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ATMP
DSUR
GCP
GMP
ICH-GCP
IMPD
ISO
SAE
SOP
SUSAR
USADE

ADVERSE EVENT

ADVANCED THERAPY MEDICINAL PRODUCT
DEVELOPMENT SAFETY UPDATE REPORT

GOOD CLINICAL PRACTICE

GOOD MANUFACTURING PRACTICE

HARMONIZED TRIPARTITE GUIDELINE FOR GOOD CLINICAL PRACTICE
INVESTIGATIONAL MEDICINAL PRODUCT DOSSIER
INTERNATIONAL STANDARD ORGANIZATION

SERIOUS ADVERSE EVENT

STANDARD OPERATING PROCEDURE

SUSPECTED UNEXPECTED SERIOUS ADVERSE REACTION
UNANTICIPATED SERIOUS ADVERSE DEVICE EFFECT
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D'MINI D177 02707 MIN7IAN 2IMNnn 7nnn 22.2

ICH-GCP (E6), 1996 Harmonized Tripartite Guideline for Good Clinical Practice

1"AN2 0TR-1222 0777 DPNNY DTV [N 22.3

ISO 14155-1, 14155-2: CLINICAL INVESTIGATION OF MEDICAL DEVICES FOR HUMAN SUBJECTS

112 719'0 7w 0DXIn A7 nirnan 22.4

NOTE FOR GUIDANCE ON THE QUALITY, PRECLINICAL AND CLINICAL ASPECTS OF GENE
TRANSFER MEDICINAL PRODUCTS, CPMP/BWP/3088/99

-7 DXNN2 NDTY ,'ININ ENRA DN NINMPYID'RN 0'7'oNN DYRID DN'WON 7V 7In? nnain 22.5

POINTS TO CONSIDER ON THE MANUFACTURE AND QUALITY CONTROL OF HUMAN SOMATIC CELL
THERAPY MEDICINAL PRODUCTS

(http://www.emea.eu.int/) 31.5.2001 7 xn2 EMEA 7w CPMP "y DONISW

1981 -Xx"nwn ,nI'vnon nian pin 22.6

1996 -1"iun ,n7inn nirdT 7N 22.7
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2006 ,"DTR-"121 'RI9N 10" N'RY NN WK '21'070 Ny NN 200 7nmin anin 22.17
.2008 ,"NIH-n 7w 7axna 0"R191 07101 DIwA" %9950 7nann anin 22.18
2009 ,"n"u" 21721 Do 719101 1A 719'0" 770N 7nanin TN 22.19

NI7NNY 2 DT NIRTTAY NN NIYRA IYKR 721700 11w raya 7an” 9900 hann anin 22.20
2010 ,"nrnnswn nimain

D'D1A DY N'7'7D NINMA 'MN'YI NIRNAN TN DITom NNWEnne 077" %0 Yninn nin 22.21
2010 ,"n"poy / n'™non

2010 ,"nmTpPnn nrronnal V" XA qINT 7219'01 NN 719107 nrnan" *7%On 7nmn anin 22.22
1984 -T"nwn ,ntno'nn pin 22.23
N"DTYN 011000 D'oN NTIRS 22.24
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0172 WIN'Y? NI'NNN NTYI NTIAY NINgnn 9axr 7w 105 9nn 22.26

0172 wIn'Y? nnrwn ninpnn 9ax 7w 106 7nn 22.27
2013, EX-012/01 7xw' n1'TNa 0™I'0" DY'WIN XM X" 7 22.28
JIMPD b nirman 22.29
IMPD —"Guideline on the requirements to the chemical and pharmaceutical quality
documentation concerning investigational medicinal products in clinical trials"
(CHMP/QWP/185401/2004 final).

NINTPNN NI'DIN XYI1Q 0'*V1271 0'901 07N 01N 22.30

e Directive 2001/83/EC of the European Parliament and of the Council of 6 November
2001 on the Community code relating to medicinal products for human use.

o Directive 2004/23/EC of the European Parliament and of the Council of 31 March 2004
on setting standards of quality and safety for the donation, procurement, testing,
processing, preservation, storage and distribution of human tissues and cells.

e Commission Directive 2006/17/EC of 8 February 2006 implementing Directive
2004/23/EC of the European Parliament and of the Council as regards certain technical
requirements for the donation, procurement and testing of human tissues and cells.

e Commission Directive 2006/86/EC of 24 October 2006 implementing Directive
2004/23/EC of the European Parliament and of the Council as regards traceability
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requirements, notification of serious adverse reactions and certain technical
requirements for the coding, processing, preservation, storage and distribution of human
tissues and cells.

¢ Commission Directive 2009/120/EC of 14 September 2009 amending Directive
2001/83/EC of the European Parliament and of the Council on the Community code
relating to medicinal products for human use as regards advanced therapy medicinal
products.

¢ Regulation (EC) No 1394/2007 of the European Parliament and of the Council of 13
November 2007 on advanced therapy medicinal products and amending Directive
2001/83/EC and Regulation (EC) No 726/2004.

e http://www.fda.gov/BiologicsBloodVaccines/GuidanceComplianceRegulatorylnformation/Guidanc
es/Cellular and GeneTherapy/default.htm

e http://www.ema.europa.eu/ema/index.jsp?curl=pages/requlation/document_listing/document _listi
ng_000265.jsp&mid=WC0b01ac05800b378a

e EudralLex, Volume 4, Annex 2 — "Manufacture of Biological active substances and Medicinal
Products for Human Use".

e EudralLex, Volume 4, Annex 13 —" Manufacture of Investigational Medicinal Products".



http://www.fda.gov/BiologicsBloodVaccines/GuidanceComplianceRegulatoryInformation/Guidances/Cellular%20and%20GeneTherapy/default.htm
http://www.fda.gov/BiologicsBloodVaccines/GuidanceComplianceRegulatoryInformation/Guidances/Cellular%20and%20GeneTherapy/default.htm
http://www.ema.europa.eu/ema/index.jsp?curl=pages/regulation/document_listing/document_listing_000265.jsp&mid=WC0b01ac05800b378a
http://www.ema.europa.eu/ema/index.jsp?curl=pages/regulation/document_listing/document_listing_000265.jsp&mid=WC0b01ac05800b378a
http://ec.europa.eu/health/files/eudralex/vol-4/vol4-an2__2012-06_en.pdf
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= Cutting
= Grinding
= Shaping

= Centrifugation

= Soaking in antibiotic or antimcrobial solutions
= Sterilization

= Irradiation

= Cell separation, concentration or purification
= Filtering

= Lyophilization

= Freezing

= Cryopreservation

= Vitrification
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