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ANKARA ONCOLOGY HOSPITAL @
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Clinical Research
GCenter

Ankara Oncology Hospital is an academic comprehensive cancer center in

Turkey.

We take care of over 1 million patients per year.

e There are 10,000 new cancer diagnoses.

 Thereisa university hospital that provides education in 24 departments or

divisions and serves a total of 42 specialties.

* Ithasthe largest medical oncology and hematology clinics in Turkey.

It has a center that performs all types of stem cell transplants, including over
100 autologous, allogeneic, cord blood, and haploidentical transplants per

year, and we have performed over 2,000 stem cell transplants to date.
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JACIE inspector certifications

Center | Center
GB;T Online ’ JACE ®)
Education

this is to certify that

Fevzi Altuntas

has passed the 8th Edition JACIE Inspector Exam:

Inspection Process, Techniques and Common Standards

Friday, 20 January 2023

(emr Online
_ (Q«&i Education

Chalr, JACIE Committes
this is to certify thot

Fevzi Altuntas

has passed the 8th Edition JACIE Inspector Exam:

Clinical Standards
Friday, 20 Janwary 2023
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mvr Online y JACE®D
Education

this is to certify that

Fevzi Altuntas
has passed the 8th Edition JACIE Inspector Exam

JACE®D Collection Standards

Friday, 70 Jaowary 2003
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EBMT cellular therapy certifications

(eevr Online

Education

eavr Online

thisis to certify that: Education

Tugce Nur Yigenoglu Tris s to certy that
Bahar Uncu Ulu

Has achieved the accreditation of the knowledge ofthe main topics from
the curriculum of the European Society for Blood and Marrow Has achieved the accreditation of the knowledge of the main topics from

Transplantation the aurriculum of the EBMT
with 88%

N with 84%
The accreditation will last five years

The accreditation will last five years

47th Annual Meeting [Virtual Edition] - 14th March 2021
48th Annual Meeting of the EBMT - 20 March 2022

N OlaLS Kroger AR Surech
EBNT PRESIDENT EBMT PRESIDENT
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Ankara Oncology
Clinical Research
GCenter

January 16, 2019
February 24, 2023
January 12,2024

* 2019-2024
Completed Phase 1
Study:13

* Hematology
Oncology

Infectious Diseases
Running Phase 1
Study:9

* Hematology

* Oncology

* |nfectious Diseases
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Ankara Oncology
Clinical Research
Center

ANKARA ONCOLOGY HOSPITAL

PHASE | CLINICAL RESEARCH AND CLINICAL RESEARCH

CENTER

Dr. Abdurrahman Yurtaslan Ankara Oncology Training and Research Hospital Clinical
Research Center and Phase | Oncology Research Center provide services in

accordance with international standards and local legislation.

The Clinical Research Center has been licensed by the Turkish Medicines and Medical

Devices Agency since 2017, and the Phase | Pharmaceutical Research Center has

started to provide services since 2019.

Ankara Oncology
Clinical Research
Center
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Ankara Oncology Ankara Oncology

(:linicg:a:::earch c E N T E R CIlnIc(a:L'l‘lasrearch

Clinical studies carried out at Abdurrahman Yurtaslan Ankara Oncology Training and
Research Hospital Clinical Research Center and Phase | Research Center provide

services with an experienced team in their field and fully equipped work areas, and

the Phase |, Phase Il, It is one of the leading clinical research centers in our country

with Phase Ill and Phase IV clinical studies.

M,
EVZi ALTUNTAS
el

srerve drievzisltuntas com



@- PHASE | CLINICAL RESEARCH CENTER @-

Ankara Oncology Ankara Oncology
cllnlcal Research Clinical Research

Center

4-Bed Clinical Unit
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Ankara Oncology
Clinical Research
Center

Physician's Room Nurse's Room

CCTV Monitoring
for all patient
areas

Archive (Restricted
access)

Volunteer
lounge area

Investigational
Product Storage
Room (Restricted
access)

0& ’o
PHASE | CLINICAL RESEARCH CENTER @-

Clinical Research
Center

Laboratory
-Refrigerated and
Room temperature
Centrifuge

-80° C Freezer

-Biological safety
cabinet m.éovr'z[i:%uunms
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Clinical Research Clinical Research
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DELEGATION SCHEMA

Clinical Research
Center

Ankara Oncology
Clinical Research
Center

M';ol'. Cir,
EVZi ALTUNTAS
; rfevzi

sreeve drfevzisltuntas com



<,
G\.\ ANKARA ONCOLOGY HOSPITAL

sl PHASE | CLINICAL RESEARCH AND CLINICAL RESEARCH

Ankara Oncology

CIinicg:"l‘i&srearch c E N T E R (:Ilnlc(a::“r‘ltéeiearch

MEDICAL ONCOLOGY INVESTIGATORS HEMATOLOGY

Prof. MD: 5 J Prof. MD: 3

Assoc. Prof. MD: 4

Specialist MD: 5

Pl and Sub-I= 14 Clinical Pharmacology
Prof. MD: 1
Specialist MD: 1




Qw; STUDY TEAM CERTIFICATES @

_Ankara Oncology Ankara Oncology
Clinical Research Clinical Research

Center Center

The team involved in Clinical Research;

Good Clinical Practices (GCP)
* |CH-GCP (International Conference on Harmonization-Good Clinical Practice)

* |ATA (Integrated Approaches to Testing and Assessment)

 EBMT certification for cellular therapy

* Site Specific Trainings

M
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) PHASE | CLINICAL TRIALS FROM THE PAST TO &
e THE PRESENT

Ankara Oncology
Clinical Research

Ankara Oncology
Clinical Research

Center Center
NEW DIAGNOSIS\RELAPSE DIAGNOSIS PATIENT RECRUITMENT
REFRACTORY STATUS
Newly diagnosis Autoimmune Cytopenia RECRUITING
Advanced Stage Non- Small Cell Lung Cancer RECRUITING
/Metastatic
Advanced Stage Non- Small Cell Lung Cancer RECRUITING

Crimean-Congo Hemorrhagic Fever

Low-Intermediate Risk :
Disease

RECRUITING

Local/Advanced
/Metastatic

Solid Tumor RECRUITING
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THE PRESENT
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Ankara Oncology
Clinical Research
Center

Ankara Oncology
Clinical Research
Center

NEW DIAGNOSIS\RELAPSE DIAGNOSIS PATIENT RECRUITMENT
REFRACTORY STATUS
Advanced Stage Non- Small Cell Lung Cancer RECRUITING

[Metastatic
Advanced Stage Solid Tumor RECRUITING

/Metastatic

Relapsed/Refractory Diffuse Large B Cell Lymphoma RECRUITING

Non-small Cell Lung Cancer
Stage II-llIA 8 RECRUITING

. Breast Cancer
Metastatic NOT YET RECRUITING
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Ankara Oncology
Clinical Research
Center

Ankara Oncology
Clinical Research
Genter

NEW DIAGNOSIS\RELAPSE DIAGNOSIS PATIENT
REFRACTORY RECRUITMENT
STATUS
Relapse Re.fractory + Newly Myelofibrosis CLOSED
Diagnosed
Relapse Refractory Acute Myeloid Leukemia CLOSED
Relapse Refractor Multiple Myeloma
P y P y CLOSED
Advanced Stage Non- Small Cell Lung Cancer CLOSED
/Metastatic
Chronic Lymphocytic Leukemia/Small
Lymphocytic Lymphoma /Mantle Cell CLOSED

Relapse Refractory lymphoma

Relapse Refractory Acute Myeloid Leukemia CLOSED
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Ankara Oncology
Clinical Research
Center

Ankara Oncology
Clinical Research
Genter

NEW DIAGNOSIS\RELAPSE DIAGNOSIS PATIENT RECRUITMENT
REFRACTORY STATUS
Advanced Stage Solid Tumor CLOSED
Newly diagnosis Covid-19 CLOSED

HER2 (-) Gastric Adenocarcinoma CLOSED
Advanced Stage Solid Tumor CLOSED

[/Metastatic
Non-transfusion dependent CLOSED

- Betathalassemia /Low Risk
Myelodysplastic Syndrome

Advanced Stage Solid Tumor CLOSED

y
Cend

i

fhere are '12 a'cti\/ely ongding phase 1 studies
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CENTER

Clinical Research

Ankara Oncology
Clinical Research

Center H emato I (9] gy Center

47 clinical studies have been conducted in the field of Hematology from 2017 to 2023.
The numerical ratio of these studies according to phase studies is:
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Ankara Oncology
Clinical Research
Center

Ankara Oncology
Clinical Research
GCenter

There are 32 clinical studies actively
ongoingin 2024

The Phase | Drug Research Center has first
conducted studies on beta thalassemia or
myelodysplastic syndrome disease since 2020.
Studies have also been conducted on diseases
such as Covid-19, B Cell Malignancies,
Myelofibrosis, Acute Myeloid Leukemia, and
Multiple Myeloma.

m':'ol'. Cir,
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CENTER

i Ankara Oncology
Clinical Research

o Medical Oncology A Contar

54 studies have been conducted in the field of Medical Oncology from 2017 to 2023.
The numerical ratio of these studies according to phase studies is:
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Ank%;gy CENTER Ank%w
Medical OnCOIOgy Clinical Research

Center

Clinical Research
Center

There are 35 clinical studies actively
ongoingin 2024

The first study was conducted at the Phase |
Drug Research Center on Non-Small Cell Lung
Cancer in 2021. Additionally, clinical studies,
including other phase studies, have been
conducted in many diagnoses such as
colorectal, stomach, breast, mesothelioma,
lung, biliary, prostate, liver head-neck and
ovarian cancer.
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o CLINICAL RESEARCH CENTER T

Center Center

NUMBER OF PATIENTS INCLUDED
IN CLINICALSTUDIES
2022 154
2023 162

* Itis waitingto open approved 34 Phase 1-3 studies by the end of

2024.
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gatiar ooy “CAR” T Cell Trials
nical Researc Clinical Research

Ankara Oncology
Center Center

» Three different clinical studies (Phase I- I/1l)

 Autologous (Phase I/Il)

« mRNAIs used to transfer genetic material
 BCMA-targeted second generation CAR T cell

* Newly diagnosed MM with high risk genetic features

 Allogeneic CAR-T (Phase I/ll)

« BCMAtargeted
 Fifth generation CART cell

» Refractory MM that has received at least three lines of therapy

m'rol'. Cir,
EVZi ALTUNTAS

srerve drfevzisltuntas com



®,
crAnkara Oncology 4 CAR, ’ T C e I I Tr i al S Ankara Oncology
inical Research Clinical Research

Center Center

CAR-T treatment side effect experience
« 39 total infusions

 Autologous CAR-T (n1=3, n2=4)
» Grade 1 CRS (fever, fatigue, muscle and joint pain, headache) was observed and responded to

paracetamol
« Grade 1 Neurotoxicity (tendency to sleep) was observed, spontaneous regression was observed.
» Allogeneic CAR-T (n=3)

+ Grade 2 anemia, grade 2 leukopenia, grade 2 neutropenia and grade 1 thrombocytopenia were observed.

* No Grade 3-4 adverse events were observed.
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ol REGISTRY for HEMATOLOGY RESEARCH

Clinical Research
Center

N\

Ankara Oncology

Clinical Research

Center

CANCER TYPE 2024
Diffuse Large B-cell Lymphoma 577
Follicular Lymphoma 121
Chronic Lymphocytic Leukemia 312
Chronic Myelogenous Leukemia 166
Mantle Cell Lymphoma 56
Marginal Zone Lymphoma 120
Myelodysplastic Syndrome 121
Multiple Myeloma 399
Peripheral T Cell Lymphoma 64
Immune Thrombocytopenia 126
Hodgkin Lymphoma 535
Acute Myelogenous Leukemia 262
Acute Lymphoblastic Leukemia 136
Chronic Myeloproliferative Neoplasms 338

Total Number of Patients Registered in the Database for Related Diseases: 3610 ¢ | T

LTUNTAS
ntas oo
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_Ar!kara Oncology Ankara Oncology
Clinical Research Clinical Research

Center Center

Number of patients in oncology hospital registry in 2017-2023

 Lymphoma: 8249
e Myeloma:5910

* Leukemia: 4962
 HCT: 1890

* Others: 2099




Ankara Oncology
Clinical Research

REGISTRY for MEDICAL ONCOLOGY RESEARCH

Cancer Type 2024
Lung 1153
Brain 118
Renal 112
Melanoma 161
Liver 45
Colorectal 1007
Breast 3124
Bladder 129
Stomach 518
Ovarian 396
Pancreatic 119
Cancer Of Unknown Primary 184
Prostate 411
Sarcoma 171
Testicular 74

Total Number of Patients Registered in the Database for Related Diseases: 9154

Ankara Dncology
Clinical Research

M
FEVZI ALTUNTAS
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_Ar}kara Oncology Ankara Oncology
Clinical Research Clinical Research
Center Genter

* University of Health Sciences, Dr. Abdurahman Yurtarslan Ankara Oncology Training
and Research Hospital, Clinical Research Ethics Committee which was established with
the approval of Turkish Medicines and Medical Devices Agency (TITCK) in accordance
with the principles of the Regulation on Clinical Research of Drugs and Biological

Products.

* The aim of the Clinical Research Ethics Committee is to protect the rights, safety and
well-being of volunteers taking part in clinical research, taking into account the
scientific method and the concerns of the society.

* By acting in accordance with the current Declaration of Helsinki and following national
and international standards on Good Clinical Practice, the Ethics Committee ensures
timely, comprehensive and independent review of the ethical aspects of the

submitted studies.

M,
EVZi ALTUNTAS
. r& H

wreee drievzisituntas com



os. ,.
(;Q ETHICS COMMITTEE CQ.

_Ankara Oncology Ankara Oncology
Clinical Research Clinical Research
Center Center

* The Member List of the Clinical Research Ethics Committee has 13 members, consisting of people working

in the scientific branches listed below.

* Microbiology * Patology
- Medical Oncology * Radiation oncology
* Urology * General Surgery
* Pharmacology * Anesthesia
- Radiology ° Lawyer
* Teacher

* Hematology

M
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_Ankara Oncology Ankara Oncology
Clinical Research Clinical Research

Center Center

* Clinical Research Ethics Committee sessions take
place every 2 weeks.

* The decision process with the application to the

Ethics Committee takes 2 weeks. { g
* It meets every week when necessary. ' I c S
T 16 imsnpny
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A PROCESS OF THE CONTRACT & BUDGET P

Ankara Oncology Ankara Oncology
Clinical Research Clinical Research
Center Center

« Clinical research contract and budget negotiations can

Site Activation

3 weeks to 3 months

begin simultaneously with ethics committee applications.

« The approval process of the contract and budget takes an

Budget and contract
average of 1-2 weeks. execution

2 10 3 weeks

Regulatory submission
and approval

Feasibility Questionnaire

2 to 4 days
1t0 2 weeks A /

m'rol'. Cir,
EVZi ALTUNTAS
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Ankara Oncology

SITE COORDINATORS )

Clinical Research

Center

The Clinical Research Center Field Coordinator is primarily

given the following training:

Center and Hospital Orientation Training

Personal Data Protection (KVK) Training

Basic Level Oncology Training

Basic Level Clinical Research Training

Advanced Level Clinical Research Training

Study Design and Study-specific protocol training
Electronic System Information Training

Data Entry Systems Training

Quality Management System Training

Clinical research Journal "Club" hours

Ankara Oncology
Clinical Research
GCenter

Research
Careetiifiterest Team 1™

Cir,
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Ankara Oncology SCIENTIFIC MEETINGS Ankara Oncology

Clinical Research Clinical Research
P Center
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