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Informed Consent, Control
You are invited to voluntarily join in a study on education and gestational diabetes. Please take your time to make a decision, and discuss the study with your family members, and friends if you wish.
Title: The effectiveness of a Self-Efficacy Enhancing Smart-Phone Application (SEESPA) on self- efficacy for adherence to healthy lifestyle behaviors among pregnant women with Gestational Diabetes Mellitus (GDM).

Principal investigator (PI): Iman Al Hashmi, Assistant Professor, Sultan Qaboos University, College of Nursing.
Co-Principal investigator (PI): Dr. Maha Al Khdouri, Associate Professor, Sultan Qaboos University, College of Medicine
Co-Investigators: 
Dr. Felicia Schanche Hodge, Professor, University of California Los Angeles.Dr. Nandy Dr. Nandy Karabi, Associate Professor, University of Noth Texas Health Science Center.
Dr. Kenneth Andrew, Assistant Professor, Sultan Qaboos University, College of Medicine and Health Sciences.
Dr. Judie Arulappan, Assistant Professor, Sultan Qaboos University, College of Nursing.
Dr. Vidya Seshan, Assistant Professor, Sultan Qaboos University, College of Nursing.
Mr. Leodoro  Labrague, Lecturer, Sultan Qaboos University, College of Nursing.
Purpose:
The present study aims to examine if the proposed educational materials are helpful to enhance self-care behaviors for pregnant women with gestational diabetes (having diabetes while pregnant). You are invited to this study because you have been diagnosed with gestational diabetes. An estimated 270 women will participate in this study. Study participants attending the antenatal clinic on Armed Forces Hospital will be assigned to be in the control group while the study participants attending the antenatal clinic on Sultan Qaboos University Hospital and Royal Hospital will be assigned to be in the intervention groups. The duration of this study will be from enrollment up to the birth of the baby. If you agree to participate in this study, your involvement will last 6 weeks. 
Procedures 
If you agree and sign the informed consent, the following will happen:
1. You will fill out three questionnaires today (takes less than 10 minutes).
2. During your routine office visit between 26 - 36 weeks of gestation you will: 
a. Complete 3 questionnaires ( less than 15 minutes).
3. Your medical records will be reviewed by the research team member during your pregnancy and after delivery. 

I. Risks
In this study, you will not have any more risks than you would in a normal day of life. However, you may feel distress when answering questions. If this happens, you may refuse to answer any question you choose, or you can stop the participation completely.
II. Benefits
There will be no direct benefit as a result of your participation. However, the findings from this study will be used to help to provide better care for women with gestational diabetes.
III. Voluntary Participation and Withdrawal
Participation in this study research is voluntary. You do not have to be in this study. If you decide to be in the study and change your mind, you have the right to drop out at any time. You may skip questions or stop participating at any time. Whatever you decide, you will not lose any benefits to which you are otherwise entitled.
IV. Confidentiality and Protected Health Information
· Your name will not be reported. We will use a code number rather than your name on collected data.
· Your health information given to us will be used only for the purpose of this study. We will keep your health records private to the extent permitted by law.
· If you agree, your data might be stored (maximum of five years) for possible future use.
· Only the PI will have access to the information you provide.
· Information may be shared with those who make sure the study is done correctly; such as the Institutional Review Board at University of California Los Angeles, Research Ethical Committees at Sultan Qaboos University Hospital, Armed Forces Hospital and the Ministry of Health.
· We will use a code number rather than your name on collected data.
· To ensure confidentiality, all information will be locked and secured in a separate location from collected data.
· The information you provide will be stored in a locked cabinet in the PI’s office. Only the PI will have access to it.
· Information stored on a computer will have limited access to the PI and the statistician.
· The findings will be summarized and reported in group form. You will not be identified personally.
V. Contact Persons
For questions about this study contact:
PI: Iman Al Hashmi
· Mobile number: 99244418
· Email: eiman@squ.edu.om
The Institutional Review Board at Sultan Qaboos University Hospital
· Telephone: 968-24144763
· Email: don-nrs@squ.edu.om

VI. Copy of Consent Form to Subject:
We will give you a copy of this consent form to keep.
If you are willing to volunteer for this research, please sign below.
Participant …………………………………………………..Date…………………………………

Principal Investigator………………………………………..Date……………………………….


Do you agree that your data will be stored for possible future use by the principal investigator of this study?

☐ Agree                                 ☐ Disagree




Informed Consent, IG2
You are invited to voluntarily join in a study on education and gestational diabetes. Please take your time to make a decision, and discuss the study with your family members, and friends if you wish.
Title: The effectiveness of a Self-Efficacy Enhancing Smart-Phone Application (SEESPA) on self- efficacy for adherence to healthy lifestyle behaviors among pregnant women with Gestational Diabetes Mellitus (GDM).

Principal investigator (PI): Iman Al Hashmi, Assistant Professor, Sultan Qaboos University, College of Nursing.
Co-Principal investigator (PI): Dr. Maha Al Khdouri, Associate Professor, Sultan Qaboos University, College of Medicine
Co-Investigators: 
Felicia Schanche Hodge, Professor, University of California Los Angeles.Dr. Nandy Dr. Nandy Karabi, Associate Professor, University of Noth Texas Health Science Center.
Dr. Kenneth Andrew, Assistant Professor, Sultan Qaboos University, College of Medicine and Health Sciences.
Dr. Judie Arulappan, Assistant Professor, Sultan Qaboos University, College of Nursing.
Dr. Vidya Seshan, Assistant Professor, Sultan Qaboos University, College of Nursing.
Mr. Leodoro  Labrague, Lecturer, Sultan Qaboos University, College of Nursing.




1. Purpose:
The present study aims to examine if the proposed educational materials are helpful to enhance self-care behaviors for pregnant women with gestational diabetes (having diabetes while pregnant). You are invited to this study because you have been diagnosed with gestational diabetes. An estimated 270 women will participate in this study. Study participants attending the antenatal clinic on Armed Forces Hospital will be assigned to be in the control group while the study participants attending the antenatal clinic on Sultan Qaboos University Hospital and Royal Hospital will be assigned to be in the intervention groups. The duration of this study will be from enrollment up to the birth of the baby. If you agree to participate in this study, your involvement will last 4 weeks. 
Procedures 
If you agree and sign the informed consent, the following will happen:
1. You will receive one-one health education through video prepared by the PI.
1. You will fill out three questionnaires today (takes less than 10 minutes).
1. During your routine office visit between 26 - 36 weeks of gestation you will: 
1. Complete 3 questionnaires ( less than 15 minutes).
1. Your medical records will be reviewed by the research team member during your pregnancy and after delivery. 
1. Risks
In this study, you will not have any more risks than you would in a normal day of life. However, you may feel distress when answering questions. If this happens, you may refuse to answer any question you choose, or you can stop the participation completely.
1. Benefits
There will be no direct benefit as a result of your participation. However, the study intervention is designed to help those women to control their blood glucose level in order to prevent gestational diabetes-related complications. Also, the findings from this study will be used to help to provide better care for women with gestational diabetes.
1. Voluntary Participation and Withdrawal
Participation in this study research is voluntary. You do not have to be in this study. If you decide to be in the study and change your mind, you have the right to drop out at any time. You may skip questions or stop participating at any time. Whatever you decide, you will not lose any benefits to which you are otherwise entitled.
1. Confidentiality and Protected Health Information
· Your name will not be reported. We will use a code number rather than your name on collected data. 
· Your health information given to us will be used only for the purpose of this study. We will keep your health records private to the extent permitted by law. 
· If you agree, your data might be stored (maximum of 7 years) for possible future use.
· Only the PI will have access to the information you provide. 
· Information may be shared with those who make sure the study is done correctly; such as the Institutional Review Board at University of California Los Angeles, the Research Ethical Committee at Sultan Qaboos University Hospital, the Research Ethical Committee in the Ministry of health, and the Research Ethical Committee in the Armed Forces Hospital. 
· We will use a code number rather than your name on collected data. 
· To ensure confidentiality, all information will be locked and secured in a separate location from collected data.
· The information you provide will be stored in a locked cabinet in the PI’s office. Only the PI will have access to it.
· Information stored on a computer will have limited access to the PI and the statistician.
· The findings will be summarized and reported in group form. You will not be identified personally.

1. Contact Persons
For questions about this study contact:
PI: Iman Al Hashmi
· Mobile number: 99244418 
· Email: eiman@squ.edu.om
The Institutional Review Board at Sultan Qaboos University Hospital
· Telephone: 968-24144763
· Email: don-nrs@squ.edu.om 

1. Copy of Consent Form to Subject:
We will give you a copy of this consent form to keep.
If you are willing to volunteer for this research, please sign below.
Participant …………………………………………………..Date…………………………………

Principal Investigator………………………………………..Date………………………………..


Do you agree that your data will be stored for possible future use by the principal investigator of this study?

☐ Agree                                 ☐ Disagree














































Informed Consent, IG1
You are invited to voluntarily join in a study on education and gestational diabetes. Please take your time to make a decision, and discuss the study with your family members, and friends if you wish.
Title: The effectiveness of a Self-Efficacy Enhancing Smart-Phone Application (SEESPA) on self- efficacy for adherence to healthy lifestyle behaviors among pregnant women with Gestational Diabetes Mellitus (GDM).

Principal investigator (PI): Iman Al Hashmi, Assistant Professor, Sultan Qaboos University, College of Nursing.
Co-Principal investigator (PI): Dr. Maha Al Khdouri, Associate Professor, Sultan Qaboos University, College of Medicine
Co-Investigators: 
Dr. Felicia Schanche Hodge, Professor, University of California Los Angeles.Dr. Nandy Dr. Nandy Karabi, Associate Professor, University of Noth Texas Health Science Center.
Dr. Kenneth Andrew, Assistant Professor, Sultan Qaboos University, College of Medicine and Health Sciences.
Dr. Judie Arulappan, Assistant Professor, Sultan Qaboos University, College of Nursing.
Dr. Vidya Seshan, Assistant Professor, Sultan Qaboos University, College of Nursing.
Mr. Leodoro  Labrague, Lecturer, Sultan Qaboos University, College of Nursing.





XIV. Purpose:
The present study aims to examine if the proposed educational materials are helpful to enhance self-care behaviors for pregnant women with gestational diabetes (having diabetes while pregnant). You are invited to this study because you have been diagnosed with gestational diabetes. An estimated 270 women will participate in this study. Study participants attending the antenatal clinic on Armed Forces Hospital will be assigned to be in the control group while the study participants attending the antenatal clinic on Sultan Qaboos University Hospital and Royal Hospital will be assigned to be in the intervention groups. The duration of this study will be from enrollment up to the birth of the baby. If you agree to participate in this study, your involvement will last 6 weeks. 
Procedures 
If you agree and sign the informed consent, the following will happen:
8. You will receive an access to a smart-phone application designed for this study. 
9. You will receive 10 minutes detailed training session on the basic smart-phone operation and data entry.
10. You will receive an instruction manual with PI contact number to contact if you face any technical challenges.
11. You will fill out three questionnaires today (takes less than 10 minutes).

12. You will be asked to write a measurable goal that you plan to achieve during the study period and your planned action.

13. You will receive text messages through the smartphone application twice per day ( 8 am and 8 pm) and until you give birth.
14. You will be asked to check your blood glucose three times per day and record it in the smart-phone application.
15. During your routine office visit between 26 - 36 weeks of gestation you will: 
a) Complete 3 questionnaires ( less than 15 minutes).
16. Your medical records will be reviewed by the research team member during your pregnancy and after delivery. 
XV. Risks
In this study, you will not have any more risks than you would in a normal day of life. However, you may feel distress when answering questions. If this happens, you may refuse to answer any question you choose, or you can stop the participation completely.
XVI. Benefits
There will be no direct benefit as a result of your participation. However, the study intervention is designed to help those women to control their blood glucose level in order to prevent gestational diabetes-related complications. Also, the findings from this study will be used to help to provide better care for women with gestational diabetes.
XVII. Voluntary Participation and Withdrawal
Participation in this study research is voluntary. You do not have to be in this study. If you decide to be in the study and change your mind, you have the right to drop out at any time. You may skip questions or stop participating at any time. Whatever you decide, you will not lose any benefits to which you are otherwise entitled.
XVIII. Confidentiality and Protected Health Information
· Your name will not be reported. We will use a code number rather than your name on collected data. 
· Your health information given to us will be used only for the purpose of this study. We will keep your health records private to the extent permitted by law. 
· If you agree, your data might be stored (maximum of 7 years) for possible future use.
· Only the PI will have access to the information you provide. 
· Information may be shared with those who make sure the study is done correctly; such as the Institutional Review Board at University of California Los Angeles, the Research Ethical Committee at Sultan Qaboos University Hospital, the Research Ethical Committee in the Ministry of health, and the Research Ethical Committee in the Armed Forces Hospital. 
· We will use a code number rather than your name on collected data. 
· To ensure confidentiality, all information will be locked and secured in a separate location from collected data.
· The information you provide will be stored in a locked cabinet in the PI’s office. Only the PI will have access to it.
· Information stored on a computer will have limited access to the PI and the statistician.
· The findings will be summarized and reported in group form. You will not be identified personally.



XIX. Contact Persons
For questions about this study contact:
PI: Iman Al Hashmi
· Mobile number: 99244418 
· Email: eiman@squ.edu.om
The Institutional Review Board at Sultan Qaboos University Hospital
· Telephone: 968-24144763
· Email: don-nrs@squ.edu.om 

XX. Copy of Consent Form to Subject:
We will give you a copy of this consent form to keep.
If you are willing to volunteer for this research, please sign below.
Participant …………………………………………………..Date…………………………………

Principal Investigator………………………………………..Date………………………………..


Do you agree that your data will be stored for possible future use by the principal investigator of this study?

☐ Agree                                 ☐ Disagree
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