Comparison of unilateral and bilateral mediastinal lymphadenectomy in the treatment of non-small-cell lung carcinoma – randomised clinical trial

Information for the Patient

Dear Sir/Madam

You have been invited to participate in the scientific clinical trial, dedicated to assess the new method of lung cancer treatment. This method, called “bilateral mediastinal lymphadenectomy using cervical-thoracic access” is a subject of evaluation, as the surgical access used in it has hitherto been used with promising results, but in a limited number of patients.

It’s important that you read carefully the description and purpose of the trial provided below. Please read the following information slowly and thoroughly. Be there anything incomprehensible, the doctor conducting the research will provide all the information you may need.

What is the principle of the method evaluated in this trial?

The term “mediastinal lymphadenectomy” means removal of lymph nodes located in the central area of the chest. Removal of those lymph nodes is a standard element of the surgical treatment of patients with lung cancer, because it is the place where cancer metastasis often occur. So far, the standard procedure is to remove the lymph nodes on this side of the chest, where the tumour is located. However, the results of several trials suggest, that the bilateral removal of the lymph nodes could increase the chance of complete cure. In order to do that, except for the basic incision on the chest between the ribs, the additional small incision in the neck is necessary. 

What does the term ‘randomised trial’ mean?

Randomisation means that a patient is randomly assigned to one of the two groups, in which either the new, or the standard method is used. In this particular case it means that during the surgery to remove the lung tumour, either unilateral or bilateral mediastinal lymphadenectomy will be carried out – which one of them, will be decided by chance. Both of those methods are proven to be effective, but for now, it is unknown which one of them is better. Conducting the randomized trial is considered the most objective way, and its results will be more reliable. 

What is the purpose of the trial?

The purpose of the trial is to compare the effectiveness of bilateral mediastinal lymphadenectomy with the currently used unilateral lymphadenectomy.

Is participation in this trial obligatory?

No. Participating in this trial is completely voluntary. The refusal to participate would not have any consequences or result with loss of any rights. Were you to agree to participate in this trial, you will be asked to sign a special form in order to confirm your agreement.

Who should not participate in this trial?

Patients, who do not meet certain criteria will not be able to participate in the trial. Those requirements, related to your health, will be further discussed with the doctor conducting the trial. 

What does participating in a clinical trial mean for you?
The natural course of the disease you have been diagnosed with, is growth of the tumour and, later on, cancer cells detachment, which usually firstly get into the lymph nodes, where they form the metastasis.

The most important thing in lung cancer treatment is performing surgery before the metastasis is developed. However, if the metastasis is already formed in the mediastinal lymph nodes, they can be removed by extensive surgery. Determining the indications for possible post-operative chemotherapy more precisely, is an additional advantage. One trial conducted so far suggest, that this bilateral removal of lymph nodes results in better chance for cure, but this needs to be confirmed. On the other hand, more extensive surgery may increase the risk of complications, however, the trial mentioned above did not confirm this suspicion. So, we can suspect that bilateral removal of lymph nodes is more effective, but it is still not an commonly accepted standard. 

If you did not want to participate in the trial, we would suggest proceeding with unilateral lymphadenectomy, which is the standard technique.

Removed lymph nodes will be examined and depending on the result of this examination we may suggest you further, suitable treatment.
What are the requirements to participate in the trial?

1. It is very important that you come to scheduled medical examination. Those follow-up visits are not a part of the trial (every patient treated for the lung cancer needs to undergo such control examinations).

2. In years following the treatment, surveys may be mailed to you and it’s very important to fill them out.

3. In case of any health deterioration due to any cause, requiring a stay in a hospital, the doctor conducting the trial should be informed (by mail or phone).

What are the possible risks and disadvantages of trail participation?

Mediastinal lymphadenectomy, like any other surgery, carries a possibility of complications. This risk may be higher in case of bilateral lymphadenectomy, although it has not been confirmed in the above-mentioned study. Based on the results in over 100 patients, we can assume that the risk is not high. Complications that may occur include, but are not limited to, bleeding, paralysis of the vocal cord, respiratory failure, haematoma in the wound or the infection of the wound.

What are the possible advantages of participating in the trial?

Theoretically, more extensive removal of lymph nodes may be associated with lesser risk of relapse. This effect has been confirmed in the recently conducted study. Participation in the trial does not carry any additional benefits. All phases of the treatment (except for the randomly chosen kind of lymphadenectomy) will be carried out according to the standard rules of thoracic surgery and oncology. It also applies to the anaesthesia and post-operative care.

How much will participating in the trial cost?

For participating in the trial you will not be charged with any costs. The cost of the trial will be completely covered by the Hospital.

You also won’t be paid for participating in the trial.

Will the data confidentiality be maintained?

Your personal data included in the medical history will be confidential. All the analysis of results of the treatment will be anonymous and in case of its publication, your name or any information allowing your identification would not be revealed.

What will happen with results of this trial?

Data obtained in this trail will be used to assess the effectiveness and safety of bilateral mediastinal lymphadenectomy in the treatment of lung cancer. The results of the trial will be probably presented at scientific conferences or published in medical journals. In any of those cases your personal data will remain confidential.

Who covers the costs of the trial?

The trial is fully founded by the Hospital. It is not related to any commercial venture and is not sponsored by any third party.

Who gave the permit for this trial to be conducted?

The regional Bioethical Committee reviewed the protocol of this trial and allowed the trial to be conducted.

Additional information

In case you have any further inquiries about this trial, please contact the doctor conducting the research.

In case you have any further inquiries about your rights as the participant, please contact the representative of the Institutional Review Board (telephone number )

