





informed consents and completed questionnaires. These will
remain in a locked filing cabinet for a period of three
years. After this time, this information will be

destroyed.

Data Analysis

The data was analyzed through the use of quantitative
procedures. Both descriptive statistics and inferential
statistics were used in the anaLysis; Descriptive
statistics were used to describe the sample population
(Grinnell, 2001). For example, two variables to which
attention was paid were ethnicity énd type ‘of diabetes.
Participants were described in relation to these variables
by stating how many of them fell into each category of the
variable.

Inferential statistics were used to determine the
probability that a relationship between two variables in
the sample also exists within the populafion from which it
was drawn (Grinnell, 2001). The measuring instrument
allowed the researchers to determine the probability that
a relationship between a given variable, for example,
glucose control and depression, exists within the sample.

Thé researchers used both univariate and bivariate

analysis. Univariate analysis conducts a statistical
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analysis of the distribution of values of a single
variable (Grinnell, 2001). The singie variables that were
taken into account by the researchers were depression
scores,ltype of diabetes, glucose control, ethnicity, age,
and length of diagnosis. Bivariate analysis analyzed the
relationship between two variables (Grinnell, 2001). Using
bivariate analysis, the independent variables were
analyzed in regard to their association to diabetic
adolescents with depression. For exémple, a bivariate
analysis was done to look at Ehe association between HbA;C
levels and depression scores.

Finally, the researchers attempted to associafe
numerous independent variables with diabetic adolescent
depression levels. When using bivariate analysis, the
researchers used Pearson?s product-moment correlation
coefficient (Pearson’s r) to specify the strength and
direction of a relation between two interval or ratio
level wvariables. The researchers also utilized the
independent samples t-test to compare the means of two
samples independently drawn from the population surveyed
(e.g., comparing the means of males and females,

depression scores and glucose control).
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Summary

The purpose of the methods section was to provide a
detailed description of how this study was conducted.
Explanations for the researcher’s choice of participants,
the data collection and procedures used, as well as the
rationale for this particular study design were given.
Second, descriptions of the measuring tools were presented
along with a detailed account of how the human subjects
were protected. In addition, the gquantitative procedures

that were utilized to test the hypotheses were described.
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CHAPTER FOUR

RESULTS

Data analysis included descriptive and inferential
statistics. Descriptive analysis included univariate,
statistics such as.freqﬁency distributions, measures of
central tendencies, and dispersion to describe wvarious
demographic variables. Bivariate statistics such as
Pearson’s correlation coefficients were used to examine
the relationship between the demographic wvariables, length
of diagnosis, glucose control, and the CES-DC score. An
independent samples t-test was used to examine the
relationship between type of diabetes and levels of
depression.

Fofty—six adolescents between the ages of 12-18
voluntarily participated in the study and completed the
survey. The racial distribution of the adolescents
surveyed was: 23 (50%) Hispanic, 18 (39.1%) Caucasian, 2
(4.3%) African American, 2 (4.3%) Asian American and 1
(2.2%) Native American. The distribution of type of
diabetes was: 36 (78.3%) type 1 and 10 (21.7%) type 2.

Length of diagnosis ranged from 1 year to 16 years.
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Table 1. Demographic Variables of Diabetic Adolescents

(n = 46)
Frequency Percentage
(1) (%)
Ethnicity
Hispanic 23 50.0
Caucasian 18 39.1
African American 2 4.3
Asian American 2 4.3
Native American 1 2.2
Type
type 1 36 78.3
type 2 10 21.7
Years Since Diagnosis
Mean = 4.48 yrs.
SD = 4.054 vyrs.
1-3 yrs. 26 56.2
4-16 yrs. 20 43.6
Age
Mean = 14.13 yrs.
SD = 1.759 yrs.
12-13 'yrs. 23 50.0
14-18 yrs. 23 50.0
Gender
Male 17 37.0
Female 29 63.0
Depression Score
Mean = 13.78
SD = 9.852
Not depressed (< 16) _ 31 67.4
Depressed (2 16) 15 32.7

Age was an open-ended question which was collapsed
into two groups based on developmental stage. Fifty
percent of respondents were within the 12-13 age group

!

with the remaining 50% in the 14-18 age group. Gender
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distribution of the participants was 17 (37%) male and 29
(63%) female.

Depression scores were determined based on the total
score of the CES-DC. Those scoring less than 16 were
identified as not being depressed and those scoring 16 or
higher were identified as depressed (Fendrich, Weissman, &
Warner, 1990). Thirty-one (67.4%) of the participants
scored as not depressed, while 15 (32.7%) scored as
depressed (see Table 1).

Because the researchers wanted to examine demographic
variables in relation to depression, additional analysis
was done on three other variables (age, ethnicity, and
gender) that were not included in any of the hypotheses. A
Pearson Correlation was computed to observe whether a
positive association existed between age and CES-DC score.
Results were significant (r = .385, p < .01).

An independeﬁt samples t-test was utilized to test
whether a positive association existed between ethnicity
and total CES-DC score. Ethnicity was recoded into two new
groups, group 1 Caucasian and Group 2 Hispanic, since
89.1% of the sample made up these two groups. Results of
this anal?sis did not show a significant positive

correlation (t = .937, df = 39, sig. = .355).
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An independent samples t-test was also computed using
the variable gender in an attempt to compare the means of
males versus females with the total CES-DC score. The
result of this analysis was not significant (t = -.193,

df = 44, sig. = .848).

Presentation of the Findings

Hypothesis 1 stated that a positive association would
be found between those with type 'l diabetes and higher
levels of depression. To test this hypothesis, an
independent samples t-test comparing type 1 vs. type 2
diabetes by total CES-DC score was computed. Results were
not significant at the .05 level (see Table 2). However,
the mean depression score-for those with type 1 (12.39)
indicates no depression, while the mean depression score
for thosé with type 2 (18.80), on the other hand,

indicates depression.

Table 2. Independent Samples t-Test Comparing Type of

Diabetes with Total Depression Score (n = 46)

Type 1 Type 2
(n = 36) (n = 10) t df sig.
Mean Mean
Total
-1.870 44 .068
CES-DC 12.39 18.80
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Hypothesis 2 stated that a positive association would
exist between poor glucose control and higher levels of
depression. To test this hypothesis, Pearson Correlations
were computed on the total CES-DC score and the current
blood sugar, as well as the average HbAlc, which was
computed using the HbAlc reading done on the day of the
survey along with the last HbAlc reading. Results of these
analyses showed there were no significant, positive
correlations between the CES-DC score and glucose contrql

(see Table 3).

Table 3. Pearson Correlation between Depression, Glucose

Control and Length of Diagnosis (n = 46)

Depression
Average‘HbAlc -.001
Current Blood Glucose -.014
Length of Diagnosis -.039

Hypothesis 3 stated that a positive association would
be found between length of diagnosis and depression, with
those who have lived with diabetes longer having higher
levels of depression. To test this hypothesis, a Pearson
Correlation was computed. Results of this analysis did not

show a significant positive correlation (see Table 3).
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Hypothesis 4 stated that adolescents with diabetes
would have higher rates of depression than their peers
without diabetes. Research shows that in any given year,
8.3% of adolescents exhibit signs of major depression
(Koplewiqz, 2002) . This hypothesis was supported with
results showing that 15 (32.7%) of the population sampled
scored in the depressed range. This result is almost four

times that of the general adolescent population of 8.3%.

Summary

Chapter Four presented the results of data analysis
from the project. Although a positive association between
age and depression scores was found, and adolescents with
diabetes were found to have higher rates of depression
than the general adolescent population, none of the first
three research hypotheses were supported. Those with type
1 diabetes were not found to have statistically
significant higher levels of depression at the .05 level
than those with type 2. However, the average scores for
each group were observably different with the type 1 mean
of 12.39 (not depressed) and the type 2 mean of 18.80
(depressed) . No positive association was found between

poor glucose control and levels of depression and no
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positive association was found between length of diagnosis

and levels of depression.
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CHAPTER FIVE

DISCUSSION

Introduction
Included in Chapter Five is a discussion of the
findings gleaned as a result of completing the project.
Further, the limitations placed on and the recommendations
extracted from the project are presented. The presented
recommendations pertain to social work practice, policy
and research. Finally, the Chapter concludes with a brief

summary .

Discussion

The findings extracted from the research project are
contrary to what the researchers hypothesized prior to
surveying the sample population. First, the researchers
believed that adolescents with type 1 diabetes would be
more depressed. Instead, the researchers discovered that
type 2 diabetics had higher scores for depression (18.80)
than adolescents with type 1 diabetes (12.39).

The researchers had thought that there would be a
significant relationship at the .05 level between the typé
bf diabetes and depression because the treétment methods
for type 1 diabetes are more intensive than for type 2

diabetes. The level of significance was set at .05 because
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it is the most widely used cutoff point for rejecting null
hypotheses (Weinbach & Grinnell, 2001). The level was also
set at .05 in order to reduce the chance of a Type I error
occurring in which a null hypothesis is rejected and a
conclusion is made about a relationship existing among

variables, when in fact, it does not (Weinbach & Grinnell,

2001) . Data analysis did not result in significant

findings between type of diabetes and depression at this
level. é

How%ver, due to the unanticipated small‘sample size
and that!the study was exploratory, the researchers now
feel thaf the more appropriate level of significance to
have used would have been .10. With the level being set at
.05 and &ith the small sample size, it islpossible that a
Type II error could occur.

A Type IT error occurs when researchers do not
reject the null hypothesis and conclude that a
relationghip between variables does not exist in the
poﬁulation from which it was drawn when, in fact, it does
exist. A .10 level is used sparingly in research, but can
be used when a sample size is small and is an exploratory
study. Sincé the researchers had anticipated a larger

sample size, they had not considered using the .10 level.

Thus, if the researchers were to convincingly state that
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there is not a relationship between type of diabetes and
depression, they could potentially be committing a Type II
error (Weinbach & Grinnell, 2001). As a result, the
findings of this study show that there is a possibility of
significance between type of diabetes and depression at
the .05 level, but that a larger sample gize would be
needed to make solid conclusion.

Another reason, also related to sample size, for not
finding a significant relationship between type of
diabetes and depression may have been because there were
not enough type 2 participants to allow for a valid
comparison.

A third reason for not finding the expected
relationship between type of diabetes and depression may
have been due to the common characteristic among type 2
diabetics of being overweight. “More‘than 75% of all
people with type 2 diabetes either are or were obese at
one time or another” (American Diabetes Association,
1996) . Although type 2 diabetics do not follow as
intensive of a treatment regimen as type 1 diabetics, they
may be suffering from lower self-esteem and lower
self-confidence and thué depression, due to their

overweight appearance.
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conversely, a higher standard of care. This may have
caused the results to be skewed because all those who were
sampled appeared concerned enough about their diabetes to
be receiving medical care and following through with
medical appointments. As a result, it is possible that
depression rates would have been higher if an additional
sample had been obtained outside the environment of a
medical clinic.

Third, the researchers hadlhoped to have a larger
sample size of type 2 diabetics. The number of type 2
diabetics in the sample makes it difficult to generalize
the results of this study to a larger population of type 2
diabetics.

Fourth, the researchers did not ask the participants
whether or not they were on any psychotropic medications.
Several respondents shared with the researchers that they
were on psychotropic medications for depression. This may
have skewed the results to show lower depression rates
among diabetic adolescents due to the fact that they are
already being treated.

Fifth, the researchers found that many of the
potential participants did not show up for their clinic
appointments. This may have élso skewed, or biased, the

results for it may be that those who are more depressed
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might be more likely to cancel their medical appointments.
Sixth, the researchers had several patients who had
depressed mood and affect! but whom refused to participate
in the study. This may also have affected the results,
showing that depression is lower among diabetic
adolescents than it réally is.

Seventh, the population sampled by the researchers
was approximately 80% low income and had medical coverage
through Medi-Cal and California Children’s Services (CCS),
which may limit the generalizability of this study to
other populations of diabetic adolescents (i.e., those
with higher income, more adequate insurance, and more

resources) .

Recommendations for Social Work
Practice, Policy and Research

Implications for Social Work Practice

Social workers working with this population must
realize the importance of assessing for depression. The
researchers found that the rates of depression were
approximately four times higher for adolescents with
diabetes than forlthe general adolescent population. In
addition, it is likely that with a larger population size,
the researchers would also have found a significant

difference between type of diabetes and depression. To
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ensure that a diabetic adolescent is receiviﬁg the best
medical care possible, depression should be assessed for,
and if found, should be a factor in the medical care that
is provided.

It is important to have a social worker as part of
the medical team providing care to diabetic adolescents in
order to ensure that the adolescent is being properly
screened for depression and so that the adolescent can be
referred for appropriate mental health care if needed. A
total of 15 participants (32.7%) were referred for mental
health services by the researchers. If the research
project screening for depression had not been conducted,
those who were found to be at-risk for depression would
not havé been identified.

Social workers have training in the biopsychosocial
model of assessment, in comparison to the medical model
used by most medical staff. The biopsychosocial model
incorporates biological, psychological, and social
information pertaining‘to the adolescent (Sands, 2001).
Social workers have the training to conduct comprehensive
assessments that can identify dépréssion and can provide
the medical team with infqrmation as to why the adolescent
may be depressed. This is eépecially important for

diabetic adolescents because depression can intensify
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medical'symptoms, promote poor glucose control, and
increase the risk of diabetes complications (Lustman,
Griffith, & Clouse, 1996).

A social workers’ assessment could assist the
adolescents’ physical, not just mental, health. As part of
the research project, each adolescent that scored as
depressed was referred for mental health services. These
referrals could prove to help the adolescent in numerous
ways, showing just how important it is»td have a social
worker as part of the medical team.

Policy -

Loma Linda University Medical Center is the only
hospital in San Bernardino County which provides a team
approacb that includes the presence of a social worker in
working with diabetic adolescents. Since depression among
diabetics can cause them health problems, it is imperative
that a social worker be part of each medical center
working with diabetic adolescents. Social workers are
trained to assess for depression and are also trained in
conducting interventions.

Hospital policies need to reflect the importance of a
patient’s mental health in association with their physical
health. Social work services to patients should not be

limited,to adolescents covered by Medi-Cal. Adolescents
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with diabetes are at a higher risk of depression than the
general adolescent population. Therefore, policies should
reflect this and encompass social work services for all
diabetic adolescents seen in hospitals and clinics. Making
a social worker a mandatory part of the medical team would
be the way to truly provide a patient with the best
medical care possible.

Future Research

Further research looking at the difference of
depression rates about type 1 and type 2 diabetic
adolescents would be necessary to resolve the question of
whether or not there is a significant difference in the
rates. A larger sample size would be needed to determine
whether or not this is occurring. Further research is
needed Eo assist social workers in determining whether or
not to focus additional attention on those diagnosed with
type 2 versus type 1 diabetes.

Second, further research looking at causation of
depression in adolescents with diabetes is needed to help
medical teams come up with prevention and treatment. Use
of a screening tool that focuses on causation, father than
merely assessing for depression, would be helpful for

better understanding the associations.
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The researchers also focused the study on adolescents
between the ages of 12-18. Data analysis resulted in
statistically significant differences in depression rates
accordihg to age. The findings suggest that adolescents 14
and older have higher rates of depression than
pre-adolescents (12-13). A more focused study on
adolescents in high school (ages 14-18) might provide
different results showing higher depressionvrates, when
done on a larger scale than the current study.

In conclusion, more extensive research is needed to
ensure that proper assessment and identification of
depresséd diabetic adolescents is cbnducted. In addition,
further research could support the need for a social
worker to be part of a medical team working with diabetic
adolescents. If the researchers had not been conducting
this study, fifteen adolescents identified as depressed
would have been overlooked and possibly not received

mental health services/treatment.

Conclusions
The conclusions extracted from the project follows.
Rates of depression among diabetic adolescents are higher
than rafes of depression among the general adolescent

population. Type of diabetes, length of diagnosis, and
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glucose control were not found to be positively associated
with depression among diabetic adolescents. However,
because of the obvious differences in depression scores
for type 1 versus type 2 diabetes, the question of whether
or not type of diabetes affects rates of depression
remains open. Further research with a larger sample size
would be needed to determine whether or not there is an
association.

Regardless, due to the high rates of depression found
among diabetic adolescents, the need for a social worker
as part of the medical team has still been shown. Each
medical team working with diabetic adolescents needs a
social worker who can use the biopsychosocial model to
assess and treat depression among diabetic adolescent

patients.
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APPENDIX A

CENTER FOR EPIDEMIOLOGICAL

STUDIES DEPRESSION SCALE

FOR CHILDREN
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The foIIowmg questlons will be asking you about your feelings during the past
week. Please circle only one answer for each questlon

!

During the past week:

1.

I wfas bothered by things that don’t usually bother me.
Notatall A little Some . Alot
|

I di;dn’t‘feel like eating; | wasn’t hungry. |
Not atall  Alittle ‘Some Alot

| wasn’t able to feel happy, even when my famlly or friends tried to help -
me feel better. .

Notatall A little Some- A.Idt

| felt like | was just as good as other kids.
Notatall  Alite < Some ~ Alot,

| felt like | couldn’t pay attention to what | was doing'this week.

Notatall  Alittle Some . A lot

| felt down and unhappy this week.

No’f at all A little ) ;Sorp.,le , A .Iot

| felt like | was too tired to c‘jo things this past week.
Not: at all A little Some A lot

| felt like something good was going to happen.

Notatall A little Some  Alot
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Please circle only one answer for each gquestion.

9.

10.

11.

12.

13.

14.

15.

16.

17.

18.

19.

20.

| felt like things | did before didn’t work out right.
Not at all A little Some A lot

| felt scared this week.

Not at all A little Some A lot

| didn’t sleep as well as | usually sleep this week.

Not at all A little Some . Alot

| was happy this week.
Not at all A little Some A lot

| was more quiet than usual this week.

Not at all A little Some A lot

| felt lonely, like | didn’t have any friends.

Not at all A little Some A lot

| felt like kids | knew were not friendly or that they didn't want to be with
me.

Not at all A little Some A lot

| had a good time this week.
Not at all A little Some A lot

| had crying spells this week.

Not at all A little Some A lot
| felt sad.
Not.at all A little Some A lot

| felt people didn’t like me this week.

Not at all A little Some A lot

| was hard to get started doing things this week.
Not at all A little Some © Alot
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APPENDIX B

PARTICIPANT INFORMATION

57



Please read the following carefully and circle your answer or fill in the blank.
What is your gender?

Male

Female

What was your age on your last birthday?

What is your ethnicity? Circle all that apply.
African American/Black
American Indian/Native American
Asian American
Caucasian/White
Hispanic/Latino American
Other (please specify)

What year were you diagnosed with diabetes?

What type of diabetes do you have?
Type |
Type |l

How are you treating your diabetes?
Please circle all that apply
Insulin
Oral Medications
Diet
Exercise
Other (Please specify)
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APPENDIX C

CODED FACE SHEET
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Code Number

Participant’s last 2 A4C levels

Participant’s current blood sugar reading
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APPENDIX D

INFORMED CONSENT
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DEPRESSION SCREENING FOR ADOLESCENT DIABETIC PATIENTS.

You areinvited 16 pamcnpate in'this.reséarch study becau&e you or your childis.an .
adclesccnt betiveen the'ages of 12-18 who has diabetes. Thréughout this informed:
consent; the word “you mll refer to both you {he. parent) and you {the adolescent) It
you are 18, you do ot require:your parent’s consent to pamcrpate Before.you give your:

“éonsent, pléasé read’thie following:and ask whatévér: questions you may. have: The =
following inforriation will explain’the détails o the study.

PURPOSE OF ,THE‘STUD-,‘{;

' l‘hee purpose.of this study isto’ Jeaits: if'theteisa connection between. depfessmn (fesling,
bad) and diabetes in‘adolescents. In addxtmng this study will'examine how différeit fBotois
such as‘gender, type of d;abetes, fength of diagnosis, glucose controi and method of ~ |
treatment may affect rates of depression in. -adpléscents thh diabetes,

KOCEDUR

I Youigive-consent for your ¢hild &5:pasticipate n tms smdy,,, and-if’ your child dassenisto
help with thg study, the'adolescent will be asked to-answer somé questions regarding their
diabetes and their thoug.,hts!fee!mas Thequestionnaires will inslude questions about thig
different kinds of thoug,hts and feelings they have had in the past week. The 'idolescent

will be.asked to rate their thoughts?feelmgs ofi asealeof 0-3. For example, a question may‘
ask thersubject. tosrate how often they have “felt happy” and how'often they have “felt
sad.” The questionnaires shiould take no:longer than 5-10 minutes to complete. In-
addition, the adolescent’s AIC and blood glucese scoresias: recorded on the front-of theu* o
etical chart -will be sntered into theresearch data: The: 1esearcher<; will notbedccessing
any information from inside thie medical chatt, nor will this mformataon be: used fofany
purpose:other than this: particular: study :
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DEPRESSION SCREENING FOR ADOLESCENT DIABETIC PATIENTS

RISKS/DISCOMFORTS

Tt may be possible that, whilé the-adolescent is filling out the questionnaires, they may feel
uncomfortable with some of the things that come.to-mind. Ifthis happens, they may stdp
at any timé they wish. However, please return. all ol’th& research materials, whether you
have used them or not, to the investigator who first provided you with the questionnaires.

BENEFITS OF THE RESEARCH

There may not be any direct benefit to you or your child {rom participating in this study.
Yet, it is possiblé that your-child may benefit from the opportunity to answer questions
related-to their diabetés and to their thoughts/feelings over the last week. It is hoped that
thé information obtained from this study may. benefit-other adolescents,in the future who
have both diabetes-and depression. In addition, it-is hoped that the:information obtained
will help medical centers better-screen for depression in diabetic adolescents,

PARTICIPANTS RIGHTS

Participation in this study is complétely voluntary. You ér your ¢hild are free fo stop
‘participating in the study at any time. In addition; you have the right to withdfaw your

data from the study at any tithe. Your décision whether or not to participate will not.affect
present or future medical care. :

CONFIDENTIALITY

All of the responses to.the questionnaire-will-be kept confidential. All of the information
returned will be kept in a data set where.the: subj ect’s identity cannot be detérmined. Any
pubhshed documem resulting fromy this study will not disclose any individual’s identity.

There will be no additional cost to you for p’tmclpatmg in this study. The adolescent will
not be paid for participating: .

REFERRAL

In the event that participating in this study brings up thotghts or Relings that youi or your:
child would like to talk about, yoi can contacdt the Social Work Office at the Faculty -
Medical Office. The telephone number for the office is (909) 558-2066. 1fyou ‘haveany
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DEPRESSION SCREENING FOR ADOLESCENT DIABETIC PATIENTS

questions or concerns regarding the research or the investigators, you-can contact Matt L.
Riggs, Ph.D. at (909) 558-8709.

IMPARTIAL THIRD PARTY CONTACT

If you or your child wishes to contact-an-impartial third party not associated with the
study reaardum any questions-or concerns you or your:child may have, you may contact
the Office: of Patient Relations at Loma Linda Univer sity Medical Center. Their number is
(909) 558-4647.

INFORMED CONSENT

1 have read the contents of the consent form-and-have listened to the investigator explaiiy
the study. My questions concerning this study have been answered to my satisfaction. 1
hereby give voluntary eonsent for miy-child to participatein this study. Signing this consent
document does not waive my rights, nor does is release the investigators, institution or
sponsors from their responsibilities. I may call Matt L. Riggs, Ph.D. at(909) 558-8709if1
have additional quéstions or concerns,

1 agree to allow my cliild to participate in the above study and have been a given a copy of
this consent form.

Parent signature of consent Date

This'study has been explained to' me by my parent and by the researcher. I understand
‘what this'study is about-and agree to participate,

Participarit signature of assent Date

1 have reviewed the consent form with people signing aboye. 1 have explained potential
risks and benefits-of vth‘e‘.sm,dy;

Signature of Investigator Phone number  Date
.lnitiz:il's
Date.

E—
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INSTITUTIONAL REVIEW BOARD
Initial Approval Notice - Expedited Review

OFFICE OF SPONSORED RESEARCH » 11188 Anderson Streats Lama Linda, CA 92350
(905) 8584531 {voics) + (205} §58-0131 {fax}

To: Riggs, Matt
Department: Psychology
Protocol: Deépression and diabstes in-gdofescents

This study was reviewed and dpproved administratively on behalf of the IRB. This decision includes the
fallowing determinations:

1. Risk to.research subjects: Minimal
2. Approval period begins 01/21/2003 and ends 0:1120/2004,
3. Stipulations of approval are: (None Specified)

Consent Form

If & written consent form is required, approval will be indicated by the affixed IRB approval stamp. This
- now becomes your offi clal consent form for the dates specified and should be used.as a master for
making the ngcessary copies.

Adverse Events / Protocol Changes

The IRB should be notified in:writing.of any madifications to the-approved research protocol, Afl adverse
effects, anticipated ornot, should be reported to the IRB: serious events should be'reported withm seven
days; all ottiers within 15 ddys.

Protocol Review

To assure.uninterrupted-approval of this project, you are required to.complete and réturn a status report
atieast two weeks priar to the approval end-date indicated above. {See htthlresearch llu.edu - sefest
YIRB Tools for Investigators®, then *Research Repord Form." Ih addition to: ‘requesting a renewal, you
may: also use the Research Report-Form to close the study.

Records
All records relating to this praject, including signed consent forms, must be kept on file for three years
foliowing completian of the study.

Please note the PlI's.name.and the OSR number-assigned:your IRB application (as indicated
above) on any future communications with the IRB.about this project. Direct all communications.
to-the IRB cfo the Office of Sponsdred Research.
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