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ACCESSION OF [SRAEL'S [NSTITUTE OF STANDARINSATION
AND CONTROL OF PHARMACEUTICAL TO TIIE PIC SCHEME

I have the honour of informing you that on 12 Movember 2008, the PICS Committee,
comvening in Lizneva {Switrerland), accepbed the FICS membership application made
b Israel®s Instinte of Standardisation and Control of Pharmaceutical.

The DICS memborship of lsracl’s Instinme of Standardisation and Comrol of
Fharmaeeuiical will become effieciive as trom 1 Jaousny 2U0Y,

[ attach the decument “Pharmaceutical Inspection Co-operation Schems”, 2e contained
in PICYS 1595 (Rew. 4% of 1% November 2007, whose provizions shoeold be applied by
Isracls nstdute of Standarcisation and Coateal of Pharmaceot:cal from 1 January 2000,

I hops that lsrpel’s Institme of Smndardisstion and Conirsd of Pharmacecical will
comtribute 1o the offoetivie opemation of the FIC Schemde by means of constmictive -
operation with 1he other PICYS Paticipating Authorities.

In my capacity as Secrslary to the PILYS Comittee, 1 would like to welcome Isracl’s
[nsiitute of Standardisation and Cenrrol of Pharmaceatical to the PIC Scheme. T ke
Ihis opporonily o congriolate yoo Do the successhad application process and to thank
vou for all the efforts made o ensure that lsrscl’s Instimzs of Standordisntion ond
Control of Pharmacewival complies with he Scheme’s requirsments.

¥ ours sincereky,

——

{J _. e
Danie] Grunner




PIC/S' mission

“To lead the international development,
implementation and maintenance of
harmonized Good Manufacturing Practice
(GMP) standards

and

quality systems of inspectorates in the
field of medicinal products.”




PIC/S Publications

Guidelines:
« PIC/S GMP GUIDE

Recommendations:

« PI1002-3 2007-09-25 QUALITY SYSTEM
REQUIREMENTS FOR PHARMACEUTICAL
INSPECTORATES

« P1005-3 2007-09-27 GUIDANCE ON PARAMETRIC
RELEASE

« P1006-3 2007-09-25 VALIDATION MASTER PLAN
INSTALLATION AND OPERATIONAL
QUALIFICATION NON-STERILE PROCESS
VALIDATION CLEANING VALIDATION




PIC/S Publications

> Recommendations:

. P1021-2 2007-09-26 AIDE MEMOIRE ON GMP
PARTICULARITIES FOR CLINICAL TRIAL
PRODUCTS

o P1023-2 2007-09-25 AIDE MEMOIRE ON
INSPECTION OF QUALITY CONTROL
LABORATORIES

o P1025-2 2007-09-25 AIDE-MEMOIRE ON
MEDICINAL GASES




PIC/S Publications

Newly adopted:

. AIDE-MEMOIRE ON PACKAGIMG (Pl 028-1 adopted
31/10/08)

« AIDE MEMOIRE ON INSPECTIONS OF API (Pl 030-
1)




Members of PIC/S

» There are currently 34 Participating Authorities
in PIC/S (Convention and Scheme taken
together).

> Argentina, Australia, Austria, Belgium, Canada,

Cyprus, Czech Republic, Denmark, Estonia,
Finland, France, Germany, Greece, Hungary,
Iceland, Ireland, Italy, Latvia, Lichtenstein,
Malaysia, Malta, Netherlands, Norway, Poland,
Portugal, Romania, Singapore, Slovak Republic,
South Africa, Spain, Sweden, Switzerland, UK.




PIC/S membership:
Benefit to Industry

» Reduced duplication of inspections
» Cost savings
> Export facilitation

> Enhanced market access




PIC/S membership:
Benefit to Regulatory Authority

» Training opportunities

> International GMP harmonization
> Networking

> High standards

> Sharing of information
> Rapid alert system
> Facilitating the conclusion of other agreements




ACAA with EU:
EU Agreements with 3" Countries

» Mutual Recognition Agreements (MRA)

-Canada, Japan, CH, Australia, NZ, (US-non
operational)

> Agreement on Conformity Assessment
and Acceptance of Industrial Products
(ACAA)

-Israel




Benefits of MRA

» Mutual recognition of GMP inspections through
certification

> Batch certification without re-testing at import
> Reduced foreign inspections
> Information exchange

> Enhance bilateral regulatory cooperation
maintaining confidence in each other GMP
systems.




Timetable for ACAA

> Assessment visit 3-7/8/2008

> Audit report distributed to European officials
1/9/2008

> Institute’s CAPA plan agreed upon including

amendments to legislation and to quality system
> No official objection to the agreement by EU MS

> Official opening of negotiations of the agreement
10/12/2008

> Agreement expected to be signed before mid
20009.
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As a result of his evaluation on
behalf of the PIC/S, the rapporteur:

> recommends the PIC/S committee of
officials to accept the Institute as a new
member to the PIC/S

> sees nNo necessity to perform a follow-up

audit on site

» recommends to coordinate the follow-up of
the corrective actions in legislation with the
EC
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