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Informed consent on capsular endoscopic intervention
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 ✓
	

	Abdominal operation? 
	
	
	

	Increased bleeding?
	
	
	

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

	Chronic diseases of small intestine and large intestine?
	
	
	

	(For women) Is pregnancy possible at this time?  
	
	
	

	Ulcer disease of duodenum?
	
	
	

	Oncological diseases of gastro-intestinal tract? 
	
	
	

	Cardiostimulator?
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	INFORMATION ABOUT MY HEALTH IS ACCURATE
	/signature/
	


1. Purpose of medical care: capsular endoscopic intervention (capsular endoscopy) of small and large intestine.
2. Methods of medical care: capsular endoscopy of the small and large intestine is performed using an endoscopic capsule that is swallowed and taken with solution offered by the health care provider. In some cases, it may be necessary to deliver the capsule into the duodenum using an endoscope. To obtain information from the video capsule, a recording device and sensors are placed on the patient's body or the information is read from the capsule itself after it leaves the body naturally.
Preparation: Capsule endoscopy is performed strictly on an empty stomach after a thorough bowel cleansing. This requires adherence to a lactate-free diet, the use of laxatives, taking into account the age characteristics of the patient.  There are different schemes of colon preparation, the choice of which, as well as the timing and regimen of laxatives and other medications (taken by you constantly) should be discussed with the doctor prescribing capsule endoscopy.

Duration: the examination lasts about 10-12 hours, however, due to individual characteristics of the patient, the time of capsule endoscopy may change. The examination ends when the capsule leaves the gastrointestinal tract or when the capsule or recording device battery runs out.
Capsule endoscopy and interpretation of the obtained data is performed by a specialist with a certificate/accreditation in the specialty of endoscopy, a specialist undergoing postgraduate training under the supervision of an endoscopist, and additional consultants may be involved.
Tolerability: good in most cases, but there may be discomfort, feeling of fullness and pain in the abdomen.

After capsule endoscopy: the recording device (in some cases the capsule itself) is returned to the medical staff for processing of the video material.

If there are identified risks of adverse events during capsule endoscopy, the physician has the right to postpone or cancel the capsule endoscopic examination
	Important! During capsule endoscopy, do not be in areas with high electrical radiation, do not perform magnetic resonance imaging, and do not sit on metal seats. It is necessary to follow all recommendations and instructions of the doctor by the schedule of the procedure and technical aspects of the study, so that the results will not be undescriptive.
I acknowledge ( / do not acknowledge ( the availability of the information provided about performing and preparing for capsule endoscopy.
                                               /signature/_______________________
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3. Risks associated with the provision of medical care:
The capsule endoscopy you are about to undergo is an instrumental intervention that has risks of side effects such as abdominal pain, vomiting, bleeding, capsule aspiration, capsule retention in the gastrointestinal tract, and intestinal perforation. Capsule endoscopy may also be uninformative, including for technical and subjective (poor preparation) reasons.
4. Possible options for medical intervention:
Performing capsule endoscopy with capsule delivery into the stomach using an endoscope: in this case, the specifics of capsule delivery using an endoscope should be discussed with the endoscopist.

The endoscopic report is not a clinical diagnosis. For various reasons, it is not always possible to make an accurate diagnosis, so additional methods of examination may be required: radiation methods, colonoscopy, enteroscopy, magnetic resonance imaging.

5. Possible consequences of medical intervention:

With capsule endoscopy, the risks of adverse events and complications can be as high as 1%, and in rare cases, fatal case is possible (less than 0.01%).
After capsule endoscopy for a day may remain a feeling of abdominal bloating, soreness, belching, urges to defecate, which pass after the discharge of gases.
In case of unpleasant, unusual sensations (abdominal bloating, vomiting, drop in blood pressure, sudden change in pulse, pain), in case of suspicion of capsule delay for more than 48 hours - it is necessary to contact a doctor or an organization providing emergency medical care at the place of residence in a timely manner.
If it is impossible to perform the full scope of the diagnostic stage, to correct possible complications of capsule endoscopy, if indicated by the results of the study, additionally may require endoscopic intervention on the organs of the gastrointestinal tract, as well as the use of alternative - radiologic, ultrasound, surgical and other interventions to achieve a therapeutic and diagnostic result. In this regard, additional examination, hospitalization, emergency intensive care, anesthesia may be required. If such indications are identified, the risks of side effects, complications will be determined separately depending on the selected method.
6. Estimated health care outcomes:
Based on the results of endoscopic intervention, treatment may be prescribed or adjusted.

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 consent and trust the physician to perform a capsule endoscopic examination
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	/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/
	


