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Objectives for the research in Singapore

e To investigate future impacts of TPP on
pharmaceutical sector in both regional and

domestic;

- needs to learn domestic circumstances of each member
country which influence on a balance between new drugs
and generics

« Patent protection system and related regulations
e Drug price system, reimbursement system (if any)
o Distribution structure/ business practice

. etc.

- needs to learn the past impacts of the US FTAs (cf.
Singapore-US FTAs in 2004) on the pharmaceutical sector

©2013 Sachiko Masuda All Rights Reserved

Background
How to take a balance between a new dru% and %enerics?

Z |_ T
S ) i
A Pioneer Pioneer
~
ol 1
3| | (@ new drug) )
3| | Generic
F o= =~ »time
1 , t
A new drug Generic approval
approval

' 1. Control of a monopoly period for a new drug
Patent protection (product patent, patent term extension)
i Data protection for a new drug application
' 2. Control of generic approval process under patents of a new drug
| Bolar provision
‘ Patent Linkage System
' 3. After generics entering;
Drug price system, reimbursement system
Distribution structure / business practice etc.

©2013 Sachiko Masuda All Rights Reserved Lo
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Questions (part1)

1. Drug distribution system in Singapore
- Basic scheme from manufactures to patients

- prescription drug(new drugs/generics) and others(OTC, Chinese
medicine etc.)

. Volume/Sales/the number of approval products

2. Factors influencing on the usage(or market share) of new
drugs/generics in Singapore

- A monopoly period for a new drug (by patents, data protection etc.)
- Price /Reimbursement system
« profits for wholesaler, dispensing pharmacy, hospital, clinic, patients etc.

- Awareness of health professionals/patients
- Incentive to use generics by the policy (if any)

2
©2013 Sachiko Masuda All Rights Reserved

Questions (part 2)

3. Patent Linkage System: How to Control of generic approval
process under patents of a new drug in Singapore
— Basic scheme

— Avrole of HAS, IPO/Court and others(if any)
— Cases; Mdelay of generic approval@revoke of generic approval

4. Impacts of Singapore-US FTA in 2004 on;
— HAS practice (especially for generic approval)
— New drugs/generics balance in Singapore market
— Access to medicine for Singapore patients
— Parallel import/Counterfeit products

5. Concern or expectation for TPP in Pharmaceutical industry
— Comparing to the IP protection level by Singapore-US FTA
— “Trade Enhancing Access to Medicines (TEAM)” by USTR on 11SEP2011

3
©2013 Sachiko Masuda All Rights Reserved .



Questions for DKSH

1. Drug distribution system in Singapore
- Basic scheme from manufactures to patients

- prescription drug(new drugs/generics) and others(OTC, Chinese
medicine etc.)

. Volume/Sales/the number of approval products
2. Factors influencing on the usage(or market share) of new
drugs/generics in Singapore

- Price /Reimbursement system
o profits for wholesaler, dispensing pharmacy, hospital, clinic, patients etc.

- Awareness of health professionals/patients
- Incentive to use generics by the policy (if any)

Impact of the Singapore-US FTA on your business
4. Concern or expectation for TPP in your business

w

4
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Questions for HSA

1. Patent Linkage System: How to Control of generic approval
process under patents of a new drug in Singapore
- Basic scheme
- Arole of HAS, IPO/Court and others(if any)
- Cases; (Mdelay of generic approval@revoke of generic approval

2. Impacts of Singapore-US FTA in 2004 on;
- HAS practice (especially for generic approval)
- New drugs/generics balance in Singapore market
- Access to medicine for Singapore patients

3. Concern or expectation for TPP in Pharmaceutical industry
- Comparing to the IP protection level by Singapore-US FTA
“Trade Enhancing Access to Medicines (TEAM)” by USTR on 11SEP2011

5
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Objectives for the research in Malaysia |

o To investigate future impacts of TPP on
pharmaceutical sector in both regional and

domestic;

- needs to learn current domestic circumstances of each
member country which influence on a balance between
new drugs and generics

o Patent protection system and related regulations
o Drug price system, reimbursement system (if any)
o Distribution structure/ business practice etc.

- needs to learn potential concerns or expectations for TPP
in each member country
» Access to medicine
 Incentives for pioneer companies (R&D, Manufacturing etc.)

©2013 Sachiko Masuda All Rights Reserved

Background

How to take a balance between a new dru% and ﬁenerics?

<
D :
2l :
3 Pioneer Pioneer
'—’-
(7))
3 : (a new drug) ,
3| | Generic
V=== »time
1} t
A new drug Generic approval
approval

1. Control of a monopoly period for a new drug
i - Patent protection (product patent, patent term extension)
, - Data protection for a new drug application
' 2. Control of generic approval process under patents of a new drug
‘ Bolar provision
, - Patent Linkage System
| 3. After generics entering;

Drug price system, reimbursement system

- Distribution structure / business practice etc.

©2013 Sachiko Masuda All Rights Reserved



Questions (part1)

1. Drug distribution system in Malaysia
- Basic scheme from manufactures to patients

- prescription drug(new drugs/generics) and others(OTC, Chinese
medicine etc.)

o Volume/Sales/the number of approval products

2. Factors influencing on the usage(or market share) of new
drugs/generics in Malaysia

- A monopoly period for a new drug by patents, data protection etc.

- Price /Reimbursement system
o profits for wholesaler, dispensing pharmacy, hospital, clinic, patients etc.

- Awareness of health professionals/patients
- Incentive to use generics or new drug by the policy (if any)

8
©2013 Sachiko Masuda All Rights Reserved

Questions (part 2)

3. Patent Linkage System: How to Control of generic approval
process under patents of a new drug in Malaysia

— Basic scheme: How to determine the timing of generics’ market
entries?

— Arole of NPCB/DCA, MylPO/Court and others(if any)

4. Potential concerns or expectations for TPP in Pharmaceutical
industry

— NPCB/DCA, MylPO/Court practice (especially for generic approval)
— New drugs/generics balance in Malaysian market

— Access to medicine for Malaysian patients

— Parallel import/Counterfeit products

— NGO or activists...

9
©2013 Sachiko Masuda All Rights Reserved
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