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HASTA BILGILENDIRME VE ONAM FORMU/ PATIENT INFORMATION AND CONSENT FORM

Sayin Hastamiz/ Dear Patient;

Asagida size verilen bilgiler, size ya da yakininiza uygulanacak tedaviler hakkinda bilgi icermektedir.
Size uygulanacak tedavinin fayda ve risklerini 6grenmek hasta olarak en dogal hakkinizdir. Bu bilgileri
okuyup imzalayarak hem size uygulanacak tibbi islemler hakkinda bilgi sahibi olacaksiniz, hem de bu
islemlere onam vermis olacaksiniz. Bu bilgilendirmenin sizin tedavi sonunda memnun olmaniza katki
saglayacagini umuyoruz. Saghkli ve mutlu bir yasam dilegiyle.

The information given to you below contains information about the treatments to be applied to you
or your relative. It is your most natural right as a patient to learn the benefits and risks of the
treatment to be applied to you. By reading and signing this information, you will be informed about
the medical procedures to be applied to you and you will also give your consent to these procedures.
We hope that this information will contribute to your satisfaction at the end of treatment. We wish
you a healthy and happy life.

BILGILENDIRME/ INFORMATION

Gilhane Medikal Tasarim ve Uretim Uygulama ve Arastirma Merkezi (METUM)’nde, 93/42/EEC Tibbi
Cihaz Direktifi, AB 2017/745 Tibbi Cihaz Regiilasyonu ve EN 1SO 13485:2016/A11:2021 Kalite Yonetim
Sistemi gereklilikleri dogrultusunda kisiye 6zel (ismarlama (retilen) tibbi cihaz tGretimi yapiimaktadir.
Bu standart, sizin icin 6zel Uretilecek tibbi cihazin/malzemenin llkemizde bu konudaki en ust kalite
standartlarinda Uretilecegi garantisini icermektedir.

Gilhane Medikal Tasarim ve Uretim Uygulama ve Arastirma Merkezi (METUM) produces custom
made medical devices in line with the requirements of the 93/42/EEC Medical Device Directive, EU
2017/745 Medical Device Regulation and EN I1SO 13485:2016/A11:2021 Quality Management System.
This standard includes the guarantee that the medical device/material to be produced specifically for
you will be produced in our country at the highest quality standards in this field.

METUM’de iretilen tibbi cihazlarin hammaddelerine ve nihai riinlerine EN ISO 10993-1 Tibbi
Cihazlarin Biyolojik Degerlendirilmesi standardi kapsaminda gerekli olan biyouyumluluk testleri ve
ayrica rln givenliginin kanitlanmasi igin mekanik testler (burulma, gcekme vb.) yapilmistir. Bu testler
sizde kullanilacak cihaz/malzemenin sagliginiz acisindan herhangi bir risk olusturmamasi igin 6zenle
yapilmaktadir. Bu nedenle normal sartlarda size Ozel Uretilen bu cihaz/malzemenin sagliginiz
acisindan bir risk olusturmasi beklenmemektedir.

Biocompatibility tests required under the EN ISO 10993-1 Biological Evaluation of Medical Devices
standard and mechanical tests (torsion, tensile, etc.) to prove product safety were performed on the
raw materials and final products of medical devices produced in METUM. These tests are carried out
carefully to ensure that the device/material to be used in you does not pose any risk to your health.




Therefore, under normal circumstances, this device/material produced specifically for you is not
expected to pose a risk to your health.

Ancak kisiye 6zel 1ismarlama tibbi cihaz/ malzeme Gretimi yapildigindan Grtiniin biyomekanik testleri
yapitlamamaktadir. Bilimsel acidan bu testlerin yapilmasi olanaksizdir. Bu durum kisiye 6zgl bazi 6zel
durumlarda éngériilemeyen riskin olusabilecegi anlamina gelmektedir. icinde bulundugunuz tedavi
slreci tamamen size 6zgl islemleri icerdiginden, doktorunuz tarafindan her asamada size ayrintili
bilgi verilecektir. Anlamadiginiz veya tereddiit ettiginiz tim hususlar ile ilgili ¢ekinmeden
doktorunuzdan bilgi talep edebilirsiniz.

However, biomechanical tests of the product cannot be performed since custom-made medical
devices/materials are produced. It is scientifically impossible to perform these tests. This means that
unforeseen risks may occur in some special cases specific to the individual. Since the treatment
process you are undergoing involves procedures that are completely unique to you, your doctor will
provide you with detailed information at every stage. Please do not hesitate to ask your doctor for
any information you do not understand or hesitate about.

Bu Uretim yontemi diinyada bircok merkezde uygulanmakta olup, bugiline kadar Uretimlere ait
herhangi bir problem yasanmamustir.

This production method is applied in many centers around the world and no problems have been
experienced so far.

YONTEM/ MIETHOD

Hasta icin Uretilecek tibbi cihaz/malzeme icin Oncelikle, hastadan alinan iki boyutlu CT veya MR
gorintilerinden cesitli medikal yazilimlar vasitasiyla ti¢ boyutlu gérinta Gretilir.

For the medical device/material to be produced for the patient, firstly, three-dimensional images are
produced from two-dimensional CT or MR images taken from the patient by means of various
medical software.

Elde edilen (¢ boyutlu veri Gizerinden hasarli bolge tespit edilir ve saglam olan bolgeler referans
alinarak hasarli bolgeyi diizeltecek olan tibbi cihaz/malzeme tasarimi yapilir.

The damaged area is detected through the three-dimensional data obtained and the medical
device/material that will correct the damaged area is designed with reference to the intact areas.

Her hasta icin ona 6zgii olacak sekilde dogrulama ve onaylama islemleri yapilir. Bunun icin 6ncelikle
plastik 6n modeller Uretilir ve onaylanmak lizere hastanin doktoruna sunulur. Hastanin doktoru
tasarlanan tibbi cihaz/malzeme icin onay verdigi taktirde Gretim islemleri baslatilir.

Verification and validation procedures are carried out for each patient in a way that is unique to
him/her. For this, plastic preliminary models are first produced and presented to the patient's doctor
for approval. If the patient's doctor approves the designed medical device/material, production
processes are initiated.

ONAM/ CONSENT

Bana (yakinima) takilacak olan tibbi cihaz/malzeme (implant) hakkinda hem tedavimi yiriiten doktor
hem de METUM uzmani tarafindan ayrintilh bilgi verildi. Tedavim igin uygulanacak ve sadece bana
Ozgu Uretilen cihaz/malzeme ile ilgili 6ngérilemeyen bazi risklerin s6z konusu olabilecegi bana
anlatildi. Tedavi siirecinde ve tedavi sonrasinda, herhangi bir olumsuzluk ile karsilastigim takdirde



vakit kaybetmeden tedaviyi uygulayan doktorum ile iletisime ge¢cmem gerektigi soéylendi. Tedavi
sireci, yontemi, faydasi ve riskleri konusunda yeterince bilgilendirilip aydinlatildim. Ameliyat
sonrasinda Urlinlin yerlesim yerinden emin olmak ve dogrulamak adina resmi kurumlar tarafindan
istenilen ameliyat sonrasi Rontgen, Tomografi veya MR istenme durumunda tarafimdan istenilen
kayitlart METUM’e teslim etmeyi kabul ediyorum. Benim icin 6zel olarak iretilecek olan tibbi cihaza
(implant) bagh olarak gelisebilecek kiriima, gevseme, bikilme, allerjik reaksiyon ve toksik etkilenme
gibi, meydana gelebilecek dngérilebilen ve dngorilemeyen tim olumsuz durumlari kabul ediyorum.

| was given detailed information about the medical device/material (implant) to be implanted in me
(my relative) by both the doctor conducting my treatment and the METUM specialist. | was told that
there may be some unforeseen risks associated with the device/material that will be used for my
treatment and that is produced exclusively for me. | was told that if | encountered any negativity
during and after the treatment, | should contact my treating doctor immediately. | have been
sufficiently informed and enlightened about the treatment process, method, benefits and risks. |
agree to submit the records requested by me to METUM in case of post-operative X-ray, Tomography
or MRI requested by official institutions in order to ensure and verify the placement of the product
after the surgery. | accept all foreseeable and unforeseeable negative situations that may occur, such
as fracture, loosening, bending, allergic reaction and toxic effects that may develop due to the
medical device (implant) that will be specially produced for me.

HASTA VEYA HASTANIN YASAL TEMSILCISI* - YAKINLIK DERECESI/ PATIENT OR PATIENT'S LEGAL
REPRESENTATIVE! - DEGREE OF PROXIMITY

Adi Soyadi/ Name Surname
T.C. Kimlik No/ ID No
Adresi/ Adress

Telefon/ Phone

imza/ Signature

HEKiM/ PHYSICIAN

Adi Soyadi/ Name Surname
Tarih/ Date

imza/ Signature

! Yasal Temsilci: Vesayet altindakiler icin vasi, resit olmayanlar icin _anne- baba, bunlarin _bulunmadigi
durumlarda 1. derece kanuni mirascilardir (Hasta yakininin isminin yaninda yakinlk derecesini belirtiniz)




