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Current Situation

GMP related guldelines and notifications are issued by MHLW. MHLW ask
PMDA and prefectural inspectorates comments for drafts prior to public
consultation, but there is no written procedure.

A coordination meeting by the representatives of MHLW, PMDA and
prefectural Inspectorates is held regularly under the leadership by MHLW. A
joint inspection seminar visiting actual manufacturing site is held once a year
as one of the programs under the coordination meeting.

Currently, there is no written procedure for those activities.

MHLW request that each inspectorate should establish quality system, and
most of the inspectorates established it, but there is a difference in the pace
of establishment.

National Institute of Public Health provide a one month training course fbr
GMP inspectors once a year, around 30 inspectors from PMDA and
prefectural inspectorates attend the seminar every year.

Step forward

A study group is organized to discuss adequate quality -
system-covering all the inspectorates in Japan, and
international harmonization of the inspection system.

Focus of the study:

1. Establish more solid system coordinating MHLW, PMDA and
prefectural inspectorates.

2. Reinforce training system for lnspectors

3. International cooperation through the activities of MRA, ICH, PICIS

etc.
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Drug Supervision in Germany
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Central Coordination Unit
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Medical Devices
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Drug Supervision in Germany

Structure and Competence within the Health
system the Federal Republic of Germany
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The Federal Republic of Germany

structure defined in the Basic Law
(Constitution)

16 Laender

= all together forming the Federal Republic

a competence of Federation and of the
Laender - |

German Laender

FTEIE SRl : x){fmﬁiﬁ.iﬁ : Hamburg
ahw) R LN |q’ 1518 e S il

Bremen |

Rhehﬂand?:l,"A':
Pfalz - N

Saarland”

Bayem -

o,
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BasiC Law
(The German Constitution)

a defines functions of the state bodies

s distribution of competence between Federation and the
 Laender

a execution of national power and fulfilment of national
duties on Laender level
(Art. 30 Basic Law)

Laender

Federation

=@

Division of State Power

Federal Laws requlate

areas of common interest
(e.g. Drug Law, Law on Medical Devices,
Transfusion Act)

executed by the Laender as
matters on their own (Art. 84 Basic Law)

= ,competent authority” = Laender authority, if not
otherwise defined

3 mLE
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GMP
~ | Sur-
- Veill
ance

L ompcerttiaes

). sampling; Testing

(Rapid Aleit Systern)

Authorities

Federal level Laender ievel

o g for Gesundnert dRIRENE B

Ministry of Health

Federal Authorities District Authorities
(Institutes) {(Inspectorates)

@ -
&%, "Paul-Ehriich
Y5> Institut

Drmapmny
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Federal Authorities

(human medicinal products)
Federal level

B Bundesministerium
i far Gesundheit

Federal Authorities
(Institutes)

& Paul-Ehrlich-

=3 Institut

- Drug Supervision Administration

ot

Federal Level -—Marke‘cing Authorisation

10

&, PaulEhrlich-
53> Institut

* marketing and clinical trial authorisations
 dossier-related inspections

» pharmacovigilance management

» pharmacovigilance inspections

« management of product defects (Rapid Alert System)

» participation in inspections of the
Laender authorities
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Drug Supervision Administration
Federal Level —Types of products

11

@,
M Paul-Ehrlich~
=y Institut
Federal Institute for Medicinal Federal Institute for Sera and
Products and Medical Devices Vaccines

LBundesinstitut fiir Arzneimitte/ L Paul-Ehriich-Institut"

und Medizinprodukte" sera

® Vaccines
» medicinal products s blood products
(human drugs)

= medical devices
o harcotics

= test allergens / -sera
/ -antigens

s tissue preparations

a ATMPs

Authorities on the Laender Level

12

| Laender level
ESiENe g
SRR EEL L

KR
-

District mh@rﬁ&%
(Inspectorates)

A
%




Drug SUpervisiorfas 4
competent Authorities

- .. Of the Laender

% Health Ministry of
the Laender

@ GMP Inspectorate
2 OMCL

22 Ministries of the Laender
27 GMP Inspectorates
9 OMCLs

; JHISES - ,\\’)\—«\ s %&%

Drug Supervision Administration
Laender Level — GMP-Surveiliance

gRiRENe=§
BELSTEUS

Ministries of 16 Laender

- GMP/GCP/GDP inspections
» GMP certificates

. manufacturers/importers authorisation
» export certificates

- drug testing
1 ot
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Drug Supervision Administration
LaenderlLevel-Measures of competent authori‘%s

o Prohibition of marketing of medicinal products or active substances

o Withdrawal or revocation of Manufacturers/ Importers Authonsataon, GMP
o Certificates (§ 18 AMG)

o Order the withdrawal from the market

o Seizure of medicinal products

o Seizure of advertising material
o Administrative fines (§ 97 AMG)

o Criminal activities regarding §§ 95 and 96 AMG: Obligation to inform the
Public Prosecution Service

15

+Laender Ministn aerting
L Elva oG L e S e
repM\trolling repNtmlﬁng

. District Authority | __dugsameles

mcludmg inspectorate | experts for
inspeclions

 Regierungsprasidium « Arzneimittel-

. Bezirksregierung untersuchungsstelle

» Regierung

+ Landesamt

1 BEE



Interaction of all Authorities affected by
Drug Law

experts for
inspections

Information, experts for ’
co-operation| | inspections Information,

co-operation

17 =88

e wcwo

Zontralstelle der Lander mr Gesundhaltsschutz
bei Arzneimitteln und- Medlzinprodukten

@ﬁ ’%‘@m@% @

Central Authority of the Laender for
Health Protection with regard to
Medicinal Products and Medical Devices

18 %%%
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Drug Supervision in Germany

Establishement of the

Central Authority of the Laender for Health
Protection with regard to

Medicinal Products and Medical Devices

ZLG

19 25L&

ZLG - History

s 1994: Foundation as Central Authority of the
Laender regarding medical devices

= 1997: Decision to enlarge ZLG's tasks (following
the MRAs EC-Canada and EC-Japan in the sector
GMP)

s 1999: Central Coordination Unit for Medicinal
Products inter alia to install and maintain a
Quality System for the Inspectorates

20 @L@
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Need for Coordination within the Drug
Supervision Administration

@lfgngg;m;"“m BESIHREME o
D;:%i‘cf;‘” ESEEETEHS
Federal Level 1 Laender Level

el

- marketing authorisations - GMP/GCP inspections
- dossier-related inspections - GMP certificates
- pharmacovigilance management - manufacturersf/importers
- management of product defects authorisations
(Rapid Alert System) - export certificates

drug testing

o

21

Laender Boards / Committees

_GMK/AMK

Y i.t k.
”hmh.'? 11 ‘

M&'E

'm

Federal Ministries, competent h:gher Federal authonhes
EDQM (European Directorale for the Qualxty of Medu:mes & Health Care,

German Armed Forces

|

.

22
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Structure: Laender Ministries of
Health (@nd/or Consumer Protection)

Sachsen Berlin .

— similar — similar — similar

f— je L

Tasks of ZLG Medicinal Products /

24

Quality System
Information Management, Training

Coordination,
Project Management, Representation
on EU and international Level

National Contact Point

Observation of Trade of medicines
via Internet
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Tasks of 2ZLG

information, Management,
?&‘am@@

'''''

o

Information Managemeﬂt Trammg
= WWW.zlg.de
= ongoing information tool L
contact details of authorities )
» document management :’-E: 28
(legislation, QM-documents, forms) I
a Newsletter e b
a Central analysis and interpretation of documents
and data
= Compilation of periodic reports (overview of
activities)
_ = Annual inspectors training session

=a @



RfTEH 4

Tasks of ZLC
National Contact Point

27

National Contact Point

a Exchange of GMP-Information [~
s Exchange of MRA-Certificates pm
a Coordination of CxMP-Inspections

= Coordination of OMCL-Activities

s Coordination of CAP-Sampling

a Coordination of third country inspections

28
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Tasks of ZLG

Coordination,
Project Management, Representation on EU and
international Level

=206

=)

coordination and Representation

a Laender boards :
= Expert Groups

EMEA
Joint Audit Programme of the EU
= Twinning programmes




