These materials were developed by the Cystic Fibrosis Foundation Data Monitoring Committee in collaboration with the Cystic Fibrosis Therapeutic Development Network and Targeted Genetics Corporation.


Decision Monitoring Instructions 

Justification:  In this study, direct long-term clinical benefits to subjects cannot be anticipated, and there is no direct experience with the risks.  In this setting, informed consent is important so that subjects clearly understand these issues.  

The informed consent process may be further complicated with the inclusion of children and parents, where the authorized decision-maker is making a surrogate decision (permission), and the subject may have diminished capacity for consent. 

To maximize the parental permission/child assent process in this setting, a Decision Monitor (DM) at each site will talk with each child and one parent to assess their comprehension and voluntariness for participation after the parental permission/assent process has been completed by the Principal Investigator (PI).

DM Training:  Each center should identify a DM who is:

· Not directly involved in this study (not the study coordinator)
· Is known to most patients

· Has a local reputation as being someone with whom families can confide about not understanding issues or conflicts with other health care providers.  This may be a dietician, social worker, nurse, respiratory therapist, etc.

Each DM will be provided with a copy of:

	
	Protocol

	
	Consent/assent forms

	
	Scripts

	
	Contact information form

	
	DM Form

	
	Instructions


Once the DMs are identified, a conference call will be arranged to review the process. This conference call would include the PI, RC, and DM at each site.

 Contact Information Form

Study initials: _______

Study Number: ________

Today’s Date: ______________________ Date of consent/assent signed: ______________________
Child’s Name: _______________________________________
Child’s Birth Date: ________________

Parent/Guardian Name: ​​​​​​​​​​​​​​​​​​​​​_______________________________________________________________

Phone Numbers: (h) ___________________________
(w) ___________________________________

Study Doctor: _______________________________________
Phone:__________________________

Scheduled time for DM phone call: _______________
Scheduled time for PI/DM mtg: ____________

DM Hints:

1. Review the script page for suggestions about how to introduce or conclude the phone call

2. The telephone call should be scheduled by PI/RC to occur 24 to 96 hours after consent/assent has been documented, when both subject and a parent are available.
3. The DM should talk with the child prior to talking with the parent.

4. The phone call should be interactive. Each bold question should be asked verbatim.  If the subject/parent does not address the content described for each question, these can be prompted. This is not a test, and simple clarifications and discussions are fine. However, the subject/parent should be asked to restate their understanding after any discussion by the DM.

5. Responses must be obtained for all 6 questions.  The main point of the open-ended responses should be recorded in the comment section. Those questions with a yes/no should be appropriately checked.  Any NO to a question should prompt an in-person meeting should be arranged and completed prior to beginning the study.

6. If the DM thinks that it would be helpful for the DM and child/parent to have an in-person meeting scheduled, then all participants should be available for sufficient time to discuss this. (i.e., this should not be rushed).  This should not be scheduled on the same day as the first study visit.

Decision Monitor Script

Introductory Script

I am calling to discuss the study that you are planning to be in. As you were told when you met with Dr. ___________a few days ago, I would be calling you to ask a few questions about your decision.

We are doing this for all children who are planning to enroll in the study to make sure that they understand the benefits and risks. This is because there is not enough past research to expect that you/your child will benefit, and the risks are unknown.  

It is important to make sure that you understand the study.  This is not a test, and I will be happy to answer any questions that you may have.  If you have questions that I can’t answer or if I am uncertain about what you understand, I may ask that you and your parent(s) come back to the CF Center to talk some more with Dr. _____________ and myself before the study starts.  I have six questions and this should take about 10-15 minutes.

If this is an in-person discussion when parent/or subject had not understood the study in a prior phone call, say:

Since I have some concerns about your understanding of this study, I am recommending that Dr. __________ review the study and its implications with you again. After he/she is finished, I will review the questions we previously discussed again.

Concluding script from phone call

For child:

Thanks for answering these questions. Can I talk with your mom or dad now?

For parent if both parent and child have an adequate understanding of the study: 

Thanks for answering these questions. You seem to have a good understanding of the study. Do you have any questions for me? I will let Dr. _______know that we talked.  Thanks again for your time.

If child has an adequate understanding of the study but the parent does not: 

Thanks for answering these questions. You seem to have a good understanding of the study.  I am concerned that your child may not understand these issues as well as I think he/she should, and I would like to ask you to make an appointment for the both of you to meet with Dr. _______ and myself, so we can discuss this further in person.

If parent has an adequate understanding of the study but the child does not:

Thanks for answering these questions. I am concerned that you may not understand these issues as well as I think you should, and I would like to ask you to make an appointment to meet with Dr.________ and myself, so we can discuss this further in person.

If neither parent nor child have an adequate understanding of the study:

Thanks for answering these questions. I am concerned that you and your child may not understand these issues as well as I think you should.  I would like to ask you to make an appointment to meet with Dr._________ and myself, so we may discuss this further in person.
Decision Monitor Procedure

Permission/assent process:

	
	Site PI obtains permission/assent

	
	PI reviews the DM process with the child and parent

	
	DM telephone call is scheduled for 24-96 hours after signing of the assent/permission forms

	
	Complete Contact Form


Telephone call:

	
	DM contacts the child and parent 24-96 hours after the consent was signed

	
	DM speaks with the child before the parent

	
	DM asks the questions on the DM Form

	
	DM documents the responses to the questions on the DM Form (separate form for child and parent)


The DM should actively engage in conversation with the child and parent to clarify simple apparent misunderstandings. It may be necessary to prompt participants. It is anticipated that almost all participants will have an adequate understanding of each question.

1. The child and parent appear to understand the study and surrounding issues:

	
	Place a copy of the DM Form for both the child and parent in the participant’s chart

	
	Fax a copy of the DM Form to the Data Safety Monitoring Board


2. The child and parent DO NOT appear to understand the study and the surrounding issues:

	
	Request the child and parent return to see the PI and DM for an in person re-review of the protocol and the issues

	
	PI re-reviews the protocol and answers all questions asked by the child or parent with the DM present

	
	DM reviews the questions on a new DM Form

	
	DM speaks with the child and the parent together (both present)

	
	DM asks the questions on the DM Form

	
	DM documents the responses to the questions on a new DM Form

	
	Place a copy of the DM Form for both the child and the parent in the participant’s chart.

	
	Fax a copy of the DM Form to the DSMB


The DM should document on a new set of DM Forms that these issues have been explained again and the child and parent appear to understand these issues. In this setting it is not anticipated that a child and parent will not be able to understand the issues (i.e., this is not a test). However, it is possible that a subject or parent may change their mind about the study.

Decision Monitor Form
Subject’s Name: _____________________________________________________________________

Family Member’s Name: _______________________________________________________________  

Study Number: _______________________________
Date: _________________________________

Was the follow-up meeting conducted by phone or in-person?                Phone
  In-person
Was the follow-up meeting conducted with the subject and/or family?    Subject
  Family
1. What do you think are the risks of this study? 



Yes
No

Comments:

2. What do you think are the benefits to you from participating

Yes
No

in this study?

Comments:

3. What do you think is the purpose of this study? 



Yes
No

Comments:

4. Why do you want to be in this study?

Comments:

5. Do you worry what your family or doctor would say if you 

Yes
No

changed your mind?
Comments:

6.
Having had some more time to think about this study, can you 

Yes
No


confirm that you want to be in this study?  



Comments:

The subject understands and agrees to participate?     


Yes
No

The family understands and agrees to participate?         


Yes
No
Decision Monitor Signature____________________________________  Date ___________________

5
1

