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I. Hypotheses and Specific Aims: The goal of this study is to determine if poor health literacy
and/or insufficient knowledge of hospice care are barriers preventing African Americans from
understanding what hospice care is and negatively influences their opinions of hospice care.
Additionally, the study will evaluate the influence of perceived discrimination and mistrust in
healthcare on hospice knowledge and attitudes and beliefs towards hospice care.

Aim 1: To evaluate the relationship between literacy, mistrust and perceived discrimination on
hospice knowledge and hospice beliefs and attitudes in older African Americans.

Aim 2: To evaluate the effect of hospice decisional support materials on hospice knowledge and
attitudes and beliefs about hospice in older African Americans.

Il. Background and Significance:

Research demonstrates that African Americans fail to enroll in hospice services,'? even
though they disproportionately suffer more aggressive forms of, and experience more disability
from, the diseases most common among hospice enrollees. The increasing number of people of
color living with debilitating chronic disease and the continued growth of healthcare expenditures
threatens to financially overburden Medicare. By the year 2050, African Americans will comprise
nearly 12% of Americans over the age of 65.2 These factors create a significant need for
interventions to increase hospice utilization in aging African Americans.

There is limited research that explores the reasons driving underutilization of hospice
services among African Americans. Many researchers reduce the disparity to religious and/or
cultural beliefs and an inherent preference for more aggressive treatments.#'" Although these
may be legitimate barriers, another plausible barrier to hospice utilization is health literacy and a
diminished or inaccurate knowledge of hospice care.

African American patients routinely report misconceptions and deficiencies in knowledge
about hospice care. Patients report they do not receive information on hospice from healthcare
providers'213 and receive misinformation from family and friends.'* Studies suggest that White
providers are less likely to provide information about hospice services or refer their African
American patients to hospice.'®'? Other cultural barriers for African Americans include an
emphasis on informal or family caregivers and family-centered decision making,2%2' and the
importance of integrating religious and spiritual values into care plans.®20-24¢ Hospice incorporates
family-centered care models and accommodates patients’ religious and spiritual beliefs, but this
core piece of information may not be adequately communicated to African American patients.
Inaccurate and inadequate information about hospice prevents patients from understanding the full
scope and range of hospice services.!2.14.25

Limited knowledge about hospice and the misconceptions of hospice care are health
literacy barriers which may be mitigated with a patient decision aid designed to provide accurate
and unbiased information about hospice care. Patient decision aids are evidence-based
interventions that promote knowledge production, patient-centered care, decisional autonomy, and
reduce decisional conflict in medical decision making.?® This study will test hospice decisional
support materials (e.g. hospice paper decision aid and hospice video decision aid) that will
potentially address knowledge and literacy barriers to hospice use among African Americans. The
decisional support materials conform to the rigorous standard of the Internal Patient Decision Aid
Standards (IPDAS), which is an organization that ensures the production of high-quality patient-
centered decision aids.

This study hypothesizes that low health literacy correlates to low hospice knowledge. This
hypothesis builds on prior work by Volandes and colleagues?”-28 which demonstrates poor health
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literacy is a stronger predictor of end of life choices than race. These studies focused specifically
on end of life decisions in patients with dementia. Some scholars criticize the Volandes team’s
work for producing heavily biased videos that show graphic representations of end-stage disease
and treatments that shock patients into choosing hospice.?® The goal of the current project is to use
a neutral decision aid representing the benefits and disadvantages of hospice. The content of this
decision aid heavily relied on input from stakeholders such as patients, caregivers and the diverse
variety of providers who care for hospice patients. The decision aid presents general information
about hospice and is not disease specific, unlike Volandes’ decision tools.

Additionally, this study hypothesizes that standing paradigms of discrimination perpetuate
a systemic mistrust in healthcare. African Americans were systematically and intentionally excluded
from healthcare and the evolution of the modern healthcare system. From pre-slavery America
through the middle of the 20" century, American physicians were trained to believe African
Americans were a different species.3® This racist thinking allowed medical professions to abuse
and experiment on African Americans with impunity.3'.32 These practices bred and nurtured the
mistrust African Americans feel towards the healthcare system and healthcare professionals, and
by extension may negatively influence knowledge and perceptions of hospice care. Decision aids
may help lessen mistrust and improve perceptions of hospice.

lll. Preliminary Studies/Progress Report:

We conducted and extensive qualitative needs assessment and environmental scan of
available hospice decision aids. Though the needs assessment we interviewed 5 patients, 20
caregivers and 27 providers (e.g. social workers, nurses, chaplains) regarding their perceptions of
participating in hospice. In the preliminary analyses, we found that all participant groups describe
misunderstandings and myths regarding hospice care consistent with those cited in the literature.
Additionally, we learned that timing of introduction and initiating of hospice care was a major theme
across all participants. Hospice is often presented as an option only when death is imminent. As a
result, caregivers expressed regret for not being aware of or enrolling their loved ones in hospice
earlier in the disease course.

People from varying different backgrounds, races/ethnicity and cultures participated in the
qualitative needs assessment. Overwhelmingly participants from diverse race and ethnic
backgrounds felt a hospice decision aid would facilitate end of life discussions within their
communities. Study participants felt any hospice PtDA should focus on providing clear and
accurate information about hospice care to help them navigate the ubiquitous misunderstanding
and misperceptions of hospice care. Participants advocated for a neutral balanced tool that clearly
explained the pros and cons of hospice, detailed the eligibility requirements and accurately
described the payment mechanisms for hospice care.

Our environmental scan found only 7 PtDAs that mentioned hospice as a potential
secondary treatment option for people with ilinesses such as end stage heart failure, cancer or
kidney disease. The PtDAs did not describe the eligibility criteria hospice, the services provided by
hospice and failed to provide resources for patients interested in hospice care. These PtDAs
inadequately explain the nuances of hospice care as a primary treatment option and have limited
reach to only specific populations. Further, these PtDAs fail to acknowledge the complexity of end-
of-life decision making.33

We then brought in 20 laypersons into our lab to conduct an organic web search for
information regarding hospice and to participate in a semi-structured interview regarding their
perceptions of the available information. Many of the online resources that the participants found
were promotional materials from specific hospices or other special interest groups, thus the
participants found these materials confusing and biased. Further, the online resources failed to
provide clear information on cost, enroliment, and lacked the desired patient and caregiver
testimonials. Surprisingly almost all participants went to sites such as yelp to get narrative
descriptions of hospices.3?

IV. Research Methods
A. Outcome Measure(s):
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Overview: The goal of this study is to test whether or not hospice decisional support materials
can improve hospice knowledge and attitudes and beliefs towards hospice in older African
Americans.

Primary Outcomes: There are three primary outcomes for the study which are change in
hospice knowledge measured by the Hospice Knowledge Survey, change in opinions attitudes
about hospice care measured by the Hospice Beliefs and Attitudes Scale (HBAS) and decision
self-efficacy will be measured the Decision Self-Efficacy Scale. These scales utilize a scoring
scheme in which a higher score indicates more knowledge and a more positive view of
hospice, and more decision self-efficacy, respectively.

Description of surveys for primary outcomes:

e Knowledge of Hospice Test: The Knowledge of Hospice Test is a 23-item scale with
true/false questions.3*35 The Cronbach’s alpha coefficient for the scale is 0.75 showing
good internal reliability.

e Decision Self-efficacy: Is an 11-item instrument that one’s self-confidence in decision
making. This scale is a validated scale with a Cronbach’s alpha of 0.92 and correlates with
DCS subscale of being informed (r=0.47). Based on our prior study of a decision aid in
palliative care, we hypothesize that one of the strongest effects of a decision aid might be
to increase self-efficacy of the decision making.36

e Hospice Beliefs and Attitude Scale (HBAS): The HBAS is an 8-item scale developed to
measure beliefs and attitudes towards hospice care.'? It has a Cronbach’s a = .74 for the
scale, indicating a good degree of internal reliability.

e Demographic Form-a brief demographic form to record SES, age, sex and comorbidities
such as diabetes, heart disease, and cancer.

Description of qualitative writing sample:

e Hospice knowledge will be qualitatively assessed prior to randomization at the baseline
visit to better understand the misconceptions associated with hospice care. Matsuyama et
al¥” described a brief qualitative assessment in which participants are asked to describe
“what is hospice” in their words. Participants will provide their answers on paper. These
brief writings will be analyzed using thematic content analysis.

B. Description of Population to be Enrolled:
The target population are African American adults who are 65 years of age or older.
Participants must be English speaking and self-identify as African American.

C. Study Design and Research Methods

Study Design: The study employs a two phase pre-/post-test intervention design or a small
pilot randomized control trial (RCT), utilizing a one-to-one randomization scheme. Participants
will be randomized into groups after completing the baseline assessments. Pilot RCTs are
used to test the acceptance of a new intervention, as well as the feasibility of implementing a
new intervention.3® The proposed study aims to test the efficacy of a paper and video decision
aid for hospice care. The intervention group will receive both decision aids and the control
group will receive no intervention. All participants will receive the intervention materials at the
conclusion of the study regardless of intervention group.

Study Setting: Recruitment will take place at community organizations serving older African
Americans and the outpatient primary care clinics for both UCHealth and Denver Health.

Recruitment: The target enroliment is 150 total (75 per arm) participants.

o Community Organizations-will consist of passive recruitment via flyers, listservs,
electronic mailing mechanisms and advertisements in newsletters and newspapers.
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Outpatient Clinics- potential patients will be identified through weekly chart reviews. The
study team will communicate with the outpatient physician by his/her preferred
communication method (e.g. email, phone) to determine whether the patients are
appropriate to be approached. If eligible and appropriate, a research team member will
approach the patient and introduce the study following their clinical encounter. Flyers will
also be hung in treatment rooms and common areas of each clinic. Reasons for non-
approach will be recorded.
o Email/Mailings-We will also review medical records for potentially eligible patients
and send them either an email or letter via US mail describing the study and
asking them to contact the study team if they are interested in participating.

Research Methods: This will be a 1:1 intervention:control randomization scheme.

Baseline Visit (Aim 1)- All participants will complete the baseline measurements: brief
writing exercise, the Hospice Knowledge Scale, Hospice Beliefs and Attitudes Scale
(HBAS), and decision self-efficacy scale (all measurements described above). Additionally,
all participants will be asked to briefly describe in writing “what is hospice” in their own
words. Prior research shows this brief writing exercise exposes many of the
misconceptions of hospice care and provides insights into overcoming knowledge
barriers.3” A trained research assistant will be available to answer questions and provide
clarification if necessary. Additionally, the participants’ preferred method of contact or
phone number will be recorded for the follow-up visit (Aim2). After completion of baseline
surveys, participants will be randomized for Aim 2 of the study.

Follow-up Visits (Aim 2) - Participants randomized to the intervention group will be asked
to review the PtDAs within 1 week of the baseline visit. Each participant will be contacted
one week after the Phase 1 visit to complete follow-up assessments by phone. All
participants, regardless of study arm, will be called 1-month after the baseline visit to
complete the follow-up surveys by phone. The control and intervention groups will
complete the primary outcomes surveys (Hospice Knowledge, decision self-efficacy &
HBAS). The proposed intervention and follow-up are consistent with other shared decision
making and PtDA studies.2®

Data collection: For patients who agree to participate, the study coordinator will collect baseline
demographic and quantitative data (surveys described above in Section A). The research
coordinator will then open the envelope to determine the patient’s allocation. Control patients will
be asked to complete the baseline measures at time of enroliment and again at 1-month follow-up.
Intervention patients will be given the decision aid and asked to review it within the next week.
Then the best way to contact participants for follow-up calls will be recorded. Finally, each
participant (control and intervention) will be contacted at one month for the final data point
collection. $25 gift cards will be given for baseline and one-month follow-up surveys.

Baseline visit (control & Intervention)- All participants will be asked to complete the brief
writing exercise, REALM test, Hospice Knowledge Test, Hospice Attitudes and Beliefs
Scale, Decision Self-efficacy scale, and demographics.

One Week Follow-up call (intervention only)-Participants will be asked to complete the
Hospice Knowledge Test, Hospice Beliefs and Attitudes Scale, Decision Self-efficacy
scale, the decision aid acceptability scale and brief decision aid feasibility questionnaire.
One Month Follow-up (control & intervention)-At one month follow-up all participants
will be asked to complete the Hospice Knowledge Test, Hospice Beliefs and Attitudes
Scale, and the Decision Self-efficacy scale.

D. Description, Risks and Justification of Procedures and Data Collection Tools:
This project poses minimal risk to all subjects involved. The intervention involves review of
decisional support materials and a series of quantitative and qualitative questions. Data
collection from participants includes questions and medical record review to screen for
eligibility and only limited demographic data will be obtained. There is always a risk that
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participants may feel uncomfortable discussing hospice or end-of-life decisions. Participants
will be informed of their right to refuse to answer any question they do not wish to answer, and
may terminate participation in the study at any point (and that should they decline to
participate, answer a question or withdraw this will not affect their medical care).

Data collection and storage has been planned to appropriately protect participant
confidentiality. All patients will be given a unique identification number, and study data and
identifiable information will always be kept separate. REDCap, the COMIRB-preferred system,
will be used to store all survey and enrollment data, and access to both REDCap and the
secure server will be limited to study personnel only. All paper documents will be stored in a
secure and locked file cabinet in a secure and locked office building — again, all study data
paperwork will be stored separate from paperwork with identifiable information (i.e. signed
consent forms) and be accessible to study personnel only.

E. Potential Scientific Problems:

Will participants with low health literacy/numeracy be able to understand decision aid (DA)?

A key challenge in DA research is assuring that the resultant products are accessible to all
populations. Because most DAs require a minimum level of education, they risk widening
disparities by being unavailable to poorer populations. The DA has been developed in
accordance with recommendations for clear communication. The current protocol is limited to
English speaking and reading participants. In this first stage of intervention assessment we are
limited to an English version of the DA since there is currently no staff with credentials to
conduct health language translation in Spanish, Amharic, Congolese, Mandarin, Arabic, etc.
Upon successful evaluation of this protocol, discussions for DA translation will be conducted.

F. Data Analysis Plan:

Qualitative Analysis- The open-ended qualitative question will be analyzed using inductive and
deductive content analysis.3**' The deductive approach will identify participant knowledge of
key domains of hospice. The inductive approach will identify any key misconceptions or
fallacies expressed by participants in the study. All qualitative analysis will be done with
Atlas.ti. 8.0 (GmbH, Berlin).

Quantitative Analysis-We will compare differences between intervention and control pre/post
intervention using t-tests for continuous outcomes and chi-square tests for dichotomous
outcomes. We will perform a multivariate analysis of our outcome variables (i.e. hospice
knowledge, hospice beliefs and attitudes scale) and look for mediation and/or moderation
effects of level medical mistrust, level of perceived discrimination (schedule of racist events)
age, race, and gender; while controlling for potential confounders.#243 The total sample size
required for phases 1 and 2 is 150participants. The study is powered to achieve an alpha of
0.05 and a medium effect size of 0.5 as determined by a power analysis completed in STATA*
and confirmed by G*Power. G*Power is a specialized program designed for use in social,
behavioral and medical research studies.*5:46

G. Summarize Knowledge to be Gained:

Hospice services are vastly underused in all populations but especially in minority
communities. The proposed research aims to specifically target older African
Americans who are especially vulnerable to hospice underuse. The decisional
support materials used in the proposed research will provide valuable insights
into issues and barriers that prevent African Americans from enrolling in hospice
while simultaneously evaluating whether or not hospice decisional support
materials are a salient means to improve hospice knowledge and attitudes and
beliefs towards hospice in older African Americans. This study is designed to
obtain pilot data to support a planned multi-site RO1 addressing hospice
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underutilization in minorities communities and if patient decision aids are effective
in improving knowledge.

H. References:

1. Johnson. Racial and Ethnic Disparities in Palliative Care. Article. Journal of Palliative
Medicine. Nov 2013;16(11):1329-1334. doi:10.1089/jpm.2013.9468
2. NHPCO. National Hospice and Palliative Care Organization Facts and Figures 2015

Accessed 04/21/16.
http://www.nhpco.org/sites/default/files/public/Statistics Research/2015 Facts Fiqures.pdf

3. Gerst-Emerson K, Burr IA. The Demography of Minority Aging. Handbook of Minority
Aging. 2013:387-403.
4. Kagawa-Singer M, Valdez Dadia A, Yu MC, Surbone A. Cancer, Culture, and Health

Disparities: Time to Chart a New Course? CA: A Cancer Journal for Clinicians. 2010;60(1):12-39.
doi:10.3322/caac.20051

5. Kwak J, Haley WE. Current Research Findings on End-of-Life Decision Making among
Racially or Ethnically Diverse Groups. The Gerontologist. Oct 2005

2011-12-15 2005;45(5):634-641.

6. Adames HY, Chavez-Duenas NY, Fuentes MA, Salas SP, Perez-Chavez JG. Integration of
Latino/a cultural values into palliative health care: A culture centered model. Article. Palliative &
Supportive Care. Apr 2014;12(2):149-157. doi:10.1017/s147895151300028x

7. Cort MA. Cultural mistrust and use of hospice care: Challenges and remedies. Journal of
palliative medicine. 2004;7(1):63-71.

8. Jackson F, Schim SM, Seely S, Grunow K, Baker J. Barriers to Hospice Care for African
Americans: Problems and Solutions. Journal of Hospice & Palliative Nursing. 2000;2(2):65-72.

9. Park NS, Carrion IV, Lee BS, Dobbs D, Shin HJ, Becker MA. The role of race and ethnicity
in predicting length of hospice care among older adults. Journal of palliative medicine.
2012;15(2):149-153.

10. Reese DJ, Ahern RE, Nair S, Joleen D, Warren C. Hospice access and use by African
Americans: Addressing cultural and institutional barriers through participatory action research.
Social Work. 1999;44(6):549-559.

11. Washington KT, Bickel-Swenson D, Stephens N. Barriers to hospice use among African
Americans: a systematic review. Health & social work. 2008;33(4):267-274.

12. Johnson, Kuchibhatla M, Tulsky JA. Racial differences in self-reported exposure to
information about hospice care. J Palliat Med. Oct 2009;12(10):921-7. doi:10.1089/jpm.2009.0066
13. Rhodes, Teno, Welch. Access to hospice for African Americans: Are they informed about
the option of hospice? Article. Journal of Palliative Medicine. Apr 2006;9(2):268-272.
doi:10.1089/jpm.2006.9.268

14. Noh H, Schroepfer TA. Terminally lll African American Elders' Access to and Use of
Hospice Care. Am J Hosp Palliat Care. Jan 10 2014;d0i:10.1177/1049909113518092

15. Gordon HS, Street RL, Jr., Sharf BF, Souchek J. Racial differences in doctors' information-
giving and patients' participation. Cancer. Sep 15 2006;107(6):1313-20. doi:10.1002/cncr.22122
16. Blair IV, Steiner JF, Fairclough DL, et al. Clinicians’ implicit ethnic/racial bias and
perceptions of care among black and Latino patients. The Annals of Family Medicine.
2013;11(1):43-52.

17. Cooper, Roter DL, Carson KA, et al. The associations of clinicians’ implicit attitudes about
race with medical visit communication and patient ratings of interpersonal care. American journal of
public health. 2012;102(5):979-987.

18. Cooper, Roter DL, Johnson RL, Ford DE. Patient-centered communication, ratings of care,
and concordance of patient and physician race. Annals of internal medicine. 2003;139(11):907.
19. Street RL, Gordon H, Haidet P. Physicians’ communication and perceptions of patients: is

it how they look, how they talk, or is it just the doctor? Social science & medicine. 2007;65(3):586-
598.

20. Carr D. RACIAL DIFFERENCES IN END-OF-LIFE PLANNING: WHY DON'T BLACKS
AND LATINOS PREPARE FOR THE INEVITABLE? Article. Omega-Journal of Death and Dying.
2011;63(1):1-20. doi:10.2190/0OM.63.1.a

Protocol Template Page 6
CF-146, Effective 7/10/11


http://www.nhpco.org/sites/default/files/public/Statistics_Research/2015_Facts_Figures.pdf

21. Wicher CP, Meeker MA. What influences African American end-of-life preferences? J
Health Care Poor Underserved. Feb 2012;23(1):28-58. doi:10.1353/hpu.2012.0027

22. Cruz-Oliver DM, Talamantes M, Sanchez-Reilly S. What Evidence is Available on End-of-
life (EOL) Care and Latino Elders? A Literature Review. Review. American Journal of Hospice &
Palliative Medicine. Feb 2014;31(1):87-97. doi:10.1177/1049909113480841

23. Noh H. Values important to terminally ill african american older adults in receiving hospice
care. J Soc Work End Life Palliat Care. 2014;10(4):338-55. doi:10.1080/15524256.2014.975317
24, Quinones-Gonzalez S. BRIDGING THE COMMUNICATION GAP IN HOSPICE AND
PALLIATIVE CARE FOR HISPANICS AND LATINOS. Article. Omega-Journal of Death and Dying.
2013;67(1-2):193-200. doi:10.2190/0OM.67.1-2.w

25. Dillon P, Basu A. Toward Eliminating Hospice Enroliment Disparities among African
Americans: A Qualitative Study. Article. Journal of Health Care for the Poor and Underserved. Feb
2016;27(1):219-237.

26. Stacey D, Legare F, Col NF, et al. Decision aids for people facing health treatment or
screening decisions. Review. Cochrane Database of Systematic Reviews. 2014;(1):335.
Cd001431. doi:10.1002/14651858.CD001431.pub4

27. Volandes, Paasche-Orlow M, Gillick MR, et al. Health literacy not race predicts end-of-life
care preferences. Article. Journal of Palliative Medicine. Jun 2008;11(5):754-762.
doi:10.1089/jpm.2007.0224

28. Volandes, Ariza M, Abbo ED, Paasche-Orlow M. Overcoming educational barriers for
advance care planning in Latinos with video images. Journal of palliative medicine. 2008;11(5):700-
706.

29. Billings JA. The need for safeguards in advance care planning. Journal of general internal
medicine. 2012;27(5):595-600.

30. Byrd, Clayton. Race, medicine, and health care in the United States: a historical survey.
Journal of the National Medical Association. 2001;93(3 Suppl):11S-34S.

31. Gamble VN. Under the shadow of Tuskegee: African Americans and health care. American
Journal of public health. 1997;87(11):1773-1778.

32. Byrd, Clayton. An American health dilemma: Race, medicine, and health care in the United

States 1900-2000. vol 2. Routledge; 2015.

33. Finnigan-Fox G, Matlock DD, Tate CE, Knoepke CE, Allen LA. Hospice, She Yelped:
Examining the Quantity and Quality of Decision Support Available to Patient and Families
Considering Hospice. J Pain Symptom Manage. 2017;54(6):916-921. e1.

34. Cagle JG, Van Dussen DJ, Culler KL, et al. Knowledge about hospice: Exploring
misconceptions, attitudes, and preferences for care. American Journal of Hospice and Palliative
Medicine®. 2016;33(1):27-33.

35. Webb NM, Tucker D. Young adults' opinions about hospice and home death. Journal of
palliative medicine. 2009;12(4):337-342.

36. Jibaja-Weiss ML, Volk RJ, Granchi TS, et al. Entertainment education for breast cancer
surgery decisions: A randomized trial among patients with low health literacy. Article. Patient
Education and Counseling. Jul 2011;84(1):41-48. doi:10.1016/j.pec.2010.06.009

37. Matsuyama RK, Balliet W, Ingram K, Lyckholm LJ, Wilson-Genderson M, Smith TJ. Will
patients want hospice or palliative care if they do not know what it is? Journal of Hospice &
Palliative Nursing. 2011;13(1):41-46.

38. Rounsaville BJ, Carroll KM, Onken LS. A stage model of behavioral therapies research:
Getting started and moving on from stage |. Clinical Psychology: Science and Practice.
2001;8(2):133-142.

39. Patton M. Qualitative Research & Evaluation Methods. 3rd ed2002. Thousand Oaks, CA:
Sage Publications; 2002.

40. Thomas. A general inductive approach for analyzing qualitative evaluation data. American
journal of evaluation. 2006;27(2):237-246.
41. Fereday J, Muir-Cochrane E. Demonstrating rigor using thematic analysis: A hybrid

approach of inductive and deductive coding and theme development. International journal of
qualitative methods. 2008;5(1):80-92.

Protocol Template Page 7
CF-146, Effective 7/10/11



42. Baron RM, Kenny DA. The moderator—mediator variable distinction in social psychological
research: Conceptual, strategic, and statistical considerations. Journal of personality and social
psychology. 1986;51(6):1173.

43. Kraemer HC, Kiernan M, Essex M, Kupfer DJ. How and Why Criteria Defining Moderators
and Mediators Differ Between the Baron & Kenny and MacArthur Approaches. Health Psychology.
2008;27(2 Suppl):S101-S108. doi:10.1037/0278-6133.27.2(Suppl.).S101

44, StataCorp L. Stata version 14.0. College Station, TX: StataCorp LP. 2015;

45, Faul F, Erdfelder E, Buchner A, Lang A-G. Statistical power analyses using G*Power 3.1:
Tests for correlation and regression analyses. Behavior Research Methods. 2009/11/01
2009;41(4):1149-1160. doi:10.3758/BRM.41.4.1149

46. Faul F, Erdfelder E, Lang A-G, Buchner A. G* Power 3: A flexible statistical power analysis
program for the social, behavioral, and biomedical sciences. Behavior research methods.
2007;39(2):175-191.

Protocol Template Page 8
CF-146, Effective 7/10/11



