ISTITUTO ORTOPEDICO RIZZOLI

Via di Barbiano, 1-10 - 40128 BOLOGNA (BO) - Italy

BUREAU
VERITAS

Certified sites are listed in the attachment to this certificate
Bureau Veritas Italia S.p.A. certifies that the Management System of the above organization has
been audited and found to be in accordance with the requirements of the management system
standards detailed below

ISO 9001:2015

Scope of certification

Management of pre-clinical research projects within biomedical, technological, bioinformatics and
pharmacological area; Management of in vivo studies (pre-clinical); Management of clinical and organizational
studies;

Biobanking; Management of disease Registries and healthcare database; Provision of Technical services for
third parties. Provision of diagnostic services; Provision of Genetic counseling services; Provision of
outpatient services. Provision of services for the collection, storage and release of biological samples and
associated clinical and epidemiological information for scientific research.

In the following structures: SC Laboratorio Tecnologia Medica, SSD Laboratorio di Oncologia Sperimentale, SC
Laboratorio Analisi del Movimento e Valutazione funzionale protesi, SC Laboratorio Immunoreumatologia e
Rigenerazione tissutale, SC Scienze e Tecnologie Biomediche e Nanobiotecnologie, SC Scienze e Tecnologie

Chirurgiche, SC Malattie Rare Scheletriche, SSD Patologia delle Infezioni Associate all’Impianto, SSD Anatomia

e Istologia Patologica, SSD RAMSES - Studi preclinici per la medicina rigenerativa dell'apparato muscolo-
scheletrico, SSD Medicina e Reumatologia, Centro Risorse Biologiche (CRB), SC Osteoncologia, Sarcomi
dell’Osso e dei Tessuti Molli e Terapie Innovative.

IAF: 38
Original Cycle Start Date: 09-September-2008
Expiry date of previous cycle: 08-September-2023
Certification / Recertification Audit date: 26-July-2023
Certification/Recertification Cycle Start date: 04-September-2023

Subject to the continued satisfactory operation of the organization’s

Management System, this certificate expires on: 08-September-2026
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Certificate No. IT325418 Version: 1 Revision date: 04-September-2023

G ftfe—

GIORGIO LANZAFAME -V Lgcal Technical Manager

ACCREDIA ‘,\

L'ENTE ITALIANO DI ACCREDITAMENTO

SGQ N° 009A

Membro degli Accordi di Mutuo Riconoscamento EA, IAF e ILAC
Signatory of EA, IAF and ILAC mutual Recognition Agreements

Certification Body Address:
Bureau Veritas Italia S.p.A., Viale Monza, 347 - 20126 Milan, Italy

Further clarifications regarding the scope of this certificate and the applicability of the management system
requirements may be obtained by consulting the organization.

To check the validity of this certificate please double click or scan QR CODE
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Attachment to the Certificate of Conformity No. IT325418

ISTITUTO ORTOPEDICO RIZZOLI
Ve A 1ISO 9001:2015

Certified Sites

Site Address Scope

Management of pre-clinical research projects
within biomedical, technological, bioinformatics
and pharmacological area; Management of in vivo
studies (pre-clinical); Management of clinical and

organizational studies;

Biobanking; Management of disease Registries and
healthcare database; Provision of Technical
services for third parties. Provision of diagnostic
services; Provision of Genetic counseling services;
Provision of outpatient services. Provision of
services for the collection, storage and release of
biological samples and associated clinical and
epidemiological information for scientific
research.

: : : = _ In the following structures: SC Laboratorio
OPERATIVE SITE Via-diBarblano, 1~10-—10125 Tecnologia Medica, SSD Laboratorio di Oncologia
BOLOGNA (BO) - Italy Sperimentale, SC Laboratorio Analisi del

Movimento e Valutazione funzionale protesi, SC
Laboratorio Immunoreumatologia e Rigenerazione

tissutale, SC Scienze e Tecnologie Biomediche e

Nanobiotecnologie, SC Scienze e Tecnologie

Chirurgiche, SC Malattie Rare Scheletriche, SSD

Patologia delle Infezioni Associate all’Impianto,
SSD Anatomia e Istologia Patologica, SSD RAMSES -

Studi preclinici per la medicina rigenerativa
dell'apparato muscolo-scheletrico, SSD Medicina e
Reumatologia, Centro Risorse Biologiche (CRB), SC

Osteoncologia, Sarcomi dell’Osso e dei Tessuti

Molli e Terapie Innovative.

IAF: 38
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Certificate No. IT325418 Version: 1 Revision date: 04-September-2023

G e

GIORGIO LANZAFAME -y Lgral Technical Manager

ACCREDIA X,

L'ENTE ITALIANO DI ACCREDITAMENTO -

SGQ N° 009A

Membro degli Accordi di Mutuo Riconosamento EA, IAF e ILAC
Signatory of EA, IAF and ILAC mutual Recognition Agreements

Certification Body Address:
Bureau Veritas Italia S.p.A., Viale Monza, 347 - 20126 Milan, Italy

Further clarifications regarding the scope of this certificate and the applicability of the management system
requirements may be obtained by consulting the organization.

To check the validity of this certificate please double click or scan QR CODE
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Attachment to the Certificate of Conformity No. IT325418

ISTITUTO ORTOPEDICO RIZZOLI

ISO 9001:2015

Certified Sites

Site

Address

Scope

CENTRO RISORSE
BIOLOGICHE (CRB)

Via di Barbiano, 1-10 - 40128
BOLOGNA (BO) - Italy

Provision of services for the collection, storage
and release of biological samples and associated
clinical and epidemiological information for
scientific research.

IAF: 38

SC MALATTIE RARE
SCHELETRICHE

Via di Barbiano, 1-10 - 40128
BOLOGNA (BO) - Italy

Management of preclinical research projects in
biomedical, technological, bioinformatics and
pharmaceutical fields. Management of clinical and
organizational studies. Biobanking. Management of
Pathology registries and health databases.
Provision of diagnostic services. Provision of
"Genetic Counseling” service. Performance of tests
for third parties.

IAF: 38

SC LABORATORIO ANALISI
DEL MOVIMENTO E
VALUTAZIONE FUNZIONALE
DELLE PROTESI

Via di Barbiano, 1-10 - 40128
BOLOGNA (BO) - Italy

SC LABORATORIO
IMMUNOREUMATOLOGIA' E
RIGENERAZIONE TISSUTALE

Via di Barbiano, 1-10 - 40128
BOLOGNA (BO) - Italy

Management of preclinical research projects in
biomedical, technological, bioinformatics and
pharmaceutical fields. Management of clinical and
organizational studies. Performance of third-party
testing.

IAF: 38

SC LABORATORIO
TECNOLOGIA MEDICA

Via di Barbiano, 1-10 - 40128
BOLOGNA (BO) - Italy

Management of preclinical research projects in
biomedical, technological, bioinformatics and
pharmaceutical fields. Management of Pathology
Registries-and health databases. Performing trials
for third parties.

IAF: 38

Certificate No. IT325418

Version: 1

G e

GIORGIO LANZAFAME -y Lgral Technical Manager

Certification Body Address:

Bureau Veritas Italia S.p.A., Viale Monza, 347 - 20126 Milan, Italy

Revision date: 04-September-2023

ACCREDIA :\

L'ENTE ITALIANO DI ACCREDITAMENTO

SGQ N° 009A

Membro degli Accordi di Mutuo Riconoscmento EA, IAF e ILAC
Signatory of EA, IAF and ILAC mutual Recognition Agreements

Further clarifications regarding the scope of this certificate and the applicability of the management system
requirements may be obtained by consulting the organization.

To check the validity of this certificate please double click or scan QR CODE
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Attachment to the Certificate of Conformity No. IT325418

ISTITUTO ORTOPEDICO RIZZOLI

ISO 9001:2015

Certified Sites

Site

Address

Scope

SC OSTEONCOLOGIA,
SARCOMI DELL'OSSO E DEI
TESSUTI MOLLI E TERAPIE

INNOVATIVE

Via di Barbiano, 1-10 - 40128
BOLOGNA (BO) - Italy

Management of pre-clinical research projects
within biomedical, technological, bioinformatics
and pharmacological area; Provision of Technical

services for third parties.

IAF: 38

SC SCIENZE E TECNOLOGIE
BIOMEDICHE E

NANOBIOTECNOLOGIE

Via di Barbiano, 1-10 - 40128
BOLOGNA (BO) - Italy

Management of preclinical research projects in
biomedical, technology, bioinformatics and
pharmaceuticals. Management of clinical and
organizational studies. Performing third-party
testing.

IAF: 38

SC SCIENZE E TECNOLOGIE
CHIRURGICHE

SS 112 al km 246 - 90011
BAGHERIA (PA) - Italy

Management of pre-clinical research projects
within biomedical, technological, bioinformatics
and pharmacological area; Management of clinical
and organizational studies; Provision of Technical
services for third parties.

IAF: 38

SC SCIENZE E TECNOLOGIE
CHIRURGICHE

Via di Barbiano, 1-10 - 40128
BOLOGNA (BO) - Italy

Management of pre-clinical research projects
within biomedical, technological, bioinformatics
and pharmacological area; Management of in vivo
studies (pre-clinical); Management of clinical and

organizational studies;

Provision of Technical services for third parties.

IAF: 38

Certificate No. IT325418

Version: 1

G e

GIORGIO LANZAFAME -y Lgral Technical Manager

Certification Body Address:

Bureau Veritas Italia S.p.A., Viale Monza, 347 - 20126 Milan, Italy

Revision date: 04-September-2023

ACCREDIA :\

L'ENTE ITALIANO DI ACCREDITAMENTO

SGQ N° 009A

Membro degli Accordi di Mutuo Riconoscamento EA, IAF e ILAC
Signatory of EA, IAF and ILAC mutual Recognition Agreements

Further clarifications regarding the scope of this certificate and the applicability of the management system
requirements may be obtained by consulting the organization.

To check the validity of this certificate please double click or scan QR CODE
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Attachment to the Certificate of Conformity No. 1T325418

ISTITUTO ORTOPEDICO RIZZOLI

ISO 9001:2015

Certified Sites

Site

Address

Scope

SSD ANATOMIA E
ISTOLOGIA PATOLOGICA

Via di Barbiano, 1-10 - 40128
BOLOGNA (BO) - Italy

Management of preclinical research projects in
biomedical, technology, bioinformatics and
pharmaceuticals. Biobanking. Management of
Pathology registries and health databases.
Delivery of diagnostic services.

IAF: 38

SSD LABORATORIO
ONCOLOGIA SPERIMENTALE

Via di Barbiano, 1-10 - 40128
BOLOGNA (BO) - Italy

Management of preclinical research projects in
biomedical, technological, bioinformatics and
pharmaceutical fields.

IAF: 38

SSD MEDICINA E
REUMATOLOGIA

Via di Barbiano, 1-10 - 40128
BOLOGNA (BO) - Italy

Provision of outpatient services.

IAF: 38

SSD PATOLOGIA DELLE
INFEZIONI ASSOCIATE
ALL'IMPIANTO

Via di Barbiano; 1-10 - 40128
BOLOGNA (BO) - Italy

Gestione progetti di ricerca preclinica in ambito
biomedico, tecnologico, bioinformatico e
farmaceutico. Biobanking.

IAF: 38

SSD RAMSES - STUDI
PRECLINICI PER LA
MEDICINA

RIGENERATIVA
DELL'APPARATO MUSCOLO-
SCHELETRICO

Via di Barbiano, 1-10 - 40128
BOLOGNA (BO) - Italy

Management of preclinical research projects in

biomedical, technological, bioinformatics and

pharmaceutical fields. Performing third-party
testing.

IAF: 38

Certificate No. IT325418

Version: 1

G e

GIORGIO LANZAFAME -y Lgral Technical Manager

Certification Body Address:

Bureau Veritas Italia S.p.A., Viale Monza, 347 - 20126 Milan, Italy

Revision date: 04-September-2023

ACCREDIA :\

L'ENTE ITALIANO DI ACCREDITAMENTO

SGQ N° 009A

Membro degli Accordi di Mutuo Riconoscimento EA, IAF e ILAC
Signatory of EA, IAF and ILAC mutual Recognition Agreements

Further clarifications regarding the scope of this certificate and the applicability of the management system
requirements may be obtained by consulting the organization.

To check the validity of this certificate please double click or scan QR CODE
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