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INFORMATION FOR THE PATIENT AND THE INFORMED CONSENT FORM 
 

The study title  

Open randomized controlled trial of the effectiveness of surgical treatment of 

patients with single-level combination of degenerative lumbar stenosis and 

low-grade spondylolisthesis using minimally invasive decompression and 

fusion and traditional open decompression and fusion 

Principal Investigator XXXXX XXXXXXX  

The telephone of the 

researcher available round the 

clock 

+7 XXX XXX XX XX 

The name and address of the 

research center   

Priorov National Medical Research Center of Traumatology and Orthopedics 

Address: Priorov street 10, Moscow, 127299 

Ethics committee 

The name Local Ethics Committee of Priorov CITO  

Address 

Address: Priorov str, 10, Moscow, 127299 

Telephone +7 XXX XXX XX XX 

 

Introduction 

Thank you for your interest in the clinical trial entitled “Open randomized controlled trial of the effectiveness of surgical 

treatment of patients with single-level combination of degenerative lumbar stenosis and low-grade spondylolisthesis using 

minimally invasive decompression and fusion and traditional open decompression and fusion". As part of a clinical trial, the 

treatment of diseases in patients is studied. Before you decide to participate, it is very important for you to understand why this 

research is being conducted and what is included into it.  

This form describes the trial and your role as a potential participant. Please read this document carefully. Ask your 

physician investigator any questions you might have. He will also explain you the essence of the research. Think it over during 

some time to understand whether you really want to participate in the trial. Before making a decision, you can discuss it with your 

family, friends, and doctor. If you decide to participate, you will be asked to sign this informed consent form. You will be given one 

copy of the informed consent and a signed form, please keep them.  

This study is conducted at Priorov National Medical Research Center of Traumatology and Orthopedics. This research has 

been reviewed and approved by the responsible Local Ethics Committee (LEC) of your medical institution. The approval of the LEC 

does not mean that there are no risks if you decide to participate in this trial. The Local Ethics Committee is an independent 

Committee established to protect the rights and safety of research participants. You should consider the information provided in 

this document and then make a decision about your participation. 

Why am I offered to get acquainted with this document? 

You are invited to participate in a clinical trial because you have been diagnosed single-level combination of degenerative 

lumbar stenosis and low-grade spondylolisthesis as a type of degenerative lumbar disease. If you haven't fully told the physician 

investigator your medical history, participating in the study may do you harm. Before you agree to participate in this clinical trial, 

you need to read and understand the information below. This document describes the purpose of the research, the procedures 

involved, the benefits, risks, inconveniences, and precautions, and your role as a potential participant. Please get acquainted with 

this information carefully. If any questions arise, ask the physician investigator: he’ll willingly answer them. This way you can make 
an informed decision about your participation in the trial. 

Purpose of research 

The purpose of this experimental research is to compare the results of surgical treatment in patients with lumbar stenosis. 

The results of two surgical techniques will be compared. In the course of both operations, the surgeon removes the structures 
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that compress the nerves and connects the vertebrae using metal constructions, which prevents further development of the 

degenerative disease. The differences between the surgical procedures are in access to the spine – in the length and location of 

the skin incision. In the first case, one skin incision is supposed to be made in the middle (about 10 cm), in the second case – on 

one side an incision is parallel to the spine (about 5 cm), on the other side, a metal structure is implanted through three punctures 

in the skin. For the rest of the parameters – the type of a metal structure, the methods of fixation, postoperative observation – 

these surgical procedures are equivalent. The question of comparing the long-term results of these two surgical procedures 

remains uncertain, and it will be studied in this research. 

This research will examine the change in patients’ condition over a long period of time after surgery, compared to the 

patients’ condition before surgery. The surgical treatment performed in this research is not experimental; both surgical procedures 

are approved for the treatment of patients and are widely used in the treatment of lumbar stenosis. The trial will only include 

those patients who can be treated using either of the two surgical procedures under study if there are no clear preferences for 

either of them. All medical procedures realized in this research are performed in accordance with the standards of medical care; 

no additional medical procedures are used, which will be performed exclusively for this study. The only change in the experiment 

compared to routine clinical practice is a random choice between one of two supposedly equivalent treatment methods. You have 

the right not to participate in this research. 

How long will I be in the research? How many people will participate in this clinical trial? 

This trial will involve 96 patients from Russia. Your participation in the trial will last for about 2 years after the surgical 

procedure, during which up to 8 visits to the research center are provided, but additional unscheduled visits may be made if they 

are necessary, according to the physician investigator’s opinion. The recruitment of participants for this study will be carried out 

on a competitive basis, so as soon as the required number of participants is included in the trial, further recruitment for the trial 

will stop. In connection with this, you may be asked to leave the trial when you move from the screening stage to the treatment 

stage, if the planned number of people is recruited by that time. 

What is my responsibility during the research? 

If you agree to participate in this trial, you will be scheduled to visit the research center regularly so that the Researchers 

can monitor your health. You should also follow all the instructions of the physician investigator and provide accurate information 

about your health and your medical history. Namely, you will be asked:  

 to inform the physician investigator about your medical history and medications you are taking; 

 not to miss scheduled visits to the physician investigator; 

 to contact your physician investigator as soon as possible to reschedule missed visits / transfer data as soon as possible; 

 to report any problems, cases of illness, injuries, hospitalizations, emergency room visits, symptoms or complaints to the 

physician investigator as soon as possible. 

 you should not participate in this trial if you are unable to attend examinations or if you are planning to participate in another 

research on this topic. 

Procedures and activities in the course of the research  

If you decide to participate in the trial, the physician investigator will collect information about you and your medical 

history. This includes information about all medications that you are currently taking.  We will also collect any other information 

contained in your medical history that is relevant to your condition or treatment that may be relevant to your participation in the 

research.  

As part of this trial, your physician investigator will schedule 8 visits for you. You should make sure that you will be able 

to come to each scheduled visit.  

 You will receive treatment according to standard medical practice (No additional experimental diagnostic methods will 

be assigned to you). All patients undergo the same diagnostic tests and are monitored with the same regularity that is part of the 

standard management of patients with degenerative diseases of the lumbar spine undergoing a surgical procedure to nerve roots 

decompression. 

You will also be asked to complete questionnaires during screening, during your hospital stay, 3 months, 6 months, 12 

months, and 24 months after the surgery. You will need to specify your demographic data, indicate information about the surgical 

procedure, and the state of your health at certain term points of the treatment. These questionnaires will take approximately 10-

15 minutes to complete. 

 As part of standard patient management, your doctor will evaluate your nerve release using MRT 3 months, 6 months, 

12 months, and 24 months after the surgery; evaluate vertebral bone fusion using CT-scans 12 months and 24 months after the 
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surgery; evaluate your spine profile using X-rays at discharge and 12 months and 24 months after the surgery. The physician 

investigator may appoint additional examinations if necessary. 

Visit 1. Screening 

During your first visit, in order to meet the requirements for the participation in this trial, you will have the tests taken 

and undergo the procedures listed below: 

To start your participating in the research and before collecting any medical information, the physician investigator will 

discuss with you and ask you to sign an informed consent form; 

The doctor will ask you to answer questions about your complaints, medical history, medications you take now and took 

in the past, and changes in the state of your health, he will also study the results of performed examinations; 

Demographic information, in particular, gender, the date of birth, age, nationality and race, smoking, will be collected 

and documented; 

A physical examination will be performed to determine vital parameters, including blood pressure, body temperature, 

and pulse frequency at rest; 

A visual examination will be performed and the doctor will assess the neurological status in order to confirm or exclude 

compression of the nerve roots of the lumbar spine; 

You will be asked to fill out one scale about the intensity (severity) of back and/or leg pain and two questionnaires about 

the quality of life and health before surgery. 

You will also be provided with radiological assessment: X-Ray of the spine, standing and at stop and stretch, magnetic 

resonance tomography and computer tomography of the lumbar spine. The data of these studies will help the doctor determine 

the cause of nerve root compression, assess the position of the vertebrae and determine the tactics of surgical treatment. 

If you underwent radiological assessment 1 month prior to admission to the clinic, you will not need repeat it. However, 

it may be necessary to perform repeated laboratory tests and procedures, if the physician investigator needs to verify the 

correctness of the initial results. 

If you are reading about any of the above procedures for the first time, ask your physician investigator to explain why and 

how they are performed. If you are included into the trial, additional procedures will be performed according to the schedule 

shown further. 

Visit 2. Distribution to the treatment group (from one to three days before surgery) 

If, based on the results of the procedures performed during visit 1, you meet the inclusion criteria and do not meet any 

of the exclusion criteria in this study, you will be assigned a date of surgical procedure. During the day before the surgery, you will 

be randomly assigned to one of two groups for either minimally invasive surgery or traditional open surgical procedure. 

Visit 3. Surgical procedure 

You will be performed the planned nerve roots decompression and implantation of a spinal system, the information about the 

procedure and the system will be collected. 

Visit 4. The day of hospital discharge 

During this visit, the following procedures will be performed and the following information will be collected:  

 Your doctor will ask you to answer questions about your health, possible adverse events, and pain medications you are taking; 

 You will have an X-ray of the spine to assess the position of the implanted system and determine the profile of your spine 

after surgery; 

 You will also be asked to fill out one scale about the intensity (severity) of back and/or leg pain and two questionnaires about 

the quality of life and health before surgery. 

Visit 5. Follow-up studies: examination after 3 months 

During this visit, the following procedures will be performed and the following information will be collected: 

 Your doctor will ask you to answer questions about your health, possible adverse events, and pain medications you are 

taking; 

 You will be asked to fill out one scale about the intensity (severity) of back and/or leg pain and one questionnaire about 

the quality of life and health before surgery; 
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 The physician investigator will ask if you are working at the moment, evaluate your recovery process, neurological status, 

pain intensity in the back, and overall health; 

 You will be evaluated for nerve roots decompression basing on MRT data. 

Visit 6. Follow-up studies: examination after 6 months 

During this visit, the following procedures will be performed and the following information will be collected: 

Your doctor will ask you to answer questions about your health, possible adverse events, and pain medications you are 

taking; 

 You will be asked to fill out one scale about the intensity of back and/or leg pain and one questionnaire about the quality 

of life and health before surgery; 

 The physician investigator will ask if you are working and will evaluate your recovery process;  

 You will be evaluated for nerve roots decompression basing on MRT data. 

Visit 7. Follow-up studies: examination after 12 months 

During this visit, the following procedures will be performed and the following information will be collected: 

 Your doctor will ask you to answer questions about your health, possible adverse events, and pain medications you are 

taking; 

 You will be asked to fill out one scale about the intensity (severity) of back and/or leg pain and one questionnaire about 

the quality of life and health before surgery; 

 The physician investigator will ask if you are working, assess your recovery process, neurological status, back pain, and 

overall health;  

 You will have a X-ray of the spine to assess the position of the implanted system and determine the profile of your spine 

after surgery You will be evaluated for nerve roots decompression basing on MRT data; 

 You will be examined to assess the vertebral bone fusion basing on CT-scans. 

Visit 8. Follow-up studies: examination after 24 months 

During this visit, the following procedures will be performed and the following information will be collected: 

 Your doctor will ask you to answer questions about your health, possible adverse events, and pain medications you are 

taking  

 You will be asked to fill out one scale about the severity of back and/or leg pain and one questionnaire about the quality 

of life and health before surgery  

 The research doctor will ask if you are working, assess your recovery process, neurological status, back pain, and overall 

health; 

 You will have a X-ray of the spine to assess the position of the implanted system and determine the profile of your spine 

after surgery  

  You will be evaluated for nerve roots decompression basing on MRT data; 

  You will be examined to assess the vertebral bone fusion basing on CT-scans. 

Your doctor will decide whether follow-up visits are necessary to evaluate the vertebral bone fusion. 

Possible risks, side effects, and inconveniences 

You will receive a separate surgical consent form from your that describes the surgical procedure and the type of 

implanted system and the risks associated with the procedure and related to the system. 

SURGICAL TREATMENT THAT WILL BE OFFERED TO YOU IN THE FRAMEWORK OF THE TRIAL, IS FULLY CONSISTENT WITH 

THE TREATMENT, WHICH IS USUALLY CARRIED OUT TO TREAT SPINAL STENOSIS. THE PARTICIPATION IN THE TRIAL DOES NOT 

INVOLVE ADDITIONAL RISKS BEYOND THE ORDINARY ONES, ASSOCIATED WITH THE PROCEDURE AND RELATED TO THE SYSTEM, 

CORRESPONDING TO THE RISKS ARISING REGARDLESS OF THE FACT WHETHER YOU PARTICIPATE IN THE TRIAL OR NOT. It is also 

possible that other side effects and unpleasant sensations will develop, which are still unknown. You should understand that any 

treatment, including surgical procedure, is accompanied by certain risks and may be accompanied by adverse events, despite the 

high quality of medical care. The physician investigator may prescribe medications or procedures to help reduce adverse events. 

In some cases, these effects can be long-lasting or permanent, and even life-threatening. All patients participating in the trial will 

be closely monitored to detect adverse events and provide timely care. There may be additional risks associated with this trial 

that are not yet known.   
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What will happen when the research is over? 

At the end of the trial, the physician investigator will determine the tactics of your treatment, the need for outpatient 

monitoring of your condition, including the need for further therapy. 

Possible advantages of participating in the trial 

If you agree to participate in this study, it is likely that you will not receive any direct medical benefits. Your examination 

and treatment before and after surgery will be conducted in accordance with standards of care and local practices, regardless of 

the fact whether you participate in the trial or not. The information obtained in this research may benefit other patients with 

degenerative diseases of the lumbar spine in the future.  

The termination of participation in the trial. 

If you decide to stop participating in the trial, you will continue to receive treatment in accordance with standard medical care. 

Your treatment and attitude in the clinic will not change after your decision. 

What other treatment options are available to me if I don't participate in the trial? 

You do not need to participate in this trial in order to receive surgical treatment for lumbar stenosis. If you refuse to 

participate in this trial, you will be offered the option of surgery at the discretion of the attending physician. You can also opt out 

of surgery and choose a conservative treatment that is recommended by a neurologist on an outpatient basis. 

Will I be compensated for participating in the trial? 

You will not be rewarded for participating in this trial. 

Do I have to pay to participate in the trial? 

All expenses that are part of your regular treatment and that you would have incurred if you had not participated in the 

research are accounted for according to your existing health insurance. Postoperative follow-up will be standard medical care 

regardless of what type of intervention will be performed and whether you will participate in the trial or not. 

In the postoperative period, the planned studies (X-ray of the spine 1 year after the operation; MRT of the lumbar spine 

3 months, 6 months and 1 year after the surgery; CT of the lumbar spine 1 year after the surgery) will be performed at the expense 

of the clinic, provided you participate in the trial.  

Will I receive new information obtained during the trial? 

The research doctor will give you new information received during the trial as it becomes available, if it can in any way 

affect your wish to continue participating in the trial. In this case, you may be asked to sign a new consent form. 

What will happen if I get injured during the trial? 

In the event of physical harm or physical illness resulting from your participation in this trial, you will receive the 

immediate medical care that you will need. Research doctors, hospitals, and a research team usually do not pay for medical care 

or provide you with any other compensation if you are injured or sick because of the research. Your general health insurance must 

cover the cost of medical care and treatment. 

Do I have the right to refuse from the participation in this trial or leave it? 

The participation in this trial is voluntary. You can decide not to participate in this trial or leave it at any time without 

explaining the reasons. If you decide not to participate in this trial or terminate your participation in it, there will be no negative 

consequences for you or loss of your benefits to which you are entitled. This will not affect your routine treatment or your 

relationship with the medical institution or your doctors. 

You can terminate your participation by simply telling the physician investigator about it. No special examinations are 

required before leaving the trial. You may be asked to come for a final check of the position of the implanted spinal system, or for 

a visit. 

After you leave the trial, the collection of additional data about you stops, and the data already collected is not subject 

to further use, except for the cases described in the section on data protection below. 

Please note that you cannot participate in other clinical trials. If you plan to receive any medical care that is not related 

to this research, notify your doctor and/or physician investigator. For more information about medical care in the event of an 

injury related to the participation in the trial, please contact your physician investigator or research staff. By signing this informed 

consent form, you do not waive your legal rights. 
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Medical researchers may exclude you from the trial without your consent in the following cases: 

 If you need other treatment that doesn't follow the trial protocol; 

 If this is necessary for the best results of your treatment; 

 You are not following the instructions of your physician investigator; 

 If it turns out that you do not meet the requirements of the trial; 

 If you are not included into the trial before the required number of participants is reached; 

 The sponsor of the research or regulatory authorities will terminate the trial. 

If this happens, you will be notified of the end of your participation in the trial and will be provided with an explanation of 

this decision. 

The use of your personal data / privacy 

This research involves the collection and use of medical data. The privacy of your data collected during the research will 

be respected to the maximum extent possible. Only your initials and the number randomly assigned to you in the trial will be used 

to identify you. Reports and publications based on the results of this research will not include personal data that identifies you. 

The clinical trial researcher (personal data processor) will process the following data about you: 

 personal data (name, age, address); 

 medical and health information from your medical history; 

 data about your sexual life or lifestyle (hereinafter referred to as "personal information”) 

Your personal data will always be processed in accordance with applicable legislation and used exclusively for the following 

purposes: 

 Study of degenerative diseases of the lumbar spine; 

 Future scientific research in the field of spinal diseases; 

 Development of new medical devices for the treatment of spinal diseases and / or minimally invasive methods; 

 Development and continuous improvement of recommendations for devices and treatment of spinal diseases using minimally 

invasive methods; 

 Collecting data on the safety and operation of devices released to the market to ensure compliance with product supervision 

requirements. 

By signing this consent form, you allow such access to your data. If you do not sign the permission to access your data, 

you will not be able to participate in this research. You have the right to control the use and disclosure of your personal 

information. Basic personal data will be recorded, including your full name, contact details, gender, height, weight, and ethnicity 

(for using exclusively for purposes of the clinical trial), as well as medical history and data collected about your participation in the 

trial. If you withdraw from the trial, the information collected prior to your leaving will be further processed along with other data 

obtained during the course of the research. As a rule, in this case, replenishment of the research database is stopped, and 

additional data can be entered into it only with the provided and separate consent. In general, only a medical researcher will have 

direct access to your personal data. In addition, members of the Ethics Committee and representatives of national or international 

government agencies may have direct access to your personal data if required by applicable law. All employees who have access 

to your information must maintain confidentiality at all times. They are required to follow the provisions of laws and regulations 

of the Russian Federation that regulate the confidentiality of such data. For this purpose, any documents/records containing your 

personal data or copies of such documents will not be transferred outside the medical facility without your written consent, unless 

they have been previously depersonalized or edited to conceal your personal information. To ensure confidentiality, your full 

name and other personally identifiable information will not be attached to documents or samples disclosed for research purposes. 

Instead, you will be identified by a code. Only the physician investigator and authorized personnel will be able to link this code to 

your full name using a list that will be securely stored in the research center. Your encoded data will be transferred to an electronic 

form and/or processed for analysis of research results, preparation of reports and publications. 

You have the right to get access to your personal data processed for the purposes of this research and request that it be 

corrected, classified, deleted or exported. You can also withdraw your consent to participate in the trial and to further data 

collection at any time. 

To submit any of these requirements, please contact the physician investigator in writing. Any published information, 

including research reports and articles, will not include your name or any information that may identify you personally. 

At the end of the study or after early termination of the participation in the trial, the physician investigator (or an 

authorized person) may want to determine your long-term health status from hospital records or from open sources such as 

national registries, newspaper obituaries, and social networks. Attempts may be made to contact you, your relatives, or 
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legal/authorized representatives to confirm this information. If you want to stop collecting such information about you, you can 

register your refusal at any time with the physician investigator. 

Information about the results of the trial 

A description of this research is available at http://www.ClinicalTrials.gov. No personally identifiable information will be 

published on this website. Most of the material on this website will be a summary of the results of the work. Once the results of 

this study are publicly available, you can view them on this website. 

Who can I call if I have any questions, complaints, or questions about my rights as a research participant? 

If you have any questions about the study or about participating in it, you should contact the research coordinator XXXXX 

XXXXXXX by phone +7 XXX XXX XX XX. 

If you believe that you were injured during the study, you should contact the study coordinator XXXXX XXXXXXX by phone 

+7 XXX XXX XX XX. 

LEC contact information 

If you have questions about your rights as a participant, you should contact the Secretary of the Local Ethics Committee 

of the center XXXXXXX by phone: +7 XXX XXX XX XX 

INFORMED CONSENT FORM 

 

The study title  

Open randomized controlled trial of the effectiveness of surgical treatment of patients with 

single-level combination of degenerative lumbar stenosis and low-grade spondylolisthesis using 

minimally invasive decompression and fusion and traditional open decompression and fusion 

Study number NS02-01 

 

 I have read and understood the information contained in the informed consent form; 

 I was given the opportunity to ask questions to which I received exhaustive and satisfactory answers; 

 I and / or my legal representative have received a signed and dated copy of this informed consent form; 

 I give my voluntary consent to participate in this trial until I decide otherwise; 

 By signing this document, I do not lose my legal rights; 

 I agree not to restrict the use of data or results obtained in the course of this research, if they are used exclusively for 

scientific purposes; 

 I understand that even if I complete my participation in this trial, the medical researcher and their authorized persons, 

the Ethics Committee and the competent authorities will not need my consent to study my medical documents for the 

purposes of this research and for the purposes of any other research that may be conducted in the future and will be 

related to it; 

 I consent to access to my medical records. However, I understand that my identity will not be disclosed in any type of 

information published or transmitted to the third parties 

Patient: 

   

Full name in printed letters  Signature  Date 

1. I acquainted the patient with all the aspects of the trial and answered all his/her questions; 

2. I will provide the patient/legal representative with a copy of this signed and dated informed consent form. 

The person holding the information session (researcher/authorized person): 

   

Full name in printed letters  Signature   Date 

All people who sign this informed consent form must write the date near their signature in their own hand. 
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