Appendix A

INFORMED CONSENT FOR STUDIES INVOLVING CHILDREN
Recently, you were asked to allow your child to be in a research study.  We are interested in learning whether you allowed your child to be in the study or not, and your reasons for your decision.

Part I.  General Information

1.  Did you decide to let your child be in the research study?   

(   Yes

(   No

2.  Have you personally ever been in a research study before?

(   Yes

(   No

3.  Has your child ever been in a study before?



(   Yes

(   No

4.  Has your child ever had surgery before?



(   Yes

(   No

Part II.  This section asks you about things that may have influenced your decision about your child’s participation IN the study.

       Using the following scale, circle the number that best describes your answer.

	1 

            2 


   3 

     
  4 
                      5 

strongly disagree 
     disagree                 neither agree nor disagree           agree 
            strongly agree

	5.  I had enough time to make my decision. .  .  .  .  .  .  .  .  .  .  .  .  .  .  .  .  .  .  .  .  .  .  
	   1      2     3      4       5

	6.  I had enough privacy to make my decision.  .  .  .  .  .  .  .  .  .  .  .  .  .  .  .  .  .  .  .  .  
	   1      2     3      4       5

	7.  I felt pressured to make a decision.  .  .  .  .  .  .  .  .  .  .  .  .  .  .  .  .  .  .  .  .  .  .  .  .  . 
	   1      2     3      4       5

	8.  The study seemed really important  .  .  .  .  .  .  .  .  .  .  .  .  .  .  .  .  .  .  .  .  .  .  .  .  .  
	   1      2     3      4       5

	9.  The researcher put me at ease. .  .  .  .  .  .  .  .  .  .  .  .  .  .  .  .  .  .  .  .  .  .  .  .  .  .  .  .  
	   1      2     3      4       5

	10.  I rarely make hasty decisions .  .  .  .  .  .  .  .  .  .  .  .  .  .  .  .  .  .  .  .  .  .  .  .  .  .  .  . 
	   1      2     3      4       5

	11.  I understood what would happen to my child in the study.  .  .  .  .  .  .  .  .  .  .  .  .  
	   1      2     3      4       5

	12.  Security is an important part of my life  .  .  .  .  .  .  .  .  .  .  .  .  .  .  .  .  .  .  .  .  .  .  
	   1      2     3      4       5

	13.  I feel I know the risks of the study.  .  .  .  .  .  .  .  .  .  .  .  .  .  .  .  .  .  .  .  .  .  .  .  .  
	   1      2     3      4       5

	14.  I think of myself as a generous person.  .  .  .  .  .  .  .  .  .  .  .  .  .  .  .  .  .  .  .  .  .  .  
	   1      2     3      4       5

	15.  The consent document was easy to read. .  .  .  .  .  .  .  .  .  .  .  .  .  .  .   .  .  .  .  .  .  
	   1      2     3      4       5

	16.  I try to avoid situations that have uncertain outcomes.  .  .  .  .   .  .  .    .  .  .  .  .  .  
	   1      2     3      4       5

	17.  The researcher did a good job explaining the study to me.  .  .  .   .  .  .  .  .  .  .  .  .  
	   1      2     3      4       5

	18.  I often worry too much.  .  .  .  .  .  .  .  .  .  .  .  .   .  .  .  .  .  .  .  .  .  .  .  .  .  .  .  .  .  . 
	   1      2     3      4       5

	19.  I felt rushed into making a decision.  .  .  .  .  .  .  .  .  .  .  .  .  .  .   .  .  .  .  .  .  .  .  .  
	   1      2     3      4       5

	20.  I had enough time to read the consent document. .  .  .  .  .  .  .  .  .  .  .  .  .  .  .  .  .  
	   1      2     3      4       5

	21.  The researcher was friendly. .  .  .  .  .  .  .  .  .  .  .  .  .  .  .   .  .  .  .  .  .  .  .  .  .  .  .  . 
	   1      2     3      4       5

	22.  I have a good deal of faith in the medical system. .  .  .  .  .  .  .  .  .  .  .  .  .  .  .  .  .  
	   1      2     3      4       5

	23.  I am satisfied with my decision.  .  .  .  .  .  .  .  .  .  .  .  .  .   .  .  .  .  .  .  .  .  .  .  .  .  
	   1      2     3      4       5

	24.  The researcher made me feel uncomfortable.  .  .  .  .  .  .  .  .  .  .  .  .  .  .  .  .  .  .  .  
	   1      2     3      4       5

	25.  I was aware of the choices regarding having my child in the study.  .  .  .  .  .  .  .  
	   1      2     3      4       5

	26.  I like to help others. .  .  .  .  .  .  .  .  .  .  .  .  . .  .  .  .  .  .  .  .  .  .  .  .  .  .  .  .  .  .  .  . 
	   1      2     3      4       5

	27.  Doctors do not always tell you the truth.  .  .  .  .  .  .  .  .  .  .  .  .  .  .  .  .  .  .  .  . .  .  
	   1      2     3      4       5

	1 

            2 


   3 

     
  4 
                      5 

strongly disagree 
     disagree                 neither agree nor disagree          agree 
           strongly agree

	28.  I go out of my way to help others if I can.  .  .  .  .  .  .  .  .  .  .  .  .  .  .  .  .  .  .  .  .  .  
	   1      2     3      4       5

	29.  It was hard to decide if the benefits of the study were more important than the risks,
       or if the risks were more important than the benefits .  .  .  .  .  .  .  .  .  .  .  .  .  .  .  . .
	   1      2     3      4       5

	30.  I rarely, if ever, take risks when there is a safe choice. .  .  .  .  .  .  .  .  . .  .  .  .  .  .  . 
	   1      2     3      4       5

	31.  I feel I know the benefits of the study .  .  .  .  .  .  .  .  .  .  .  .  .  .  .  .  .  .  .  .  .  .  .  .  
	   1      2     3      4       5

	32.  I am willing to accept some risk if it will help others. .  .  .  .  .  .  .  .  .  .  .  .  .  .  .  . 
	   1      2     3      4       5

	33.  I feel I have made an informed decision  .  .  .  .  .  .  .  .  .  .  .  .  .  .  .  .  .  .  .  .  .  .  . 
	   1      2     3      4       5

	34.  I am having second thoughts about my decision .  .  .  .  .  .  .  .  .  .  .  .  .  .  .  .  .  .  .  
	   1      2     3      4       5

	35.  My decision shows what is most important to me.  .  .  .  .  .  .  .  .  .  .  .  .  .  .  .  .  .  
	   1      2     3      4       5

	36.  Medical research is important to advance medical knowledge. .  .  .  .  .  .  .  .  .  .  . 
	   1      2     3      4       5

	37.  I often do things on the spur of the moment. .  .  .  .  .  .  .  .  .  . .  .  .  .  .  .  .  .  .  .  .  
	   1      2     3      4       5

	38.  My first reaction is to trust people. .  .  .  .  .  .  .  .  .  .  .  .  .  .  .  .  .  .  .  .  .  .  .  .  .  . 
	   1      2     3      4       5

	39.  I was unsure of what to do about having my child in the study.  .  .  .  .  .  .  .  .  .  .  .
	   1      2     3      4       5

	40.  I usually have no problem making decisions. .  .  .  .  .  .  .  .  .  .  .  .  .  .  .  .  .  .  .  .  
	   1      2     3      4       5

	41.  I understood the consent document .  .  .  .  .  .  .  .  .  .  .  .  .  .  .  .  .  .  .  .  .  .  .  .  .  
	   1      2     3      4       5

	42.  I enjoy taking risks .  .  .  .  .  .  .  .  .  .  .  .  .  .  .  .  .  .  .  .  .  .  .  .  .  .  .  .  .  .  .  .  .  . 
	   1      2     3      4       5

	43.  It was clear which decision was best for my child. . .  .  .  .  .  .  .  .  .  .  .  .  .  .  .  .  . 
	   1      2     3      4       5

	44.  I was worried that the study might get in the way of my child’s surgical and 
       medical care.  .  .  .  .  .  .  .  .  .  .  .  .  .  .  .  .  .  .  .  .  .  .  .  .  .  .  .  .  .  .  .  .  .  .  .  .  .  .  .  
	   1      2     3      4       5

	45.  I usually cope well with stress in my life .  .  .  .  .  .  .  .  .  .  .  .  .  .  .  .  .  .  .  .  .  .  .
	   1      2     3      4       5

	46.  I was confused about the study.  .  .  .  .  .  .  . .  .  .  .  .  .  .  .  .  .  .  .  .  .  .  .  .  .  .  .  
	   1      2     3      4       5

	47.  I have difficulty getting things done. .  .  .  .  .  .  .  .  .  .  .  .  .  .  .  .  .  .  .  . .  .  .  .  .  
	   1      2     3      4       5

	48.  The researcher was very professional.  .  .  .  .  .  .  .  .  .  .  .  .  .  .  .  .  .  .  .  .  .  .  .  . 
	   1      2     3      4       5

	49.  I am normally calm, cool and collected. .  .  .  .  .  .  .  .  .  .  .  .  .  .  .  .  .  .  .  .  .  .  .  
	   1      2     3      4       5

	50.  I am worried about my child’s surgery. . .  .  .  .  . .  .  .  .  .  .  .  .  .  . .  .  .  .  .  .  .  .  
	   1      2     3      4       5

	51.  The decision about having my child in the study was hard for me to make .  .  .  .  .  
	   1      2     3      4       5

	52.  I often feel that I have no control over my life. . .  .  .  .  .  .  .  .  .  .  .  . .  .  .  .  .  .  .  
	   1      2     3      4       5

	53.  Sometimes, I just can’t be bothered with things.  .  .  .  .  .  .  .   .  .  .  .  .  .  . .  .  .  .  
	   1      2     3      4       5

	54.  I am normally a very motivated person.  .  .  .  .  .  .  .   .  .  .  .  .  .  .   .  .  .  .  .  .  .  .  
	   1      2     3      4       5

	55.  I trust the doctors to put my child’s welfare before the needs of their study. .  .  .  .  
	   1      2     3      4       5

	56.  I think things through before coming to a decision.  .  .  .  .  .  . .  .  .  .  .  .  .  .  .  .  .  
	   1      2     3      4       5

	57.  Being asked to have my child in a study was just “another thing” to worry  about .  
	   1      2     3      4       5

	58.  My decision was influenced by my desire to help other children  .  .  .  .  .  .  .  .  . .  
	   1      2     3      4       5

	59.  I often feel nervous and restless  .  .  .  .  .  .  .  .  .  .  . .  .  .  .  .  .  .  .  .  .  .  .  .  .  .  . 
	   1      2     3      4       5

	60.  I am a productive person who always gets the job done. .  .  .  .  .  .  .  .  .  .  .  .  .  .  .
	   1      2     3      4       5

	61.  The information in the consent document was clearly presented.  .  .  .  .  .  .  .  .  .  
	   1      2     3      4       5

	62.  Being asked to have my child in a study made me anxious  .  .  .  .  .  .  .  .  .  .  .  .  .  
	   1      2     3      4       5


Part III.  The next questions relate to your thoughts on the risks and benefits of the study your child was asked to be in.

Please circle a number from 0 to 10 to rate your response to each question below.

	63.  Overall, how much risk do you think the study involves?

                         0       1       2       3       4       5       6       7       8       9       10

        No risk at all




                       Extremely risky

         

	64.  How much benefit do you think your child would receive personally by being in the study?

                         0       1       2       3       4       5       6       7       8       9       10

     No benefit  





          Extremely

         at all

    

                                  good for my child

	65.  How much benefit do you think other children would receive by your child being in the study?

                         0       1       2       3       4       5       6       7       8       9       10

     No benefit





          Extremely

           at all





       good for others

	66.  Overall, how important do you think the study was?

                         0       1       2       3       4       5       6       7       8       9       10

 Not important





          Extremely

        at  all





           important

	67.  Please rate your anxiety regarding your child’s surgery: 

                         0       1       2       3       4       5       6       7       8       9       10

       Not at all





         Extremely

        anxious 





           anxious


Part IV.  Informed Consent Information

68.  Did the researchers make you feel more anxious by asking you to allow your child to be in the recent study? 

(   Yes

(   No

69. Please describe the researcher who gave you information about the study:

a.
Sex:   
(  Male           
(  Female

b.
Position:    

( Your surgeon

(  Your anesthesiologist
(  Another doctor    

(  Research Nurse

(  Research Assistant


(  Other person (explain)______________


(  Don’t know

c. Appearance:  

(  White lab coat

(  “Street”/casual attire

(  Operating room scrubs

d. Demeanor (check one):  
(  Friendly
(  Serious
(  “Pushy”
(  Relaxed
(  Hurried

e.
Race:

(  Caucasian
(  African-American
  
(  Asian
(  Hispanic
(  Other____________

70.  When you were given the consent form for the study, did you:

a) Listen to the researcher?
(  Completely

(  Partly

( Not at all

b) Read the form?

(  Completely

(  Partly

( Not at all


c) Understand the study?
(  Completely

(  Partly

( Not at all

71. Was the information given to you by the researcher the same as that described on the consent form?

(  the same

(  mostly the same
(  different
(  Don’t know

72. Was the amount of information you received about the study:

(  too little

(  just right

(  too much

73.  Overall, how clearly was the information you received about the study presented?

(  not at all clear
(  fairly clear

(  very clear

74.  Did you talk with anyone else before making your decision about being in the study?     
       (   Yes

(   No


a.  If yes, with whom (check all that apply)?

· Spouse


(  Another doctor

(  Surgeon

· Friend


(  A nurse

· Family member

(  Other person (please describe)________________________

b.  To what extent did this person influence your decision?

(  Strongly influenced

(  Somewhat influenced
(  Did not influence

75.  Did the researcher ask your child if they wanted to be in the study?            
(   Yes

(   No  

a.  If yes, did your child want to be in the study?                      
(   Yes      
(   No    
(  Too young

76.  Did your child’s decision influence your own decision

(  yes

(  no

(  Not applicable

77. In addition to asking parents about having their child in a study, do you think researchers should also ask the child’s permission?

(   Yes      
(   No

78.
At what age do you think it is appropriate to ask a child to be in a study? _____years  

(  Not appropriate for children under 18yrs of age

79. When making decisions regarding your child’s medical care do you prefer to:

a) (  make most of the decisions yourself (or with family)

b) (  make decisions equally with the doctor

c) (  let the doctor make most of the decisions

Part V.  Future Participation in Research

80.  Would you consider having your child participate in a future research study?
 

(   Yes

(   No         (  Not sure

If you agreed to have your child be in the recent study please answer questions in Section A.  

If you chose not to let your child be in the study, please skip to Section B.

Section A.  Although you agreed to let your child participate in the recent study, which of the following things would discourage you from allowing him/her to be in a future study?

Please check all items that you would consider, and CIRCLE THE MOST IMPORTANT factor in making your decision.

	(   You could not understand the consent form.
	(   You could not consult with your family or doctor.

	(   You had less time to make a decision.
	(   The study was not important 

	(   There were more risks with the study.
	(   The researcher made you feel uncomfortable.

	(   You were approached in a less private setting.
	(   The study involved getting a placebo or study drug.

	(    You could not understand the study.
	(   Other (Please explain)______________________

	(   You felt pressured to consent.
	


81. What was the principal reason for allowing your child to be in the study (please explain) ____________________________________________________________________________________________________________________________________________________________________________________
Section B.  Although you did not want your child to be in the recent study, which of the following things would make you agree to have your child be in a future study.

	Please check all items that you would consider, and CIRCLE THE MOST IMPORTANT factor in making your 
decision.

	(    You could understand the consent form.
	(    You could consult with your family or doctor.

	(    You had more time to make a decision.
	(    The study was very important.

	(    There were no or fewer risks involved.
	(    The researcher put you at ease.

	(    You were approached in a more private setting.


	(    The study did not involve a chance of your child 
        getting a placebo or study drug.

	(    You could understand the study
	(   Other (Please explain)______________________

	(    You felt no pressure to consent.
	


82. What was your principal reason for not agreeing to allow your child to be in the study? (please explain)

__________________________________________________________________________________________________________________________________________________________________________________________
 PART VI.  DEMOGRAPHICS

These last questions are about you and your child.

	83.  What is your relationship to the child?

(     Mother       (  Grandparent

(     Father        (  Guardian 

(     Other(describe)_________________
	86.  What is your date of birth?  ____________

87. Is English your first language?

       (  yes         (  no

	84.  What is your racial/ethnic background?

(      Caucasian

(      African American

(      Hispanic

· Native American/Pacific Islander

· Asian

· Other (describe)_________________ 

85.  What is your highest level of education?

· Grade school         

· High school graduate  

· Some college

· College graduate

· Graduate school


	88.  What is the occupation of the main wage-earner in  

       your home? _____________________________

89.  Which of the following best describes your total   

       family income?

· Less than $10,000

· $10,000-29,999

· $30,000-49,999

· $50,000-69,999

· $70,000-89,999

· $90,000 or more

	90.  What is your child’s sex?   (  Male         (  Female

91.  What is your child’s age?  ______________



	92.  Please rate your child’s overall health by circling a number from 1 to 10

                         1     2     3     4     5     6     7     8     9     10

              In extremely                                                    Extremely healthy

              poor health



	Comments:  If you have any comments regarding the process of recruiting your child into the study, please 
include here.


	Thank you very much for your help with this survey


