                        Version & Date V1.1, October 25, 2024

Informed Consent Document

Zhengzhou University First Affiliated Hospital
	Study Title:
	Carotid artery velocity-time integral variation combined with passive leg raising test to predict hypotension after induction in elderly patients under general anesthesia: A prospective study

	Sponsor:
CRO  
	Department of Anesthesia, Zhengzhou University First Affiliated Hospital

None

	Protocol Number
	None

	Version & Date
	V1.1, October 25, 2024

	Institution Name
	Zhengzhou University First Affiliated Hospital

	Institution Address
	No. 43 University Road, Zhengzhou City, Henan Province, China 

	Principal Investigator
	Dan-Dan Tian

	Contact Number
	+86 139 3907 1527

	Patient Initial & Screening ID
	


Subject Information Sheet

1、Research Background (Summary):

You are invited to participate in a clinical study initiated by the Department of Anesthesia at Zhengzhou University First Affiliated Hospital, led by Professor Dan-Dan Tian. This prospective study aims to evaluate the predictive value of carotid velocity-time integral (VTI) variability combined with a passive leg-raising test for post-induction hypotension (PIH) in elderly patients undergoing general anesthesia. The study has been approved by the hospital’s Ethics Committee and reviewed by the Research Department of Zhengzhou University First Affiliated Hospital.

This consent form provides essential information to help you decide whether to participate. If you agree to join, please read the following details carefully. Feel free to ask questions at any time.

2、Study Purpose: 
Post-induction hypotension (PIH) is a common intraoperative complication during general anesthesia. Studies show that intraoperative hypotension increases the risk of postoperative acute kidney injury, myocardial injury, delirium, and cerebral infarction. A significant proportion of hypotensive episodes occur between anesthesia induction and surgical incision. Elderly patients, often frail with comorbidities and reduced physiological reserves, are particularly vulnerable to perioperative hypotension. Evidence indicates that preoperative fluid status is closely linked to PIH development. Preoperative conditions (e.g., fasting, bowel preparation) may lead to relative hypovolemia, increasing hypotension risk.

Inaccurate fluid management can harm patients, making perioperative fluid responsiveness assessment critical. Existing methods, such as inferior vena cava collapsibility index or static indicators (e.g., central venous pressure), have limitations. Dynamic indices like pulse pressure variation (PPV) are reliable for mechanically ventilated patients but less effective in spontaneously breathing individuals. Carotid ultrasound, particularly VTI variability, shows promise as a non-invasive predictor of fluid responsiveness. However, its predictive value for PIH in elderly patients remains unexplored. This study aims to investigate this relationship.

3、Study Procedures (Summary)

On the day before surgery, researchers will explain the study in detail. If you consent, you (or your legal representative) will sign this form.

If you agree to participate:

Pre-induction assessment: Routine monitoring (ECG, pulse oximetry, non-invasive blood pressure, end-tidal CO₂) will be performed.

Carotid ultrasound: A patch ultrasound device will measure carotid VTI variability during a passive leg-raising test. You will need to remain still during measurements.

Anesthesia induction: Standard clinical care will proceed after measurements.

4、Potential Benefits:
Intraoperative hypotension is associated with an increased risk of acute kidney injury, myocardial injury, delirium, and cerebral infarction following non-cardiac surgery, and a significant proportion of hypotension occurs between anesthesia induction and surgical incision.  Even brief episodes of hypotension during non-cardiac surgery can be hazardous to patients.  In light of current research, we aim to predict the occurrence of post-induction hypotension by observing the variation rate of carotid artery velocity-time integral (VTI) through patch-type ultrasound combined with passive leg raise test before anesthesia induction, thereby identifying high-risk patients who may develop severe complications due to hypotension, reducing the risk of hypotension during anesthesia induction, and providing clinical reference.  Participation in this study does not entitle you to any remuneration.

5、Risks and Discomforts:
· Possible allergic reactions (e.g., rash, edema) to medical coupling agents or adhesive patches. Monitored by anesthesiologists for prompt management.

· Contact the Department of Anesthesia for postoperative concerns.

6、Alternative Treatments:
Participation is voluntary. Standard clinical care will not change whether you join the stud.

7、Privacy Protection:

If you decide to participate in this study, your participation and personal data will be kept confidential.  Identifiable information about you will not be disclosed to anyone outside the research team without your permission.  All members of the research team and the sponsor are required to maintain the confidentiality of your identity.  Your records will be stored in a locked file cabinet, accessible only to the research staff.  To ensure the study is conducted in accordance with regulations, members of government regulatory agencies or ethics committees may review your personal data at the research institution as required.  When the results of this study are published, a commitment to confidentiality will also be made.

8、Costs and Compensation:
No additional costs will be incurred.

For study-related injuries, the sponsor will cover medical expenses and compensation per Chinese regulations (Chapter 43, Good Clinical Practice).
9、Right to Withdraw:
As a participant, you have the right to access information and progress related to this study at any time, and you can voluntarily decide whether to continue or discontinue participation.  After joining, regardless of whether any harm occurs or its severity, you may choose to notify the researcher at any time to withdraw from the study.  Data collected after your withdrawal will not be included in the study results, and your medical treatment and rights will not be affected.  If continuing the study causes you serious harm, the researcher will also terminate the study. If you have any questions regarding the study content, please contact the research physician at 13939071527; if you have any questions related to your rights, you may contact the Ethics Committee using the contact information provided at the bottom of the informed consent form.

10、Study Results Sharing:
You may inquire about study outcomes at any time by contacting the principal investigator.
Informed Consent Signature Page

I have carefully read the informed consent form for the use of carotid artery velocity-time integral variation rate combined with passive leg raising test to predict post-induction hypotension in elderly patients undergoing general anesthesia.  I have had the opportunity to ask questions, and all of my questions have been answered.  I understand that participation in this trial is voluntary, and I may choose not to participate or to withdraw at any time by notifying the investigator without facing discrimination or retaliation, and my medical treatment and rights will not be affected.  If I require other diagnosis/treatment, or if I do not comply with the trial protocol, or if there are other reasonable reasons, the investigator may terminate my continued participation in this clinical trial.  I voluntarily agree to participate in this clinical trial, and I will receive a signed copy of the "Informed Consent Form.".
Please copy the following statement: "I have read and understood the clinical trial and voluntarily agree to participate."
	
	Subject Name (Printed)：
	
	　　

	
	Signature：
	
	　　



	             
	ID Number：      
	
	             

	
	Contact：
	
	　　

	
	Date:
	
	　　　　　　　　　

	（When the subject's capacity to provide informed consent is lacking or insufficient, add or replace with the following methods.：）

	
	Guardian's Name (Printed)：
	
	　　

	
	Guardian's Signature：


	
	　　

	            
	 Guardian's ID Number：
	
	           

	
	Relationship to the Subject.：
	
	　　

	
	Contact：
	
	　　

	
	Date：
	
	　　　　　　　　　


（When the subject or their guardian is unable to read, the following methods shall be added or substituted:）

	
	Name of Fair Witness：
	
	　　

	
	Signature of Fair Witness：


	
	　　

	            
	Signature of Fair Witness：
	
	           

	
	Contact：
	
	　　

	
	Date：
	
	　　　　　　　　　


I have accurately informed the subject about the contents of the informed consent form and have answered the subject's questions.  The subject has voluntarily agreed to participate in this clinical trial.  A signed copy of the informed consent form has been provided to the subject.
	
	Research Physician's Name：
	
	　　

	
	Research Physician's Signature：
	
	　　

	
	Contact：
	
	　　

	
	Date：
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