Reaejtlleiiop cogsicleraiilon o
= j?elopmﬁ‘f‘*bmloglcal productS"‘—

____._‘:}i—
~ for treatment of cancer

CDE " SEDAT PR S syt




General Introduction

- el caotlsidn. e
EJ.MQ;L@W ofi China; September 1984, update February

= Regulatory requirement

Requlation for the Implementation of Druq Registration; =
August 2002; -

I\/Ianaqement of Drug Reaqgistration, 1999 , update,

0 eldglie documais
{999, update and add-on since 2005;




= [tem 31, clinical trail, phase | to phase
I\V/;

S

= [tem 36, quality control by-NICPBP;

multi-center study;



Jnir.er e FlOﬂcLJ

= 44,2 special requirements fol. —_—
International multi- center trail:

S5 cliniicaiNe
‘eqgistration:




——— m—

e -

ﬁéﬁ?gdggum@ms availa=ble concerning chemical
drug, Chinese herbs drug and biologics;

= 15 documents concerning biological preducts;

= 6 documents concerning guality'control of
miammalianseell substrate, nen-clinical.ano
cliical studyaciatherapeulichoigpropinylact
gIeleEICANIEEUCTS, o Validation,ofianalytical

assay used for quality control ef'biological
products;




CDE NICPBP — Others™

Biologics division Testing laboratory

e




Disease & Cancer cell Outcome
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Therapy adopted, radiation, chemical drug,
operation, biotherapy ?
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Patient’s physical condition, response to
ihenapy..telerance to treatment, guality of life ?
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considered of for cancer patlent at diffierent
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