What is Global Innovative products
on Fast Track(GIFT)?

g! The GIFT means a supporting program for accelerating regulatory review
sAIT|I=  of “global innovative products”, which can facilitate market launch of
AlZ=AlLL  innovative medicinal products intended for treatment of life-threatening

GLOBAL INNOVATIVE

mcsormsmee OF Serious diseases and faster supply of them to patients.

Scope of products for GIFT designation

0 A medicinal product intended for treatment of life-threatening or serious diseases such as
cancer or rare diseases, without existing treatment or with a significant improvement in efficacy
compared to the existing treatment.

0 A medicinal product intended for prevention or treatment of infectious diseases with a serious
threat to public health, such as an infectious disease outbreak caused by bioterrorism or
pandemic (including outbreak of infectious disease with a significant concern of pandemic),
without existing treatment or with a significant improvement in efficacy compared to the
existing treatment, or a novel product with completely different mode of action/mechanism
from existing treatments.

e, A new medicinal product developed by an innovative pharmaceutical company designated
and notified by the Ministry of Health and Welfare,

a A combination of a medical device and a medicinal product designated for expedited review.

Key benefits of GIFT

For GIFT-designated products, the period of regulatory review process can be shortened to
75% of usual review time. Additionally, the following regulatory supports are provided:

A product for expedited review is designated in the early stage

1 of clinical development stage.
2 It is allowed to submit some data not directly related with the product’s
safety after product approval.
3 Rolling review process is applied which enables regulatory

review on prepared and available information and data first.

Regulatory supports, including RA (regulatory affairs) consulting
and review schedule, are provided through close communication
between the regulatory reviewer and the developing company,
such as product briefing and explanation of supplementation.
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Expedited (priority) review designatio

Designation by Expedited Review Division

(Timelines for MFDS response: within 30 calendar days)

» Issuance of
Submission of 1st ' | notification
application for {amendment)*kamendment/ ~ | forexpedited
expedited review 3 (If necessary) i review
designation and e - advice on expedited review | designation
required data . . . formedical productsby | *Posted on the
. Extension allowed (twice)  advisory committee i MEDS website

3 years experience of GIFT

16
12
8
1 Therapies for serious diseases
@ Medical Products for Prevention or Treatment of
infectious diseases posing risks to ublic health
Chernical drugs Biologicals ~ COVID-19 vaccines Herbal @ New Drugs Developed by Innovative Pharmaceutical Companies
/therapies medicines @ Orphan drugs
Classification of drug products designated for expedited review* Expedited review designations

*GIFT designation incl.
Products indications designated for expedited review

’;&E" {1l Cancer
& _ Covid 19 vaccines
Q@‘& Paroxysmal nocturnal hemoglobinuria
@Q Covid 19 Therapeutic drugs

i n Thrombocytopenia

%% D Primary immunoglobulin A nephropathy

mgdl_ D Diabetes
EQ JED Acute bronchitis
£






