lungs) Ii
Lung
. Novel form Inhaled S&T
aiﬂ:g;‘ué?:;:;n Preclinical studies DPI (Dry powder)
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* Nasal spray:

* Multidose suspension

Prior Experience of Drug device combination

products

* Inhaler:

* Multidose DPI, Dry

based formulation Powder inhaler

onbrez ultibro’
breers brworiyr*
L
. ...
€ mavanry

* Inhaler:
* Unit dose DPI, Dry Powder

Capsule based formulation



Why Outsourcing ? (Post — Covid19 Scenario)
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Enabling New Delivery
formulations technologies

8
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Innovative
approaches

Manufacturing
capability

Resource Specific
Constraints competency
needs
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Strategic insights
Drug Product supply strategy

Early formulation Late clinical / Commercial

Phase I/II
Phase Il
LCM
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