
To Jia-Lin Zhang 
World Journal of Nephrology 
 
Subject: Declaration of IRB Non-Requirement 
 
November 19, 2024 
Dear Dr. Zhang,  
 
Thank you for your correspondence regarding the ethical considerations for our study, “Investigating the 
Controversial Link Between Pediatric Obesity and Graft Survival In Kidney Transplantation”. I am 
writing to formally declare that this study does not require Institutional Review Board (IRB) approval. 
This study did not use any identifiable information that could have reasonably been used to identify 
individuals. No research team member has attempted or will attempt to reidentify any individual from the 
dataset.  
 
The proposed activity is not research involving human subjects as defined by DHHS or FDA 
regulations. Consequently, Temple University IRB review and approval is not applicable. 
Given these factors, this study qualifies as exempt from IRB review under the regulatory guidelines for 
human subject research.  
 
DHHS Definitions: 
Research - a systematic investigation, including research development, testing and evaluation, designed to 
develop or contribute to generalizable knowledge. 
Human subject - a living individual about whom an investigator (whether professional or student) 
conducting research: 
Obtains information or bio-specimens through intervention or interaction with the individual, and uses, 
studies, or analyzes the information or bio-specimens; or 
Obtains, uses, studies, analyzes, or generates identifiable private information or identifiable bio-
specimens. 
 
FDA Definitions: 
Research - any experiment that involves a test article and one or more human subjects, and that either: a) 
must meet the requirements for prior submission to the Food and Drug Administration; or b) the results of 
which are intended to be later submitted to, or held for inspection by, the FDA as part of an application 
for a research or marketing permit. 
 
Given these factors, this study qualifies as exempt from IRB review under the regulatory guidelines 
for human subject research.  
 
 
Sincerely, 
 
 
Sunil Karhadkar MD, FACS 
Associate Professor of Surgery 
Temple University Hospital 
Division of Abdominal Organ Transplantation 




