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Disclaimer

e The information shared in this meeting is for partnership
discussion only
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Traditional Dispensing
vs. DTP

Traditional
Dispensing

QP Released
Finished Goods

Clinical Site

Participant
Goes to Site

IMP/NIMP is Participant Participant Participant
Dispensed Goes Home Location Administration

DTP MP: Site
to
Participant

QP Released
Finished Goods

Clinical Site

Contracted
Courier DTP MP
Transportation

Participant Participant Receipt
Location & Administration
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Australia
Belgium

Canada
European Union (EMA)*

Germany

Japan
UK
United States

Source : DIA Global Forum Aug 2021

d BREAITAR

Country/Health Authority | Alternative Means of Drug Delivery —
Permitted?

Permitted. No notification required.

Permitted: Additional notification/submissions
considerations.

Permitted. No notification required.

Permitted: Additional notification/submissions
considerations.

Permitted; Additional notification/submissions
considerations.

Permitted. No notification required.
Permitted. No notification required.

Permitted; Additional notification/submission
considerations.

Urgent Need for a More Aligned Regulatory Approach for Clinical Trials Tc.e,s\ %%M En"“ﬁf*ﬁﬁ?%fﬁ%%
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