Hennepin County Medical Center

Patient Informed Consent
Maternal Periodontal Disease and Infant Neurodevelopment
Two and a half years ago you participated in the OPT (Obstetrics and Periodontal Therapy) Study. We were looking at the relationship between gum (periodontal) disease and preterm birth. Your baby is now two years old and we are inviting you to participate in another study which will look at how well your child is developing. You are being asked if you would like to participate in this study because you participated in the OPT Study. Your participation in this new study is completely voluntary. Please read this information and ask any questions you may have before you decide.

The following investigators are doing this study at the Hennepin County Medical Center:

Dr. Bryan Michalowicz, University of Minnesota, School of Dentistry, 

      17-116 Moos Tower, 515 Delaware St SE, Minneapolis, MN 55455, 612-625-6981
Dr. Anthony DiAngelis, Hennepin County Medical Center, Dental Clinic,
      701 Park Ave, MC P-7 Dentistry, Minneapolis, MN 55415, 612-873-6275

Dr. Richard Lussky, Hennepin County Medical Center, Department of Pediatrics,

      701 Park Ave, MC G-7 Pediatrics, Minneapolis, MN 55415, 612-873-2960
Three other places in the U.S. are involved in this study: the University of Mississippi, the University of Kentucky, and Columbia University/Harlem Hospital.  Overall, we hope to enroll about 600 mothers and their infants. The National Institute of Dental and Craniofacial Research, which is a part of the U.S federal government’s National Institutes of Health, is funding this study. 

Study Purpose

The purpose of this study is to see if a mother’s periodontal (gum) condition during pregnancy affects development in her children.  

Study Procedures

If you agree to participate in this study, we will examine you and your child when he or she is about two years old and again when he or she is about three years old.   During these evaluations the following things will happen:
1. An examiner will ask your child to do several things and watch to see how they walk, use their hands, play, talk and understand what is said to them, etc.

2. If any problems are noted you will be asked if you would like to have your child evaluated by a pediatric neurologist (specialist). This will be done with no cost to you or your child. If the pediatric neurologist does evaluate your child they will make any referrals for follow-up that are indicated.
3. You will be asked about your child’s medical history, emotions and behavior, and home situation. Some of our questions will be about your job and home size. 
4. Mothers, or your child’s primary care provider, will be asked a few questions to assess their thinking abilities.

5. We will review your child’s medical record to obtain some information about any medical conditions or care they may have received. 

6. A small sample of blood (about two teaspoons) will be taken from your child’s arm to determine your child’s exposure to lead and the iron levels in his or her blood. If you refuses to allow us to take a small blood sample, you will still be allowed to remain in the study. The blood sample will only be taken at the first study visit when your child is about two years old.
The part of the visit where we will work with your child will take about two hours. The total time spent at each of the two visits should be about three hours. 

Risks of Study Participation

When blood is drawn from your child there may be some mild pain when the needle sticks their skin. There is a small risk that this may result in some local bruising and/or infection. We will try to minimize the discomfort by using a numbing substance, such as EMLA, before drawing any blood.
Except for the blood test, these tests are not stressful or painful and pose no risks to your child. However, you and your child might get tired while taking part in the study. If this happens you may ask that we stop for a few minutes. If you do not wish to continue you may decide to stop the tests at any time.
Benefits of Study Participation

You will get a report of your child’s brain and muscle development. If your child is referred to the pediatric neurologist the study will pay for this. You will also be informed if the laboratory tests on your child’s blood are abnormal. If we discover any problems with your child’s blood test results or in how he or she performs on the other tests, we will make some suggestions for further care and offer to make medical referrals if needed. However, the study will not pay for these further medical tests. You or your insurance company may be required to pay.

Study Costs/Compensation

You or your child will not be charged for any test we perform as part of this study.  At the end of each study visit, you will get a $50 gift certificate to a store such as Wal-Mart or Target. In addition, your child will get a gift worth about $10 that is appropriate for his or her age. 

If you or your child decide to leave before the end of the study visit, you will get the same gift certificate, but for a smaller amount.  Your child will still get their gift.
Research Related Injury

In the highly unlikely event that participation in the study results in an injury, treatment at HCMC will be available, including first aid, emergency treatment and follow-up care as needed. Care for such injuries may be billed in the ordinary manner to you or your insurance company. If you think that you have suffered a research related injury, let the study staff know right away.
Confidentiality

The results of this study will be kept private and they will not be placed in your or your child’s medical records.  If you are the parent or legal guardian of the child, we will provide you with the test results if you want them.  All information that is recorded will be kept strictly confidential.  No one except the people working on this study will know that you are in the study.  The people who will see your records include the doctors and workers at the clinic or hospital who are doing the study.  Also, members of the Institutional review Board, Data and Safety Monitoring Board or other officials as required by state or federal law may see your records.  This will only be for reviewing the study material.  A code number will identify you, and no one will release personal information about you, or your child, without your written permission.  You will not be personally identified in any published reports of this study and your confidentiality will be strictly preserved.

Voluntary Nature of the Study

You and your child’s participation in this study are strictly voluntary. Your decision whether or not to participate in this study will not affect your or your child’s current or future relations with the University or HCMC. If you decide to participate, you may withdraw at any time.

Withdrawal or Removal From the Study

You may withdraw from the study at any time for any reason. You may also be withdrawn from the study at any time for the following reasons:

1. You fail to attend scheduled appointments.
2. You fail to follow study directions.

Contacts and Questions

You may ask any questions you have now, or if you have questions later, you are encouraged to contact:
Dr. Anthony DiAngelis, HCMC, Dental Clinic at 612-873-6275

Dr. Richard Lussky, HCMC, Department of Pediatrics at 612-873-2960 

If you have any questions or concerns regarding the study and would like to talk to someone other than the researchers, you are encouraged to contact:
Dr. Fred Langendorf, HCMC, Chairman of the Human Subjects Committee at 612-347-8528

You will be given a copy of this form to keep for your records.

Statement of Consent

I, _______________________________________________ have read all the preceding information describing this study.  I have had all my questions answered to my satisfaction.  I voluntarily consent for myself and my child to participate in this study.

I authorize release of information from this study to those agencies designated by the Principal Investigator. This authorization does not expire but can be revoked by me, in writing, at any time. By signing this form, I have not waived any of the legal rights that I would otherwise have.  

Participant signature:______________________________________Date: _________

I have explained to the volunteer subject the purpose of participation in this study, and have answered the volunteer subject’s questions.  

Person obtaining informed consent:___________________________Date: __________

Signature of Investigator____________________________________Date: __________
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