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	INFORMED PATIENT CONSENT FOR UNDIAGNOSED MASS IN THE LUNG (VATS) THORACOTOMY SURGERY
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Dear patient, please read this document carefully. The information and consent document is a form in which the patient is informed about the disease and the planned procedure for this disease, and the patient indicates whether or not he/she agrees with the planned procedure.

It is your most natural right to be informed about your medical condition and the procedures/treatments recommended for the treatment of your disease. The purpose of these explanations is to inform you about issues related to your health and to make you a more conscious partner in this process. If you have any questions other than those mentioned here, you can get detailed information and ask all the questions you are curious about. After you have been informed about the benefits and possible risks of diagnostic procedures, medical and surgical treatments, it is up to you to decide whether or not to consent to the procedure. If you wish, all information and documents relating to your health can be given to you or a relative of your choice. If you have problems with reading and writing or if you want another person to participate in the process of authorising the procedures to be carried out on you, you can allow the person you designate as a witness to attend the interview. You can refuse to be informed except in cases of legal and medical necessity. You have the right to withdraw your consent at any time. This will in no way hinder your further treatment. When this happens, a "Record of Withdrawal of Informed Consent" will be prepared and attached to the back of this document.
1-INFORMATION
General remarks: As a result of the examinations and tests we performed in our hospital where you applied due to your complaint, we detected a nodule / mass in your lung. We cannot know the exact diagnosis of this mass with the interventional and non-interventional diagnostic methods performed so far. Since almost half of these nodules/lumps may be malignant lung cancer, it is of great importance to diagnose and treat the mass. Therefore, we request your permission for surgery. 

As an alternative to the procedure: Although many examinations and investigations have been performed to diagnose your disease, they have been inconclusive. Since the diagnosis of nodule/lump is not known, it cannot be treated. If it is a malignant lung cancer, the disease will progress and may spread to other organs. For these reasons, there is no alternative to the procedure.
Before the surgery: A doctor will explain to you what will be done and, if you agree to the procedure, you will sign an informed consent form. Signing this form is necessary to make sure that you understand the whole procedure. If you have any questions or concerns, please do not hesitate to ask. 

Surgery process: Since the operation will be performed under general anaesthesia, information about anaesthesia and possible risks will be explained to you in detail by the relevant specialist and you will be asked to sign a separate consent form. 

The method of intervention will be the way the surgeon deems appropriate and can be changed according to the characteristics of the nodule/cyst. For this purpose, VATS (video-assisted surgery: closed surgery) or thoracotomy (surgery between the ribs through an incision on the side of the chest) may be preferred. However, the operation started with VATS can also be performed with thoracotomy due to technical inconvenience and undesirable situations during the procedure. 'VATS' is a closed surgery in which a camera and other medical devices are inserted through 2 or more holes opened from the side of the chest wall. Thoracotomy is an operation performed by making an incision on the side of the chest between the ribs. 
In both operations, after entering the thoracic cavity, the nodule/mass will be located and either a piece of the nodule/mass will be removed with various instruments or the entire nodule will be removed. The material will be sent to the pathology clinic for examination and the rest of the operation will be planned according to the results. In the meantime, if there is a large lymph node enlargement in the mediastinum, the area adjacent to the lung, samples will also be taken from these and sent to the pathology clinic. If the results are "benign", the diseased lung area will be removed with a wedge-shaped incision (wedge resection) including some healthy tissue from the surrounding area and the operation will be terminated. 
However, if the examination result of the piece is "malignant", a more complicated operation is required. If there is malignant tumour invasion in 2 or more of the mediastinal lymph node samples sent with the mass or nodule, your operation will not be continued in the light of current information. However, if there is tumour spread in only one lymph node station or if there is no tumour spread in the lymph nodes, we will perform lobectomy or segmentectomy surgery. The choice of lobectomy/segmentectomy depends on factors such as age, tumour diameter, location, lymph node involvement, respiratory capacity, heart capacity, previous diseases and operations. At this stage, if the operation was started with VATS, it may be necessary to switch to the operation method called thoracotomy or VATS may be continued. Then, the artery, vein and bronchus of the lung lobe where the nodule/mass is located will be separated from the intact lung part and completely removed. During this procedure, a tool called a stepler, which is used for cutting and suturing vessels, bronchi and lung tissue, can be used. The lymph nodes in the mediastinum, the space between the two lungs, will also be removed. This is necessary for your staging and for a correct treatment plan in the postoperative period.  
In some cases, the mass may be on the border that separates the lung lobes, which we call fissure. In this case, it may be necessary to remove more than one lobe or a whole lung. If necessary, tissues including ribs, soft tissue, nerve tissue and vascular structures feeding this tissue can also be removed. The aim is to leave no tumour tissue in the body. In addition, during the operation, formations such as cysts, nodules, bullae, thickening of the membrane on the surface of the lung (cortex, visceral pleura) outside the diseased lung may be observed. In such cases, procedures such as bullectomy, wedge resection, nodule excision, cystectomy and/or decortication may be required in order for you to regain your health more quickly and for the surgery to be fully successful. In some cases, the operation will be terminated if the tumour cannot be removed or is found to have spread to other areas. This situation can be suspected before the operation, but sometimes it can only be detected during the operation. 

As a result of the examination of the taken piece by the pathology clinic, in cases where no distinction can be made at the moment and a more advanced and time-consuming examination is required for a definitive diagnosis, we will finish the operation by removing the nodule or mass only in the form of a wedge ('wedge' resection). If it is reported that the piece is malignant in the subsequent examination, we will perform the segmentectomy/lobectomy surgery described above with an additional surgery. In the final stage of the operation, 1 or 2 tubular plastic drains connected to a tube with some water in it are inserted between the lung and the inner membranes of the thorax. The time of removal of these drains varies according to the course of the disease. During all these planned procedures, some unexpected or undesirable situations may occur. In such a case, additional interventions may be performed, provided that it is the most appropriate for your health. If you consent to the operation, you will be deemed to have accepted all these procedures, including the removal of one lung.
After the surgery: After the operation, you may be admitted to the ward or intensive care unit depending on your condition. Especially in cases where all or part of the lung has to be removed, you may be followed up in intensive care after the operation. Depending on possible complications such as respiratory failure, you may be connected to a respiratory support device and put to sleep. 

You will not be given food by mouth for a while and will be fed intravenously. After a period of time, you may be asked to perform various activities, including walking, breathing deeply, coughing, using various breathing apparatus for breathing exercises. During your stay you will be given various medicines intravenously, intramuscularly, subcutaneously, by mouth or by inhalation. You will be informed separately about the medication you will be given. We would like to give you a brief information about the issues you should pay attention to regarding the tube. The tube must lie flat. The water must never be drained. The tube should be on the floor when you are lying down and should not rise above body level, and when standing, it should not rise above waist level. The drain bottle has a cap at the level where it connects with the chest tube. Never open this cap. If it breaks or comes off for any reason, tell us or any health personnel such as a nurse immediately. The tube must never be broken or damaged in any way. If this happens, tell us or your nurse immediately. Please also inform your doctor or nurse if you unexpectedly experience chest pain, progressive shortness of breath or if the air leak in the tube suddenly stops. Keep the tube away from contaminated and dirty places. Walk around as long as your doctor recommends, take deep breaths intermittently. This will speed up your recovery process. You may be asked to inflate balloons or do breathing exercises intermittently with medical devices. It will be beneficial for you to do these exercises as often as recommended. All these measures are intended to ensure your recovery in a shorter time and to prevent the occurrence of undesirable conditions. Although your hospital stay is 3-7 days on average, this period may vary depending on conditions such as recovery and the occurrence of undesirable conditions. You will be asked to continue taking some medication after discharge. How long and how you will use the medicines and when you will come to the outpatient clinic control will be explained to you in detail by your doctor and will be recorded on your epicrisis so that you do not forget. Removal of your stitches is 7-10 days after the operation depending on the condition of your wound.
Possible undesirable situations (complications): The rate of adverse events, some of which are described below, is around 20 per cent. In rare cases, these may also require re-operation.

Bleeding: Apart from bleeding up to a certain amount and clinically insignificant bleeding, serious bleeding requiring urgent surgery can rarely be seen. 

The patient who develops post-operative respiratory failure can be connected to a respiratory device called mechanical ventilation. Both the condition causing respiratory failure itself and during mechanical ventilation applied for its treatment, pneumonia, widespread body inflammation, mixing of inflammation into the blood, organ failures, stomach and duodenal ulcers, bleeding, deterioration in the acid-base balance of the body, damage to the lung tissue due to pressure, and ultimately air accumulation between the lung membranes and some undesirable conditions leading to death may occur. 

Prolonged air leakage: It is expected and normal for air to pass from the lung between the lung and the inner membranes of the chest cage for a certain period of time and for the air to come out through the drain we have placed in this area. However, if this period exceeds 5-7 days, it is an undesirable condition called prolonged air leakage, which may require re-operation to repair the air leakage. 

Atelectasis: It is a condition of the deflation of part or all of the lung, called atelectasis, which occurs due to reasons such as not doing enough respiratory exercise after surgery, coughing and sputum production, inactivity, inflammation, smoking until recently, COPD disease. Although this situation can be overcome with a number of medications, respiratory physiotherapy and suction of sputum through a nasal probe (nasotracheal aspiration), a procedure called bronchoscopy can be performed to remove accumulated and condensed sputum. This procedure consists of entering the obstructed bronchus through a tube under local anaesthesia with FOB (fibreoptic bronchoscopy) or under general anaesthesia and suctioning out the sputum with a vacuum-acting device.

Heart arrhythmia: This is particularly common in cases where part or all of the lung has been removed. In this case, your heart rhythm may sometimes be monitored and you may need to stay in intensive care for the early recognition and treatment of other undesirable cardiac and circulatory disorders. 

Heart attack:  Especially in patients over the age of 40, a heart attack may occur during or after long and major operations such as lung and oesophageal operations, which may burden the heart, even if it is not detected in preoperative examinations. This condition can be treated without any problems, but it can also lead to serious problems that may result in death.

Inflammations: Various inflammations may occur after the operation. Pneumonia, empyema, wound site inflammation, synthetic graft infection are the most common ones. 

In case of pneumonia, necessary antibiotic treatment will be initiated, the appropriateness of antibiotics will be monitored according to your sputum and blood culture results and respiratory exercises will be applied. 

Similarly, in wound site inflammation, the necessary antibiotic treatment will be initiated, if necessary, wound site culture will be taken and the suitability of antibiotics will be checked and you will be followed up with dressing as often as necessary. 

Empyema: It is the inflammatory fluid accumulation between the lung and the inner membranes of the thorax. In this case, if a drain has been removed, a new drain will be placed to drain the pus, appropriate antibiotics will be started, and in some cases, the space between the lung and the inner membranes of the chest cage will be washed with antibiotic fluids with varying frequency. This treatment may continue until the drainage (the amount of fluid coming into the tube) is stopped. 

Vein thrombosis: Sometimes, due to prolonged lying and inactivity, clots may accumulate in the veins of the legs (deep vein thrombosis). Vein thrombosis can develop more easily in cases such as cancer, smoking, advanced age, certain hereditary diseases, certain blood diseases, heart and circulatory disorders, previous trauma, obesity, use of certain medications and chemotherapy treatment. In this disease, which requires long-term anti-coagulant treatment, a clot, which usually forms in a leg vein, can break off and travel to the vein leading to the lung (pulmonary embolism). This is a life-threatening condition and can lead to complications ranging from mild chest pain to death. To prevent this, you will be mobilised as early as possible and given anticoagulants. However, these undesirable conditions may still occur.   

Recurrence: If the nodule/cyst in your lung turns out to be malignant, you may experience a recurrence of the disease after surgery. During surgery, it may not be possible to determine whether there is a tumour at the surgical margin for technical reasons. Depending on the pathology result, the surgical area can be enlarged by re-operation. However, recurrences may occur even if no tumour is detected at the surgical margin. In this case, you can be operated again or the tumour can be controlled with radiotherapy and chemotherapy programmes in consultation with Medical Oncology and Radiation Oncology clinics. For these reasons, lifelong follow-up is required by our clinic.
Other complications: Temporary or permanent hoarseness, abscess development in the lung tissue or chest wall, fluid accumulation between the lung and the inner membranes of the chest cage (chylothorax) as a result of damage to the vessel-like structure that collects the lymph fluid absorbed from the intestine, mild numbness in the incision area, permanent scar development, deformity of the arm, leg, chest or body as a result of bone removal-addition, cerebrospinal fluid from the operation or drainage site, headache, long-term pain in the operation area, temporary or permanent loss of voice as a result of vocal cord paralysis, loss of function related to face, eyebrows, hearing, swallowing, eye and eye movements, urinary or bladder control, droopy eyelids, disability related to tissue or organ damage or the need to use drugs, hormones or devices for life, short or long-term pain-numbness due to positioning during surgical procedures may develop.  Problems defined in the medical literature may develop due to the use of drugs and medical equipment used during and after the operation.
In addition to these undesirable conditions that develop after thoracic surgery, diseases such as decreased respiratory and physical performance capacity, respiratory failure, fever due to the administration of blood and blood products, blood reactions, renal failure, cessation of blood production as a result of bone marrow failure, jaundice, hepatitis and AIDS, which are transmitted through blood, may occur. In addition, sudden cardiac arrest, allergies, organ failure, epileptic seizures and other undesirable conditions, although rare, are situations that you should be aware of and may be encountered. 

Death: The mortality rate due to the surgery itself or to adverse conditions that develop after surgery is around 4%.  

Necessary measures will be taken to prevent all these undesirable situations, some of which are explained above, but it is very difficult to predict whether these situations will occur or not. Therefore, by signing the consent form, you will be declaring that you are aware of all these risks and that you agree to undergo surgery.     

2- CONSENT (ACQUIESCENCE, AUTHORISATION)

· I received information from my doctor about the diagnosis and treatment of my medical condition and the medical / surgical treatment or diagnostic procedures to be performed. 

· Negativities and possible risks that may occur during the treatment were explained in detail. I know who will carry out the procedure.

· I know that surgery has risks as well as benefits and that there may be unwanted but possible negative consequences, called complications, and that there can be no guarantee of the outcome.
· I was informed in detail about the approximate duration of the operation and the course of intervention.

· I have been informed about what other risks to my health may occur if I refuse the diagnostic and treatment methods recommended to me, and whether there is another treatment method that can be applied instead of this treatment. 

· I know that I may encounter situations or conditions that may require additional interventions and treatments in the interventions and/or treatments planned by my doctors. 

· I was informed about the possible cost of all diagnosis and treatment methods to be applied in the hospital due to my illness.

· I have been told that any additional interventions other than those described in this form may only be performed to prevent serious harm to my health and to save my life.
· For patients to receive anaesthesia: I was told that, unless my case was urgent, I had the opportunity to discuss the details of the anaesthesia with an anaesthetist before the procedure and that a separate document would be issued for this purpose.

·            Important features of the medicines to be used: During my stay in the hospital, I received information about the important features of the medicines to be used for diagnosis and treatment (what they are used for, their benefits, side effects, how to use them). 

·           Lifestyle Recommendations Critical to the Patient's Health: I received information about what I need to do for my lifestyle after my treatment/operation (diet, bathing, medication, mobility and/or restriction). 

·        How to Access Medical Assistance in the Same Subject When Necessary: I received information on how to access medical assistance (own physician, another physician, the clinic where he/she is being treated and, in case of emergency, 112) if necessary. 

·       Phone Numbers You Can Contact Us: Hospital Tel: 0 322 454 44 30

· You can consult your physician for more detailed information about the procedures to be performed. 

Consent statement of the patient, parent or guardian: My doctor gave me the necessary explanations about my health condition. I have received detailed information about the planned treatment/intervention, its necessity, the course of the intervention and other treatment options, their risks, the consequences that may arise if I am not treated, the likelihood of success and side effects of the treatment. I understood the points to be considered before and after the treatment/intervention. My doctor answered all my questions in a way that I could understand. I have received information about the people who will carry out the treatment/intervention. I am of sound mind and consider myself competent to make decisions. I know that I do not have to give consent to the treatment/intervention if I do not want to and/or that I can stop the procedure at any stage.
I agree to undergo the above-mentioned procedure and any other additional procedures that may be required as a medical necessity during the procedure.

I will not take legal action for complications arising from the surgery, provided that they do not exceed the acceptable complications specific to my disease and treatment mentioned above. 

The patient must write in his/her own handwriting (I HAVE READ, HAVE UNDERSTAND,  ACCEPT).

[image: image1.jpg][image: image2.png] NOTE: If the patient is unable to give consent, the identity information and signature of the person from whom consent is obtained.      
The part to be filled in by the physician after the patient's consent is completed:

I confirm that the procedure described above, the risks, possible complications and expected results have been explained by me to the patient or his/her legal representative prior to the patient's or his/her authorisation.


	PREPARED BY
	CONTROLLED BY
	APPROVED BY

	GENERAL SURGERY SPECIALIST
	QUALITY MANAGEMENT DIRECTOR
	CHIEF PHYSICIAN


Witness :


Name and surname: 





T.R. Identity no:





Relativeness to patient: 


Signature:








Patient or legally responsible person:


Name and surname:





T.R. Identity no:





Protocol no:





Signature:





Treating physician:





Seal-Signature	                      Date:____/____/____ Time: ......:…..
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