
PROTOCOL TITLE: Helping All Children be Safe Outdoors with Sun Protection  
 

 Page 1 of 18 Revised Template: November 10, 2014 

 1 
PROTOCOL TITLE: 2 

Helping All Children be Safe Outdoors with Sun Protection  3 
 4 
PRINCIPAL INVESTIGATOR: 5 

June K. Robinson, MD 6 
 Northwestern University 7 
 Department of Dermatology 8 
 (312) 926-7449 9 
 june-robinson@northwestern.edu 10 
 11 

12 



PROTOCOL TITLE: Helping All Children be Safe Outdoors with Sun Protection  
 

 Page 2 of 18 Revised Template: November 10, 2014 

Table of Contents 13 
 14 
1.0 Protocol Title ........................................................................................................... 3 15 
2.0 IRB Review History* ............................................................................................... 3 16 
3.0 Objectives ................................................................................................................ 3 17 
4.0 Background .............................................................................................................. 3 18 
5.0 Inclusion and Exclusion Criteria .............................................................................. 6 19 
6.0 Study-Wide Number of Subjects ............................................................................. 6 20 
7.0 Study-Wide Recruitment Methods .......................................................................... 6 21 
8.0 Study Timelines ....................................................................................................... 6 22 
9.0 Study Endpoints and Statistical Analysis  ............................................................... 6 23 
10.0 Procedures Involved* ............................................................................................... 7 24 
11.0 Data and Specimen Banking .................................................................................. 10 25 
12.0 Data Management and Sample Size ...................................................................... 10 26 
13.0 Provisions to Monitor the Data to Ensure the Safety of Subjects .......................... 11 27 
14.0 Withdrawal of Subjects .......................................................................................... 11 28 
15.0 Risks to Subjects .................................................................................................... 11 29 
16.0 Potential Benefits to Subjects ................................................................................ 11 30 
17.0 Vulnerable Populations .......................................................................................... 11 31 
18.0 Multi-Site Research ............................................................................................... 11 32 
19.0 Community-Based Participatory Research ............................................................ 12 33 
20.0 Sharing of Results with Subjects ........................................................................... 12 34 
21.0 Setting .................................................................................................................... 12 35 
22.0 Resources Available ............................................................................................... 12 36 
23.0 Prior Approvals ...................................................................................................... 13 37 
24.0 Recruitment Methods ............................................................................................. 13 38 
25.0 Local Number of Subjects ..................................................................................... 14 39 
26.0 Confidentiality ....................................................................................................... 14 40 
27.0 Provisions to Protect the Privacy Interests of Subjects .......................................... 15 41 
28.0 Compensation for Research-Related Injury ........................................................... 15 42 
29.0 Economic Burden to Subjects ................................................................................ 15 43 
30.0 Consent Process ..................................................................................................... 15 44 
31.0 Process to Document Consent in Writing .............................................................. 16 45 
32.0 Drugs or Devices.................................................................................................... 16 46 
33.0 Glossary of acronyms ............................................................................................ 16 47 
34.0 References .............................................................................................................. 16 48 
 49 

50 



PROTOCOL TITLE: Helping All Children be Safe Outdoors with Sun Protection  
 

 Page 3 of 18 Revised Template: November 10, 2014 

1.0 Protocol Title 51 
Helping All Children be Safe Outdoors with Sun Protection 52 

 53 
2.0 IRB Review History* 54 

Approval of this research by the Northwestern University IRB has been obtained. 55 
This study has Northwestern IRB protocol ID STU00200215 and was approved 56 
on 2/18/2015. The Northwestern University Biomedical Research IRB can be 57 
contacted at (312) 503-9338 or irb@northwestern.edu. 58 

 59 
3.0 Objectives 60 

3.1 This novel research seeks to develop a multicomponent sun protection program that is 61 
feasible for family practice and pediatric clinicians to introduce with anticipatory 62 
guidance during well-child visits. The program will further be implemented through a 63 
sun protection read-along book in English and Spanish and weekly text message 64 
reminders. Electronic messaging is a powerful medium for communicating health 65 
information to underserved populations.  66 

The sun protection program will enable behavioral change by caregivers and 67 
children of all ethnic and racial backgrounds. Testing the feasibility of delivering 68 
the intervention in a family medicine or pediatric practice will allow assessment 69 
of accrual and retention rates in a racially/ethnically diverse population, and lead 70 
the way to dissemination of good practice. 71 

3.2 This proposal to improve sun protection of young children seeks to:  72 
A) Deliver a short (13 pages) read-along book in English and Spanish for 2-6 year 73 

old children to read with their parent or caregiver, and text message reminders 74 
intended to change the knowledge, beliefs, intentions or behaviors of 75 
parents/caregivers and the for children under their care.  76 

B) Obtain recommendations from an advisory committee of pediatric clinicians for 77 
implementing sun protection counseling with parents of well children 2-6 years 78 
old during the health care visit. 79 

C) Perform a trial with randomization by clinic practice to either the intervention or 80 
control arm to examine whether a multicomponent sun protection educational 81 
intervention delivered over 4 weeks in summer enhances the use of sun protection 82 
among 2-6 year old children. 83 
 84 

4.0 Background 85 
4.1 Melanoma is the third most common form of cancer in adolescents and young adults in 86 

the United States. (Purdue 2008) Unprotected sun exposure, particularly during 87 
childhood, is an important contributing factor in the risk of developing melanoma later 88 
in life. (Whiteman 2001) The increasing incidence of melanoma among Latinos, the 89 
fastest growing segment of the population, approaches that among Whites. Melanoma 90 
incidence among US Latinos has increased at an annual rate of 2.9% in the last fifteen 91 
years, which is comparable to the 3.0% annual increase among Whites. (Ries 2007)  92 
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To address the rising incidence of skin cancers, including melanoma, the US 93 
Surgeon General recently issued a call to action. (U.S. Department of Health and 94 
Human Services 2014) At present, preventive health education intended to inform 95 
the public about melanoma has emphasized the risk of having “fair skin” or 96 
blistering sunburns. Ethnic minorities are often excluded from public health 97 
messages linking sun protection to prevention of sunburn and skin cancer. Latino 98 
and Black people display considerable diversity in skin pigmentation, which is 99 
also referred to as skin tone. Regardless of their skin tone, most Latinos and 100 
Blacks expect that the pigment in their skin is protective. The term, “people with 101 
skin of color”, is used to indicate racial and ethnic origins, especially people with 102 
multiracial ancestry; thus, the term refers to people who self-identify as 103 
Hispanic/Latino, Black, Asian or Pacific Islander, and Native American, Aleut or 104 
Eskimo. People with skin of color often do not perceive sunburn or skin cancer as 105 
a risk because they and their families lack experience with skin cancer or sunburn 106 
and with using sun protection.   107 
Assessment of the risk of sunburn is based upon the subject’s self-report of ease 108 
of sunburn and tanning, known as skin phototype. (Table 1) While responses to 109 
the Fitzpatrick Skin Phototype (SPT) questions may be unreliable due to recall 110 
bias, subjective bias by clinicians and subjects, and lack of cultural sensitivity, the 111 
basic flaw is that the subject must have experienced sunburn in order to be able to 112 
answer the question. There has been a tendency to group all people of a similar 113 
ethnic group into a single category of SPT. The “gold standard” method of 114 
assessing skin pigmentation is reflectance spectrophotometry (RS). Skin 115 
pigmentation or melanin provides photoprotection and can be calculated as 116 
melanin index (MI). While those that are at risk to develop skin cancer have less 117 
melanin content (skin type I) than those at low risk (skin type VI), people with 118 
skin phototypes in the mid-range (III and IV) believe that their natural skin tone is 119 
protective against sunburns, thus, they fail to use sun protection. 120 
 121 

Skin type; Erythema and Tanning Reactions to the First Summer Exposure   
(Fitzpatrick 1988) 

I Always burns, never tan  (painful burn at 24 hrs and no tan at 
7d) 

II Burn easy, then develop light tan (painful burn at 24 hrs and a 
light tan at 7d) 

III Burn moderately, then develop light tan (slightly tender burn at 
24 hrs, moderate tan at 7d) 

IV Burn minimally-rarely, then develop moderate tan (no burn at 
24 hrs and a good tan at 7d) 

V Never burns, always develops dark tan 
VI Never burns, no noticeable change in appearance 

 122 
4.2 Targeting 2-6 year old children for primary prevention of skin cancer will minimize sun 123 

damage and may foster lifelong sun–protective behaviors that will reduce the likelihood 124 
of developing skin cancer, especially melanoma. Parental beliefs about and involvement 125 
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in sun protection are important components of successful skin cancer prevention 126 
programs for children, especially young children. Parents control family resources and 127 
activities and the availability of sunscreen and protective clothing. (Buller 1995) Among 128 
US white children aged 6 months to 11 years, 43% experienced one or more sunburns 129 
within the past year, with sunscreen (62%) and shade (27%) being the most frequently 130 
reported protection methods. (Hall 2001) High sunburn rates among youth highlight the 131 
need for better education of parents and caregivers about appropriate sun protective 132 
behaviors. While sunscreen is a very convenient and the customary form of sun 133 
protection, sunscreen as the sole form of sun protection has some downfalls for the user 134 
including failure to protect some areas of the body, cost, messy application, and wearing 135 
off with physical activities like swimming. (Cokkinides 2006, Saraiya 2004, Mahe 2011, 136 
Banks 1992) Some parents apply sunscreen incorrectly or inconsistently, e.g. only after 137 
a child has experienced a painful sunburn. (Robinson 2000) The cost of sunscreen, 138 
especially in the setting of daily use and reapplication after swimming, can be expensive 139 
and unmanageable for families of lower socioeconomic status (SES). (Mahe 2011) Sun 140 
protective clothing provides sun protection when wet and a child can put it on, thus, 141 
providing consistent protection. (Harrison 2010) Sunscreens and sun protective clothing 142 
are effective in reducing the number of moles- precursors of and the strongest risk factor 143 
for development of melanoma – among children. (Gallagher 2000, Smith 2013) Sun 144 
protective clothing, including hats and swim shirts, as an additional and helpful form of 145 
sun protection for young children could be adopted by caregivers as a cost-effective and 146 
reliable method that could reduce the incidence of skin cancer in the future. 147 

4.3 Family practice and pediatric clinicians recognize the importance of reducing sun 148 
exposure in young children and are able to counsel caregivers effectively; however, sun 149 
protection counseling is often associated with parental prompting, the child presenting 150 
with sunburn, or performing a summer camp physical (Cohen L 2012). Sun protection 151 
counseling by pediatric clinicians has been thought to be most effective when delivered 152 
with seasonal relevance, during the spring and summer months in northern latitudes. The 153 
American Academy of Pediatrics has acknowledged that skin cancer prevention is a 154 
matter of importance to clinicians and typically is “discussed on at least a few visits over 155 
the course of the relationship with a patient.” (Balk 2011)  156 

Pediatricians have given bilingual read-along books to parents of Hispanic 157 
children 5-11 months old to promote literacy in Hispanic families (Golova 1999). 158 
Because healthcare providers are a trusted and important source of health 159 
information, having the pediatrician recommend and distribute the read-along 160 
book is expected to enhance the effectiveness of the intervention. By adapting the 161 
read-along book strategy to sun protection education, the strong, natural and 162 
immediate connection between parents and their children can be used as a catalyst 163 
to create a mutually supportive environment that effectively encourages both 164 
parties to develop the skills needed to make life-long sun healthy habits. 165 
Caregivers may participate in reading to/with the child. A caregiver is defined as a 166 
non-parental adult who assumes responsibility, at least part-time on a regular 167 
basis, for the care of at least one child, e.g. babysitters, grandparents, mother’s 168 
helpers, professional nannies, or other family members). Among low-income 169 
families, young children often are cared for by a grandparent or “auntie.”  170 
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 171 

5.0 Inclusion and Exclusion Criteria 172 
5.1 Research assistants will screen potential participants for eligibility onsite prior to 173 

obtaining informed consent. Clinicians performing well-child visits may identify 174 
potentially eligible participants and notify the research assistants.  175 

 176 
5.2 a) Inclusion criteria  177 

• Are at least 18 years old 178 
• Is the parent of a 2-6 year old child attending a well-child visit 179 

o If the parent present is female, she may be pregnant  180 
• Are able to read in English and/or Spanish at a 6th grade level or higher 181 
• Are able to receive text messages 182 
 183 
b) Exclusion criteria 184 
• Is the parent of a child less than 2 or older than 6 years old attending a visit 185 
• Unable to read in English and/or Spanish at a 6th grade level or higher 186 
• Unable to receive text messages  187 
• Unable to complete study procedures with eligible child 188 
• Unable to return to clinic for a follow-up visit 189 
 190 

5.3 Pregnant women are included in this research. This study is social behavioral in nature; it 191 
does not pose risks to an embryo or fetus. This research meets the criteria for Non-192 
Federally Regulated Minimal Risk Research outlined in section 1.0 of HRP-412, 193 
Checklist for Pregnant Women. Furthermore, while children are not study subjects, this 194 
research meets the criteria for section 2.0 of HRP-416, Checklist for Children. No 195 
greater than Minimal Risk to children is presented in obtaining melanin index. There are 196 
no safety matters identified in the use of Mexameter MX18.   197 

 198 
6.0 Study-Wide Number of Subjects 199 

N/A. Please refer to 25.0, Local Number of Subjects 200 
 201 

7.0 Study-Wide Recruitment Methods 202 
N/A. Please refer to 24.0, Recruitment Methods 203 

 204 
8.0 Study Timelines 205 

8.1 An individual subject’s participation in the study consists of two visits, each 20-30 206 
minutes in length. The first visit, or Baseline, may occur in conjunction with or be 207 
scheduled independently of the well-child visit. The second visit, or Follow-up, will take 208 
place four after the Baseline. The duration anticipated to enroll all study subjects is 209 
approximately six weeks, from May 18 to July 6, 2015. The four week follow-up visits 210 
will be performed at the study sites from June 18 to August 14, 2015. The estimated date 211 
for the investigator to complete primary analyses for this study is October 1, 2015. 212 

9.0 Study Endpoints and Statistical Analysis  213 
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9.1 Change in the use of sun protection from baseline to 4 week follow-up by those in the 214 
control vs intervention groups is the primary endpoint. Secondary endpoints are the 215 
number of sunburns or irritation from the sun experienced by the child Biologic 216 
confirmation of the parental report of sun protection will be obtained with 217 
spectrophotometry measurements of melanin index (means with 95% confidence 218 
intervals) in the sun protected upper outer arm vs the sun exposed forearm in controls vs 219 
intervention groups. 220 

 221 
9.2 Statistical analysis  222 

To test for attrition bias, participants who did not complete the study will be 223 
compared to participants who did complete on baseline measures. Chi-square tests 224 
will be performed for categorical variables (e.g., race) and t-tests will be 225 
performed for continuous variables (e.g., sunscreen use).  226 
 227 
The primary outcome measure, use of sun protection behaviors on both sunny 228 
days and cloudy days, will be assessed with two 2 (condition) by 2 (time) mixed 229 
measures analyses of variances (ANOVAs), one for the sunny day behaviors scale 230 
and one for the cloudy say behaviors scale.  231 
  232 
Statistical differences between the different spectrophotometry measurements of 233 
melanin index for each Skin Phototype group will be analyzed via one-way 234 
ANOVA followed by Tukey’s post hoc test. 235 
 236 

10.0 Procedures Involved* 237 
10.1 This is a 12-week summer pilot study to determine the outcome of an educational 238 

intervention including the swim shirt provided to caregivers, the ability to recruit 239 
subjects, and the number of subjects lost to follow-up. Advocate Medical Group sites in 240 
Oak Lawn, IL and Park Ridge, IL have agreed to participate in the research. All 241 
physicians of these practices have appointments at Advocate Children’s Hospital. 242 
(Appendix. Letters of support) The racial/ethnic distribution of the Oak Lawn and Park 243 
Ridge population is 26% and 9% Hispanic, respectively; the remainder of the population 244 
in both locations is approximately 90% White. Given the target population, all subject 245 
study materials will be available in both English and Spanish. Research assistants (RA) 246 
involved on this project will be bicultural and bilingual in English and Spanish.     247 

10.2 Baseline Visit and Randomization 248 
Eligible parents will be offered inclusion, and a RA will obtain written informed 249 
consent. To ensure anonymity of response, each participant will be assigned a 250 
unique subject code upon consent. Only the subject code will appear on study 251 
materials. Parents will be asked to complete a short self-report questionnaire that 252 
can be completed in about 3 minutes. The survey will assess parental 253 
demographic information , history of sun sensitivity of the skin and skin cancer, 254 
in addition to the parents’ perception of their risk of developing skin cancer, 255 
child’s demographic information, and child’s sun sensitivity of the skin. 256 
(Appendix. Parent Self-Report Surveys) Parents who self-identify as Hispanic or 257 
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Latino on the self-report survey will be asked to complete a one-page 258 
acculturation instrument. (Appendix. Acculturation Measure) The RA will then 259 
take an instant, painless spectrophotometry reading of the melanin index 260 
(measurement of skin pigmentation) of child’s arm at three locations, as described 261 
in detail below. Block randomization will be done by day, e.g. all subjects 262 
accrued on Monday will receive the intervention and all subjects accrued on 263 
Tuesday will be assigned to the control group.  This randomization assures that 264 
contamination of the control group will not occur when the intervention materials 265 
(read-along book and swim shirts) are distributed at the baseline visit. At 266 
intervention, RAs will distribute the read-along book, and swim shirt to the 267 
parents at the baseline visit. (Appendix. Anticipatory Guidance Tip Sheet, Read-268 
Along Book) Parents in the intervention group will receive weekly text-message 269 
reminders to practice sun protection at 1, 2, 3, and 4 weeks post baseline visit. At 270 
the four week follow-up visit, parents in the control group will receive all 271 
materials of the educational intervention including swim shirts. Upon completion 272 
of the baseline visit, parents will receive a $20 Target gift card.  273 
Follow-up Visit 274 
Parents will be instructed to return with the child to the study site where consent 275 
was obtained. RAs will schedule the follow-up visits directly with the parents 4 276 
weeks after the baseline visit; evening and Saturday appointments will be offered. 277 
Parents at both sites will be asked to complete a short follow-up self-report 278 
questionnaire. (Appendix. Parent Self-Report Surveys) RAs will then take a 279 
spectrophotometry reading of the melanin index of the child’s arm. Parents in the 280 
control group will receive anticipatory guidance tip sheet, read-along book, and 281 
swim shirt at this time. Upon completion of the follow-up visit, parents will 282 
receive a $50 Target gift card.  283 
Melanin Index by Spectrophotometry 284 
Skin pigmentation or melanin provides photoprotection and can be calculated as 285 
melanin index, MI. The “gold standard” method of assessing skin pigmentation is 286 
reflectance spectrophotometry (RS). Pershing et al performed seminal research 287 
comparing the area under the curve obtained by RS to profile the constitutive skin 288 
color with clinicians’ assessment of SPT. (Pershing 2008). The reflectance 289 
spectrophotometer Mexameter MX18 will be used in this study. A 2 cm2 area of 290 
skin that is free of dermatologic disease will be determined by the trained RA. 291 
The probe of the portable reflectance spectrophotometer is lightly applied to the 292 
surface of the skin at three locations: right upper inner arm (natural skin color or 293 
constitutive pigmentation), right dorsum forearm (sun-exposed skin), and right 294 
dorsum upper arm (sun-protected skin when using the swim shirt). 295 
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 296 
10.3 The source records that will be used to collect data about the subjects are self-report 297 

questionnaires. They include the Baseline Self-Report, Control Follow-up, and 298 
Intervention Follow-up surveys. Research assistants will record melanin index readings 299 
in the designated space on the Baseline and Follow-up Self Report surveys.     300 

10.4 The data that will be collected by self-report of the parent about themselves and 301 
about the child are listed below. The only follow-up will be four weeks after baseline; 302 
subjects will not be contacted after study completion.   303 

• Melanin Index at baseline and follow-up visits via spectrophotometry 304 
measurement of child’s right upper inner arm, right dorsum forearm, right 305 
dorsum upper arm. Spectrophotometer measurement is the wavelength of the 306 
reflected light measured in nm. It represents the area under the curve for the 307 
all wavelengths of light, thus a reading will be expressed as (192 ±30, mean ± 308 
SD). 309 

• Demographic information consisting of age, gender, education, annual 310 
household income, and race/ethnicity of the parent  311 
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• History of skin cancer and sun sensitivity of the skin of the parent 312 
• Perception of parent’s risk of developing skin cancer 313 
• Demographic information consisting of age and gender of the child 314 
• History of sun sensitivity of the child with ease of sunburn and tanning  315 
• Number of sunburns/skin irritation from the sun in the past month 316 
• Use of sun safety behavior (wearing sunscreen, shirts with sleeves, hats with a 317 

brim, and sunglasses, and seeking shade) and duration of outdoor activities  318 

11.0 Data and Specimen Banking 319 
N/A 320 

12.0 Data Management and Sample Size 321 
12.1 The use of sun protection in those receiving the intervention vs the control group will be 322 

examined for correlation with 1) melanin index of child’s arm, 2) the history of skin 323 
cancer and sun sensitivity of the skin of the parent, 3) Perception of parent’s risk of 324 
developing skin cancer, 4) Demographic data of the parent, 5) Age and gender of the 325 
child, 6) Sun sensitivity of the child’s skin.  326 

Spectrophotometry measurements of melanin index are presented as means with 327 
95% confidence intervals.  328 

12.2 The sample size is based on the use of sun protection, our primary outcome. Prelimiary 329 
data obtained in the summer of 2014 show that 63% of caregivers of children 2-6 years 330 
old use some form of sun protection for the child. After counseling by pediatric 331 
clinicians, 20% used swim shirts. The sample size required to sensitively detect a 20% 332 
difference in using sun protection between the control and the intervention groups (63% 333 
vs. 83%) was 300 (150 in each group), assuming an alpha < 0.05 and power >= 0.8 in a 334 
two-tailed test. With 20% attrition based on the reported failure to keep appointments 335 
reported by these practices, 240 subjects will complete the study. This will adequately 336 
power the study for detecting 20% difference in sun protection use between the groups.  337 

12.3 Subject medical information obtained as a result of this study is considered confidential 338 
and disclosure to third parties other than the principal investigator and the co-339 
investigators is prohibited. All reports and communications relating to subjects in this 340 
study will identify each subject only by their initials and study identification number. To 341 
ensure subject confidentiality and anonymity of response, each subject will be assigned 342 
a unique subject code upon consent. Only this unique subject code will appear on study 343 
materials and an encrypted, password-protected database. Access to study access is 344 
restricted to authorized research staff, which is under the discretion of the principal 345 
investigator. The research files will be kept in a locked cabinet in a locked room within 346 
the Northwestern University Department of Dermatology research offices. Identifiable 347 
data will be kept separate from the case report forms and source documents. Data 348 
gathered as a result of this study are available to inspection on request by Food and Drug 349 
Administration or other government regulatory agency auditors, and the Northwestern 350 
University Institutional Review Board (IRB). 351 
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12.4 Collected data will be monitored and regularly undergo quality control. The role of one 352 
research assistant will be dedicated to collecting completed source documents from each 353 
site and entering data into the encrypted study database. The administrative research 354 
coordinator will perform routine data assurance by cross checking the paper surveys 355 
with the entered values.  356 

 357 

13.0 Provisions to Monitor the Data to Ensure the Safety of Subjects 358 
N/A. This research is Minimal Risk to subjects. 359 

14.0 Withdrawal of Subjects 360 
14.1 The circumstances under which subjects may be withdrawn from the research without 361 

their consent are that they are 1) lost to follow-up or 2) unable or unwilling to complete 362 
study procedures. 363 

14.2 It is anticipated that approximately 20% of consented subjects will fail to complete the 364 
Follow-up. Subjects will be contacted by the research team to reschedule a missed visit. 365 
Once due diligence is completed via three unanswered phone calls, texts, or e-mails, the 366 
subject will be considered terminated from the research.     367 

14.3 All data collected from terminated subjects will be excluded from the final data set.    368 

15.0 Risks to Subjects 369 
15.1 This research does not involve any physical risks other than what the subject and 370 

subject’s child would encounter in daily life. However, there may be minimal emotional 371 
discomfort in responding to survey items involving demographic information and 372 
history of skin cancer. Subjects will be informed that they may decline to respond to any 373 
of the survey items.  374 

There are no anticipated adverse events associated with study procedures. To 375 
date, there are no safety matters identified in the use of Mexameter MX18. This 376 
device has been utilized without issue in over 600 subjects collectively enrolled in 377 
prior studies.   378 
 379 

16.0 Potential Benefits to Subjects 380 
16.1 Subjects and their child may learn how to use sun protection effectively to prevent 381 

sunburns and reduce the likelihood of developing skin cancer. Subjects may also help 382 
the researchers learn better ways to present health information to patients in the future.   383 

17.0 Vulnerable Populations 384 
Subjects in the study may include employees (such as departmental staff with 385 
children). To avoid coercion, employees will be recruited for participation by 386 
study personnel that are not Advocate employees and therefore not managers of 387 
the institution.  388 

 389 
18.0 Multi-Site Research 390 

N/A 391 
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 392 
19.0 Community-Based Participatory Research 393 

N/A 394 
 395 

20.0 Sharing of Results with Subjects 396 
20.1 Research assistants may inform the subject of their child’s individual melanin index 397 

readings.  398 

21.0 Setting 399 
21.1 The director of the Advocate Center for Pediatric Research, Denise Angst, PhD, RN, has 400 

committed to support this collaborative research. (Appendix. Letter of Support) 401 
Advocate Medical Group sites in Oak Lawn, IL and Park Ridge, IL have agreed to 402 
participate in the research. All physicians of these practices have appointments at 403 
Advocate Children’s Hospital. The clinical sites are:  404 

Advocate Children’s Hospital – Oak Lawn, IL  405 
4440 West 95th Street 406 
Oak Lawn, IL 60453 407 
 408 
Advocate Children’s Hospital – Park Ridge, IL 409 
1675 Dempster Street 410 
Park Ridge, IL 60068 411 
 412 
 413 
 414 

21.2 Potential subjects will be identified at each clinic site. A flyer containing study 415 
information and research staff contact details will be placed in patient areas of the 416 
clinics. (Appendix. Study Flyer) In conjunction with well-child visits, pediatric 417 
clinicians may identify potential subjects and refer them to the onsite research assistants.  418 
The clinic manager of each study site has completed a checklist to ensure consistency of 419 
protocol implementation and designation of a quiet, private space for study procedures. 420 
These areas may include exam rooms, partitioned areas of waiting room, or unoccupied 421 
office. 422 
A total of four RAs will be dedicated to the study. Two RAs will be present at each site 423 
on pre-designated dates and times to conduct study procedures.  424 

 425 
22.0 Resources Available 426 

22.1 All members of the research team have completed and maintained current Human 427 
Subjects Protection Training, such as CITI and the Department of Dermatology 428 
compliance modules. The PI has over 25 years of clinical research experience, including 429 
multiple NIH-funded studies. The PI and research staff has personally met with the 430 
Director of the Advocate Center for Pediatric Research and with several pediatricians of 431 
the participating Advocate Medical Group sites to develop the current research.   432 
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Given the target subject population, all subject study materials will be available in both 433 
English and Spanish. The research assistants involved on this project are bicultural and 434 
bilingual in English and Spanish. The PI and research coordinator will oversee the 435 
research assistants. All research assistants are required to complete Human Subjects 436 
Protection Training and undergo study-specific training with the PI and research 437 
coordinator prior to interacting with potential subjects.         438 

22.2 The sample size of the study population was determined from the number of collective 439 
well-child visits that occurred at the participating study sites in May 2014. Given that 440 
there were approximately 312 eligible children in one month at the study sites who met 441 
our inclusion criteria, extending the accrual over 6 weeks gives an anticipated 500 442 
eligible subjects with 80% participation rate will give us 374 participants. With 20% 443 
attrition based on the reported failure to keep appointments reported by these practices, 444 
240 subjects will complete the study. This will adequately power the study for detecting 445 
20% difference in sun protection use between the groups. Based on these projections, it 446 
is feasible that the enrollment goal will be met within the agreed recruitment period.  447 

22.3 This is a 12-week summer pilot study that will take place from May 18 to August 14, 448 
2015. At least two research assistants will be present at each site on pre-designated dates 449 
and times to conduct study procedures.    450 
The research will take place at the pediatric clinics of the Advocate Medical Group 451 
listed in 21.1. The clinic manager of each study site has completed a checklist to ensure 452 
consistency of protocol implementation. The PI and research coordinator will complete 453 
site visits prior to start of study to review action planning and complete training with 454 
participating staff. Each site will have a designated quiet, private space for study 455 
procedures, such as an exam room, partitioned area of waiting room, or unoccupied 456 
office. 457 

22.4 There are no anticipated adverse consequences associated with the research. However, 458 
should a subject request medical or psychological resources, the PI and participating 459 
pediatric clinicians are available for debriefing.   460 

22.5 The PI will ensure that all persons assisting with the research are adequately informed 461 
about the protocol, the research procedures, and their duties and functions. The PI and 462 
research coordinator will train all individuals involved in study procedures and 463 
personally meet on a weekly basis to discuss study progress and review duties and 464 
functions as applicable. A continual, open dialogue among the PI, coordinator, and 465 
research assistants will be encouraged.    466 

23.0 Prior Approvals 467 
23.1 Approval by the Northwestern University IRB will be obtained prior to commencing the 468 

research. 469 

24.0 Recruitment Methods 470 
24.1 Potential subjects will be recruited at each study site over six weeks from May 18 to July 471 

6, 2015. A flyer containing study information and research staff contact details will be 472 
placed in patient areas of the clinics. (Appendix. Study Flyer) In conjunction with well-473 
child visits, pediatric clinicians may identify potential subjects and refer them to the 474 
onsite research assistants. The research assistants may recruit potential subjects while 475 
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they are waiting for an appointment. Potential subjects that express a willingness to 476 
participate will be referred directly to the onsite research assistants. The research 477 
assistants will then describe the study and answer any questions the potential subject 478 
may have. Should potential subjects be unable to complete the Baseline on the same day 479 
as their child’s well-visit, they will be instructed to schedule with the research assistants 480 
another date and time to return to the site and complete the Baseline.  481 

24.2 Subjects will solely be recruited from the participating study sites: Advocate Children’s 482 
Hospital - Oak Lawn, IL and Advocate Children’s Hospital - Park Ridge, IL. 483 

24.3 The pediatric clinicians and clinic managers at the participating study sites will be trained 484 
in the research protocol and will have knowledge of the inclusion and exclusion criteria. 485 
Any potential subjects that meet this criteria and express interest in participating in the 486 
research will be directed to the onsite research assistants. Should the research assistant 487 
not be present, the pediatric clinician and clinic managers will provide the potential 488 
subject with a study flyer and instruct him/her to contact the research staff for more 489 
information. Research assistants will keep a log of all potential subjects contacted.     490 

24.4 A flyer containing study information and research staff contact details (i.e. phone number 491 
and email address) will be placed in patient areas of the clinics. 492 

24.5 Upon completion of the first visit (Baseline), subjects will receive a $20 Target gift card. 493 
Upon completion of the second visit (Follow-up), subjects will receive a $50 Target gift 494 
card.  495 

 496 

25.0 Local Number of Subjects 497 
25.1 The total number of subjects to be accrued in this study is 300. 498 
25.2 There will be 150 subjects randomized to the intervention group, and 150 subjects 499 

randomized to the control group. It is estimated that 60 subjects will be lost to follow-500 
up.  501 

25.3 There is a 20% attrition based on the reported failure to keep appointments reported by 502 
the participating sites. It is anticipated that 240 subjects will complete the study. This 503 
will adequately power the study for detecting 20% difference in sun protection use 504 
between the groups. 505 

26.0 Confidentiality 506 
26.1  Subject medical information obtained as a result of this study is considered confidential 507 

and disclosure to third parties other than the principal investigator and the co-508 
investigators is prohibited. All reports and communications relating to subjects in this 509 
study will identify each subject only by their initials and study identification number. To 510 
ensure subject confidentiality and anonymity of response, each subject will be assigned 511 
a unique subject code upon consent. Only this unique subject code will appear on study 512 
materials and an encrypted, password-protected database. Access to study access is 513 
restricted to authorized research staff, which is under the discretion of the principal 514 
investigator. The research files will be kept in a locked cabinet in a locked room within 515 
the Northwestern University Department of Dermatology research offices. Identifiable 516 
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data will be kept separate from the case report forms and source documents. Data 517 
gathered as a result of this study are available to inspection on request by Food and Drug 518 
Administration or other government regulatory agency auditors, and the Northwestern 519 
University Institutional Review Board (IRB). 520 

 521 
27.0 Provisions to Protect the Privacy Interests of Subjects 522 

27.1 This research includes provisions for protecting the privacy of potential and current 523 
subjects. All study procedures will take place in a designated quiet, secluded area of the 524 
pediatric clinic. The sole physical measurement of this research, melanin index, will be 525 
performed in a private setting. The research team will make every effort to address the 526 
questions and concerns of potential and current subjects. Furthermore, the research team 527 
will ensure interactions with potential and current subjects are not overheard.  528 

27.2 This research includes steps to make subjects feel at ease. To reduce the sense of 529 
intrusiveness a subject may experience in response to survey questions, subjects will be 530 
informed that they may decline to provide any information they do not wish to disclose. 531 
The information being collected is limited to only the minimum amount of data 532 
necessary to accomplish the research purposes. 533 

27.3 The research team will only be permitted to access study-related, subject-reported 534 
information. Under no circumstances will the research team access subjects’ medical 535 
records or other sensitive information. 536 

28.0 Compensation for Research-Related Injury 537 
N/A. This research is Minimal Risk to subjects. 538 

29.0 Economic Burden to Subjects 539 
N/A 540 
 541 

30.0 Consent Process 542 
30.1 Informed consent will be obtained. The consent process will take place in a quiet, private 543 

space of the clinic, i.e. exam room, partitioned areas of waiting room, or unoccupied 544 
office. A waiting period is available between informing the prospective subject and 545 
obtaining consent. In this case, time will be arranged for a follow-up discussion to help 546 
the prospective subject further understand the details of participation in the research and 547 
their subject rights. The research team will follow the consent process as outlined in 548 
SOP: Informed Consent Process for Research (HRP-090). 549 

Other than English, Spanish is understood by prospective subjects and 550 
representatives. This research anticipates enrolling subjects that do not speak 551 
English. To ensure that the oral and written information provided to those subjects 552 
will be in subjects’ preferred language, the onsite research assistants are bicultural 553 
and bilingual in both English and Spanish. The Spanish language will be used by 554 
research assistants in obtaining consent and communicating any relevant future 555 
research information. All study materials (i.e. consent form, surveys, educational 556 
materials) will be available in English and Spanish and provided to the subjects in 557 
English and/or Spanish.         558 
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 559 

31.0 Process to Document Consent in Writing 560 
31.1 The research team will follow the SOP: Written Documentation of Consent (HRP-091). 561 

32.0 Drugs or Devices 562 
N/A 563 

 564 
33.0 Glossary of acronyms 565 

Acronym Meaning 
ANOVA analysis of variance 
SD standard deviation 
MI melanin index 
RA research assistant 
RS reflectance spectrophotometry 
SES socioeconomic status 
SPT Fitzpatrick skin phototype 

 566 
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