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1. PURPOSE OF THIS RESEARCH STUDY

You are being asked to participate in a research study designed to compare insulin                                                                                                        therapy with oral hypoglycemic agents (anti-diabetic drugs) in pregnancy.  So that we can establish a better alternative therapy for diabetes in pregnancy and insulin need not be given in pregnant women with diabetes.
2. PROCEDURES

· If treatment is required for your sugar control, you will be placed by chance in one of the groups intended to receive 1. insulin or 2. oral medicines. 
· You will be educated thoroughly about diet, exercise, insulin use and self glucose monitoring.
· You will be provided the contact number of research officer and you can communicate with him/her whenever the need arises.
· Glucose monitoring will be according to international guidelines by glucometer 
· You will be provided with the glucometer, glucose strips and anti diabetic drugs.

· Your baby’s growth and well being will be monitored according to the international guidelines. 

3. POSSIBLE RISKS OR DISCOMFORT

If your blood sugar is not controlled on oral medicine, insulin will be added. In this case you will be removed from the study. There is no additional risk of birth defects with oral medicine. There is no additional risk per se either in the mother or baby due to study.

4. POSSIBLE BENEFITS

If oral medicines are proved to be better alternative than insulin therapy as it has been proved in several studies in the West then pregnant women with diabetes can be given oral medicines that are cheap and patient friendly. Also pregnant women with known diabetes will continue their oral medication during pregnancy and after delivery.

5. FINANCIAL CONSIDERATIONS

There is no financial compensation for your participation in this research, however all the expense related to insulin, Oral antidiabetic agents, glucometer and glucose strips will be provided through the research grant. In case you  withdraw from the study, this facility will also be withdrawn.    
6. AVAILABLE TREATMENT ALTERNATIVES

This study will not affect your care during pregnancy. If sugars are not controlled on oral medicine then insulin will be added.

7. CONFIDENTIALITY

Your identity in this study will be treated as confidential. The results of the study, including laboratory or any other data, may be published for scientific purposes but will not give your name or include any identifiable references to you. 
However, any records or data obtained as a result of your participation in this study may be inspected by AKU ERC members. You will be referred by your MR/study number and not by your name. 

8. TERMINATION OF RESEARCH STUDY

You are free to choose whether or not to participate in this study. There will be no penalty or loss of benefits to which you are otherwise entitled if you choose not to participate. You will be provided with any significant new findings developed during the course of this study that may relate to or influence your willingness to continue participation. You can refuse to participate after giving your consent

9. AVAILABLE SOURCES OF INFORMATION

Any further questions you have about this study will be answered by the following investigators (contact number will be provided);
Dr. Aisha Wali                        -                         Research coordinator 

10. AUTHORIZATION

I have read and understood this consent form, and I volunteer to participate in this research study. I understand that I will receive a copy of this form. I voluntarily choose to participate, but I understand that my consent does not take away any legal rights in the case of negligence or other legal fault of anyone who is involved in this study. I further understand that nothing in this consent form is intended to replace any applicable Federal, state, or local laws. 

Participant’s Name  __________________________________________________________________
Participant’s Signature with Date: __________________________________________________
Name of Person Obtaining Consent: _________________________________________________

 Signature with Date: __________________________________________________________________
Principal Investigator’s Name : _______________________________________________________

Signature with Date: ____________________________________________________________________
