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RESEARCH SUBJECT CONSENT FORM 
 
TITLE: The impact of a self-help coping app on distress levels in men 

experiencing infertility 
 
PROTOCOL NO.: WIRB® Protocol #20180901 
 
SPONSOR: Alice D. Domar, Ph.D. 
 
INVESTIGATOR: Alice D. Domar, PhD 
 130 Second Avenue 
 Waltham, MA 02451 
 USA 
 
STUDY-RELATED 
PHONE NUMBER(S): Alice D. Domar, PhD 
 (877) 324-4483 
 
SUB- 
INVESTIGATOR(S): Meike Uhler, MD 
 900 North Kingsbury, Suite RW6 
 Chicago, IL 60610 
 USA 
 
 
You are being invited to take part in a research study.  A person who takes part in a research 
study is called a research subject, or research participant.  
 
What should I know about this research? 
 

• Someone will explain this research to you. 
• This form sums up that explanation. 
• Taking part in this research is voluntary. Whether you take part is up to you. 
• You can choose not to take part. There will be no penalty or loss of benefits to which you 

are otherwise entitled. 
• You can agree to take part and later change your mind. There will be no penalty or loss of 

benefits to which you are otherwise entitled. 
• If you don’t understand, ask questions. 
• Ask all the questions you want before you decide. 
• Dr. Domar, the sponsor of this research, is a part-owner of the app that is being studied in 

this research.  Please feel free to ask any further questions you might have about this 
matter. 

 
Why is this research being done? 
 
The purpose of this research is to determine if the use of an investigational new mobile phone 
app may help men experiencing infertility, or whose partner has infertility, feel less distressed.  
 
Approximately 150 men will take part in this research. 



 APPROVED 
 Apr 20, 2018 
 WIRB 
  

 2 Template Version Date: 1/16/2018 

 

How long will I be in this research? 
 
We expect that your taking part in this research will last approximately one month. However, we 
will access your medical record six months after you enter the study to determine if you are still 
a patient at FCI and to see if a pregnancy has occurred.  
 
You will be asked several questions, such as your ability to read and understand English, your 
access to a smart phone, your age, your partner’s age, and how long you and your partner have 
been trying to conceive. You will then be asked to complete several questionnaires, designed to 
assess distress levels. Completing the questionnaires takes less than 30 minutes. Thirty days 
later, you will be asked to complete the questionnaires again.  
 
The completion of the questionnaires will be done online at the place of your choosing (i.e. your 
home, office, etc.). You do not need to come into the clinic for any extra visits as a participant in 
this study.  
 
You will be put into a study group by chance (like a coin toss/ like drawing straws). You have a 
one out of two chance of being placed in each group. You cannot choose your study group. Half 
of the participants will be given instructions on downloading the app when they enter the study 
and the other half after 30 days.  
 
During the research, your doctor will not know which group you are in.  
 
Thirty days after you enter the study, you will be contacted as a reminder to complete the 
questionnaires again. After completion of the questionnaires, the study participants who were not 
given the app downloading instructions will receive them.  
 
All participants are able to receive the results of the study if they would like them,  
 
What are my responsibilities if I take part in this research? 
 
If you take part in this research, you will be responsible to:  

1. Complete the study questionnaires at the beginning and end of the 30-day study period 
2. If you are in the study group, you will be asked to download and use the app during the 

30 day study period as needed 
 

Could being in this research hurt me? 
 
It is possible that completing the psychological questionnaires might make you uncomfortable. 
However, there are no known physical risks from completing such questionnaires. There is a risk 
of loss of confidentiality for participating in the research. 
 
There are no known risks from utilizing the suggestions in the app.  
 
In addition to these risks, taking part in this research may harm you in unknown ways. 
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Will it cost me money to take part in this research? 
 
There will be no costs to you for participating in this study.  
 
We cannot promise any benefits to you or others from your taking part in this research. However, 
possible benefits to you include experiencing less distress in conjunction with the use of the app. 
Possible benefits to others include supporting the efficacy of the app which could lead to more 
widespread use and subsequent decreases in distress in other men who are experiencing 
infertility.  
 
What other choices do I have besides taking part in this research? 
 
This research is not designed to diagnose, treat or prevent any disease. Your alternative is to not 
take part in the research. 
 
What happens to the information collected for this research? 
 
Your private information and your medical record will be shared by Dr. Uhler’s research team 
with individuals and organizations that conduct or watch over this research to make sure the 
research was done right, including: 

• The research sponsor 
• People who work with the research sponsor 
• Government agencies, such as the Food and Drug Administration 
• The Institutional Review Board (IRB) that reviewed this research 

 
If you refuse to authorize the use and sharing of your data as described in this consent and 
authorization, then you will not be able to participate in the research. If you withdraw your 
authorization, then you will not be able to continue in the research. You may withdraw your 
authorization by providing notification in writing to anyone on Dr. Uhler’s research staff listed 
on the first page of this consent.  
 
After your personal health information has been disclosed, it may no longer be protected by 
privacy laws and may be redisclosed to others without your permission. 
 
We may publish the results of this research. However, we will keep your name and other 
identifying information confidential. 
 
We protect your information from disclosure to others to the extent required by law. We cannot 
promise complete secrecy. 
 
A description of this clinical trial will be available on http://www.ClinicalTrials.gov, as required 
by U.S. Law. This Web site will not include information that can identify you. At most, the Web 
site will include a summary of the results. You can search this Web site at any time. 
 
Data or specimens collected in this research might be deidentified and used for future research or 
distributed to another investigator for future research without your consent. 
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May I review or copy my information? 
 
You have the right to review any mental health information collected about you and shared with 
others.   
 
May I withdraw or revoke (cancel) my permission? 
 
 This permission will be good until December 31, 2060.  
 
Who can answer my questions about this research? 
 
If you have questions, concerns, or complaints, or think this research has hurt you or made you 
sick, talk to the research team at the phone number listed above on the first page. 
 
This research is being overseen by an Institutional Review Board (“IRB”). An IRB is a group of 
people who perform independent review of research studies. You may talk to them at (800) 562-
4789, help@wirb.com if: 

• You have questions, concerns, or complaints that are not being answered by the research 
team. 

• You are not getting answers from the research team. 
• You cannot reach the research team. 
• You want to talk to someone else about the research. 
• You have questions about your rights as a research subject. 

 
What if I am injured because of taking part in this research? 
 
If you feel more distressed because of being in this research, call the study doctor immediately. 
The study doctor will provide emergency medical treatment. Your insurance may be billed for 
this treatment. The sponsor will pay any charges that are not covered by insurance policy or the 
government, provided the injury was not due to your underlying illness or condition and was not 
caused by you or some other third party. No other payment is routinely available from the study 
doctor or sponsor. 
 
Can I be removed from this research without my approval? 
 
The person in charge of this research can remove you from this research without your approval. 
Possible reasons for removal include: 
 
You experience distress completing the questionnaires 
You do not complete the questionnaires 
 
We will tell you about any new information that may affect your health, welfare, or choice to 
stay in this research. 
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What happens if I agree to be in this research, but I change my mind 
later? 
 
If you decide to leave this research, contact the research team so that the investigator can: notify 
the research assistant to not contact you at the end of the thirty-day study. 
 
Will I be paid for taking part in this research? 
 
For taking part in this research, you may be paid up to a total of $25 Amazon gift card. Your 
compensation will be broken down as follows: 
 
You will be sent the gift card as soon as you complete the second set of questionnaires, 30 days 
after you enter the study.  
 
Statement of Consent:  
 
Your signature documents your consent to take part in this research. 
 
 
    
 Signature of adult subject capable of consent Date 
 
 
    
 Signature of person obtaining consent Date 
 
My signature below documents that the information in the consent form and any other written 
information was accurately explained to, and apparently understood by, the subject, and that 
consent was freely given by the subject. 
 
 
    
 Signature of witness to consent process Date 
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