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A New Partnership for the
Innovative Medicines Sector
in Algeria
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Overview

“Why Algeria”?
Innovative Industry Snap Shot

Current Industry Perceptions
e Good News
e Challenges
e Aspirations

Opportunities for a New Partnership
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Why Algeria?

Algeria matters!
e 36 million people
e Unmet medical needs
e Government invests in healthcare
e Infrastructure to support investment
 Fast-developing emerging market country

e Government signals interest in developing sector
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Why Algeria?

Industry sees opportunities in Algeria to:

Address unmet medical needs through access to
innovative medicines

Work with Algerian policy-makers to develop a
globally-competitive, innovative biomedical sector
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Global Industry Snap Shot

Biotechnology & research-based pharmaceutical
companies developing innovative medicines &
vaccines that save, extend, improve the quality of life.

Thousands of projects, hundreds of cutting-edge
products in the “pipeline”

e e.g., cancer, diabetes, HIV/AIDS, geriatric diseases
Total annual investment > USD 100 billion



Global Industry Snap Shot

Tens of thousands of scientists, technicians
Thousands of R&D partnerships

80,000 clinical trials per year (40K in USA)

USD 100 Billion

e USD 10 Billion for Capital Improvements

» Manufacturing, facilities, equipment

e USD 9o Billion for Research & Development (R&D)

» Basic, pre-clinical, clinical, post licensure



Where does this investment go?

Traditional bio-medical innovation centers
e USA
e FEurope & Japan
New competitors
e Emerging markets
» China, India...Russia?
e Smaller “Tigers”
 Singapore



Singapore —
The Biopolis
of Asia

Where talent fuels science
and business




Dynamic Bio-cluster
in Singapore
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Why Singapore?

Disadvantages: Advantages:
Small population Consistent dialogue
No natural resources Superior policies
Limited geography  Regulatory
 Imports sand from * IPR

Malaysia! e Work visas

e Taxation, etc.

Benchmarks progress vs.
competitors
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First, the Good News
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The innovative medicines industry is already present in Algeria

For approximately how many years has your company been
actively marketing products in Algeria?

bdare than 20 vears |

15-20 wears

10-15 wears O Series]

B-10wears

1-5 yaars |

0.0% 10.0% 20.0% 30.0% 40.0% R0.0%




We employ lots of highly educated, skilled people

How many people does your company currently employ in Algeria?

More than 100

75-100

50-75

25-50

1-25

0.0% 5.0% 10.0% 15.0% 20.0% 250% 30.0% 35.0% 40.0% 450%  50.0%
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We are active in diverse areas, from research to manufacturing to marketing

Please indicate areas in which your company is currently active.

Other

Export fram Algeria to other
markets

hdanufacturing

Distribution

Pre-clinical Besearch

Clinical Research |

hMedicines sales and |
marketing I I I I I I I I

0.0% 10.0% 200% 30.0% 400%% &O.0%% EO.O%% 70.0%% B80.0%% 30.0%% 100.0%
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Long delays in new medicines registration

In terms of registering new medicines, how long would you estimate is the
average time necessary to obtain approvals (in months)?

More than 4 years

Less than 48 months

Less than 42 months

Less than 36 months

Less than 30 months

Less than 24 months
Less than 18 months

Less than 12 months

Less than 6 months

0.0% 10.0% 20.0% 30.0% 40.0% 50.0% 60.0% 70.0%
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Regulatory barriers to introducing new medicines, patient access

In terms of market access, what do you perceive as the 3 major obstacles to efficient market entry?

A lack of clear criteria?

A lack of political will thatdemands timely reviews and approvals?

A lack of transparency?

A perceived bias in favor of "local" vs international companies and their
products? i}

A lack of clear timelines? |

A lack of harmonization with international standards? |

A lack of training and resources atthe responsible MOH department?

A lack of efficiency?

Other (please specify in the comment box)

A lack of capacity to change and modify the system to work better for its
users overtime?

A lack of clear accountability for performance?

A lack of "batched" requests, vs. sequential requests?
Esoteric demands for data that my company cannot provide, as they
are beyond the scope of requests from mostregulators?

0.0% 10.0% 20.0% 30.0% 40.0% 50.0% 60.0% 70.0% 80.0%




A lack of dialogue, strategy & predictability for the sector

Beyond specific concerns about the environment for registering new medicines, what are the top 5 policy
issues that concern you in Algeria today?

Lack of dialogue with officials on health and industrial policies

Lack of a strategy for developing the innovative medicines sector |

Overall, a slow, unpredictable and bureaucratic regulatory system ]

Lack of strong intellectual property protection |

Policies that compel local manufacture ]

Pricing policies thatdo notrecognize orreward innovation ]

Difficulties in achieving marketaccess for new medicines |

Ownership requirements that restrict flexibility and decision-making ]

Lack of transparency in public sector procurement |

Decision-making and procurementbiased towards local companies
Unevenly enforced regulations thatdisproportionately affect competitors
Promotion practices thatdo not meetinternational standards

Lack of stakeholder inclusion in policy-making

Lack of stability in policies affecting the sector

Distribution margins thatimpose higher burdens on manufacturers

Obtaining work/residence visas for skilled workers

Delays in new product approvals
Counterfeiting

Difficulties registering a new company
Taxation

Difficulties with in labor relations

0.0% 100% 20.0% 30.0% 40.0% 500% 600% 70.0% 80.0%
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Today: Industry executives are mostly pessimistic about Government
readiness for a dialogue on the future of the sector in Algeria

To what extent do you agree with this statement: "l agree that there are policy-makers in
Algeria today who would be willing to engage in a constructive dialogue on the future of
the innovative medicines sector"?

No opinion

Strongly disagree

Little agreement

Neither agree nordisagree |

Some agreement |

Strong agreement

0.0% 50% 10.0% 150% 20.0% 25.0% 30.0% 350% 40.0% 45.0% 50.0%
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Tomorrow:

Industry executives are willing to invest in a new partnership
based on constructive dialogue to resolve issues

To what extent do you agree with the following statement: "l would be willing to join my colleagues in a
more constructive dialogue to resolve long-standing issues in the innovative medicines sector in Algeria"

No opinion

Strong disagreement

Disagree

Neither agree nordisagree

Agreement

Strong agreement

0.0% 10.0% 20.0% 30.0% 40.0% 50.0% 60.0%
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Optimism:

Industry executives are willing to invest in this partnership, and are
committed to developing evidence & data to support policy-making

To what extent do you agree with the following statement: "ltis possible to have
a fruitful dialogue with policy-makers in Algeria, but we need to develop
compelling arguments supported by data and evidence, and explain clearly
'What is in it for them'"?

No opinion

Strongly disagree

Disagree

Neither agree nordisagree

Agree

Strongly agree |

0.0% 10.0% 20.0% 30.0% 40.0% 50.0% 60.0%




Optimism:;

They will support a partnership that enhances patient access
to innovative treatments and strengthens the investment climate

To what extent do you agree with the following statement: "In 2011, my company, at the
subsidiary (local) level, is willing to support advocacy and engagement to support
enhanced patient access and an improved business climate in Algeria"

No opinion |

Strongly disagree

Disagree

Neither agree nordisagree

Agree

Strongly agree |

0.0% 5.0% 10.0% 15.0% 20.0% 25.0% 30.0% 35.0%
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Outlook & Summary



What would a highly competitive Algeria look like?

Example:

Registration

Fully harmonized with ICH standards

New medicines approved/accessible to patients within
60-90 days

Center of Regulatory Excellence for North Africa &
Mediterranean region
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What would a highly competitive Algeria look like?
Example:

Education

Produces high quality university graduates

e Sciences, engineering, medicine, business management
Curricula tailored to meet needs of biomedical sector
Regular industry-education ministry dialogue

Work visas for highly skilled employees

e to ensure technology transfer
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/Opportunities for Partnerships

Leverage new “Footprint, Vision, Policy Road
Map” consultants’ report (September 2011)

Initiate a new dialogue on the future of the
innovative biomedical sector in Algeria

e Advantages
e Challenges/Solutions

Establish long term policies & strategy
 To increase predictability, stability
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Summary

Algeria matters!

Algeria could be a globally competitive player in the
innovative biomedical sector

* The new “Singapore” in the Mediterranean region?

Industry wants to work with Government to create
policies that support patient access to innovative
treatments & strengthen the investment climate

Political Will + Dialogue = Good Policies



