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Theoretical Model of Child Adaptation to Pediatric Diabetes

Proposed by Whittemore, Jaser, Guo, and Grey (2010)
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Figure 2. Conceptual Framework
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Detailed Protocol Narrative
Protocol Title: Predictors of Outcome in Diabetes
Investigators: Constance Drossos Ph.D. (PI), Emil Coccaro M.D. (Co-PI)

BACKGROUND

Diabetes is a severe medical illness, being currently the 7" leading cause of death
in the US, with the risk of death being twice that for an individual with diabetes
compared with individuals of a similar age, without diabetes (Centers of Disease
Control (CDC., 2011.).

There is some data suggesting that psychological disorders such as anxiety and
depression are elevated in individuals with diabetes (elevated odds ratio ~1.5)
compared to those without diabetes (Ali, Stone, Peters, Davies, & Khunti, 2006)
(Lin & Korff, 2008). For women with diabetes, there appears to be an increased
risk for developing an eating disorder (Goebel-Fabbri et al., 2008)

Longitudinally, psychological disorders in the context of diabetes predict poorer
outcome. For instance there is increased mortality in individuals with depression
versus not with diabetes (Milano & Singer, 2007)a. Eating disorders and type |
diabetes is associated with poorer glycemic control and more emergency room
visits (Goebel-Fabbri, 2009)

Our aim is to examine cross-sectionally the relationship between psychological
problems and their associations with poor diabetic control, examining the
mediating influence of emotion and self-regulation, mood, family environment,
coping, social support, quality of life, and adherence . We will also examine these
relationships longitudinally.

In

HYPOTHESIS
I) Psychological disorders are associated cross-sectionally and

longitudinally with poorer diabetes control and this is mediated by
emotion and self-regulation, mood, family environment, coping, social
support, quality of life, and adherence factors.

METHODOLOGY

Participants in this study will be all children, their parents/guardians and adults

diagnosed with either type 1 or type 2 diabetes attending the Kovler Diabetes

Center at the University of Chicago Medical Center for their care.
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The following variables will be assessed using self-report questionnaires for
individuals with diabetes and their parents (if applicable): 1) preoperative
demographic information including gender, age, ethnicity, marital status,
occupational status, education level, weight and Body mass index, age of onset of
diabetes, years of diabetes, type of insurance, type of diabetes; 2) data obtained
from semi-structured Health and Wellness screen including treatment history and
status, coping strategies, social support, cognitive and social functioning (see
attachment); 3) depression (Beck Depression Inventory, (Beck , Brown, & Steer,
1996),, Children’s Depression Inventory 2 (Kovacs, 2001)); (4) anxiety (Beck
Anxiety Inventory (Beck & Steer, 1993), Multidimensional Anxiety Scale for
Children 2 (March et al., 1997), Impact of Event Scale-Revised (Weiss, 2007));
(5) psychological problems ((Derogatis, 1983) and routine Health and Wellness
screen); 6) coping (Problem Areas in Diabetes Scale (McGuire et al., 2010),
Diabetes Distress Scale (Polonsky et al., 2005), Children’s Coping Strategies
Checklist-Revised (Ayers, Sandler, West, & Roosa, 1996), Kidcope (Spirito,
1988), Briefcope (Carver, 1997), Perceived Stress Scale (Cohen, Karmarck, &
Mermelstein, 1983) 7) emotion/mood regulation difficulties (Action and
Acceptance Scale (Hayes et al., 2004), Difficulties in Emotion Regulation Scale
(Gratz & Roemer, 2004), Brief Self-control scale, (Tangney, Baumeister, &
Boone, 2004)UPPS-P) (Whiteside & Lynam, 2001), Mayer-Salovey-Caruso-
Emotional-Intelligence-Test (Mayer, 2002), Trait Meta-Mood (Salovey et al.,
1995), Affect Intensity Measures (Larsen, 1984), Affect Lability Scale (Harvey et
al., 1989); Emotion Reactivity Scale (Nock et al., 2008)); 8) Health
Literacy(Literacy Assessment for Diabetes (Nath et al., 2001)); (9) family
functioning (Family Environment Scale (Moos & Moos, 1994)); (10) social
support (Multidimensional Scale of Perceived Social Support (Zimet, Dahlem,
Zimet, & Farley, 1988)); (11) quality of life (Quality of Life Enjoyment and
Satisfaction Questionnaire; Short Form (Endicott et al., 1993), PedsQL Diabetes
Module (Varni et al., 2003)); (12) adherence (Self-Care Inventory-Revised (La
Greca, 2004)); and (13) Halc levels gathered from the medical record.

EXPECTED DURATION

Questionnaire collection, data entry, and data analysis will be indefinite. Subject’s
participation is expected to last approximately 60-90minutes for completing the
screener and questionnaires.

LOCATION

Data will be collected either from the routine standard of care evaluations on
diabetic patients on 5" floor DCAM or from questionnaires sent to the patient
online before the routine standard of care evaluation. Consent will be
administered by a member of the Health and Wellness team who are research
personnel (Clinical Psychology trainees, research assistants, and Psychiatry
Residents). The electronic research database and separate bridge file will be
maintained on a secure password protected server in the Department of Psychiatry



117

and Behavioral Neuroscience. Where a patient provides consent, patient data in
the medical record will be utilized.

SPECIAL PRECAUTIONS
Not Applicable for the current study.

EXPERIMENTAL CONTROLS
Not applicable for the present study.

TYPE AND NUMBER OF SUBJECTS
2500 patients with diabetes from the Kovler Diabetes Center.

STATISTIC ANALYSIS

Hierarchical multiple regression will be used cross-sectionally and longitudinally
to analyze the extent to which predictor variables such as psychological problems
and emotion regulation difficulties account for the variance in diabetes outcome
(e.g., Halc levels). We will also examine if emotion dysregulation or other
variables (e.g., demographic and other key variables discussed in the
methodology) mediate the relationship between psychological problems and poor
diabetes outcome using meditational modeling (Preacher & Hayes, 2004).

POTENTIAL RISKS AND BENEFITS

The current study will use of questionnaire data and with the subjects consent,
data drawn from patient charts, so there is very minimal risk to the subject. There
is potential risk f of loss of confidentiality as subject medical records will be
reviewed; however, every effort will be made to prevent this from occurring. The
potential benefit of the current study is the impact that participant data may have
on the field of diabetes management and treatment. It will also help assess the
effectiveness of our current screening process, findings which may improve our
standard of care as well as that of other diabetes treatment centers. Considering
potential costs versus potential benefits, it is estimated that the risk-benefit ratio is
very low and that the identified risks are reasonable.

The assessors (or Clinical Psychology Intern, Extern, Postdoctoral Fellow,
Psychiatry Resident) and research assistants for this study will be trained in crisis
management protocols (Reynolds, 2006) (Linehan, 1999). Assessors and
research assistants will be familiar with the resources available in the Cook
County area to manage crises.

PAYMENT
Subjects will not be paid or compensated in any direct way for their participation
in the present study.
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PROCEDURES TO OBTAIN CONSENT

The subject’s treating physician will be contacted prior to approaching any
potential subjects.

Written informed consent will be obtained in person with the adult/parent during
the routine standard of care evaluations on diabetic patients. Children ages 10-17
will be administered an assent form. A member of the Health and Wellness team
(Clinical Psychology Trainees, research assistants, Psychiatry Residents) will
administer the consent and assent process. All consenting will be done by an
individual or individuals who are research personnel, including study physicians.

If a subject/parent provides written consent to use these questionnaires or
information gained from the routine clinical evaluation for research purposes data
will be kept on a research database on the Psychiatry server. The online database
and the research database in the Diabetes Research folder will be password
protected and only the PI and research staff will have access to these data files. In
these data files, subjects will be identified by subject number i.e., data will be
coded. Questionnaires that will be given include questionnaires that have been
designed especially for diabetes patients as well as questionnaires that are
routinely given in clinical settings. Surveys/questionnaires that are not considered
part of standard routine clinical procedure or that have not been designed with a
specific diabetes population in mind are appended.

PROCEDURES TO MAINTAIN CONFIDENTIALITY

Information necessary for the present study will be obtained from patients’
records including the Health and Wellness Screen and questionnaires. Trainees
or research staff will extract the necessary data from the patient charts and enter
this data directly into password protected electronic database kept on the
Psychiatry server and accessible only to Dr Drossos and her research team. The
research data in the database will be identified by subject code only i.e., de-
identified.

The link (bridging database) between the subject name and the subject code will
be stored in a separate electronic bridging database kept separately from the de-
identified data and entered using a different password. The bridging database
linking the subjects to their subject code will be accessible only by Dr. Drossos,
and her research team. Any publications that arise from the data analysis will not
include any identifying information.

For consents that are sent out in the mail, potential participants will be first
informed (in person or by phone) that these will be sent by mail and their current
address will be confirmed. Consents that are sent out in the mail will contain: 1)
the consent form 2) a copy of this (both signed by the individual administering the
consent and that of the PI) and 3) a returned self-addressed envelope. There will
be no letter specifically addressing the request for consent. One copy of the
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consent will be kept by the subject and the other sent back in to us via mail or in
person.

DESCRIPTION OF RECRUITING METHODS

Data for this study will be collected from pre-existing data, with consent of the
patient. A member of the Health and Wellness team who are considered research
personnel (Clinical Psychology Trainees, Psychiatry residents and research
assistants) will ask potential participants if they wish to participate in the study.
They will administer the consent process using the consent appended.
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Below is a list of difficulties people sometimes have after stressful life events. Please read each
item, and then indicate how distressing each difficulty has been for you DURING THE PAST
7 DAY with respect to your child’s diabetes diagnosis which occurred on (insert date). How
much were you distressed or bothered by these difficulties? CIRCLE RESPONSE.
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1. Any reminder brought back feelings 0 2 3 4
about it.

2. I had trouble staying asleep. 0 2 3 4
3. Other things kept making me think 0 2 3 4
about it.

4. 1 felt irritable and angry. 0 2 3 4
5. T avoided letting myself get upset 0 2 3 4
when I thought about it or was reminded

of it.

6. I thought about it when I didn’t mean 0 2 3 4
to.

7.1 felt as if it hadn’t happened or 0 2 3 4
wasn’t real.

8. I stayed away from reminders about 0 2 3 4
1t.

9. Pictures about it popped into my 0 2 3 4
mind.

10. I was jumpy and easily startled. 0 2 3 4
11. I tried not to think about it. 0 2 3 4
12. I was aware that I still had a lot of 0 2 3 4
feelings about it, but I didn’t deal with

them.

13. My feelings about it were kind of 0 2 3 4
numb.

14. 1 found myself acting or feeling like 0 2 3 4
I was back at that time.

15. 1 had trouble falling asleep. 0 2 3 4
16. I had waves of strong feelings about 0 2 3 4
it.

17. 1 tried to remove it from my 0 2 3 4
memory.

18. I had trouble concentrating. 0 2 3 4
19. Reminders of it caused me to have 0 2 3 4
physical reactions such as sweating,

trouble breathing, nausea, or a pounding

heart.

20. I had dreams about it. 0 2 3 4
21. I felt watchful and on guard. 0 2 3 4
22. 1 tried not to talk about it. 0 2 3 4
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IES-R 8+

Below is a list of difficulties people sometimes have after stressful life events. Please read each
item, and then indicate how distressing each difficulty has been for you DURING THE PAST
7 DAYSS with respect to your diabetes diagnosis which occurred on (insert date). How much were
you distressed or bothered by these difficulties? CIRCLE RESPONSE.

Not at All A little

Moderately | Quite a. | Extremely

bit bit
1. Any reminder brought back feelings 0 1 2 3 4
about it.
2. I had trouble staying asleep. 0 1 2 3 4
3. Other things kept making me think 0 1 2 3 4
about it.
4. 1 felt irritable and angry. 0 1 2 3 4
5. T avoided letting myself get upset 0 1 2 3 4
when I thought about it or was reminded
of it.
6. I thought about it when I didn’t mean 0 1 2 3 4
to.
7.1 felt as if it hadn’t happened or 0 1 2 3 4
wasn’t real.
8. I stayed away from reminders about 0 1 2 3 4
1t.
9. Pictures about it popped into my 0 1 2 3 4
mind.
10. I was jumpy and easily startled. 0 1 2 3 4
11. I tried not to think about it. 0 1 2 3 4
12. I was aware that I still had a lot of 0 1 2 3 4
feelings about it, but I didn’t deal with
them.
13. My feelings about it were kind of 0 1 2 3 4
numb.
14. 1 found myself acting or feeling like 0 1 2 3 4
I was back at that time.
15. 1 had trouble falling asleep. 0 1 2 3 4
16. I had waves of strong feelings about 0 1 2 3 4
it.
17. 1 tried to remove it from my 0 1 2 3 4
memory.
18. I had trouble concentrating. 0 1 2 3 4
19. Reminders of it caused me to have 0 1 2 3 4
physical reactions such as sweating,
trouble breathing, nausea, or a pounding
heart.
20. I had dreams about it. 0 1 2 3 4
21. I felt watchful and on guard. 0 1 2 3 4
22. 1 tried not to talk about it. 0 1 2 3 4




Self Care Inventory-Revised Version (SCI-R)

This survey measures what you actually do, not what you are advised to do. How

have you followed your diabetes treatment plan in the past 1-2 months?

. Check blood glucose with

monitor

Rarely Sometimes Usually Always
v \4 v \4

. Record blood glucose results

. If type 1: Check ketones when

glucose level is high

Have type 2
diabetes

. Take the correct dose of

diabetes pills or insulin

Not taking
diabetes
pills or
insulin

. Take diabetes pills or insulin at

the right time

Not taking
diabetes
pills or
insulin

. Eat the correct food portions

. Eat meals/snacks on time

. Keep food records

9.

Read food labels

10

. Treat low blood glucose with
just the recommended amount
of carbohydrate

Never had
low blood
glucose

11.

Carry quick acting sugar to
treat low blood glucose

12,

Come in for clinic
appointments

13.

Wear a Medic Alert ID

14.

Exercise

15.

If on insulin: Adjust insulin
dosage based on glucose
values, food, and exercise

Not on
insulin

@Copyright: Annette M. La Greca, University of Miami
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red ot

Instructions: For each question below, please circle TRUE if the statement is true about
your family, and FALSE if the statement is not true about your family. This refers to your
immediate family (the people you live with).

1. Family members really help and support one another.................c...ccouveeene. True False
2. Family members often keep their feelings to themselves............................ True False
3. We fighta lot in our family. ........c.ooiiiiiii True False
4. We often seem to be killing time at home. .................cooo . True False
5. We say anything we want to around home. .................cocooiiiiii.e. True False
6. Family members rarely become openly angry. ............c.cooovviiiiiiiiii.n. True False
7. We put a lot of energy into what we do at home. ..................cocoiiiint. True False
8. It's hard to "blow off steam" at home without upsetting somebody. ............. True False
9. Family members sometimes get so angry they throw things....................... True False
10. There is a feeling of togetherness in our family. ..............ccoeviiiinn. True False
11. We tell each other about our personal problems. ............cc.ccevviiiiiniinnnn. True False
12. Family members hardly ever lose their tempers. ............cccoeveviiiiininn.. True False
13. We rarely volunteer when something has to be done at home. ................... True False

14. If we feel like doing something on the spur of the moment we often

JUSEPICK UP AN 0. . oneniniiie e True False
15. Family members often criticize each other. ....................c..ol. True False
16. Family members really back each other up. ............c.cooooiiiiiiiii.. True False

17. Someone usually gets upset if you complain in our family......................... True False

18. Family members sometimes hit each other. .......................c True False
19. There is very little group spirit in our family. ..............c.oiiiiiii.. True False
20. Money and paying bills is openly talked about in our family. ...................... True False
21. If there's disagreement in our family, we try hard to smooth things over

and keep the Peace. ........ooiiiiiititi True False
22. We really get along well with each other. .....................o. True False
23. We are usually careful about what we say to each other. ....................... ... True False
24. Family members often try to one-up or out-do each other. .......................... True False
25. There is plenty of time and attention for everyone in our family. .................. True False

26. There are a lot of spontaneous (spur of the moment) discussions
Inour family. ... True False

N7 Tn anr family wa haliava vran Aan't avar cat ansnarhara b



130

These items deal with ways you've been coping with the stress in your life OVER THE PAST MONTH. There are
many ways to try to deal with problems. These items ask what you've been doing to cope with your problems.
Obviously, different people deal with things in different ways, but we’re interested in how you've tried to deal
with it. Each item says something about a particular way of coping. I want to know to what extent you've been
doing what the item says. Don't answer on the basis of whether it seems to be working or not, just whether or not
you're doing it. Use these response choices. Try to rate each item separately in your mind from the others. Make
your answers as true FOR YOU as you can.

1. I've been turning to work or other activities to take 1 2 3 4
my mind off things.

2.1've been concentrating my efforts on doing 1 2 3 4
something about the situation I'm in.

3.1've been saying to myself "this isn't real." 1 2 3 4
4. I've been using alcohol or other drugs to make 1 2 3 4
myself feel better.

5.1've been getting emotional support from others. 1 2 3 4
6. I've been giving up trying to deal with it. 1 2 3 4
7.I've been taking action to try to make the situation 1 2 3 4
better.

8.I've been refusing to believe that it has happened. 1 2 3 4
9.I've been saying things to let my unpleasant 1 2 3 4
feelings escape.

10.T've been getting help and advice from other 1 2 3 4
people.

11.I've been using alcohol or other drugs to help me 1 2 3 4
get through it.

12.T've been trying to see it in a different light, to 1 2 3 4
make it seem more positive.

13. I've been criticizing myself. 1 2 3 4
14.T've been trying to come up with a strategy about 1 2 3 4
what to do.

15. T've been getting comfort and understanding from 1 2 3 4
someone.

16. I've been giving up the attempt to cope. 1 2 3 4
17.T've been looking for something good in what is 1 2 3 4
happening.

18. I've been making jokes about it. 1 2 3 4
19. I've been doing something to think about it less, 1 2 3 4
such as going to movies, watching TV, reading,

daydreaming, sleeping, or shopping.

20.I've been accepting the reality of the fact that it 1 2 3 4
has happened.

21.T've been expressing my negative feelings. 1 2 3 4
22.T've been trying to find comfort in my religion or 1 2 3 4
spiritual beliefs.




23.T've been trying to get advice or help from other
people about what to do.

131

24.T've been learning to live with it.

25. I've been thinking hard about what steps to take.

26. I've been blaming myself for things that
happened.

27.1've been praying or meditating.

28.I've been making fun of the situation.
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month.

Sometimes kids have problems or feel upset about things. When this happens, they may do different
things to solve the problem or to make themselves feel better. For each item below, choose the answer
that BEST describes how often you usually did this to solve your problems or make yourself feel
better during the past month. There are no right or wrong answers, just indicate how often YOU
USUALLY did each thing in order to solve your problems or make yourself feel better during the past

tried to make things better by changing what you did.

1. When you had problems in the past month, you 1 2 3 4
thought about what you could do before you did

something.

2. You tried to notice or think about only the good 1 2 3 4
things in your life.

3. You tried to ignore it. 1 2 3 4
4. You told people how you felt about the problem. 1 2 3 4
5. You tried to stay away from the problem. 1 2 3 4
6. You did something to make things better. 1 2 3 4
7. You talked to someone who could help you figure 1 2 3 4
out what to do.

8. You told yourself that things would get better. 2 3 4
9. You listened to music. 2 3 4
10. You reminded yourself that you are better off than 2 3 4
a lot of other kids.

11. When you had problems in the past month, you 1 2 3 4
day dreamed that everything was okay.

12. You went bicycle riding. 2 3 4
13. You talked about your feelings to someone who 2 3 4
really understood.

14. You told other people what you wanted them to 1 2 3 4
do.

15. You tried to put it out of your mind. 2 3 4
16. You thought about what would happen before you 2 3 4
decided what to do.

17. You told yourself that it would be OK. 2 3 4
18. You told other people what made you feel the way 2 3 4
you did.

19. When you had problems in the past month, you 1 2 3 4
told yourself that you could handle this problem.

20. You went for a walk. 2 3 4
21. You tried to stay away from things that made you 2 3 4
feel upset.

22. You told others how you would like to solve the 1 2 3 4
problem.

23. When you had problems in the last month, you 1 2 3 4
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happen.

24. You told yourself you have taken care of things 1 2 3 4
like this before.

25. You played sports. 1 2 3 4
26. You thought about why it happened. 1 2 3 4
27. You didn't think about it. 1 2 3 4
28. You let other people know how you felt. 1 2 3 4
29. You told yourself you could handle what ever 1 2 3 4
happens.

30. You told other people what you would like to 1 2 3 4
happen.

31. You told yourself that in the long run, things 1 2 3 4
would work out for the best.

32. You read a book or magazine. 1 2 3 4
33. When you had problems during the past month, 1 2 3 4
you imagined how you'd like things to be.

34. You reminded yourself that you knew what to do. 1 2 3 4
35. You thought about which things are best to do to 1 2 3 4
handle the problem.

36. You just forgot about it. 1 2 3 4
37. You told yourself that it would work itself out. 1 2 3 4
38. When you had problems in the past month, you 1 2 3 4
talked to someone who could help you solve the

problem.

39. You went skateboard riding or roller skating. 1 2 3 4
40. You avoided the people who made you feel bad. 1 2 3 4
41. You reminded yourself that overall things are 1 2 3 4
pretty good for you.

42. You did something like video games or a hobby. 1 2 3 4
43. You did something to solve the problem. 1 2 3 4
44. When you had problems in the last month, you 1 2 3 4
tried to understand it better by thinking more about it.

45. You reminded yourself about all the things you 1 2 3 4
have going for you.

46. You wished that bad things wouldn't happen. 1 2 3 4
47. You thought about what you needed to know so 1 2 3 4
you could solve the problem.

48. When you had problems in the last month, you 1 2 3 4
avoided it by going to your room.

49. You did something in order to get the most you 1 2 3 4
could out of the situation.

50. You thought about what you could learn from the 1 2 3 4
problem.

51. You wished that things were better. 1 2 3 4
52. You watched TV. 1 2 3 4
53. You did some exercise. 1 2 3 4
54. You tried to figure out why things like this 1 2 3 4
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