BREAST HEALTH WORKING GROUP INTERNATIONAL (BHWGI)
Uluslararasi1 Meme Hastaliklari Calisma Grubu (UMHCG)

ONGOING STUDIES (YURUTULEN CALISMALAR)

L. METASTATIK MEME KANSERINDE METASTAZA
GIRISIMIN SAGKALIMA ETKIiSi: Kayit Calismasi:
IMET Cahismasi1; MF 14-02

EFFECT OF METASTASIS INTERVENTION ON
SURVIVAL IN METASTATIC BREAST CANCER:
Registry Study: IMET Study; Protocol MF 14-02

PI: Beyza Ozcinar, Lutfi Dogan
Co-Pl:Arda ISIK

Chairs; Atilla Soran, Serdar Ozbas
Contact (Yurutuculer); Beyza Ozcinar
drbeyza@hotmail.com

Arda Isik: kararda@yahoo.com

Clinicaltrials.gov: NCT02251353

Interventional (operable) liver and / or lung metastases detected in
patients treated with a diagnosis of breast cancer (resection and / or
radiofrequency ablation therapy and / or transcatheter arterial
chemoembolization and / or cyberknife stereotactic radiosurgery and / or
ethanol injection and / or cryosurgery ) is to investigate its effect on
overall survival rates.

Determination of disease-free survival and / or progression-free survival
rates

Determination of patient subgroups that will undergo metastasis
intervention (surgery)

Determining the best time for metastasis intervention (surgery)
Determination of treatment-related morbidity and mortality rates
Determination of QoL in long-term follow-up depending on the treatment
/ interventions to be applied and comparison of patients with early stage
breast cancer with QoL



Patients to be included in the study:

Patients with liver and / or lung metastases at the time of initial diagnosis
and primary tumor undergoing surgery

Patients with operable lung and / or liver metastases in follow-up after
primary therapy

Patients with only lung and / or liver metastases after primary
chemotherapy (Those with limited intra-abdominal metastasis other than
operable liver and / or lung metastasis (perihepatic lymph nodes)

Date of patients to be enrolled in the study: 1 October 2014 - 31
December 2020

6-month interim evaluations

Meme kanseri tanisiyla tedavi edilen hastalarda saptanan girisim
yapilabilir (ameliyat edilebilir) karaciger ve/veya akciger metastazlarinda
uygulanacak girisimin (rezeksiyon ve/veya radyofrekans ablasyon
tedavisi ve/veya transkateter arterial kemoembolizasyon ve/veya
cyberknife stereotaktik radyocerrahi ve/veya etanol enjeksiyonu ve/veya
kriyocerrahi) genel sagkalim oranlari lizerine etkisinin arastirilmasidir.
Hastaliks1z sagkalim ve/veya progresyonsuz sagkalim oranlarinin
belirlenmesi

Metastaza girisim (cerrahi) uygulanacak hasta alt gruplarinin belirlenmesi
Metastaza girisimin (cerrahi) i¢in en uygun zamanin belirlenmesi
Tedaviye bagli morbidite ve mortalite oranlarinin belirlenmesi
Uygulanacak tedavi / girisimlere bagli uzun donem takipte QoL
belirlenmesi ve erken evre meme kanserli hastalarin QoL ile
karsilastirilmasi

Cahismaya alinacak hastalar:

[k tan1 aninda karaciger ve/veya akciger metastazi olan ve primer tiimérii
cerrahi uygulanan hastalar

Primer tedavi sonrasi takipte ortaya ¢ikan opere edilebilir akciger ve/veya
karaciger metastazli hastalar

Primer kemoterapi sonrasi sadece akciger ve/veya karaciger metastazi
kalan hastalar (Ameliyat edilebilir karaciger ve/veya akciger metastazi
disinda siirli karin i¢i metastazi olanlar (perihepatik lenf nodlari)
Calismaya kayit edilecek hastalaricin tarih: 1 Ekim 2014-31 Aralik 2020
6 aylik ara degerlendirmeler.



II. Erken Evre Meme Kanserli Yash Hastalarda Aksilla
Cerrahisi Goz Ardi Edilebilir mi?
“ELDERLY BREAST CANCER AXILLARY SURGERY” - EBA
Protocol MF 21- 01
PI: Ayfer Kamali Polat ; ayferkp@yahoo.com
Yiiriitiiciiler: Hande Koksal; drhandeniz@yahoo.com
Gul Daglar; guldaglar@yahoo.com

Iletisim: Gul Daglar; guldaglar@yahoo.com
Chair: Atilla Soran

Omission of axillary staging in elderly patients with early stage
breast cancer

MF protocol 21- 01

PI: Ayfer Kamali Polat; ayferkp@yahoo.com
Co-1: Hande Koksal; drhandeniz@yahoo.com
Co-I: Gul Daglar; guldaglar@yahoo.com

Contact: Gul Daglar; guldaglar@yahoo.com
Chairs: Atilla Soran

Purpose : The aim of this study is to evaluate whether the omission of
axillary staging has an impact on breast cancer outcomes in elderly
patients (70 years and older) with clinically negative axilla. The outcome
measures are overall survival, disease free survival, breast cancer specific
survival and disease free survival.

STUDY PLAN:

In this study, investigation will be based on determining whether there is
a subgroup that can possibly omit axillary surgery in the breast cancer
patient group of 70 years and older with lower risk criteria, and to create

a further prospective study plan.



EBA-MF 21-01:

Inclusion criteria

>70 years old
Stage 0-Stage I1IA
Any tumor type
Exclusion criteria

Clinically >T4, M+

Amag: Aksilla cerrahisini géz ardi edebilecegimiz bir grup olarak secilen
70 yas ve lizeri hastalarda, klinik ve radyolojik degerlendirme ile
aksillada lenf nodu negatif ise, aksillaya herhangi bir cerrahi islem
yapmadan, sadece memeye cerrahi uygulayarak, cerrahi sonrasi adjuvant
tedavilerle hastalarin takiplerine devam etmek.

CALISMA PLANI:

Erken Evre Meme Kanserli Yash Hastalarda Aksilla Cerrahisi
“ELDERLY BREAST CANCER AXILLARY SURGERY” Calismasinin
amaci, diisiik risk kriterlerine sahip 70 yas ve iizeri hasta grubunda,
aksilla cerrahisini goz ardi1 edebilecegimiz bir grubun olup olmadigini
belirlemek ve bir sonraki asamada, prospektif bir calisma planini
olusturmaktir. Bu amagcla ilk asamada, iilkemizdeki 70 yas ve iizeri
hasta grubunda tiimor 6zellikleri, uygulanan tedavi secenekleri
hakkinda retrospektif verilerin kayit edilmesi planlanmistir. Verilere
geriye doniis sirasinda, secilen yas grubu hakkinda detayl veri elde
edebilmek i¢in dahil edilme kriterleri esnek tutulmustur (6rn. dahil edilen
tiimor evresi  Stage 0-Stage IIIA). Ilk asamadan elde edilen sonuglar

1s181nda aksilla cerrahisini goz ardi edebilecegimiz grup i¢in ¢alismanin



ikinci agmast olan prospektif boliimiintin (EBA-PRO-MF 21-04{in
planlamas1 yapilacaktir.

Calisma plam 1. asamasi asagida detayh agciklanmistir.

1.ASAMA: EBA-MF 21-01: Multisentrik / Retrospektif

Ocak 2005-Ocak 2020 arast meme kanseri nedeniyle cerrahi tedavi
uygulanan, tan1 aninda 70 yas ve lizeri erken evre (Stage 0-111A)
hastalarda iilkemizdeki uygulanan tedavileri kayit altina almay1
planliyoruz.

Elde edilen survival verileri “PREDICT” online ile de hesaplanarak
karsilastirilacaktir.

PREDICT: “Development of the model was a collaborative project
between the Cambridge Breast Unit, University of Cambridge
Department of Oncology and the UK's Eastern Cancer Information and
Registration Centre (ECRIC) (now part of the National Cancer
Registration and Analysis Service) and was supported by an unrestricted
educational grant from Pfizer Limited (the company had no input into the
model at all). Predict has been endorsed by the American Joint
Committee on Cancer.”

https://breast.predict.nhs.uk/tool

Dahil edilme Kriterleri

70 yas iistli kadin

Stage 0-Stage IITA

Timor tipi ayrimi yoktur

Uygulanan cerrahilerin, meme ve aksilla, tiimii dahil edilebilir
Hari¢ olma kriterleri

Klinik >T4, M+

Takipler ve sonlanim

* En son izlem zamanlari

* Durumu: Hastaliksiz / hastalik var
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» Hastalik rekiirrens zamani

» Rekiirrens yeri: Lokal / uzak ve yerleri

» Rekiirrens i¢in ek tedavi yapildiysa kayit edilmesi
* Sagkalim; DFS, OS

« Oliim: Meme kanseri nedeniyle/meme kanseri dis1

Calisma Takvimi: Protokolun paylasilmasi: 10 Subat 2021
1. Asama verilerin teslim edilmesi i¢in son tarih: 15 Mart 2021

[k sonuglarin grupla paylasilmasi: 30 Mart 2021



III. Protokol; MF18-03 Bastan Klinik Aksilla Pozitif Hastalarda
Neoadjuvan Kemoterapi Sonrasi Sadece Sentinel Lenf Nodu
Uygulanan Hastalarda Lokal ve Genel Sagkalim:
NEOSENTITURK; Protokol MF18-03 Multisentrik Kayit
Cahismasi
PI: Neslihan Cabioglu
neslicab@yahoo.com
Contact (Yiiriitiiciiler): Neslihan Cabioglu, Hasan Karanhk
Chairs: Neslihan Cabioglu, Hasan Karanhk, Mahmut
Miisliimanoglu, Abdullah igci, Vahit Ozmen

Clinicaltrials.gov: NCT04250129

SENTINEL LYMPH NODE BIOPSY ALONE IN CLINICALLY NODE-
POSITIVE BREAST CANCER AFTER NEOADJUVANT CHEMOTHERAPY:
Turkish Multicentric NEOSENTITURK-TRIAL/MF-18-03
(http://clinicaltrials.gov/ct2/show/NCT04250129 (accessed February 2020)

Background/Aim:

Omitting axillary lymph node dissection (ALND) following sentinel lymph node
biopsy (SLNB) in patients with locally advanced breast cancer (LABC) after
neoadjuvant chemotherapy (NAC) is still controversial. Our aim is to find out whether
omitting ALND could be oncologically safe in a subgroup of patients with residual
nodal disease in SLNs after NAC.

STUDY PROTOCOL

Inclusion Criteria:

Age:18-70

T0-4, N1-3, MO

Exclusion:

Inflammatory breast cancer,

pregnant patients

Patients with metastatic disease

Study protocol:

All patients with clinically positive axilla will undergo neoadjuvant chemotherapy.
Axillary FNA is not mandatory, presense of radiologically suspicious lymph nodes will
be also considered as clinically axilla positivity.

All patients with clinically node negativity (physical exam, USG, and/or MRI, PET-
CT) after Neoadjuvant Chemotherapy (NAC) will be considered for SLNB with any
technique (blue dye alone, radionuclide alone or both combined) and any breast surgery
(mastectomy or breast conservation). PET-CT and MRI are not mandatory. PE and
USG and/or MRI are preferred. At least, 2 sentinel lymph nodes will be obtained.
Intraoperative evaluation of SLNs is recomended.



All patients with clinally-negative axilla and underwent SLNB will be included into the
study:

1) SLNB (-)/(+) &level 1-3 RT (N=1000)

2) SLNB(-)/(+)&ALND &level 3 RT (+/-level 1-2)  (N=1000)

Primary Endpoint: The primary endpoints are disease free survival defined as time
from diagnosis of cancer to any event as local, regional or distant recurrence, and
disease specific survival defined as time from diagnosis to death from breast cancer ,
and overall survival defined as time from diagnosis to death from any cause.
Secondary Endpoint: The secondary endpoints are patient reported morbidity
outcomes such as lymphedema or shoulder function.

Statistics:

Kaplan Meier survival test will be used to calculate the disease free and disease specific
survival. Between February 2019 and January 2025, over 2000 patients were registered
into the study.

AMAC:

Bagstan klinik nod pozitif hastada neoadjuvant kemoterapi (NAK) sonrasi aksillanin
klinik fizik muayene ve radyolojik olarak negatiflesen hastalarda uygulanan sentinel
lenf nodu biyopsisi (SLNB) teknigine aksiller lenf nodu diseksiyonun (ALND)
eklenmesinin siirviye katkis1 bilinmemektedir.

Bu ¢alismada caligmaya katilan merkezdeki cerrahin yaklagimina ve multidisipliner
kurul kararina gore neoadjuvan kemoterapi sonrast SLNB (+) olup ALND yapilmayan
hastalarin hastaliksiz ve hastalik spesifik sagkalim agisindan ALND yapilan hastalarla
karsilastirilmas1 amaglanmaktadir. Sonu¢ olarak SLNB(+) kalmis hastalarda ALND
yapmanin siirviye katkisi arastirilacaktir. Benzer sekilde bastan aksilla pozitif hastada
NAK sonrast hem klinik hem de SLNB negatif olan hastalar da sadece SLNB yapilan
ve SLNB negatif olmasina ragmen ALND uygulanan hastalar da birbirleriyle genel ve
lokal niiks agisindan karsilagtirilacaktir. Bu calismayla NAK sonrasi SLN larda residual
hastalik kalmasi durumunda hangi hastalarda RT yapilmast kosuluyla ALND
yapilmamasinin onkolojik a¢idan giivenilirligi de saptanacaktir.

CALISMA PROTOKOLU

Hasta Alma kriterleri:
1. TO0-4, N1-3 klinik presentasyon

2. >18y bayan hasta.

3. Aksiller IAB veya kor biyopsi ile nod pozitif oldugu ortaya konmus veya
klinik aksilla positif hasta

4. Invasif meme kanseri

Hasta Diglama Kriterleri:



1) Gebelik veya emzirme,

2) Onceden gegirilmis aksiller cerrahi,

3) Inflamatuvar meme kanseri,

4) Sentinel lenf nodu biyopsisi yapilmadan ALND yapilmasi

5) Inflamatuvar meme kanseri,

6) Lenf nodlarinda mavi boyanma yok veya radio aktif izotop negative ise
(Sentinel lenf nodu biyopsisi teknik olarak yapilamamigssa)

7) Sistemik metastaz olmasi

8) Periferik lenfatik RT almamis hasta

CALISMA PROTOKOLU

Calismaya Etik kurul ¢gikmasini takiben 2019 Subat basindan baglanarak 2025 Ocak basina dek
tim klinik TO-T4/N1-N3 non-metastatik hastalar alinacaktir. 5 yilda toplamda 2000 hasta
calismaya dahil edilecektir. Medyan takip 36 ay olunca ¢aligmaya hasta alim1 sonlandirilicaktir.
Caligma grubu 4 gruba ayrilacaktir:

A. SLNB(-) olup ALND yapilmayan hastalar (n=500)

B. SLNB(-) olup ALND yapilan hastalar (n=500)

C. SLNB (+) olup ALND yapilmayan hastalar (n=500)

D. SLNB(+) olup ALND yapilan hastalar (n=500)
Kisaca:

3) SLNB (-)/(+) &level 1-3 RT (N=1000)

4) SLNB(-)/(+)&ALND &level 3 RT (+/-level 1-2) (N=1000)

Tim hastalara MKC veya mastektomi olsun gogiis duvarma ve level 1-3 lenfatik RT
uygulanacaktir. Mammaria interna i1gimnlanmasi radyasyon onkolog tercihine birakilacaktir.
Gruplar randomize edilmeyecek ve merkezlerdeki cerrahlarin tutumuna gore cerrahi girisim
yapilacak ve tiim hastalar kayit altina alinacaktir.

Tavsiye edilen cerrahi standartlar:

* Neoadjuvant kemoterapi dncesi meme MRI, PET-CT ve ayrintil1 aksiller USG
¢ekilmesi

« IAB ile kemoterapi oncesi siipheli lenf nodunun patolojik olarak verifiye
edilmesi.

* USG de hem memedeki timdoriin hem de aksiller en patolojik lenf nodunun 1
klipsle isaretlenmesi (sart degil)

* NAK sonrasi ayrintili aksilla ve meme USG gerekirse MRI ve MMG, gerekirse
PET CT



* En az 2 sentinel lenf nodu ¢ikarma (sadece 1 sentinelin var oldugu durumlarda
ayni lenfatik kanalin drene oldugu en yakin 2. Ele siipheli gelen lenf nodlar1 da
sentinel lenf nodu kabul edilecektir.

*  Perop sentinel lenf noduna X-ray cekilerek klipsin icinde olup olmadiginin
incelenmesi (klipsli LAP yoksa sart degil)

* Frozen yapilmasi siddetle onerilir.
» Standart H&E boyama

Nod-pozitif: Izole tiimér hiicreleri, mikrometastazlar ve makrometastazlar nod
pozitif olarak tanimlandi.

* Nod-negatif: Hi¢bir metastatik hiicrenin en son paraffin blokta saptanmamasi.

* Calisgmamiza prospektif olarak hasta alinacak ve hastalarin demografik
ozellikleri, sentinel lenf nodu biyopsisi teknigi, toplam ¢ikarilan SLN sayisi,
ka¢ adet SLN metastaz1 oldugu, SLN metastaz biiylikligl, ekstrakapsiler
ekstansiyon varligi, timor oOzellikleri, molekiiler alt gruplar1 seklinde tim
veriler kaydedilecektir.

All patients with clinally-negative axilla and underwent SLNB will be included into the
study:

AMACLAR:

Primer Amagclar: Bu ¢aligmadaki amag bu tiir hastalarda ameliyat sonrast uygulanan
radyoterapinin uygulanmasi sartiyla 5- ve 10- yillik aksiller local, lokorejyonel,
sistemik niiks oranlarin1 ve hastaliksiz ve hastalik spesifik ve genel sagkalim oranlarini
saptamaktir.

Sekonder Amaglar: Erken evre meme kanserinde oldugu gibi lokal ileri meme kanserinde
kemoterapiye iyi yanit vermis seg¢ilmis hasta gruplarinda lokal ve genel sagkalimi
etkilemeksizin gereksiz aksillar kiirajdan kaginarak lenfédem ve omuz hareket kisitliligi gibi
aksiller diseksiyon sonrasi olugabilecek komplikasyonlar1 azaltmak. Bu amagla lenfodem,
omuz hareket kisitlilig1 ve yasam kalitesi 6l¢timleri kullanilacaktir.

Istatistik:
Subat 2019-Ocak 2025 yillar1 arasinda yaklasik 2000 hasta alimi yapilarak, Kaplan

Meier testiyle hastaliksiz ve hastalik spesifikve genel sagkalim testleri ile stirvi
analizleri yapilacaktir.
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IV-Erken evre meme kanserli olgularda PET-CT cekiminin tedavi
plani ve cerrahi sekli iizerine etKisinin arastirilmasi.

MF Protocol 21-2

The importance of PET-CT on the treatment plan and surgery in

patients with early-stage breast cancer.

PI: Osman Toktas; osmantoktas@windowslive.com
Co-PI: Mehmet Ali Nazli; mnazli46@yahoo.com
Chair: Atilla Soran

Hypothesis: PET-CT scan less likely to change the treatment plan and surgery in
early-stage breast cancer (TNM-clinical and pathological-stage I, II.

Aim: To investigate the effect of PET-CT, which is frequently used in breast cancer
cases in the world and in a developing country, on the treatment plan and surgery in
patients with early-stage breast cancer and to determine the place of PET-CT in the
treatment plan of these patients. This study result will give us the information of
current usage of very expensive imaging modality of PET-CT and this may guide us
who needs PET-CT.

Retrospective registry study.

Inclusion criteria:

® Clinical and pathological TNM stage I and II patients will be included in the
study.

Exclusion criteria:

¢ Patients with in-situ (DCIS and LCIS) cancer and patients with locally advanced
stages (Stage III and 1V)

Pregnancy T1-3, NO-1, MO
Study Protocol:

» Patients with early stage (stage I, II) breast cancer will be determined.

11



» Patients should have physical examination and breast imaging (USG, MMG
and/or MRI).

* A treatment plan and surgical method will be determined for the patient with a
multidisciplinary approach in the light of clinical and imaging.

* For any reason or in case of doubt, the final decisions of the patients who
undergo PET-CT will be compared with the decisions before the PET-CT scan,

and whether there is a change in the treatment plan or the surgery method.

It will be determined whether PET imaging creates changes in the treatment
plan of early-stage breast cancer or how many patients it contributes to the

treatment.

Working Groups:

1) Cases whose treatment plan is changed after PET-CT scan

2) Cases whose treatment plan does not change after PET-CT scan

PET-CT Calisma Protokolii:

Hipotez: Gelismekte olan ulkelerde erken evre meme kanserli olgularda (TNM -
klinik ve patolojik- evre I, Il de PET-CT ¢ekmek tedavi planini ve cerrahi seklini
degistirmiyor.

Amag: Diinyada ve lilkemizde meme kanserli olgularda sik kullanilan PET-CT nin
erken evre meme kanserli hastalarda tedavi planina ve cerrahi segenegine etkisini
aragtirmak ve bu hastalarin tedavi planinda PET-CT nin yerini belirlemek.
Calismanin sonucunda ¢ok pahali bir modalite olan PET-CT’nin gereksiz kullanimlari

azaltilabilinir.

Retrospektif kayit ¢alismasi.

(Calismada karsilagtirma grubu mevcut degil.

Calismaya alma Kkriterleri:
* Klinik ve patolojik TNM evre I ve II hastalar caligmaya alinacak.
* Yas:18-70
* TI-3,NO0-1, MO
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Cikarma kriterleri:

In-situ (DCIS ve LCIS) kanserli hastalar ve lokal ileri evre (Evre III ve V)
olan hastalar ¢alisma disi birakilacak.

Gebelik

Calisma Protokolii:

Erken evre (evre I, II) meme kanserli hastalar belirlenecek.

Hastalarin fizik muayene ve meme goriintiilemeleri (USG, MMG ve/veya MRI)
yapilmis olmali.

Klinik ve goriintiilemeler 151¢1nda multidsipliner yaklasim ile hastaya bir tedavi
plan1 ve cerrahi sekli belirlenecek.

Herhangi bir nedenden dolay1 ya da siiphe halinde PET-CT ¢ekilen hastalarin
nihai kararlar1t PET-CT ¢ekimi 6ncesindeki kararlar ile karsilastirilarak, tedavi
planinda veya cerrahi seklinde degisiklik olup olmadigina kaydedilecek.

PET cekiminin erken evre meme kanserli olgularin tedavi planinda degisiklik
olusturup olusturmadigr ya da ylizde ka¢ hastada tedaviye katki sagladig

belirlenecek.

Calisma Gruplar:

5) PET-CT c¢ekimi sonrasi tedavi plant degisen olgular

6) PET-CT c¢ekimi sonrasi tedavi plant degismeyen olgular
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COVID-19 PANDEMISI SIRASINDA TANI ALAN MEME
KANSERLI HASTALARA YAKLASIMLARDAKI
FARKLILIKLAR VE BUNLARIN SAGKALIM UZERINE OLASI
ETKIiLERI: Kayit Cahsmas1 MF protokol 20-01

THE MODIFICATIONS IN MANAGEMENT OF THE PATIENTS WITH
BREAST CANCER AND THEIR POSSIBLE EFFECTS ON SURVIVAL
DURING COVID-19 PANDEMIC: Registry Study Protocol Number: MF 20-01

PI ve Yiiriitiicii: Dr. Hande KOKSAL (drhandeniz@yahoo.com)

Chairs: Dr. Atilla SORAN
Dr. Serdar OZBAS

The aim of the study is to evaluate the modifications in treatment of the patients
with breast cancer and to analyze their possible effects on overall survival during
Covid-10 pandemic. We have planned to register breast cancer patients to the
Excel file with their clinical findings, pathology reports and treatment modalities
since WHO announced “Pandemic” on 11 March, 2020. The registration will be
on going throughout the pandemic. We are planning to follow up these patients
for five years in order to find out the possible effects of these modifications on
overall survival.

Inclusion criteria for breast cancer patients:

*  Undergoing surgical procedure just after the diagnosis,
*  Or; undergoing neoadjuvant chemotherapy regimen after diagnosis,
*  Or; undergoing operation after the completion of neoadjuvant chemotherapy,

*  Or; patients whose neoadjuvant chemotherapy is extended and surgery is delayed.

Contact: Hande KOKSAL, MD
E-mail: drhandeniz@yahoo.com

GSM: +90 531 9903308

Protokol;

Diinya Saglik Orgiitii tarafindan COVID-19 i¢in ‘Pandemi’ olarak ilan
edilen tarih olan 11 Mart 2020 ‘den itibaren tiim yasamimizda oldugu
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gibi meme kanserli hastalara yaklasimimizda da bazi degisiklikler oldu ve
tedavi planlamasinda modifikasyonlara gitmek durumunda kaldik. Bu
calisma ile Pandemi doneminde lilkemizdeki meme kanserli hastalara
yaklasimimizi degerlendirecek bir kayit olusturmay1 planladik. Ayrica bu
tedavi modifikasyonlarinin genel sagkalim oranlari iizerine olas1 etkisini
de gozlemlemeyi amagladik.

* (Calismaya 11 Mart 2020°den itibaren olan olgularimizi alacagiz ve
olusturulan excel dosyasina klinik, patoloji bilgileri ve tedavi
protokollerini igerecek sekilde kaydedecegiz.

* Kayaitlar pandemi siiresince devam edecek.
* Kayit edilen hastalarin 5 yillik takiplerini de gérecegiz.

Kayit edilecek hastalar: Meme kanseri tanist alip;

* tanidan sonra cerrahi uygulanan hastalar

* tanidan sonra neoadjuvan kemoterapiye yonlendirilen hastalar
* neoadjuvan kemoterapi sonrasi opere edilen hastalar

* neoadjuvan kemoterapisi uzatilip cerrahisi ertelenen hastalar

Calisma Takvimi:

* Protokolun paylasilmasi: 6 Nisan 2020
e [lk verilerin teslim edilmesi icin son tarih: 11 Mart 2021

e Ik sonuclarin ¢calisma grubuyla paylasilmasi: Nisan 2021
T.C. Saghk Bakanhgi, Saghk Hizmetleri Genel Miidiirliigii

tarafindan 2020-05-12T17_50_32 sayih karar ile calisma onay

almistir.
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BREAST HEALTH WORKING GROUP INTERNATIONAL (BHWGI)
Uluslararais Meme Hastaliklar1 Calisma Grubu (UMHCG)

Occult Meme Kanserinin Yonetimi
Occult Breast Cancer Management

OB-MF Protocol 21-03

PI: Ayfer Kamali Polat; ayferkp@yahoo.com
Col: Arastirmaci: Arzu Akan akanarzu@hotmail.com

Arastirmanin sorumlulari: Vahit Ozmen, Ayfer Kamali Polat

Amag:” Calismada, klinik-radyolojik occult meme kanseri
tanis1 alan hastalarda tan1 yontemleri ve uygulanan tedavi segeneklerinin
degerlendirilmesi, hastalarda sag kalima etki eden faktorlerin ortaya

konmas1 amaglanmustir.

OB-MF Protocol 21-03 Calisma plani: Multisentrik / Retrospektif
Ocak 2005-Ocak 2020 aras1 “occult meme kanseri” tanisiyla cerrahi
tedavi uygulanan hastalarda lilkemizdeki uygulanan tedavilerin kayit
altina alinmasi ve hasta grubunda; tiimor 6zellikleri, radyolojik patolojik
tan1 yontemleri, uygulanan tedavi secenekleri hakkinda retrospektif
verilerin kayit edilmesi, preoperatif ve postoperatif tanilarda uyumun
arastirilmasi ve sag kalima etki eden faktorlerin ortaya konulmasi
planlanmistir. Preoperatif goriintiilemeye ait verilerine ulasilan hastalarda
vakalarin sonuglarindan haberi olmayan meme radyolojisi uzmani

tarafindan ikinci degerlendirme yapilacaktir.

Dabhil edilme Kriterleri

Occult meme kanseri



Haric olma Kkriterleri

Preoperatif memede klinik, radyolojik ve patolojik olarak dogrulanmis
timor olmasi

Daha once gegirilmis meme ve/veya meme disi1 kanser olmasi

Takipler ve sonlanim

* En son izlem zamanlar

* Durumu: Hastaliksiz / hastalik var

» Hastalik rekiirrens zamani

» Rekiirrens yeri: Lokal / uzak ve yerleri

* Rekiirrens i¢in ek tedavi yapildiysa kayit edilmesi
* Sagkalim; DFS, OS

« Oliim: Meme kanseri nedeniyle/meme kanseri dig1

Calisma Takvimi: Protokolun paylasilmasi: 10 Mart 2021

Verilerin teslim edilmesi i¢in son tarih: 10 Mayis 2021

BREAST HEALTH WORKING GROUP INTERNATIONAL (BHWGI)
Occult Breast Cancer Management

OB-MF Protocol 21-03

PI: Ayfer Kamali polat ; ayferkp@yahoo.com
Col: Arzu Akan akanarzu@hotmail.com

Study Chairs: Vahit Ozmen, Ayfer Kamali Polat



Aim: It is aimed to evaluate the diagnostic methods and treatment options
in patients diagnosed as clinical-radiological “occult breast cancer” and to

reveal the factors affecting the survival of these patients.

OB-MF Protocol 21-03 Study Plan: Multicentric / Retrospective

Registration of the treatments of patients undergoing surgical treatment
with the diagnosis of "occult breast cancer" between January 2005 and
January 2020 is planned. In this patient group retrospective data about
tumor characteristics, radiological pathological diagnosis methods,
treatment options, concordance of preoperative and postoperative
diagnoses and factors affecting survival will record. A second
interpretation will be made blindly by a breast radiologist who is unaware

of the exact case results, among preoperative imagings that was obtained.

Inclusion criteria

Occult breast cancer

Exclusion criteria

Clinically, radiologically and pathologically confirmed cancer localized
in breast preoperatively

Previous breast and / or non-breast cancer

Follow-up and outcomes

Overall survival
Locoregional recurrences
Disease free survival

Distant free survival



Study periods:
Sharing the protocol: Marh 10, 2021
Data submission deadline: May 10, 2021




