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Each agency has similar approaches to accommodate patient access

Orphan ( #2¥%J% ) Priority Review Accelerated review Priority review
Orphan Designation Orphan Designation Orphan Designation
Conditional ( &#{F ) Accelerated approval Conditional MA Approval for Oncology
for serious or life- MA under exceptional drug, Orphan drug
threatesung ninesses circumstances Conditional & Time-limited

approval for RM

Priority (% &E& )  Break herapy PRIME SAKIGAKE-Forerunner
& i-ast Track Pilot Project on Adaptive Review Assignment

designation path (Rolling submission)
(Rolling submission) (Rolling submission)
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Each agency has similar approaches to accommodate patient access

When drugs are designated as “breakthroughs” by the government’ s
expert medicines agency and then described as “game—changers,”
“miracles,” and “cures” in the popular press,the public may reasonably
expect them to provide a cure or to dramatically improve how patients feel,
function, or survive. Influential legislators, senior FDA officials, and others
have contributed to such expectations by explaining that the designation is
intended to be applied to drugs that “knock your

socks off,” or that are “homerun[s],” “quantum leaps,” or even “curative”
Priof and “lifesaving.” Yet the designation does not in fact require drugs to be
curative, or even dramatically better than existing alternatives.
[RIFSLGEAFERENE S BRI, ERICIEIBRFAEEARESHET S
DEIFRBELN ]

The FDA Breakthrough-Drug Designation — Four Years of Experience
J. Darrow, J. Avorn, and A. Kesselheim. New England Journal of Medicine. 375:1444-1453, 2018
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International Council for Harmonisation of Technical
Reauirements for Pharmaceuticals for Human Use

=3 MR H A E R =%

International Medical Devices Regulators Forum
ERERESRFIZBDIA—7 4

International Pharmaceuticals Regulators Program(IPRP)
IPRF(2013-2017)— >IPRP(2018-)

Cell Therapy Working Group —#if@;aE7—x> 545 IL—7

Gene Therapy Working Group —&{=zFAET—FX 57 IL—7

TNZNISDHB/EDHRFILBIELEINIEA CERESELIT O TUHEHRKBEEL T

WA, AEICEITABERZEZTI XEZ/ERH:

“Nature and Duration of Patient Follow-up after Administration of a

Cell Therapy Product” #i6EEGKOBEZZITH-EETORAETICONT

F12EFEEZRHE L/ YV (Kyoto, 2017)
1A/ R—3>
BAEEZFHSOEEFERANTH
BEFEOEENGTHEA (WHO, ICH, IPRF)ZEAL. BAEEREE L
H D EFHIGIRFIERFIZED B
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