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Informed consent on endoscopic intervention on pancreatobiliary area
I,____________________________________________________________________________________________

(Full name of the patient/patient’s legal representative)
	Patient’s/ legal representative’s 
date of birth 
	

	Patient’s/ legal representative’s registred address 
	

	Full name of incapable patient and date of birth* 
	acting in the interests of

	Patient’s / patient’s legal representative ID
	

	Document*, certifying the right to represent a patient
	


* is indicated when the consent is filled out by the patient's legal representative

Please fill out a brief questionnaire about your health status!
	Do you have:
	Yes, specify what
	No ✓
	

	Allergic reactions (on medicine, products, etc.), bronchial asthma? 
	
	
	

	Increased bleeding?
	
	
	

	Increased blood pressure, heart, kidney, lung, nervous system diseases?
	
	
	

	Abdominal and pelvic surgery?
	
	
	

	Any history of complications from endoscopic interventions?
	
	
	

	Acute pancreatitis.
	
	
	

	Do you take medications on a regular basis, please specify which ones? 
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	INFORMATION ABOUT MY HEALTH IS ACCURATE
	/signature/
	


1. Purpose of medical care: Endoscopic intervention, which may include both x-ray-endoscopic examination of the bile and/or pancreatic ducts and endoscopic treatment of pancreatobiliary area.
2. Methods of medical care: the study is performed under X-ray endoscopic control with the use of X-ray contrast agent to detect pathology of the duodenum, large and small duodenal papillae, biliary tract and pancreatic duct. The following techniques may be used to clarify the diagnosis: endosonography, cholangiopancreaticoscopy, as well as biopsy (obtaining tissue samples), which is the diagnostic standard for many diseases).
The following techniques may be used to clarify the diagnosis: endosonography, cholangiopancreaticoscopy, and biopsy (obtaining tissue samples), which is the standard for diagnosing many diseases).
	Important! Biopsy may be accompanied by tissue damage in the area where it was performed and the results may be uninformative, therefore a repeat examination may be required.
I give ( / do not give ( my consent for a biopsy.                                                        signature/_______________________
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In the presence of indications, technical capabilities and absence of contraindications, endoscopic treatment is performed to remove GI neoplasms, foreign bodies, stop and prevent bleeding, treat strictures (constrictions) and treat violations of GI integrity of various genesis, including with the use of specialized equipment, instruments and structures.
Preparation: Endoscopic intervention is performed on an empty stomach; you should refrain from eating 6-12 hours before, drinks and smoking at least 2 hours before, if you have number of diseases the preparation may vary. Timing and regimen of medications before and after the endoscopic intervention should be agreed with the doctor.
Duration: is determined by the doctor individually, depends on the anatomical features of the patient, identified pathological findings, technical features of the intervention, the need for additional diagnostic and therapeutic techniques.
Endoscopic intervention is performed by a specialist certified/accredited in the specialty of endoscopy, by a specialist undergoing postgraduate training under the supervision of an endoscopist, and consultant specialists may also be involved.
Tolerability: feeling of fullness, overloading in the stomach, soreness, belching, urges to vomit, sensations of pain and lump in the throat, coughing, increased salivation may occur.
After endoscopic intervention: The specifics of the diet and its duration are determined by the attending physician individually, it is necessary: to comply with bed rest, drug therapy and measures aimed at preventing the development of complications, which are prescribed by the attending physician.
In case of identified risks of adverse events of endoscopic intervention, technical/anatomical features that prevent from the achievement of the required result, the doctor has the right to postpone or terminate its performance.
3. Risks associated with the provision of medical care: 

The procedure you are about to undergo is an instrumental intervention that has risks of complications, including: 1) pancreatitis; 2) bleeding; 3) tissue and organs damage; 4) reflexory bronchovascular, cardiovasculare and neural disorders; 5) allergic reactions; 6) 
infectious and 7) other, more rare diseases. The study may also be uninformative, and impossible to do interventions on duct systems for technical reasons.

4. Possible options for medical intervention:
Performing endoscopic intervention with the use of local anesthetic: to improve the tolerability of the study it is necessary to consult with the doctor about the need for additional use of drugs.
Performing endoscopic intervention under intravenous sedation (anesthesia): it is necessary to discuss the possibility, peculiarities, necessary additional examination and possible complications with the endoscopist (attending physician) and anesthesiologist in advance (when making an appointment for the study/intervention). Sedation (anesthesia) is an additional risk of intervention and prevents medical personnel from adequately assessing the patient's condition.

An endoscopic report is not a clinical diagnosis. Due to various reasons, it is not always possible to make an accurate diagnosis, so additional methods of examination may be required: endosonography, ultrasound, computed tomography, magnetic resonance imaging.

5. Possible consequences of medical intervention:
During endoscopic examination and treatment, the risks of adverse events and complications may be as high as 1-15%, respectively, and in rare cases fatal case may occur (less than 1%).

After endoscopic intervention, a feeling of bloating, soreness, belching, urges to vomit, hoarseness may persist for a day. If indicated, the patient may be admitted to the intensive care unit for observation/correction of condition. In case of unpleasant, unusual sensations after endoscopic intervention (worsening of breathing, pressure drop, sudden change of pulse, pain, weakness, nausea, vomiting blood, black tarry stool) it is necessary to inform doctor/medical personnel.
If it is impossible to perform the full scope of diagnostic/treatment interventions, if there is no proper therapeutic effect, and to correct possible complications, additional examination, hospitalization, repeated endoscopic, other interventional or surgical intervention, emergency intensive medical treatment, anesthesia may be required.

6. Estimated health care outcomes:

Based on the results of endoscopic intervention, treatment may be prescribed or adjusted.

Endoscopic intervention can be either single-step or multi-stage. As a result of the intervention, permanent or temporary special structures (drains, stents) may be placed in the patient's body, requiring periodic inspection/replacement.
In case of refusal to perform endoscopic intervention: it's impossible to make a correct diagnosis, deterioration of the condition and progression of existing diseases is possible, but the risks of endoscopic intervention are excluded.

The endoscopic intervention procedure itself, the data obtained during the intervention in an anonymized form can be used for scientific and educational purposes.

……...………………………………………………………………………………………………………..…………………………………………………………………………………..

I confirm that the above information is clear and explained to me, is complete, the consequences, including refusal of endoscopic intervention, have been discussed with me, I understand the meaning of all terms, I was not pressured and had enough time to make an informed decision.

I, on my own initiative, taking into account the explanations given to me by the doctor about the state of my health/health of the represented patient at the moment, give my voluntary consent (in accordance with article 134, paragraph 3 of the of the Code of the Republic of Kazakhstan "On people's health and the health care system" dated 07.07.2020 No. 360-VI.) to:

	


(name of medical intervention)

	I give my consent and trust the physician to perform the endoscopic intervention
	[image: image4.png]




	/Full name of the patient/ patient’s legal representative /

	/signature/ 

	/date/

	

	Patient (patient’s legal representative) signed in my presence:


	

	Position, full name of the physician/
	/signature/ 

	/date/
	


