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	INFORMED PATIENT CONSENT DOCUMENT FOR ERCP, ENDOSCOPIC and THERAPEUTIC PROCEDURES THAT MAY BE REQUIRED DURING ERCP
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Patient registration Number 
: 

Name Surname      

 :

Gender           


: 
Department

   
:

Date

  

:

What is ERCP, how is it done?: ERCP (Endoscopic Retrograde Cholangio-Pancreatography) is an endoscopic procedure that allows the evaluation of the biliary tract, gallbladder, pancreatic duct and liver. It may take 15-90 minutes. It is performed under anesthesia (by anesthesia, by putting to sleep) or by conscious sedation (by putting to sleep, using tranquilizers). Anesthesia is preferred for long-term procedures (for example, if a stone is to be removed) or if the patient is very excited. If anesthesia is risky for the patient, if the procedure is expected to take a short time, or if the patient wants it that way, conscious sedation is chosen. 

The bendable, soft, 12-14 mm diameter endoscope is swallowed through the mouthpiece placed in the mouth and advanced into the esophagus, stomach and duodenum (the first part of the small intestines). Bile and pancreatic thin tube ( catheter) are placed in the papilla mouth and contrast (special dye) substance is injected through this catheter and bile ducts and pancreatic duct are imaged with a system called scopy with the help of X-rays. For more successful imaging purposes or to be able to perform the necessary treatment (for example, stone removal, mud removal, dilating the narrowed canal, emptying the pancreas or bile system, draining), it may be necessary to make an incision into the papilla (papillotomy). This procedure is again performed using special electrical cutting tools (papillotome) that are advanced through the endoscope. If a tumor is suspected, tiny tissue samples may be taken from the papilla or inside the ducts during ERCP ( endoscopic biopsy). If infection or tumor is suspected, bile and/or pancreatic fluid can be taken and (aspiration) culture and/or cytological, mecroscopic examination can be performed. In ERCP, there may be pain, gagging, bloating, vomiting. For these reasons, pain reliever, vomiting inhibitor, small bowel relaxant medication may be applied during the procedure. Before the procedure, a local anesthetic that provides regional numbness to your throat can also be applied by spraying into the throat. If it is considered to give general anesthesia before the procedure, the Anesthesiologist will also evaluate you and provide detailed information about his/her role during ERCP.
Benefits of the Process: It is used in the treatment and diagnosis of diseases that will interfere with bile flow such as stone in the bile ducts, tumor, etc. in the most advanced period. The consequences that may be encountered if the procedure is not performed are: there is a delay in the diagnosis and treatment of diseases such as stones, tumors, etc. that interfere with bile ducts and ejaculation.  Prolongation of the jaundice picture due to the lack of emptying of the bile ducts, delay in diagnosis and reduced chances of treatment
 The Alternative of the Process: Surgical 
There may be undesirable effects (complications)? What are the risks of the procedure? Risks in the early period after the procedure:  ERCP is usually a safe procedure, but some complications may occur. The total complication rate is around 10%, although mostly mild. - Inflammatory disease of the pancreatic gland (pancreatitis 3-5%) - Inflammatory disease of the bile ducts (cholangitis) or gallbladder (cholecystitis) - Bleeding (2-3%) - Intestinal perforation (0.5%) - Deterioration in the condition of heart and lung patients - Allergy to the given medications or pain in the vein - Stomach contents leaking into the trachea and lungs. If you experience severe abdominal pain, fever, chills, vomiting, or black or bloody stools after the procedure, you should consult your doctor immediately. As a result of these complications, emergency treatment may be required, and you may need surgery to treat some of them. Death after ERCP procedure was reported at a rate of 0.10.5%. 
The inserted stents may become blocked within months. This leads to jaundice, pain and fever. You must comply with the appointment given to you for stent replacement without this table. If you have these complaints while having a stent, you should contact us immediately. Due to sphincterotomy, you may experience some biliary problems such as jaundice, fever, re-formation of stones very rarely after months or years.
What other treatment methods may be required during ERCP?
1- Removal of stones, parasites from the bile-pancreatic duct: After the entrance of the papilla
is cut and widened by papillotomy, If the stone or stones in the canal do not spontaneously fall from the canal into the duodenum, they are tried to fall into the duodenum with the help of special catheters containing baskets and/or balloons passed through the endoscope. Some stones may not be removed by this method because they are hard and large. In this case, it can be tried to break stones by special methods called stone crushing (lithotripsy) with the help of mechanical method or shock waves.
2- Insertion of synthetic or metal tubes (prosthesis, stent) into the bile and/or pancreatic duct: It provides temporary and permanent expansion of the narrowed canal or canal mouth. Thus, it helps bile and/or pancreatic secretion flow to the small intestine. Sometimes, if the stone in the canal has not been removed, it is aimed to ensure bile flow by putting a stent or nasobiliary tube. The inserted tubes usually extend from the bile and/or pancreatic duct to the duodenum (stent), and sometimes special catheters (Nasobiliary tube) may need to be temporarily inserted into the bile ducts so that one end comes out of the nose in order to ensure bile flow and plan subsequent treatments. If it is desired to expand the stenosis further, more than one stent can be inserted. 
3- Removal of stenosis in the bile and/or pancreatic duct by mechanical expansion or bougienage: Special bougienage catheters are used for bougienage (expanding the stenosis by inserting special catheters into the stenosis), provided that they start with a thin catheter and go thicker under the guidance of endoscopy and X-rays. Sometimes small balloons can also be used.
4- Rarely, it may be necessary to explain the entrance mouth of the papilla by expanding it with a balloon, not by cutting it with a papillotomy. This method may be preferred primarily for people with a tendency to bleeding. However, careful decision should be made due to the higher risk of pancreatitis compared to papillotomy. 

Preparation for ERCP, what is expected from the hospital: Food and/or liquid should not be taken by mouth for at least 7 hours before the procedure. Before the procedure, inform your doctor about your concerns, surgeries you have undergone, diseases, medications you use, substances, smoking, alcohol and allergy status. Consult your doctor and stop using blood thinners such as aspirin, plavix and coumadin unless they are urgent at least 4-5 days before the procedure.  If the ERCP should be performed urgently, these rules may be invalid. 

Disorders (complications) that are likely to occur even without the fault of the team performing the operation in ERCP:

1- Acute pancreatitis (inflammation of the pancreas): Although it is usually mild, it can sometimes be severe. Severe pain, shortness of breath, fever, kidney, respiratory failure, heart disease, shock, bleeding, death may develop. 

2- Cholangitis (inflammation of the biliary tract): There is a small chance that germs may enter the bile ducts during the procedure, get into the blood (septicemia). Fever, abdominal pain, change of consciousness, shock death may occur. 

3- Bleeding: it is especially seen after papillectomy. It is rare. It usually stops on its own. If it does not stop, bleeding can be stopped by endoscopic methods (needle therapy sclerotherapy, heat application heat probe etc.).  

4- Injury, perforation on the walls of the digestive system, larynx (upper part of the respiratory tract), trachea (respiratory tract under the larynx): It may develop due to the instruments used in the endoscope and/or ERCP, especially due to papillotomy or other interventional procedures.

4. Respiratory distress and arrest, fluid leakage into the lungs, clots in different parts of the body, heart and circulatory disorders, cardiac arrest: are very rare.

5- Allergic reactions due to medications: It can usually be treated with appropriate medications, precautions. It is rare. It can be life-threatening.

7- Injury and/or tooth fracture, removal is very rare when giving the patient a position.

8- Burns on the skin: The metal plate (cautery plate) that allows the electric current used when cutting the papilla mouth to safely leave the body can rarely cause burns on the skin.

 In case of complications, the patient's hospitalization may be prolonged, his/her complaints may become more than before, and additional treatments (such as blood transfusion, the intervention of the radiology department with a needle through the skin, surgical operations) may be required. It could be death.

Your security in ERCP: An experienced team (gastroenterologist, anesthesiologist, anesthesiology technician, two nurses and radiology technician) will work systematically. The help of the medical departments that may be required due to possible complications will be received immediately. If the patient has additional diseases before the procedure, the measures of the relevant departments will be taken if necessary. Before the procedure, decontamination (cleaning from germs) of the endoscope and other auxiliary instruments to be used will be carried out in accordance with international rules. Before the procedure, the vascular tract will be opened and antibiotics will be performed. These measures will significantly reduce the risk of infection due to processing. During the procedure, heart rate, blood pressure, oxygen level in the blood and heart rhythm will be monitored, oxygen will be given to the patient. Emergency medications and intervention devices that may be necessary for the treatment of problems that may occur will be made available. 

Late complication due to the procedure: There is little chance that it could. These complications require immediate medical evaluation and treatment. Endoscopic, radiological intervention may require, and rarely surgical intervention. Death is rare. 

1- Rarely, days after the procedure bleeding and upper respiratory system injury can be seen.

2- Rarely, the obstruction in the bile and/or pancreatic duct can be repeated by mud and stones that have not been removed, overlooked, or newly formed. In such a condition, inflammation of the biliary tract (cholangitis), mixing of microbes into the blood (septicemia) and inflammation of the pancreas (pancreatitis) may occur.

3- Synthetic or metal stents (tubes) can rarely play again days, weeks, months after the procedure. It can cause damage to the digestive system. Abdominal pain, bleeding, inflammation of the abdominal membrane (peritonitis) may occur.

4- Stent can get clogged in weeks, months. Papillotomy incision hole may narrow. In these cases, complaints such as abdominal pain, jaundice, fever may occur. The solution is repeated ERCP and interventional procedures such as papillotomy, stent placement and/or surgical procedure. 

The chances of success of ERCP and interventional procedures: It is very high and is between 85-95%. It is unlikely that due to anatomical (structural) disorders in the human body (such as bowel stenosis), technical reasons or your medical condition (such as a dangerous drop in heart rate, oxygen), your procedure may need to be interrupted and a second session may be required after a period of time that your doctor deems appropriate. Sometimes he/she may not achieve success at all.

After ERCP: After ERCP, especially if an interventional procedure has been performed, it is necessary to be hospitalized and continue treatment and examination. Cases are usually discharged after a day, while sometimes hospitalization may be prolonged ( especially if complications occur). After the procedure, you will need not to drink water for hours, eat or drink anything by mouth. Rarely, especially if no interventional procedure was performed, if anesthesia was not given, you can be sent home 2 hours after ERCP if the criteria set by the American Gastroenterological Association are met. In this case, In this case, you should have an adult companion with you, you should not do things that require attention after the procedure (driving, going out in traffic, etc.), you should not be left alone at home, you should report any problems (abdominal pain, vomiting, fever, blood coming from the breech, fainting etc.) and/or you may need to come to the hospital.

Is it necessary to follow up after ERCP?: Follow-up will be required according to the findings in the ERCP and due to the initiatives implemented. Follow-up is required due to the evaluation of the results (for example, the result of a biopsy taken during the procedure), an examination to determine whether the discomfort has been resolved during the follow-up, and the follow-up of late complications of the procedure. Depending on the situation, new treatment methods (such as surgery) may be recommended to the patient.

Alternative diagnosis, treatment methods: Ultrasonography is quite weaker than ERCP in terms of diagnostic success. It is less successful than ERCP in terms of showing channels on computed tomography. Although ERCP is the gold standard (most successful) method of diagnosis, the successful diagnostic methods that can be applied instead are  Endoscopic ultrasonograph with MRCP ( a kind of MR). The alternative to the treatment methods used in ERCP are usually surgical operations. It is thought that the recovery time and complications of surgical procedures are longer. Sometimes (for the emptying of the biliary tracts, etc.), radiological interventional treatment methods may create an alternative. It is our most natural right to meet with the Departments of General Surgery and Radiology. If you do not accept ERCP and treatment methods if necessary, the risk of deterioration of your health, the risk of death will increase significantly, even if medical treatment is continued. 

Questions about the interview: Ask about issues that are not understood. For example: How necessary and urgent are the ERCP process and the interventional procedures that will be applied if necessary during ERCP. Is there an alternative procedure and/or method for treatment? Do I have personal risks? Would it make sense if I donated blood for future use?
The doctor's comment about the patient and the interview: ……………………………………………………………………………………………………………………………………………………………………………………………………………………………………………………………………………………………………………………………………………………………………………………………………………………………………………………………………………………………………………………………………………………………………………………………………………………………………………………………………………………………………………………… 
I ACCEPT THE PROCEDURE(Consent statement of the patient after being informed):
 Regarding the ERCP procedure, endoscopic biopsy and interventional procedures that may be required during ERCP, alternative treatment methods and ailments(complications) that may occur even without the doctor's error, detailed information was given to me by Dr.……………………………………
I declare in my mental health and without being subjected to any pressure that I have read and understood  the explanations regarding ERCP procedure, endoscopic biopsy and interventional procedures that may be required during ERCP, alternative treatment methods and ailments (complications) that may occur even without the doctor's error, and I ask my doctor about issues I do not understand or am curious about, in the light of this information, I accept  ERCP procedure, endoscopic biopsy and interventional procedures to be applied to me if deemed necessary by my doctor.
Estimated Duration of the Operation :15-30 minutes. 
Important Characteristics of the Drugs to Be Used: During my stay in the hospital, I was informed about the important features (what it is used for, benefits, side effects, how to use it) related to the drugs that will be used for diagnosis and treatment. 
Lifestyle Recommendations That Are Critical For The Patient's Health: After my treatment/surgery, I was informed about what I need to do for my lifestyle (Diet, bathing, medication use, movement status and/or restriction status). 
How to Get Medical Help for the Same Issue When Necessary: I was informed about how to get medical help for the same issue (to my own doctor, to a different doctor, to the clinic where he/she is being treated and to 112 in case of emergency) if necessary. 
Phone Numbers Where You Can Contact Us: Hospital Phone: 0 322 454 44 30
You can consult your doctor to get more detailed information about the procedures to be performed. 
Approval for the treatment of unpredictable conditions: I agree to the implementation of the above-mentioned intervention and other additional interventions that may be required as a medical necessity during the intervention. I will not take legal action due to complications arising from the surgery, provided that they do not exclude acceptable complications specific to my illness and treatment mentioned above.
The patient must write in his/her own handwriting I HAVE READ, HAVE UNDERSTOOD,  ACCEPT.

	Patient or legally responsible person:
Name and surname:
T.R. Identity no:
Signature :
	
	Witness :

Name and surname: 

Relativeness to patient: 

Signature: 


The part to be filled by the physician after the patient's permit is completed:
I confirm that the patient or his legal representative was told by me about the treatment options, including the procedure described above, risks, possible complications, hoped-for results, the situation where there is no treatment, prior to the patient's permission.
The treating physician
	 Stamp-Signature
 Date:____/_____/____ Time: ....... : …..



I DO NOT ACCEPT THE PROCEDURE
Regarding the ERCP procedure, endoscopic biopsy and interventional procedures that may be required during ERCP, alternative treatment methods and ailments(complications) that may occur even without the doctor's error, detailed information was given to me by Dr.……………………………………
I declare in my mental health 
and without being subjected to any pressure that I have read and understood the explanations regarding ERCP procedure, endoscopic biopsy and interventional procedures that may be required during ERCP, alternative treatment methods and ailments (complications) that may occur even without the doctor's error, and I ask my doctor about issues I do not understand or am curious about, in the light of this information, I accept  ERCP procedure, endoscopic biopsy and interventional procedures to be applied to me if deemed necessary by my doctor, I am aware of the possible bad consequences and I take responsibility for my health.
The patient should write (I READ, I UNDERSTAND, I DO NOT ACCEPT) in his/her own handwriting.
	Patient or legally responsible person:
Name Surname:
TR ID no:
Signature :
	
	Witness :
Name-Surname: 
Proximity to the patient : 
Signature :


	PREPARED BY
	CONTROLLED BY
	APPROVED BY

	GASTROENTEROLOGY SPECIALIST

	QUALITY MANAGEMENT DIRECTOR

	CHIEF PHYSICIAN
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