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Project experiences (Phase) -

INVESTIGATIONAL MEDICAL BIOEQUIVALENCE
PRODUCT DEVICE STUDY
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Project experiences (Indication) -

Others

Artificial Intelligence

Ciorhinolaryngology

Plastic Surgery

Crthopedics

Cphthalmology

oncology

Obstetrics&Gynecology

Meuralogy
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Cardiovascular

Infectius diseasze

Antibictics

Dentistry

Dermatology

Endocrinology

Gastroenterology
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Investigational Device
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PROMeDIS Project process
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Study Design consulting Data Management

i

Protocol, CRF, ICF Development Statistical Programming & Analysis

IND Submission Clinical Study Report Writing

Feasibility Study Data Validation

Query Resolution
Site Management & Monitoring

Pre-Study Site visit

IRB Affairs

Regulatory Affairs(NDA)

CSR Submission

Final TMF Transfer

Safety Management

Project Management
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Communication channel

*Primary Contact Person

(% MR % €O )
MRA/ MRM, MRD PM", CRA / COD
- Protocol & ICF Development MR co - PSSV, IRB submission
- CSR Writing - Study Start-up ~ Archiving
- Regulatory \ - Project management
- SPONSOR & -~
4 )
s STAT < DM
STA/ STM
/ ~ DM/ DMM
STAT DM
- Sample size - EDC set up
- Randomization 4 - CRF Completion Guideline
L - Statistical Analysis — - - Clinical data management D
v" Project related communication : Sponsor < PM
v Site related communication : Sponsor <+ PM (or CRAs)
v" Vendor related communication : Sponsor < PM
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Quality Management (SOP INDEX)

SOP Category SOP Doc. ID

- SOP Policy SOP 101 ~ 103
GE General
(Administrative Activity, QC, QA, SOP 201 ~ 213
Disaster recovery)
BD | Business SOP 301 ~ 302
MR | Medial and Regulatory Affairs SOP 401 ~ 410
CO | Clinical Operations SOP 501 ~ 514
DM | Data Management SOP 601 ~ 621
EDC | EDC system SOP 701 ~ 707
STAT | Statistical Affairs SOP 801 ~ 810
- ISO14155 SOP 901 ~ 936
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Quality Management (Certificate

ISO 14155:2020 ISO 9001:2015 ISO 13485:2016

# @

CERTIFICATE INTREE NTREE

No. Q4B 115256 0001 Rev. 00

: / 2 )
Holder of Certificats:  PROMEDIS Co., Ltdl. Cer //( e ,/ //rym/////// 27
9, Mysongdal-ro, Seocho-gu 7
Seoul 06714
REPUBLIC OF KOREA

Certification Mark:
(Zf-);ﬁ_iuﬂ [:]_/_'«_ (2 g ufc] 2

2 9, 5028 (8w E, W)

Scope of Certificate:  Designing, planning and conducting clinical investigations ; : , g =a o] =M
P with medical devices in compliance with the audited clinical S H . e & EE A3 s
quality management - Voluntary Clinical Certification 2] 9 153 o).
Scheme Module B for the services provided by the Contract
Research Organization (CRO) &
R
The Gertification Body of TUV SUD Produst Service GmbH cerfifies that the company mentioned ISO 9001:2015
above has ished and is ining system which mests the raquirements of the
listed standards. The results are documented in 3 repont. For details see: www.tuvsud.com/ps-cent
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Report No.: 713237201

Valid until: 2025-05-30
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( Karoline Etschmaier )

20220624

ZERTIFIKAT & CERTIFICATE #

Page 10f2
TOV SUD Product Service GmbH - Cartfication Body - Ridlerstrade 55 - 80332 Munich - Germany
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Thank you
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