CONSENT TO PARTICIPATE IN RESEARCH

The University of Mississippi Medical Center

Study Title: Effect of Maternal Periodontal Inflammation on 

 Infant Neurodevelopment
Principal Investigator:  William Buchanan, D.D.S. 

_____________________________________________________

Introduction:  Your child is being invited to participate in this research study because you participated in the Effects of Periodontal Therapy on Preterm Birth (OPT) Study.  This new study, Effect of Maternal Periodontal Inflammation on Infant Neurodevelopment, is also called the OPT Nuerodevelopment  Study. 

Purpose:   The purpose of the study is to determine if a mother’s gum condition during pregnancy affects mental and language development in her children.  There is some evidence that a child may develop slower than usual if his or her mother suffered from certain serious infections during pregnancy.  While gum disease is a common and generally mild infection, it is possible gum disease may also affect infant development.  

Procedures:  If you agree for your child to participate in this study, you and your child will come in for 2 study visits.  The first visit will take place when your child is about two years of age.  A second study exam visit will take place when  your child is about three years of age.   The evaluations will be performed in the Child Development Clinic at University of Mississippi Medical Center.  During both study visits we will perform the following:

1. Ask your child to perform several physical and mental tasks while being watched by a psychologist.   This includes placing shapes in a pegboard, naming pictures, saying if pictures are same or different, copying shapes, and walking up and down steps.   

2. Have your child evaluated by a neurologist (medical specialist) if he or she isn’t able to perform the tasks well.  

3. Evaluate how well your child speaks and understands language.  

4. Review your child’s medical record to obtain some information about any medical conditions or care he or she may have received early in life that may have affected his or her development. 

5. Obtain a small sample of blood from your child’s arm to determine your child’s exposure to lead and the iron levels in his or her blood. About 1 tablespoon of blood will be drawn.  If you or your child refuses to allow us to take a small blood sample, you and your child will still be allowed to remain in the study.  A blood sample will be taken only when your child is about two years of age.

You will be asked to sign a separate form that gives your permission for the study doctors to look at your child’s medical records.

The total time needed for these procedures will be about three hours.  The evaluation of your child will take about two hours.  

Your child’s participation in this study will last approximately one year. 

Risks:   The study exams are not stressful or painful and pose no risks to your child. However, your child might get tired while answering the questions. 

When blood is drawn from a vein, there might be some temporary discomfort, local bruising, or even infection. Precautions will be taken to minimize these discomforts and risks. 

There may be other risks that we do not yet know about. 

If your child experiences any problems you should report them to the study doctor, William Buchanan, D.D.S. at 601-984-6118, and after-hours and on weekend you may call William Buchanan, D.D.S.  at 601-594-6551. 

Benefits:  Your child may or may not receive a direct benefit from participating in this study.   

You will receive a report of your child’s mental, motor and language development.  You will also be informed if the laboratory tests on your child’s blood are abnormal.  It may be of benefit to have your child evaluated by a specialist. Occasionally the study test results may indicate a need for further evaluation and treatment. If we discover any problems with your child’s blood test results or in how he or she performs on these tests, we will make appropriate medical referrals.

We hope to learn information that may help others in the future.

Alternatives:   The alternative to participating in this study is to not participate in this study.  

Costs:  There is no cost to you or your child for participating in this study.  

Research-related injury:  In the case of injury or illness resulting from your child’s participation in this study, medical treatment is available to your child at the University of Mississippi Medical Center. You will be charged the usual and customary charges for any such treatment your child receives.

Compensation:   Your child will receive an age-appropriate gift worth about $10.00.  

Participation is voluntary: Your child’s participation is voluntary.  
If you decide for your child to not to participate in this study your child will not suffer a penalty or loss of benefits to which your child is otherwise entitled.  If you decide for your child to participate in this study you may discontinue your child’s participation at any time, without penalty or loss of benefits and it will have no effect on the quality of your child’s medical care.  
Withdrawal from the study:  You may choose to stop your child’s participation in the study and withdraw your child at any time.  If you decide to withdraw your child, the information already collected about your child may still be used in the study.  Your decision to stop your child’s  participation will have no effect on the quality of medical care that your child receives.  

You may be asked to withdraw your child from the study if we have to reschedule your child’s appointment for study visits more than three times. 

New Information:  You will be told of any information we learn during your child’s participation in this study that may affect your willingness to have your child participate.  

Confidentiality:  Every effort will be made to keep the information we learn about your child private.  Study personnel, The National Institute of Dental and Craniofacial Research (the study sponsor), the University of Minnesota (the main study center), the Food and Drug Administration (FDA), the Office for Human Research Protections (OHRP) and the University of Mississippi Medical Center’s Institutional Review Board (IRB) 

and Office of Compliance may review the study records.  If the sponsor shares this information with others the information is no longer covered by 

the federal privacy regulations.  If study results are published your child’s  name will not be used.  Study data may be submitted to regulatory agencies in other countries but your child will not be identified.
Protected Health Information:  Protected health information is any personal health information through which your child can be identified.  The data collected in this study includes: obstetric, medical, psychological and dental information, you and your child’s name, address, social security number, and date of birth. A decision to participate in this research means that you agree to the use of your child’s health information for the study described in this form.  This information will not be released beyond the purposes of conducting this study.  The information collected for this study will be kept indefinitely.  While this study is ongoing you may not have access to the research information, but you may request it after the research is completed.   

Number of Participants:  We expect 150 mother/infant pairs to enroll in this study here and 600 mother/infant pairs nationwide.
You will be given a copy of this consent document for your records.  If you do not sign this consent document your child will not be enrolled in the study.  

Questions:   If you have questions about this study or need to report any problems, side effects, or injuries, please call William Buchanan, D.D.S. at 601-984-6118.  After hours and on weekends please call William Buchanan, D.D.S. at 601-594-6551.

You may discuss your child’s rights as a research participant with the Chairman of the University of Mississippi Medical Center’s Institutional Review Board, 2500 North State Street, Jackson, Mississippi  39216; telephone, 601 984-2815; facsimile, 601 984-2961.  The Institutional Review Board is a group of people not involved with this study who have reviewed the study to protect your child’s rights. 

OPTIONAL ADDITIONAL STUDIES

GABA Blood and Saliva Study  Your child is also invited to be part of an optional extra study to see if the amount a brain chemical, GABA, in blood or saliva is related to other measures of your child’s development.  

If you agree to let your child participate in this additional study, your child will have a small extra tube of blood drawn and a saliva sample will be taken by placing absorbent paper strips into the child’s mouth at each study visit.  

This blood and saliva study of GABA is optional and is not required for your child to participate in the main study.  

Please indicate below whether you choose to allow your child to participate in the additional GABA blood and saliva study. 

Yes     FORMCHECKBOX 
       No   FORMCHECKBOX 
       
Initials  ________

Child Dental Screen Study  Your child is also invited to be part of an optional extra study to see if their dental health is related to other measures taken during the OPT Study.  This exam does a quick check of the appearance of your child’s teeth and asks some questions about your child’s dental habits.  If dental problems are observed, a referral for dental care will be made.  Information on dentists who can provide dental care and how to take care of your child’s teeth will be provided.  No dental care will be provided for children or their mothers.

This dental screen study is optional and is not required for your child to participate in the main study.  

Please indicate below whether you choose to allow your child to participate in the additional child dental screen study. 

Yes     FORMCHECKBOX 
       No   FORMCHECKBOX 
       
Initials  ________

 May we contact you about future studies?          FORMCHECKBOX 
    Yes        FORMCHECKBOX 
       No 

Statement of Participation

I have been told about this study and the possible risks and benefits.  My child’s participation is voluntary and I may withdraw my child at any time without any penalty or loss of benefits to which my child is entitled, including medical care at the University of Mississippi Medical Center.

By signing this form I am not giving up any legal rights my child may have. 

______________________________________ 




Name of Participant (please print)

___________________________________

     

Name of Mother of Minor Participant (please print)

  
      

________________________________

 __________

Signature of Mother of Minor Participant

     Date


______________________________________________________

Name of Person Obtaining Informed Consent (please print)

_______________________________ 

 __________

Signature of Person Obtaining Informed Consent
     Date

I acknowledge that the participant identified above has been entered into this study, with properly obtained informed consent. 

                                         
       


 __________
Principal Investigator: William Buchanan, D.D.S. 
      Date
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