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'”*”m"'MeThodology & Scope of the Study
(Ten Companies & Thirty Authorities)

* Regulatory review & process

* Regulatory status in other countries &
influence on the review

* Transparency of the review process

- Application procedure and data
requirements

* Requirement for Local clinical trials

* Policy and perceptions by Industry &
Authorities
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Asia-pacific Region: Regulatory approval times for NASs
submitted and approved between 2001 and 2003
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Africa & Middle-East Region:Regulatory approval times for
NASs submitted and approved between 2001 and 2003
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South America Region: Regulatory approval times for
NASs submitted and approved between 2001 and 2003
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International Scope Of the Study

 Regulatory review

 Regulatory status in other countries
 Transparency of the process

* Application procedure and data requirements
* Local clinical trials

* Policy and perceptions
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nemationaP@rcentage of patients enrolled from core and
non-core countries between 1997 and 2003

B Core & Non-core m ynassigned

Percentage of patients

1997 1998 1999 2000 2001 2002 2003
(n=420)  (n=433)  (n=535)  (n=458)  (n=490)  (n=466)  (n=208)

Data are shown for Phase Il (including Phase Ip) and Phase lll studies where patient enrolment was completed in the year
specified and the patient number is available . n = percentage of patients in each group. (n) = the number of studies in the year
for a consistent cohort of 20 companies that supplied data each year between 1997 and 2003.
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International Scope Of the Study

 Regulatory review

 Regulatory status in other countries
 Transparency of the process

* Application procedure and data requirements
* Local clinical trials

* Policy and perceptions
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Authorities’ perception of internal factors that cause delay
to the timely access of patients to new medicines

B SE Asia (n=9) [J Latin America (n=6) @ Middle East (n=8)
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Conclusions: Patients' Access to Medicines

Regulatory Review Times

- Very variable, what are the reasons for the fourfold
differences? Sharing of information on Review Process could
lead to best practice.

- Opportunities for improving Centalised procedures as in Middle
East to maximise use of resources

Recognition of appraisals in other countries (CPP)
- This can conserve resources and reduce duplication of effort

- Timing of Certificate of Pharmaceutical Product can cause
delays of up to a year if at submission

Intellectual Property Protection

- Essential for future innovation but some concerns about data
protection could lead to company delays in registering new
medicines?
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Conclusions: Patients Access to Medicines

Transparency & Application tracking

- Increasing adoption of electronic methods

- International trend towards greater transparency
Local clinical trials

- Key issue for some countries who now want to be
part of Global Drug Development ie India

- Development of Centres of Excellence with GCP &
appropriate Ethical committee review
* Internal Barriers to patients' access to new medicines
- Lack of resources - an international finding across
all regions

- Need for improved training & implementation of
other quality measures into Review Process
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