Uganda Virus Research Institute / Entebbe Hospitals

The effect of worm infections during pregnancy on immunisations and infections in infants.

The aim of this study is to find out how worm infections in a woman who is pregnant affect the health of her new born baby, and to find out whether treating worms during pregnancy is good for the baby. 

At present, it is not known whether women who are pregnant and have worms should be treated immediately, or after delivery.  To find out whether treatment in pregnancy is safe and beneficial it will be compared to a placebo.  A placebo is a substance that cannot either cause or treat disease.  Mothers in the study will receive either albendazole (which is effective against most intestinal worms) or placebo, and either praziquantel (which is effective against the worms that cause bilharzia) or placebo.  Whether an individual receives albendazole, praziquantel or placebo will be decided by chance, like drawing a number in a lottery.  Neither the mothers nor the clinic staff will know who has received albendazole or placebo, or praziquantel or placebo until the end of the study.  If albendazole or praziquantel treatment is found to be beneficial in pregnancy this will help the government to establish a policy for treating worms during pregnancy.

If you agree to join the study, this is what will happen.

At an antenatal visit when you are three months pregnant or more,

· You will be asked questions about your health and examined by a study doctor or nurse.

· You will be asked to provide a blood sample (maximum of 6 teaspoons).  Some blood will be used for tests for anaemia, malaria and HIV.  Some will be used for tests of immunity and some may be stored for other tests in future.  

· You will be asked to provide a stool sample and a urine sample.

· You will be given medicine to prevent anaemia and malaria, because these are known to be helpful in pregnancy.

· If you are HIV positive and are willing to know your results you will be offered treatment to reduce the risk of your baby becoming HIV infected during delivery.

· You will be given the study medicine, which will be either albendazole or placebo and either praziquantel or placebo.

· Although the advantages and disadvantages of treating worms in pregnancy are not certain, we do know that treatment of worms is beneficial if a woman is very anaemic.  If the results show that you are very anaemic you will not be asked to continue in the study but will be offered albendazole and any other treatment the doctor considers necessary.  If you have persistent diarrhoea with blood in the stool this may be caused by bilharzia.  In this case your stool sample will be examined and you will be treated for bilharzia if it is found.

At, or soon after delivery,

· You will be asked to provide a second blood sample (maximum of 6 teaspoons), a urine sample and a second stool sample.

· A sample of blood will be taken from the umbilical cord after the baby has been delivered and the cord has been cut.

Six weeks after delivery, you will be treated for worm infections with both albendazole and praziquantel.

During the first year of your baby’s life you will be visited every two weeks at home by a visitor from your Local Council area.  The visitor will come to check on your baby’s health.  If the baby is sick you will be encouraged to bring him or her to the study clinic for treatment.  You will be encouraged to take your baby for immunisations and the baby’s weight will be checked regularly.  When your baby is one year old you will be asked to bring him or her to the study clinic.  

· The baby will be examined by a study doctor or nurse.

· We will ask you to provide a stool sample from the baby.

· We will ask for a blood sample from the baby (maximum 1 teaspoon).

· For some babies, one or two additional blood samples (maximum 1 teaspoon) may be requested earlier in the year.

In general, blood samples will be used for tests for anaemia, malaria and other infections including HIV.  Some will be used for tests of immunity and some may be stored for other tests in future.  All the information you give, and the results of tests, will be completely confidential.  If you wish to know your HIV result, you will receive pre- and post- test counselling and your results will be given to you.  If you do not wish to know your HIV result, this information will be kept confidential and will not be made known to the clinic staff.

If you have any questions about your participation in this study, please feel free to ask one of the doctors, nurses or field workers at the clinic.  The principal investigators for this study are Dr Elliott (telephone:  320272) & Dr Muwanga (telephone: 320058).  The chairman of the Trial Steering Committee is Professor Whitworth (telephone 320272).  The chairman of the Science and Ethics Committee of UVRI is Dr Mermin (041 320776).

Uganda Virus Research Institute / Entebbe Hospitals

The effect of worm infections during pregnancy on immunisations and infections in infants.

Participant’s names  ………………………………

Participant IDNO  |___|___|___|___|

I have read and/or been fully explained the information sheet concerning my participation in this study and I understand what will be required of me if I take part in the study.

My participation is voluntary and I understand that I will be required to provide specimens including blood for laboratory testing, including HIV testing.  I understand that part of the specimen may also be stored for other tests in future.

My questions concerning this study have been answered by  ………………………………………

I understand that at any time I may withdraw from this study without giving a reason and without affecting my entitlement to routine government health care and management.

“My signature / thumb print below indicates that I agree to take part in this study”.


………………………………………………………

Signature







Or right thumb print

Witness:

Name  ……………………………………………  Signature  ……………………………………….

Date    ……………………………………

Investigator:

Name ……………………………………………   Signature  ……………………………………….

Date    ……………………………………

Uganda Virus Research Institute / Entebbe Hospitals

The effect of worm infections on infectious diseases in early childhood

The aim of this study is to find out how worm infections early in childhood affect other aspects of health, especially other infectious diseases.

At present, we do not know much about the effect of worms on other diseases in children under 5 years old, and we do not know how often children under 5 years old should be de-wormed.  To find out whether very frequent de-worming (every 3 months) is beneficial, treatment with albendazole (which is effective against most intestinal worms) will be compared with placebo.  A placebo is a substance that cannot either cause or treat disease.  Children in the study will receive either albendazole or placebo at 3 month intervals.  Whether a child receives albendazole or placebo will be decided by chance, like drawing a number in a lottery.  Neither the mothers nor the clinic staff will know who has received albendazole or placebo until the end of the study.  If albendazole treatment is found to be beneficial this will help the government to establish a policy for treating worms during early childhood.

Once a year all children will be asked to provide a stool sample.  Any child who is found to have worms in this sample will be given specific treatment to remove their worms.

If you agree that your child should join this study this is what will happen.

· You will continue to be visited every two weeks by your Local Council field worker.

· The visitor will check on your child’s health.

· If your child is sick you will be encouraged to bring him or her to the study clinic for investigations and treatment.

· Once a year, you will be asked to bring your child to the clinic for a check up.  At this visit we will ask you to provide a stool sample from the child and we will ask for a blood sample from the child (maximum 1 teaspoon).

Blood samples will be used for tests for anaemia, malaria and other infections including HIV.  Some will be used for tests of immunity and some may be stored for other tests in future.  All the information collected, and the results of tests, will be completely confidential.  The child’s HIV result will be provided to the child’s mother if she wishes to know it.   For those who do not wish to know the HIV results, this information will be kept confidential and will not be made known to the clinic staff.

If you have any questions about your participation in this study, please feel free to ask one of the doctors, nurses or field workers at the clinic.  The principal investigators for this study are Dr Elliott (telephone:  320272) & Dr Muwanga (telephone: 320058).  The chairman of the Trial Steering Committee is Professor Whitworth (telephone 320272). The chairman of the Science and Ethics Committee of UVRI is Dr Mermin (041 320776).

Uganda Virus Research Institute / Entebbe Hospitals

The effect of worm infections on infectious diseases in early childhood

Child’s names  ………………………………        
Mother’s names ……………………………..

Child’s IDNO  |___|___|___|___|


Mother’s IDNO  |___|___|___|___|

I have read and/or been fully explained the information sheet concerning my child’s participation in this study and I understand what will be required if he/ she takes part in the study.

My child’s participation is voluntary and I understand that he/ she will be required to provide specimens including blood for laboratory testing, including HIV testing. I understand that part of the specimen may also be stored for other tests in future.

My questions concerning this study have been answered by  ………………………………………

I understand that at any time I may withdraw my child from this study without giving a reason and without affecting his/ her entitlement to routine government health care and management.

“My signature / thumb print below indicates that I agree for my child to take part in this study”.


………………………………………………………

Signature







Or right thumb print

Name of parent or guardian if this is not the mother:  ………………………………………………

Witness:

Name  ……………………………………………  Signature  ……………………………………….

Date    ……………………………………

Investigator:

Name  ………………………………………….    Signature  ……………………………………….

Date    ……………………………………
















