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You and/or your child are being asked to be in a voluntary research study regarding the long-term impact of cryoablation, a method of pain control that can be used during surgery involving the chest wall. This information will help us understand how pediatric surgeons can improve pain control for patients who have chest wall surgery. 
 
Your decision to be in this study is completely voluntary. You do not have to participate in any research project offered by Kaiser Permanente. 
 
PURPOSE 
Cryoablation has been approved by the FDA as a safe and effective method of pain control during the Nuss procedure. It may be more effective and cheaper alternative to other methods of pain control during Nuss corrective surgery. However, long-term outcomes, including chest wall pain, paresthesia, and allodynia years after use of cryoICE are not known. This study is looking specifically at four main chest wall sensory outcomes, including pain, allodynia, numbness, and paresthesia. Allodynia refers to being abnormally sensitive to touch, such as getting a painful or uncomfortable sensation when lightly touching the skin. Paresthesia means tingling, prickling, burning, ‘pins and needles’, or ‘skin crawling’ sensations on the chest wall. Our goal is to determine if pediatric patients experience significant long-term chest wall sensory changes related to the cryoICE procedure.  
 
DURATION  
If you decide to participate, we will be asking you and/or your child a series of questions about pain, numbness, or changes in how your/their chest wall feels that will take about 30 minutes to complete. We will also ask you some basic information about you or your child, like if the corrective surgery helped with symptoms like shortness of breath or anxiety that were experienced before the operation. 
 
VOLUNTARY PARTICIPATION   
You do not have to answer any questions that you do not want to answer and this will in no way affect the care provided by the Kaiser Permanente Los Angeles medical center medical staff. The questions you answer as part of this research project are done for research purposes only. You can decide to share the results with your physician if you choose to do so.  
 
STUDY PROCEDURE 
The procedure involves only the telephone call as noted above. During the phone call we will ask you and/or your child to answer questions about four main sensory outcomes as described above, including the following questions: 
1. Have you had any pain in your chest wall after the surgery? 
2. Have you felt like your chest wall is abnormally sensitive to touch, such as getting a painful or uncomfortable sensation when lightly touching the skin? 
3. Have you felt less sensation in your chest wall, meaning you are not able to feel touch, temperature, or pain in that area? 
4. Have you experienced any abnormal sensations in your chest wall, such as tingling, prickling, burning, ‘pins and needles’, or ‘skin crawling’ sensations? 
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RISKS 
Discussion of symptoms, like pain, pain can be uncomfortable for the patient interviewee and the patient’s parent or guardian, if applicable.  There are minimal risks to participants in this study.  The research team members from Southern California Kaiser Permanente will review your clinic information and medical record, including medications prescribed and the pharmacy medical data regarding pickup and refill of prescriptions.  Some of the questions in this study may be considered sensitive, may be difficult to answer or may cause uncomfortable feelings. You can refuse to answer, or skip, any questions.  The main risk is a loss of confidentiality. 
 
BENEFITS 
There is no guarantee that you will benefit from participating in this study.  
 
ALTERNATIVES 
You do not have to participate in this study and the medical care you receive will not be affected.  
 
CONFIDENTIALITY 
Data will be accessed and stored on restricted access, password protected Kaiser secure servers. These data will only be accessible by study co-investigators and biostatisticians. Namely, the data will be managed in a MS excel document stored on Microsoft Teams with access to the document restricted to only team members as listed in this IRB. The PI will be responsible for the quality management of this study and for coordination and regular communication with external partners. The PI will provide ongoing training and mentorship to the research team members throughout the study to ensure the safety of the patients and data quality. 
 
COMPENSATION  
You will not be paid for participating in this study. 
 
COSTS  
There are no costs to you for participating in this research study. 
 
CONTACT INFORMATION 
If you have questions about this research study, please contact Hailey Shoemaker at hailey.b.shoemaker@kp.org or Dr. Roman Sydorak at roman.m.sydorak@kp.org. 
 
If you have any questions regarding your rights as a study subject you may contact: 
Armida Ayala, PhD, Director, Human Research Subjects Protection Office at  
(626) 405-3665 or Armida.Ayala@kp.org  
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