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My name is Susan Weiner, and I am the president and founder of the Children’s Cause for Cancer Advocacy, a consumer based, national education and advocacy organization that works on discovery and development of better cancer therapies for our children and ensuring quality care for childhood cancer patients and survivors.

I was also the mother of a child with cancer, who by coincidence, was enrolled some years ago in a clinical trial of a Gonadotropin Releasing Hormone Agonist (GnRH), the agent under review by the 407 Panel. I have also worked on the ethics of research involving children as liaison at the Institute of Medicine and as a member of the Secretary’s Advisory Committee on Human Research Protections.  Because of this coincidence of personal and professional experience, I feel obligated to submit commits to the Pediatric Ethics Committee concerning the risks and benefits of testing GnRH as a diagnostic test for precocious puberty. I would like to make three brief points.

First, the standards which I, as a parent, used in deciding whether to enroll my son in a trial of GnRH, were the very same standards I would have used if I considered enrolling my normal, unaffected child. This point underscores the ethical notion, recommended by the Institute of Medicine and other deliberative bodies, that children with a disorder or condition, just because of their status, should not be exposed to greater risks than normal children. In considering clinical trial enrollment, I assessed the risk to my child of exposure to the drug itself, the IV placement, the administration procedures including the time necessary for evaluation, the special protections available for him, and the environmental and psychological conditions he would be exposed to during the testing. From a parent’s perspective, the assessment of risks and benefits is the same for any child.
Second, I can verify directly that the agent itself is safe and effective, and further, that the research procedure involved minimal risk.  My son was on GnRH for about three years and amazingly experienced no side effects. In addition, the testing and evaluation procedures in the study were virtually the same as the current protocol under consideration except for duration (6 hours vs. 36 hours).  During his life, my son was a hospital-traumatized child, particularly sensitized to IVs.  But because the physician, nurses and I took special precautions to ensure his comfort and well being, there was minimal psychological and physical risk.

Finally, GnRH successfully suppressed my son’s precocious puberty, and despite his illness and disabilities, this treatment gave him a chance for a more normal, better adjusted life with his peers. Being sexually mature as an infant, young or preadolescent child obviously poses unacceptable developmental physical and psychological consequences. If diagnosed early, an agent known to be safe and effective could prevent these abnormal conditions. I believe that research that tests the possibility of early diagnosis of precocious puberty will enable children a cure for a disorder that should never be their developmental burden. 

Thank you for the opportunity to submit my comments to the Committee. 

Susan L. Weiner 

