sEEH 4

[EEBERFEIEINFEE ICRITROMBAZEMICSOVT ()

[ H->TRETASTER |
. ERCEZEBEZEOEBRENADT Y A DREE
2. BSEREARICSMT AEE - HBREOREDOBIL
3. EED - EESEEZICBTIEEESHORR
4, BABOMMIEORREEEDEH
5. TEEBKKIOREL] LoBaHt

BEEC e
0. 2&IZT2O1VT
1. ARERILOEHOH - LHEOREY
2. ERARARANOSEORBREDRE
3. BAOHALLTTOTILETHRBREEOBRONBEMERRT BE0HE

1. ARESCHERAREBOBBIZONT
B 1. EFBEOARRERABORRSEF

D KEEEBRRY FI—HOEDMEL

@ F—EAIRTAYMOHEREOMESEITS PEMERER EEERMRIERE V42—
(R#)) DO

@ thEOAEREMHEMER O ERIEE

2. ROBBIBEOEAM - R

D EMOLBRSERHLA AU tEUTIOAL

@ CCREENHEREFLEOMAL

® TEZSUBFESICLSG6PIZOVTOERZDIRE

@ CRO. SMO DRLLBER LB LRIROEE

3. BEZOREBREMNORE

D BBROBZZHITOVTONDENLGESR

@ REBREZIE (R¥F) OBBIZLIEZFCHRBRE~ADFRIRM O

4. BERIZBITALERBOEH

D ABREEICES ITLEOFHE, EXoE Lot

@ WMREEBRIILDIXIE

(@ HRERHEVLEE - XBEHEOSEL)

5. EELR - ERBHBORKICERIMAREKOHE

D EBEWRVCEXES - EREMSOMAHEAROHE

@ FrSUAL—23FL - YH—FEEOREHAROLOOLMERICTLIXIEOREE

(@ HBBREFECEEHRICETIEEHBFORER)

@ T—EIRTALFPHARBEOREE TS PRMERER CEERHARERtE 4 —
UR¥)) DEE (BiB)

® BEMRIZEIEHEOER

0. AEBRBIEICONT

B 1. ARFHEFOSEL

ICH-GCP IZiE D1+ 2 5B TH GCP A DREL

thg |IRB DRI EEL IRBOELHEEDR L

HREBERDASEL
EMTEARICBVTHRLEOR-TRERE (BERAIEZED)
EERBBFOHELXERE LT GCP DER
EEOFRICLIABRESOXRERIEEROBIERER

- AEHEISONT
. EEXERERERESHBICETPFERMNOE oL LHNE
2. EEREICHNTIRRBMOEBRE. KIHEOREN

m ~No o s W

i

@

~



BEgEs 5|

GCP DBEENDLATFERERENERABROEDOR ED7ZHIT
M AE S MEREEERIC L B GCP EMFAE DEY A



249

Pharm. Regul. S

[E % & IIJI‘ 5}“,]
36.(6) 249~ 257 (2008)

GCP DE AL S A - HIEELENERSBROEOM LD -5 (=
B RIS & 3 GCP =R BEOI A
| B (8K) SEF
(B4 FRITE1A28 8, B FRIT4£47188)

Improvi_ng clinical trials in Japan by GCP audit at the
Office of Confo,rmity Audit of PMDA

Tamiko SUZUKI-NISHIMURA*

Summary

Clinical trials by clinical investigators are important not only for academic research, but also
for new drug development. Science has two faces, i.e., pure science and applied, so it is desirable
that clinical investigators should perform clinical trials for new drug applications in conformity
with good clinical practice (GCP). In the Office of Conformity Audit of the Pharmiaceuticals and
Medical Devices Agency (PMDA), GCP staff review the clinical efficacy and safety documents
included in applications for approval to ensure that such data comply with GCP, both ethically
and scientifically. For new drug approval, common technical documents (CTD) are evaluated.
If the documents are scientifically valid and reliable, the CTD can be evaluated quickly. To
improve the efficacy and safety of drugs, it is desitable to provide an optimum clinical data
package conforming to GCP. The PMDA holds GCP and conformity seminars for applicants to
promote this goal. We hope our comments to clinical researchers at the on-site review of
hospitals for clinical trials help improve the reliability of the technical documents describing
clinical trials. Some procedures for improving clinical trials in relation to GCP will be discussed
in this study. ‘

! This is neither an official PMDA guidance nor a policy statement.

Key words

Good clinical practice, GCP, Clinical trial, GCP audit, On-site GCP review, New drug approval,
Office of Conformity Audit.

* BUTHEAEELERRSEAMBERMANS RERMTREEXE 7B3-3-2 HEIBEEL 8

(7100-0013)
The Office of Conformity Audit, Pharmaceuticals and Medical Devices Agency (PMDA)

Shin-Kasumigaseki Building 8F, 3-3-2 Kasumigaseki, Chiyoda-ku, Tokyo 100-0013, Japan
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