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&8 EU Good Clinical Practice Inspectors Working Group Workshop
November 2014 - Paris, France

Comparison on GCP i
- From the response to the questionne
to promote GCP inspection -

Hitoshi Ozawa

Inspector, Office of Conformity Audit,
Pharmaceuticals and Medical Devices Agency
(PMDA) 7z

Objectives

» To identify

e The implementation system for clinical
(CTs)

e The current status of the regulatory
requirements and the healthcare system in th
regions/countries and,

e Interests and opportunities for capacity buildi
networking and information-sharing among G
inspectorates
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Procedure

» Distributed the questionnaire to EMA men\a
countries (30 countries) \

» Eight Components (15 questions)

\'\
e Part0 Regulations for implementing clinical trials (CTs)

e Part1 Implementation system for CTs

e Part2 Trial subjects

e Part3 Informed consent

e Part4 Investigational Products

e Parth Case Report Form

o Parté Trial Master File \
e Part7  Medical records : \

» 11th out of 30 countries we got responses (As
October 2014)

» Denominator : 12 (countries) *
(11 responding countries + Japan)

* Denominator : incl. “unknown/undescribe

Content of Questionnaire

\
i

Q0 Part 0 Regulations for implementing clinical trials (CTs) |
Part 1 Imnlmw for CTg \

La 1-1 Qualification criteria for Investigator ! '\,\
Uz T-Z Vol - pital/site staffs
|

in the CTs
Q3 1-3 Investigational sites \
Part 2 Trial subjects |
Q4 2-1 Participation of the medical institute’s employee

“nAd/Ar t 2
| & 2-2 Pre-registration system for subject candidates I

Part 3 Infor

| Q6 3-1 Informed Consent Form
U/ I~L: Regutlatio
Q8 3-3 Legally Acceptable Representative
Q9 3-4 Impartial witness

Q10 Part 4 Investigational Products
Q11 Part 5 Case Report Form
Part & Trial Master File

[Q1 2 6-1 Storage and management ]

Qi3 6-2 Standardized formats
Q14 Part 7 Medical records
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Part1 Q1

Implementation system for CTs
1-1 Qualification criteria for Investigator

€ 0

- Could person who
does not have
medical license or
dental qualification

» In all responding coun‘E“r
physician and dentists
can be Pls and/or Subls,

» In 6 countries,
veterinarians

be a principal
investigator (Pl) or
a subinvestigator

(Subl) in your
\ 4

can be Pls and/or Subls

» In 4 countries, y
others
can be Pls and/or S

country?

Results (A1)

. C°““t"es , Phy51c1an57dennsts . vetennanans
Country A O

Belgium o

Country E @) o
Germany © o)
Italy @)

Latvia O

Country M O o
Country N ®

Country S © 5
Sweden o 5
United Kingdom O o

1) In exceptional cases, depending on the trial protocol and only with the favourable opini
responsible EC other healthcare professionals e.g. psychologists could act as an inves

2) The experience in the field being investigated is required. P

3) The relevant professional scientific knowledge and expenence m the required he
required(Royal Decree 223/2004).

4) Authorised health professional (including doctor, denhst nurse or pharmaci
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Part2 Q5

Trial subjects

2-2 Pre-registration system for subject candidates

( v

Do you have

\

pre-registration

candidates like

you have, what

system for subject

volunteer database
in your country? If

type of systems do

8/

\ you have?

The rate of counties that have the
pre-registration system for subject
candidates like volunteer databasé‘;.

UK have Official DB.
- TOPS (The Over Volunteering
Prevention System)

= Yes (Private DB) = Yes (Official DB)

Part3 Q6

Informed consent
3-1 Informed Consent Form (ICF)

P

Q6
Who takes the

N

responsibility for
contents of ICF?

4

L

» In most countries,

Pl (Incl. investigator}

takes the responsibility.

» In 6 countries,

Sponsor/CRO |
takes the responsibility.
» In at least 2 countries,
EC/IRB
takes the responsibility
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Results (A6)

__ Countries Pl (Incl. Investigator) _Sponsor/CRO  EC/IRB
Japan O

Country A @) O
Belgium A @)
Country E O

Germany * ©)
Italy @ ©
Latvia O O
Country M * @)

Country N @

Country S *

Sweden O

United Kingdom * O

1) Very seldom. ey
2) However the part of the dossier sent to the EC, whether the EC is respogsihle for ICE

* This four countries : non-physician/non-dentists/non-veterinarjaﬁé can becol
-

Part6 Q12

Trial Master File
6-1 Storage and management

/ \ The rate of counties that allov"&‘_ )
; disposal of paper documents after t

are scanned and/or computerized.
Q12

Is it allowed to
dispose of paper
documents after
they are scanned

and/or
computerized?

-
\ = Yes (Incl. ICF) % Yes (Excl.4CF)
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Part6 Q13

Trial Master File

6-2 Standardized formats

£ D

Q13
Are there
~ standardized
formats for TMF in
your country?

« V

» In Japan, there are some
standardized formats ¥
major documents.

» In the others countries,
there are NOT some
standardized formats
TMF.

Part7 Q14

Medical records

£ o )

Where are the
medical records
kept in general in
your country? Are
they kept outside
the institution
(kept by patients
themselves, for

- \ ~ example)? j

The rate of counties that the me&jc
records is kept in the only outside of
instituti \

- There are kept at the
institution ex hospital.

m yes/- No
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Conclusion

e |t is revealed that the current status of the \ _
regulatory requirements and the healthcare sy
among the regions/countries is approximately'
same. |

e Some differences between Japan and EU coun e
/ among EU countries are found. They would b
come from the social background in each country.

|

e And the results would support the next step on
capacity building, networking and information
sharing to implement the GCP standard.

Attention

e Are there confidential matters in those answé
e Would you mind even if those answers is published?
e If you mind, please do not hesitate contact us.\“\_‘

v e.g. All informations are confidential. 2

v e.g. When those answers is not connected the\‘:\
country name, it is not mind. etc... '

Please send your opinions to
PMDA-GCP@pmda.go.jp y
(our group address) "

We look forward to your refgpdﬁge!
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