CONSENT FORM

VERMONT OXFORD NETWORK

NEONATAL ENCEPHALOPATHY REGISTRY

  FOLLOW-UP 


PATIENT NAME: ______________________________________________


I understand that my child has received cooling therapy (hypothermia) at birth because of concern that he/she has hypoxic ischemic encephalopathy, a brain condition caused by poor blood flow or oxygen delivery to the brain.  I understand that hypoxic ischemic encephalopathy may put my child at risk for problems in physical and mental development (developmental delay). 

I understand that ongoing assessment of my child’s physical and mental development is recommended as a routine of follow-up care after discharge from the Neonatal Intensive Care Unit of (Name of Institution).  One of these follow-up assessments is scheduled for 24 months of age at the Neonatal Intensive Care Unit Follow-Up Clinic of (Name of Institution).

I understand that, as a part of this follow-up visit, information will be collected about the progress of my child’s physical and mental development since his/her discharge from the Neonatal Intensive Care Unit.  I understand that, as a part of this follow-up visit, a physical examination, including a neurological examination will be performed.  
I understand that my child may be evaluated using the Bayley Scales of Infant Development (BSID), a standard developmental test given to children to evaluate developmental progress. I understand the BSID evaluates a child’s developmental performance and compares it to other children of his/her age. I understand the BSID uses play activities and toys and may take one and one half-hours (1 ½ hours) to administer. I understand the BSID will be stopped if my child does not want to cooperate.  
I understand that I am being asked to give permission for my child to be seen and evaluated with the BSID as a part of his/her routine follow-up care at the Neonatal Intensive Care Unit Follow-Up Clinic of (Name of Institution).  I understand that there will be no cost to me for the BSID.  I also understand that there is no financial compensation for allowing my child to be evaluated with the BSID.

I understand that the results all evaluations at the follow up visit will be shared with my child’s primary care provider and me, and that I will be counseled about the meaning of the results.  Should these results indicate that my child could benefit from special help, that help will be explained to me and coordinated by the health care team seeing my child at the follow-up visit, as well as my child’s primary care provider.

I understand that information about my child’s physical and mental development, including the results of the BSID, will be reported to the Neonatal Encephalopathy Registry, a project of the Vermont Oxford Network.  The Neonatal Encephalopathy
Registry is a registry of infants with hypoxic ischemic encephalopathy treated with cooling therapy at birth.  I understand that the Registry will not identify my child by his/her first or last name or medical record number, and that the collection and submission of all medical information from evaluations at follow-up will be accomplished with strict adherence to professional standards of confidentiality.  I understand that a summary of the Neonatal Encephalopathy Registry may eventually be published, that information may be exchanged between medical investigators, but that patient confidentiality will be maintained.

I understand that I may be contacted at a later date, beyond my child’s second year of age, for further follow-up. I understand that I can ask not to be contacted in the future. I also understand that if I do permit future contact, I can refuse further visits.

I understand that I may contact (Name of Person Contact), the Investigator in charge of the Registry, at (phone number), for more information about the Registry. If I have any questions about my rights or my child’s rights or for more information on how to proceed should I believe my child has been injured by the evaluation procedure, I understand that I may contact (Name of Person Contact) at (phone number), the administrator/director of the Research Protections Office at (Name of Institution).

I have been given an opportunity to discuss the Registry and follow-up evaluations with the physicians conducting them and I understand that I may ask further questions and I may withdraw my child from the evaluation at any time without prejudice to my child’s present and/or future medical or developmental care.

I agree to have my child participate in the evaluation and understand that I will receive a signed copy of this form.
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Parent/Guardian







Date

__________________________





__________
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__________
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