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Abstract

Background: Support and educational organizations have bkewn to improve
quality of life in consumers of home parenteralritioh (HPN) and home enteral
nutrition (HEN). One such organization, The OleyRdation, offers resources for the
home parenteral and enteral nutrition (HPEN) coresunResearch has shown that the
Oley Foundation has lead to positive outcomes femivers. No studies have
determined what services consumers value, howwieeg introduced to the
organization, and how this impacted them individuall his study used qualitative
methodology to gain a deeper understanding of énegpoved value of membership in
the Oley Foundation for HPEN consumers. The rebeguestions this study
answered were:

1. What is the value of membership in the Oley Fation to HPEN

consumers and why do they perceive this as val@able

2. At what point do consumers learn about The Gleyndation and how are

they introduced?

3. What similarities and differences are there leetwhome parenteral

nutrition consumers and home enteral nutrition oamers concerning

experiences with The Oley Foundation?

Participants: The participants in this study included 13 adult®were depended on
HEN (n=6), HPN (n=6), or both HEN and HPN (n=1) dradi joined the Oley
Foundation within the last two years.

Methods. An investigator conducted audio-taped, one-on-omdepth telephone

interviews guided by an interview template thatuded: all elements of informed



consent, approval to audio-tape, biographical amatjraphic information and
guestions designed to allow for the expressionadfiggpants' experiences, opinions
and feelings as a member of The Oley Foundatiach Enterview was summarized,
reviewed by a committee member, and sent to thicyeamt. An investigator
conducted follow up interviews to ensure accurawy iduminate any nuances
overlooked or misinterpreted by the interviewern@nt analysis was used to code
and group segments of text to identify themes. Ber@rthemes were used to answer
the research questions and develop a model to ptralze the value members

perceive in membership to the Oley Foundation.

Results: The results of this study suggest that the valubeOley Foundation lies in
programs and resources provided and the compet@rspyration, normalcy, and
advocacy gained from membership. In this studjigpants were introduced at a
variety of points in time. More than half of pafntiants found the organization on their
own. A clear theme that emerged from the discussigarticipant’s introduction to
organization was “l wish | knew about it soonethile HPN and HEN consumers
were quite similar they differed in the concernsythad about drug shortages and

insurance coverage, respectively.

Discussion and Conclusion: This study showed that value in the Oley Foundaiso
based on the competency, inspiration, normalcy,aavidbcacy membership creates.
An emergent theme, “I wish | would have known akibsboner” underscores the
need for educating home parenteral and enterationtconsumers about

organizations like the Oley Foundation
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Clinical Relevancy Statement

This study showed that value in the Oley Foundasdmsed on the programs
and resources provided and the competency, ingpiratormalcy, and advocacy
membership creates. An emergent theme, “I wishdldvbave known about it
sooner” underscores the need for educating honemfeal and enteral nutrition

consumers about organizations like the Oley Foumalat

Introduction

Background

Home nutrition support is a long-term therapy thravides nutrition
intravenously (parenterally) or through the gastiestinal tract (enterally) when a
person is unable to consume or digest enough fmadhintain or restore nutrition
status and healtiHome parenteral nutrition (HPN) involves intravesaofusion of
nutrients through a central venous catheter fopjgeaho are unable to digest/absorb
nutrients through the gastrointestinal tract. Hangeral nutrition (HEN) involves the
provision of nutrients through a nasogastric tuba percutaneous or surgically
placed tube in either the stomach or the smalstitte. Although there are no
complete databases of home parenteral and entdrdian consumers, the American
Society of Parenteral and Enteral Nutrition estemdhat there are approximately
73,000 HEN consumers and 39,000 HPN consumerib812 While the ability to
provide nutrition through alternate routes is a-Baving therapy, it is not without its
complications. Consumers of home parenteral atet@mutrition (HPEN) have

many physical and psycho-social factors influendhegr quality of life.

2



Physical complications such as mechanical problsitisequipment,
infections, and intolerance issues impact consumferPEN>“. Psycho-social
factors include coping with medical diagnoses, delependent on technology, the
loss of the eating experience, reliance on otlarsdre, low self-esteem, interference
with sexual function and the financial burden ofrition support. All of these present
a challenge to the HPEN consurfiér While factors make life difficult for the HPEN

consumer there are resources available to helpwipé¢hese obstacles.

The Oley Foundation is a non-profit organizatibattprovides up to date
educational materials and social support for coregsaraf HPEN at no cost. The
organization was founded in 1983 by Dr. Lyn Howandl Clarence Oldenberg, a
HPN patient, in order to share information and supfhroughout the HPEN
community. The Oley Foundation currently has 1@,8@&mbers including clinicians
and family of HPEN consumers. Educational topncdude; current research,
management of HPEN related complications, and igeddbpics such as travel tips.
Oley provides social support through a toll freé¢-livee, social media groups on
Inspire.com and Facebook, support group coordinatind regional and national
conferences. By “informing, connecting and supmpagrti Oley hopes to improve
quality of life for all consumers of HEN and HPN
Statement of the Problem

Those receiving HPN and HEN face many physical@sythological
challenges in coping with their disease state dsasechallenges in their continual
reliance on nutrition support (due to its natur@ dsgh-risk and technologically

sophisticated therapy). Support and educationarorgtions have been shown to
3



improve quality of life in consumers of (HPN) ardEN), but little is known about

the perceived value of these services by the coesbir

Organizations aimed at providing information &odial support, such as the
Oley Foundation, are available to offer resourb@s tan help to improve quality of
life for the home parenteral and enteral nutriiBi?EN) consumer. No studies have
determined what services are valued by consumerfi@n their introduction to the

organization impacted them individually.

This study used in-depth interviewing to gain aagge understanding of the
perceived value of membership in the Oley Foundatiidh a goal of improving the

provision of services to members.



Methods
Resear ch Design

This study utilized qualitative techniques to exploow HPEN consumers
perceive the way in which they were introducedh® ®ley Foundation and what
programs, services, or intangible benefits theggee as impacting them the most.
Qualitative methodology was appropriate becauseg$dearch aim was to understand
participant involvement in the organization in artaontrolled context specific setting
8. Interviews were used to elucidate perceptarsemotions participants have
toward their involvement with The Oley Foundatiorddheir experiences with HPEN
9.

Thirteen participants took part in audio-recordenhsstructured telephone
interviews. Interviews allowed for a clear repraation of the phenomena and
avoidance of biased responses by having partigspeak openly on topics. Grand
tour questions such as, “Could you describe yousliement with The Oley
Foundation” prompted the participant to give a aktbur of their relevant
experiences. Prompts such as, “how were you intred to the organization?”
clarified and maximized participant respori&eRecordings of each interview were
transcribed verbatim, de-identified and saved aslwlocuments. Data were, coded,
interpreted, and analyzed using Nvivo software (@@Brnational PTY Ltd, 2012
Melbourne, Australia). Words, phrases, and segsnafitext were coded and grouped
together to identify similar passages and themek as attitudes, behaviors,

motivations and views about The Oley Foundatiomil@rities and differences



between HPN and HEN consumers were further expldree interviews took place

February-May 2013, data analysis was ongoing.

The Institutional Review Boards of Rhode Island pitzd and The University
of Rhode Island as well as the research commiftéeedOley Foundation approved

all procedures and materials. Recruitment magegah be found in Appendix C.
Sampling

This study used a purposive homogenous samplinigadeo recruit
participants®. Recruitment statements included the purposee$tidy, eligibility

criteria, and the study email addreskeystudy@etal.uri.edu Announcements were

made on The Oley Foundation’s website and emailstlseThe Oley Foundation to
members who had joined in the past two years.

Study candidates self-selected to participatedmfacting the study's e-mail
address. An initial phone call was used to scpeeticipants and to schedule an
interview. Inclusion criteria included English-sp@ay adults over the age of 18 who
were dependent on home parenteral or enteralioatand have joined The Oley
Foundation in the past two years. Exclusion cat@rere pregnant women and anyone
not meeting inclusion criteria. The criterion thiag participants had joined The Oley
Foundation within the past two years was set sogadicipants would better recall
their introductions to the Oley Foundation.

Twenty-two members responded and 13 were seleatedrticipate. The
chosen sample included 6 HPN, 6 HEN and 1 HPENwuoes. Equal groups were

chosen so that the groups could be analyzed falasities and differences. 2



participants were not included in the study becdlsg were family of HPEN
dependent members and 7 participants were notdedlbecause data saturation had
been met, as no new themes were emerging fromatiae @©ne participant dropped

out because of medical complications.

Sample size was determined based on previous afisdistudies using in-
depth interviews with HPEN consumérs' Groups of equal size were selected in
order to be able to explore similarities and ddfezes between parenteral and enteral
nutrition consumers’ experiences. Data saturatias met after thirteen interviews as

similar themes were emerging from all interviews.
Data Collection

Participants scheduled 60 minute appointmentsdari-structured telephone
interviews. The interviews were conducted in arestigator’s office at Rhode Island
Hospital. The interview questions were developed r@vised after an extensive
review of the literature and were reviewed by cotteeimembers with expertise in
gualitative research and experience with HPEN coess. A pilot interview was
conducted with a volunteer Oley Foundation memb@&valuate the purpose, intent
and clarity of each question. The data from thlistpinterview were not included in

the results of the study.

As outlined in the interview guide, participantsgaerbal informed consent
by telephone to participate in the study. Thremfd tour” questions were asked
about their experience with HPEN, their involvemien®ley, and recommendations
for new consumers of HPEN and clinicians. The draur questions prompted the

7



participants to give a verbal summation of thepenences in order to uncover
common themes of what has been valuable to tflefihe questions included a series
of probes designed to clarify and maximize paraofpresponses. In-depth telephone
interviews such as these have been previously tosgdcument experiences in this
population, and would be appropriate to explorentteaning of membership in The
Oley Foundatior”. An advantage of telephone interviews is confiidity for
participants, allowing them to speak freely anddsily. Disadvantages are that
participants may be more likely to answer brieflgd body language and nonverbal
cues are lost. The probes described above allowed the investigatdelve further
into how membership in The Oley Foundation aff@aricipants’ experiences. The

interviewer kept detailed notes on impression, &@ind intonation.

Demographic information was collected prior to doding each interview if
not previously disclosed and included: type of mioin support therapy, medical
diagnosis, length of time dependent on HEN or H&jé&, gender identification,
number of people in the household, geographic imecaemployment status, school

enrollment and highest education level achieved.

Each telephone interview was tape-recorded invafgisetting. Detailed notes
were taken during the interview concerning impm@sssubtle cues, apparent
confusion about questions etc. One study investid&C) conducted and transcribed
each interview and uploaded transcripts into N\@®aftware (QSR International PTY
Ltd, 2012 Melbourne, Australia) to assist in orgaion of data. Theoretical notes
were taken about the overall impression of thewg and general themes and were

used to assist the data analysis. Methodologizi@s were taken concerning any
8



changes that should be made in future interviewsuimary of each interview was
written and sent to each participant to confirndings and to ensure the investigator

interpreted the response correctly.

Data Analysis

Meaning was derived from the data through inductimetent analysis. This
analysis is based on the development of categdesigined to capture the dominant
themes from each intervieWt This method of analysis allowed for a condensed
description of the phenomena, value of membershtpe Oley Foundatiot. A
phenomenological approach allowed for the integti@h and description of how
consumers perceive their membership in The Oley&ation’. Transcripts were
read several times and analyzed with an open codafggme in which words and
phrases were organized into groups and categanzedier to identify similar
concepts and emerging themes and an illustratiandsgeloped (Figure 1) to
conceptualize the value of membership in the Omynation'®. Quotations
pertaining to each theme and research questicioane in the Results and

Discussion sections.

Validity and Reliability

Trustworthiness and credibility of the data westablished by seeking
negative or contradictory examples with probestangroviding supporting examples
for conclusions drawn, i.e. direct quotatidfis Five interviews were coded by two

study investigators; substantial inter-coder ages@nwas established with a Cohen’s



Kappa co-efficient of 0.842. The kappa co-efficient was calculated usingSPS
Version 20 (IBM, 2011, Armonk, NY). Based on thgthlevel of agreement
determined by the kappa co-efficient the remaimmerviews were coded by a single
investigator. A written summary of each transcwats reviewed by a committee
member and emailed to each participant as anliniganber check and was discussed
during the follow-up call. A member check allow fparticipant to review the data
provided by their interview to ensure accuracy emtluminate any nuances

overlooked or misinterpreted by the interviewér

Follow up calls were conducted with 8 out of 13tjggrants. All participants
supported the interpretation in the summaries; sorage a few clarifications and
emphasized the importance of topics they discudsedg the interviews. Highest
level of education was a demographic that was adéted several interviews so this
demographic was obtained during the follow up daieeded. New information was
brought up regarding change in nutrition therapttbase data were not included in

the final analysis.
Demographics

Microsoft Office Excel (2007) was used for desavptstatistical analysis
(mean and frequency) of demographic data includge gender identification,
marital status, number of people in the houselgddgraphic location,
employment/education status, highest level of etlutamedical diagnosis, type of

nutrition support, and length of time dependenti@N or HPN.

10



Results

The aim of this study was to gain a greater undashg of the perceived value of
membership in the Oley Foundation, an educationireaah, and networking
organization for consumers of HPEN. The reseanodstipns this study answered

were:

1. What is the value of membership in the Oley Fouondab HPEN consumers

and why do they perceive this as valuable?

2. At what point do consumers learn about The Oleyndation and how are

they introduced?

3. What similarities and differences are there betwemne parenteral nutrition
consumers and home enteral nutrition consumersecoimg experiences with

The Oley Foundation?

The following sections will provide a descriptiohtbe study population, contain
the analysis of the data as they relate to theystird and research questions, and
introduce additional themes that emerged duringdata analysis. Quotes describe
participants’ perceptions of the value of the Cl@yindation and their introduction to
the organization as well as exemplify similariteesd differences between groups.
Ellipses were used to signify missing words in ggatuch as “you know” or “ums”.
Categories and themes were labeled using partitspanrds as well as the

investigator’s interpretation of the interview data

11



Description of Study Participants

A total of 22 participants responded to recruitmamngils sent out by the Oley
Foundation. Thirteen respondents were selectpdrtacipate in the study (59%).
Reasons for exclusion were the participant waslapendent on HEN or HPN and

data saturation occurred.

The average length of time of the interviews was 296 minutes (range=16-47

minutes). Characteristics of the study sampleshosvn in Table 1.

12



Table 1: Demographic Characteristics of Study Pipdints

Type of Nutrition
Therapy

Home Enteral Nutritiofn=6)
Home Parenteral Nutritiofn=6)
Home Parenteral and Enteral Nutrition (n=1

Years on HPEN

6.9 £ 9.9 (range: 0.75-31)

School

Gender (% Female) 62.00%

Race (% Caucasian) 92.00%

Age (years) 38 £ 11.9 (range: 22-61)
Percent Employed 38.00%
Percent Enrolled in 15.30%

Number of People in the
Home

1.8 £ 1.5 (range: 0-5)

Highest Level of
Education *

Some College (n=2)
Associate's Degree (n=1)
Bachelor's Degree (n=6)

Master's Degree (n=1)
Doctoral Degree (n=1)

Geographic Location

Maine (n=1)
Ohio (n=4)
Virginia (n=1)
New York (n=2)
Massachusetts (n=1)
Florida (n=1)
Utah (n=1)
New Jersey (n=1)
lowa (n=1)

Medical Diagnosis

Gastroparesis (n=4)
Parkinsors Plus Syndrome(n=1)
Amyotrophiclateral sclerosis (ALS) (n=1)
Gastrointestinal dysmotility (n=2)
Crohn's Disease (n=1)
Intestinal Failure (n=2)

Chronic IntestinaPseuddObstruction (n=2)

* Highest level of education not reported for twotjggrants.

13
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Data Analysis

The concept of value of membership in the Oley Eation that emerged
from the analysis can be categorized into progranasresources provided by the
Oley Foundation and the themes of competency, raispn, normalcy and advocacy.
The programs and resources described as valuabée meavsletters, educational
materials, regular emails, restaurant cards, seajgbort, social media sites, the
supply exchange and the conferences. Table Zhestthe themes and specific related
categories that were developed based on analystpeéted concepts throughout the

interviews.

Table 2: Themes Relating to the Value of the Oleyrilation
Theme Categories

Providing Tools to Manage Care
Competency Making Personal Medical Decisions
The Consumer as an Educator

Sharing Experiences

Inspiration Seeing that Others Can Do It
Sense of Community
o s
HPEN Does Not Need to Impede Life
Advocacy Oley as a Consumer Advocate

14



Programs and Resour ces

The Oley Foundation provides a wide range of pnogrand resources that
were described as helpful, important or valuabbduiting: newsletters, educational
materials, regular emails, restaurant cards, sawglia sites (Inspire or Facebook),
and social support (e.g. support groups or teleplvomtact information for people
with similar diagnoses or nutrition therapy), thipgly exchange and the conferences.
Representative quotes describing participant pdarepof or experiences with

different programs and resources are shown in Table

While there was a range of programs and serviced (isom only reading the
newsletter to using all programs and resources$t people read the newsletter,
educational materials and viewed the Inspire ¥itkile none of the participants had
attended a conference, several talked about thenvaluable programs and expressed
hope to one day attend. For example one particigtated, “I look at the conferences

and as soon as they have one within my area | wikédo attend.”

Some participants were very involved in social raédupport sites (Inspire

and Facebook), while others passively monitorethtbedid not use them at all.

One female HEN participant explained that she imipanterested in
resources and educational materials, “basicallynftchave a lot of personal
involvement. | have looked to them, online, fora@xes and stuff like that. To learn

more about my tube feeding basically.”

15



Table 3: Programs and Resources Valued

Newsl etter

“they have articles, they have a bimonthly newstett . where you get to see
that you're not the only person that has this mobt

Educational Materials

"..the educational materials: how to clean youdieg tube, how to take care of
it, little tricks , gimmicks that you can use to..have a better life with your
feeding tube"

Emails

"The emails they send out and | kind of get excitedry time | get an email
from them. | know that sounds corny but it's sormegttthat kind of helps me
through the process more or less. "

Restaurant Cards

"they sent me some cards that | can carry with orthat when | go out in
public with my family to a restaurant or whateveah give the waitress a card
and let them know that I'm not eating and why I'ot eating”

Social Media

"It's been really helpful getting information anddwing that other people are
on tube feeds as well. | mean I've never persoma#ly anyone else on tube
feeds but . . . just. .. getting information tigh the forum "

Social Support

"And then also as a network. To meet other peopie twbe feed and . . . wheh
| found out that | might be switching from a tuloest central line . . . there were
other people from Oley Foundation who | could eall meet people who hav
a central line and see what life’s like with that "

¢

Supply Exchange

“I know I've said this like a billion times but theupply exchange that's helpe
me because | was going on a formula trial wittfedént things and my supply
company they would only send me like a coupleyd tr

o

“I had this formula but | couldn’t send it back so. | was able to send it to
people that needed it, who didn’t have insuranceEge.”

Conferences

“I'll be a part of, I'll be hearing things, and juiseing, and just being able to g
and seeing all these people with backpacks and tdming out and things lik
that and not having the oh why'd you wear thas.ribt a bunch of weird
people. It's not someone wearing a backpack imtiulle of the day with
tubes coming out of it. It's kind of a just a noirttang and to meet different
people and the supply companies and stuff like. .thatjust going to be a great
resource’

D O

16



Competency

Several participants described a feeling of commetethat they had adequate

knowledge, skills or experience to manage theedien HPEN. This feeling of

competence was discussed in three different cagsicidley providing tools to

manage care, Oley helping the participant to makegnal medical decisions, and the

consumer as an educator.

Tools to Manage Care and Solve Problems

One male HEN participant who did not receive arsgldarge education describes how

he and his family used the Oley Foundation to eguiteemselves:
We literally did a crash course on Oley that nighy, family, my wife and my
brother, they all each got on there, My brother wasis laptop, my wife was
over on my computer and they literally was readitudf on how to flush it. So
Oley, if it wasn't for Oley that first night | wodlhave never, we wouldn’'t we
wouldn’t have known what to do.

One female HEN participant explains:
And also it gives me a sense of, | don’t know, atriixe a more of a
competency that there are things that | can learenit’'s hard to find
resources specific to tube feeding . . . | havebtmgc stuff from the company
that manufactures the tube and | had very veryclsasif from the doctors but
a lot of what I find is specific to a G-tube andels a J-tube so there are
pumping instructions that are different. And yom’tgust change your own J-
tube you have to have it changed in interventioadiology and stuff like that

and | found Oley just the information they provitkes helped me gain a lot of

17



knowledge and less fear about having the tube @mn &aving complications
when they do arise

In describing problem solving several participasttded that getting information from

their peers was beneficial.
The doctors that | have anyways are wonderful lvertet are times where they
too are baffled by drainage or . . . don’t alwagsdthe answer to a question
and sometimes what | like about Oley is how it pah together kind of the
wisdom of just the common folk who've experiencled tube and just kind of
like what works what doesn’t

Helping Participants Make Informed Medical Decisson

One female HPN participant was able to make arrnméad decision about a new drug

after reading information on the Oley Website.
| learned about it [the drug] and then about twekeeago one of my doctors
had brought it up and since | had read up on therOley Foundation | was
informed on it, because of my situation | was adedaite. So it looks like I'm
going to be on it.

Another male HPN participant commented on the sémeg information stating,
Well there was, well obviously you can find infortioa, well obviously
information is published on medications in acadgmicnals, this was a
summary of the drug trials by the company thattedpcing the medication and
| believe the article was written by one of thedleesearchers for the
medication. And it was technical enough to be helahd simple enough to be

understandable by me, and | assume most of thdaimputhat reads the Oley

18



publications and so it is useful for getting a denget complete profile of the
medication.
The Consumer as an Educator
Some participants discussed sharing informatiomfthe Oley Foundation
with others. For example one female participartesidit's kept me informed to
where . . . it helps me better understand a Istwf, to where | can explain it to my
kids.” Other participants commented on sendingniils and family information from
the Oley Foundation.
And | send my friends and family to Oley all thené and none of them have
tubes or central lines. But they have so many mressuthat help having them
reading helps them understand different thingsIthmexplaining it or
sometimes Oley can explain it a lot better thaan c
Two participants discussed being able to use tlegy Bbundation to educate their
clinicians who were unfamiliar with HEN:
Male HEN consumer
We actually, I got with his nurse and hooked theith the Oley Foundation
and printed off the educational materials and sy tctually made a binder for
feeding tubes, kind of like a check list of whatymeed to do next time
somebody gets a feeding tube that’s not in homkrhe®nd 100% of that
information came from the Oley Foundation.
Female HEN consumer
| don’t get seen . . . in a major city area sodbetors aren’t always familiar

with tubes and things like that. So . . . | baltycdid a bunch of research on
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different types of tubes and brought that inforimatio the surgeon who
contacted the rep from the company who came andwuitteus to figure out
what kind of tube would be best and things like.ta . . . just becoming...

learning as much as you can but not over doing it.

I nspiration
Most participants described how Oley inspired aroemaged them to live their
lives. They were inspired by sharing experiencesiaformation and seeing that
other people can succeed.
Sharing Experiences with Others
One participant was initially reluctant to consenplacement of a feeding
tube because as he stated, “at first | thoughfetb@ing tube was the end of life and
something that old people get right before theyadie | was only, well | was 40 when |
got the feeding tube.” He described that he wssiiad to make his decision to get a
feeding tube:
Because of the information | got on the Oley Fotiodavebsite and . . .because
of that information | went and consented to theliieg tube and it actually has
enhanced my life. . . just the fact that other peoyas living, LIVING life with
their feeding tubes was a mainstay, it helped mieemay determination.
Two participants stated that the stories aboutiodii on feeding tubes were
encouraging to them. One participant stated lawgyrin
The babies, so many small kids, | figured if thieselergarten people can these

kindergarten aged people can go to kindergartemtivdir feeding tubes and
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with their backpacks with their feeding pumps, useegrown man who was in
the army could tackle it too.
Seeing that Others Can Do It
Seeing other people succeed was a source of itispifar many participants. One
woman described how reading positive stories hetpeahge her attitude towards her
feeding tube:
| just think that they’'ve helped me . . . theregstain things that come to us in
life and we can, they're going to be with us whetive want them or not and |
think that Oley has helped with my attitude towattts tube really. That | can
bemoan it and be poor little me and . . . peoplebei. . . oh poor you . . .
most people don’'t even know | have it becausetigosabout life with it. It's
normal for me now and | think Oley helped a lothwiibat attitude.
When asked if the Oley Foundation had influencadelperience with HEN one
participant stated, “Oley made it something lessftd.” This sentiment is supported
when another participant described how informatiat he got from Oley helped him
make his decision to get a feeding tube less fearfu
So they provided me the initial information thalpgesl me go ahead and say
“Ok this isn’'t the end of life decision, this ismeething that kids and old people
and young people get and they can carry on a défeeas long as their
disability allows.
Nor malcy
A common theme throughout the interviews was thenivership in the Oley

Foundation provided a sense of normalcy. Diffeesptects of this theme included a
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sense of community, a feeling that there are qikeple like them, and the realization
that HPEN doesn’t need to impede daily life.
Sense of Community
Some participants expressed a feeling of camaedamed from Oley by giving
them a way to communicate with other members.
| mean | think more than anything it does show yjlauean it is a support
network and it does show you that there are aflotleer people that may be
going through the same or similar things that wellddave never known
where anyone else was . . . So | think that it& fbat it's there, learning
about, and learning about all those that have didigld with artificial nutrition,
and . .. are thriving. | think that's probablysoof the best things that it does
Helping others
A sense of altruism within the community is demaositsid when several participants
spoke about the organization providing them witlopportunity to help others, for
example by participating in research studies. Carégypant discussed this by stating,
“the other big thing for me is the opportunitiesh®&ther it be research oriented or
whatever. To know that | can, this is going to hadp just me but other people is
important to me as well.”
Another participant commented on how members wahetp one another:
It's just a group of people that have . . . eithiemilar or identical situations
that are there and provide feedback of how thegltwae things and how
they're dealing with things. It's just more of anamunity of people that want

to be there to help.

22



| am not alone
Table 4 contains quotes that describe participgaiting a sense of normalcy from

the knowledge that there are other people in simsitaations.

Table 4: Representative Quotations Expressing éméiient “I am not alone”

It's helped me not feel so isolated or alone. Likenot the only one that
certain things have happened to . . . if | felellkwas the only one in the
world dealing with this it would have been muchdear And initially | did
definitely feel like that.

Because before | didn't have, there was nobodye tlvas no support group
for me, there's no one around me. Everybody héexevl live they've
never seen this before. So to be able to gravibatards a group of people
that kind of, are there for people who really dtvave anywhere to go more
or less.

It basically makes me feel like I'm not the onlyeon

| try to make life normal. We talk about normal sohthings . . . 1 don'’t
want to discuss feedings with them or walking acbuiith tube feeds or . .|.
if my stomach is weird or any of that stuff. Saitiice to have kind of a |
guess an outlet to discuss that with. And knowirad bther people my age
dealing with that.

They basically show you that there are people\adt the world. We're not
just talking about here in the States. | talk togde all the way in Australia
that have dealt with stuff like this. That, thigght there, is just that added
confirmation and that added reassurance that ywuaatrthe only one out
there you are not just, just because you live letiee United States that
you're the only person that’s there.

HPEN Doesn’'t Need to Impede Life
Some participants had the perception before joidiey that HPEN would prevent
them from living normal lives. A male HEN partieipt describes how Oley showed

him healthy people can have feeding tubes too:
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| didn’t realize how many hundreds of thousandpexiple every year get a
feeding tube and many just for 6 months or a yadrsmme get it for 20, 30,
40 years. Children get them from the time theywentto the time they pass
away when they’re 80 or 90 years old. | didn'tliathat , | just thought it
was old people in the nursing home whose familywdivant to let them go.
God . . . I didn't realize healthy people with digdies or health problems get
them to have lives

A female HEN participant describes how the Fourstatias helped her to change her

attitude and live life normally with her tube, “nigeeople don’'t even know | have it

[J-Tube] because I just go about life with it. ilermal for me now and | think Oley

helped a lot with that attitude.”

Advocacy

Oley as a Consumer Advocate

Several participants discussed the Oley Foundasom consumer advocate. Two

participants talked about how there is no “AmerieBgart Association or American

Cancer Society” for people who are dependent onNHPHaving a group that

advocated for them was very important.
The biggest thing, | mean | don't think you can aaything bad about the way
that they... they are patient advocates. That'syréad! first thing | would tell
someone, you really ought to look this organizatipnThere are some
organizations that more or less are there for theay. The Oley Foundation
is really there for the patient and that's someghimat you don't see. If some

says hey what do you think about, maybe they sagtomypach's not working,
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the first thing | would say to them is join the @lEoundation. They are there

for the patients; everything that they do is fa gratient. Whether it's

information on recalls, or a drug, or opportunitibge yet to experience the
peer to peer section of what they do, it's justlbee | don't have anyone or
anything to turn to here where | live so my biggestg to tell them is well it's
an organization that really looks out for theiripats.”

When asked what the Oley Foundation means to threnparticipant
responded, “It's so well informed that when | féleé I'm all alone in this that they
have my back, that someone is there standing uméot Similarly, another
participant stated:

What it means to me is just a having a great omgdinin that actually

advocates for individuals on parenteral or enteudtition. It provides a good

deal of education, support and product informatanndividuals who are
going through it to make their lives easier. Andéoable to help them live the
best that they can on it.
One consumer described using information from tley Goundation to lobby for
continued Medicare coverage:

I've used my experiences to do a little lobbyirige Inever been real political

before until I got sick, it kind of changed my vien politics so | know | have

faxed some information that | got from the Oley Rdation in a letter to my

congressman . . . so | have faxed him two or thnees.
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When are participantsintroduced to Oley?
Participants in this study were introduced to they@oundation at very different time
points in relation to their experience with HPENwo participants found the
organization while doing research before startif\NHHFor example one participant
explained, “So | did a Google search and they Kepty kept popping up. So | was
looking around learning what the feed tube was #bdbther participants were
introduced to the organization soon after begintdiREEN, “it was early on that |
realized that the Oley Foundation was a specialisty area and so | just went online
and read everything | could.” Seven participantsewetroduced to the Oley
Foundation years after beginning HPEN.
Well | didn’t know about the Oley Foundation, armelbeen sick for three
years, nobody said one thing to me about... “heyetieean organization for
people who have to have supplemental nutritiodidh’t even know that
existed until now
Two participants were introduced to the Oley Fouiotiavhen they began a new type
of nutrition therapy, despite having been on soonmfof HPEN for years. One
woman was doing research when she began HPN,iéueel | looked into it about
two years ago. And | had, | had previously beed-tube feedings and then |
switched over to TPN and was doing some resealtht'sSTwhen | came across Oley.”
Some participants were introduced to the Foundat@ther in their experience with
nutrition support but didn’t become involved urdter on, “initially it was provided

when | started tube feeding. But | didn’t reallpkointo them much until about
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probably ten months ago or a year ago because haasg a lot of trouble with the

tube.”

How are participantsintroduced to the Oley Foundation?

Seven out of thirteen participants found the Oleyr€dation on their own, either
through search engines or other education/suppgandzations (Inspire and

GPACT). For example, “I found them by myself aclyalust looking on Inspire.com
and | found their group on there. Then | got onrtivebsite and found more
information there.” One participant described inglthe organization on her own and
finding out later that her doctors and homecareeg&ere familiar with the
organization but had never recommended it. “I tHidoogled something one time.
But | do know that my doctors in (large city) assaciated with it and my homecare
agency is associated with it.”

Medical professionals including a multidisciplinamytrition support team, a wound
care nurse, and dietitians introduced six of thimtparticipants to the Oley
Foundation. One participant who was introduceedsd\decades after beginning
HPN stated, “one of the nutrition support peopkt ttve dealt with, forever,
practically my whole life. She talked to me abdwdnd asked if I've ever looked into
so | finally did so that's when it was introduced.”

Two participants were introduced in response tomaations. “Actually it was
through, what was it, a wound care nurse . . .\&mehelping with the tube and cause
.. . my site was very irritated and she had gdifgnfrom the website actually”

A female HPN participant explained:
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So when we got that bad news, they said there wmtldd any medications
available, that | was a candidate for intestinahgplant. . . . a lot of stuff
happened in this appointment and the nutritiortigthe clinic recommended
the Foundation to me. One of the things that skt eathat the doctor said is
that | wasn't alone in it, that there were otheabe like me.

“I wish | would have known about it sooner”

A dominant theme that emerged from discussionstaimu and when participants

were introduced to Oley was that participantstfedty would have benefited from

finding out about the Oley Foundation sooner inrtliees. One participant who grew

up on HPN stated:
| would say it was something that | kind of wistwvduld have known about a
little sooner in my life. Just dealing with therds that I've dealt with. Just
cause | never really knew there were a whole Iqgtenfple out there who have
it. And I've been dealing with this for the lagor my whole life. So as far as
the Oley Foundation is concerned | mean peoplethike!'ve dealt with
parenteral nutrition. | mean I've been on it, kme of the longest patients that
have been on it. 'm going on 30, 33 years. | kist of wish | knew about it
sooner just to have that kind of insight that otheople are dealing with, just
to . .. kind of help me out on my road. On mydijourney if you will.

Another participant stated
Yeah, | didn’t learn about the foundation untileay after | started . . . at least
a year and a half. | wish | had learned about itlmsooner when I'd gone on

tube feeding. Because it was. . . it had stuff ow ko deal with everything
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from dealing with leaking from the tube site whitds happened, to different
types of tubes, to again the social aspect. Severything is kind of discussed
and even . . . again the social aspect and trayala hanging with friends,
and can you swim? | was a big swimmer, | didn’t\nbl could swim and
you can. So everything is kind of addressed anh Wwhad known about it
much sooner.
Some consumers struggle as they adapt and trantatide with HPEN and Oley can
help with that, as expressed by one participant
| think it should have, when | first got sick anaidhto start doing TPN at home,
| think it should have been brought up in some gbliterature, like in
dismissal instructions from the hospital. . . . whthink, and follow up calls,
follow up. Because | think it would have, | meadidn’t find out about until 2
years after I'd already been on it. | think it sltbbhave been sooner, | think it
would have helped me emotionally and physically.

When asked when the Oley Foundation should bedotred to a new consumer all
participants said as soon as possible

| would say, introduce them beforehand. Like éytltould know about it
beforehand, before they actually start their feé@tist's when | would say to
introduce it. So that way they kind of have a hagaabout what is involved.
That really helped me.
One participant recommended introducing the Fouodaitt two points.
| mean | suppose if the person is going on entarphrenteral nutrition for the

first time it would be probably best if they gbetinformation maybe at two
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points, one when the doctor is discussing the piaderourse of treatment with
the patient so they can do research about whédilseistappropriate from the
patient perspective and then after some perioohef after they've started the
enteral or parenteral nutrition to have the in ttase I'm saying doctor but the
medical provider the person is speaking with aga@mtion the Foundation
that way they've got both before and after thettreat has started.

Most participants recommended that the organizdiemtroduced by a clinician.
| think it should come from a doctor. | think that,a homecare agency. | wish
somebody would have informed me early on that & tix@re. | mean after |
found out about it and asked around at doctor's@dfand home care agency
they were like “oh yeah we’re involved in it blalab blah”. So it would have
been nice, just like if you had cancer they woulegkgyou cancer sites’

information.

Three participants expressed that an introductdhé Oley Foundation would be
best if it came from a clinician, but weren't stinat that was possible.
... | think probably, it depends on where theytst ike if they start in the
hospital | don’t think hospitals would give out thiaformation. But | mean
that would be a great place, before they actuallthgy could . . . do some
research.
Concerns about Social Media Sites
The overall discussion about the Oley Foundatios pasitive. Participants

did however raise some concerns about social nsieis like Inspire or Facebook.
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Some participants believed that these sites cae dawverwhelming amount of posts

or posts that are discouraging.

One participant stated:
| don’t use it that much, right now. The more peopérticipate in such a
community is good and bad because the more pelogie are there’s more
information to be exchanged but also there’s mioiregs to follow up on and
more difficult, the more questions there arefjrid the relevant information
for oneself. So. .. |found it becoming a dthit too much information and |
really haven't had any specific issues that I'veaw to follow up on so |
haven't really gone back to the site.

Another participant acknowledged this when he reanemded the Oley Foundation to

others:
But the things that | always caution them on ig t#tane of the people there as
far as within the Oley Foundation they have thdituaes with it in the
discussions might be , | guess you could easilgicien them a Debbie downer
or something where they just seem they're alwaybar attitude isn’'t very
positive. And so | caution those people that lehgwen it to them and said
just be mindful of that . . . look for the positsseut of it. You are always going
to have these major downs in your life you're gdindpnave these major downs
that you have to deal with when you’re going thiotigjs process. Don'’t ever
lose sight of, it will get better. You just hawekind of get in this groove of
how things are going to work out. And . .. yostjneed your own groove but

don’t ever take any of the things that people poshat people may say as a
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downer. You don’'t know what they are dealing withey could be dealing
with something completely different. Just look foe positive in it and take

those positives and go with it.

Similarities and Differences between HPN and HEN consumers
Similarities
Overall HPN and HEN consumers were very similahgway in which they talked
about their experience with the Oley Foundatioti. n#gjor themes emerged in the
analysis of the narratives from both groups. Orale of a similarity between
HEN and HPN participants is the idea that thesoismuch information that
participants check in with the organization eveay.d
Male HEN participant
| would say that the Oley Foundation should be Inoatked on your web
browser, so that every time you open your web beows/ou have a feeding
tube it should be the first page that comes upaur web browser because
there is so much information. The Oley Foundatiooutd be your partner.
Female HPN participant
The bottom line is, it's my go to source now. | ahecking email every day,
where before | was only checking it maybe a cotipies a week. I'm
checking it every day and going online to their sighprobably three times a
week, just to gain more knowledge and information.

Differences
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Participants had concerns that differed by typthefapy they receive. Half of the
HEN participants expressed concern about insuremeerage. One consumer stated,
“my biggest problem right now is that my insurameaen’t cover me for a nutritionist
consult.” Nearly all of the HPN participants brotigip the topic of drug shortages.
One consumer stated, “Probably the most diffiduhig recently has been that because
of the nationwide shortage of lipids, | haven’t Higids in 6 weeks.
Content differences illustrate the role that theyJFoundation plays in the lives of
HEN and HPN patrticipants. Half of the HEN grouplsp about using the supply
exchange while no one in the HPN group used tlagram. HPN participants spoke
about using Oley to keep up to date on drug shestag
The, definitely the emails, especially regarding tecalls. And the information
that they put on the website regarding the reeaitseven drug shortages.
Because drug shortages are impacting me diredtigt'Sbeen a huge thing,
that sucks more or less, because every time tipgtems | have an adjustment
to my TPN. There’s definitely, it happens, andakdés me a little bit to get used
to it. And I'm having to take different meds thrdugyy J-tube now because |
can't get them in the IV bag because of the drogtabes. So the recalls and

drug shortages for me has been significant.
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Discussion

The results of this study suggest that the vafubeoOley Foundation lies in
the competency, inspiration, normalcy, and advogaiged from membership. In
this study participants were introduced at a ofetgrpoints in time. More than half of
participants found the organization on their ownclear theme that emerged from the
discussion of participant’s introduction to orgatian was “l wish | knew about it
sooner”. These results are important becauseefiates the understanding of how and
why participants become involved in the Oley Fouimteand what ways it could

benefit new consumers.

Current literature has explored challenges thaeaperienced by
HPEN consumer$®*?®. The impact of these challenges and others olitgjoélife
in HPEN consumers has been shown to be relateshiplcations, isolation, need
for lifestyle adaptations and discrepancies betvesgrectations and realit§® "%
Studies have shown that HPEN consumers have uresdsrand may perceive things
differently than clinicians. Education of consusibas shown to improve patient
outcomes and competence in managing their ownatireugh physicians are not
always comfortable providing this educatidi?>?’ The Oley Foundation has been
shown to have an effect on health outcomes for HE&Mumers as well as providing
support, education and mentors to help foster gpgkills®’. Other support

organizations have been shown to be valuable tcjpeants by: increasing

knowledge and confidence, providing peer suppattempathy’ %2
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Figure 1 shows a visualization of the value peregivm membership in the
Oley Foundation by participants in this study. Tifermation and resources
provided by the Oley Foundation through membershgate competency among
members. Educational resources gave membersdlseaiod confidence they needed
to manage their complex therapy. Consumers fagiied by other members who are
successfully integrating HPEN into their lives. 8arly, members are able to achieve
normalcy in their own lives. Members appreciateRbandation’s advocacy on their
behalf and use its resources to advocate for tHeessand other consumers.
Collectively these important themes relate to teegived value of membership in the

Oley Foundation.
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Figure2: A Conceptual M odel of Valuein Membership in the Oley Foundation

The Oley
Foundation

Membership

Frovides
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and
Resources
embership Creates
Competency Inspiration Mormalcy Advocacy

Programs and resources provided by the Oley Fdiamdserve a wide variety
of functions; see Appendix E for a sample of tharkétation’s homepage. Participants

took advantage of resources from print materids,the complication chart, to online
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forums for discussion on the social media sitedudational resources have been
shown to be valuable to members. Lasker et ahddbat in a group for people with
biliary cirrhosis members primarily looked for biedical informatiori®. While this
assessment is important it does not uncover tlhagible, potentially un-vocalized
benefits seen from this study. This search fomkadge along with “the wisdom of
the common folk” gained through organizational ilmeonent are important in gaining
competency.

Munn-Giddings found that members of a support aegdion for caregivers
also gained a sense of competence from membershgh \&llowed them to
communicate more effectively with health care pssfenals”’. This competence
combined with improved communication may allow gpants to manage their own
care. Fex et. al. found that education, suppatt@anning were important factors for
people medically dependent on technology to haweder to manage their own care
8 This analysis also showed that the importand®iofy is an important factor in

self-care.

In this study participants were inspired by otheh® were thriving on HPEN
and subsequently inspired to live their own livahite and Dorman reviewed several
comprehensive online support organizations for [geso were quitting smoking,
had cancer, aids, Alzheimer’s disease, and thasegdar people with Alzheimer
disease. A common attribute of each organizatias that they provided support and

encouragemerit.
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Normalcy gained from the organization was importantost participants in this
study . The subtheme “I am not alone” comparesré&vipus research that describe

support organizations for people on HEN as proyjdirfeeling of universality.

Research conducted on groups focused on ALS andgteha found that

advocacy was an important function of a supporanization?®?*

. Participants in
this study describe the Foundation as one thaeally there or the patient”.

A clear theme that emerged from the discussioradigipant’s introduction to
organization was “l wish | knew about it sooneWi/hile this theme did not directly
relate to our initial research questions it is imi@nt because it deepens the
understanding of how consumers feel about wherhamdthey were introduced. No
previous research has investigated when membersdbaut organizations. Madigan
et. al conducted a study with general practionerthe United Kingdom (UK) and
found them to believed that patients were not @meg when they were discharged
from the hospital with feeding tubes and that ttiegmselves were not well educated
on the topic. While this was a small study in th€, and does not represent

healthcare in the United States, several partitgoianthis study described using

information from the Oley Foundation to educatertbinicians.

No research exists on how and when consumersitaoeluced to the Oley
Foundation. The majority of participants in teiady found the organization on their
own. More research is needed to determine ifishispresentative of members as
whole. The results from this study indicate thechfee education and understanding

regarding the Oley Foundation and similar orgamzaton the part of clinicians.
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HPN and HEN consumers were similar in the way they spoke about the Oley
Foundation but differed in the major concerns thag regarding their nutrition
therapy. HPN participants were concerned aboubmetdrug shortages while HEN
participants were concerned about Medicare coverageese are national concerns
that likely affect many members.
Strengths

Strengths of this study include the in-depth tetee interview which allowed
for confidentiality for participants and the opponity for them to speak freely and
honestly about their experiences with the Oley Bation. The member check
allowed for increased validity of the data andhigh inter-rater reliability showed
good validity and reliability of the coding scheme.
Limitations

The sampling for this study, by design, does aptesent all members of the
Oley Foundation. The participants were all HPENetglent adults who had joined
within the past two years. Results, thereforenaionecessarily reflect what would be
valuable to a child or adolescent, families, caregiclinician members, or those who
have been members for many years. Participants preg®minately Caucasian and
college educated; different ethnic groups or thelse are less educated may perceive
value differently. Only participants with interremd telephone access were eligible to
participate which also provided selection biashigher socio-economic status
although this demographic was not collected.

Selection bias may have occurred, as participseitsselected and were

interested in willing to participate. On one hdhdse with a complaint to voice may

39



have been more motivated to participate; on therdthnd members with higher
levels of satisfaction may have been more likelghioose to participate.
Investigator’s biases, values and knowledge ofdley Foundation may have
influenced the interview process or analysis. Medpese limitations participants
discussed their experiences with the Oley Foundahoth negative and positive, and

data saturation was achieved.

Only eight out of thirteen participants contadieeestigators and took part in

follow up calls in response to the summaries eachqggpant received.

Future research is needed to address if other gnaaipe the same aspects of
membership in the Oley Foundation. The abilitytfog results to be applied to other

online education and support organizations coldd bk investigated.

Take Home M essage

This study aimed to gain a deeper understandimvglok in the Oley
Foundation. The themes that represent value tpdhecipants were competency,
inspiration, normalcy, and advocacy. Participamthis study wished they had
learned about the organization sooner, indicatiag tnore could be done to introduce
new consumers to the organization; for example &thg clinicians and agencies
about the Oley Foundation and how to introduce oemsumers. A focus on what is
valuable to consumers could improve the way conssiiar@ introduced to the

organization.
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Appendix A: Literature Review

Home Parenteral and Enteral Nutrition Consumers

Home nutrition support is a long-term therapy thravides nutrition
intravenously (parenterally) or through the gasti@stinal tract (enterally) when a
person is unable to consume or digest enough fmadhintain or restore nutrition
status and healtiHome parenteral nutrition involves intravenous s of nutrients
through a central venous catheter for people whaiaable to digest/absorb nutrients
through the gastrointestinal tract. Common diagaaesulting in a need for HPN
include but are not limited to: obstruction of #mall bowel, intractable nausea or
vomiting caused by chemotherapy or disease, cseade that affects the absorptive
capacity of the gastrointestinal trdet An infusion company or home healthcare

agency typically provides HPN to consumers.

Home enteral nutrition (HEN) involves the provisioinnutrients through a
nasogastric tube or a percutaneous or surgicalyepl tube in either the stomach or
the small intestine. Common diagnoses resultirgneed for HEN include
neurological dysfunction, gastrointestinal cancars] motility disorders. HEN
supplies are often distributed directly to patiertf=N patient monitoring is often not
perceived as important as HPN patient monitoringlysicians, and their input for

care of HEN patients is not always reimbured

Although there are no complete databases of homemigaial and enteral
nutrition consumers, the American Society of Panexitand Enteral Nutrition

estimates that there are approximately 73,000 Hat¢umers and 39,000 HPN
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consumers in the US> While the ability to provide nutrition througkternate routes
is a life-saving therapy, it is not without its cplgations. Consumers of home
parenteral and enteral nutrition (HPEN) have mamysial and psycho-social factors

influencing their quality of life.

Current literature has explored challenges thaeaperienced by HPEN
consumers?*?®. The impact of these challenges and others ofitgoélife in
HPEN consumers has been shown to be related tolicatgms, isolation, need for
lifestyle adaptations and discrepancies betweeraapons and reality® "4
Studies have shown that HPEN consumers have uresdsrand may perceive things
differently than clinicians. Education of consusibas shown to improve patient
outcomes and competence in managing their ownatreugh physicians are not
always comfortable providing this educatidi?>*’ The Oley Foundation has been
shown to have an effect on health outcomes for HE&Mumers as well as providing
support, education and mentors to help foster gpgkills®’. Other support
organizations have been shown to be valuable tcjpeants by: increasing

knowledge and confidence, providing peer suppattempathy’ %2
Factors Influencing Quality of Life

Physical complications such as mechanical problsitisequipment,
infections, and intolerance issues impact consumferPEN>“. Psycho-social
factors include coping with medical diagnoses, delependent on technology, the

loss of the eating experience, reliance on otlarsdre, low self-esteem, interference
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with sexual function and the financial burden ofrition support. All of these present

a challenge to the HPEN consurfiér

Crosby and Duerksen conducted a prospective studynoplications in HEN
consumers. Eight patients who had recently been dischaoyeHEN were asked to
complete a weekly diary that listed seventeen piaiecomplications. Examples of
complications listed include: leakage, infectioairp and gastrointestinal distress.
Diaries were collected for a mean of 10.5 monfhlse most common complications
were stomal discharge, bleeding stoma and granualéissue. Discharge was
recorded as being continuous throughout the we2¥s af the time, rather than
intermittent. Throughout 10.5 months participamds a total of 43 unscheduled
contacts with health care professionals regardamgpdications with their feeding
tube. A limitation of this study was participantrdan and subsequent small sample
size. Despite the limitations, the length of tinmel &ariety of complications it
investigated allowed for a greater understandingladt complications affect HEN
consumers.

Huisman-de Waal et. al. conducted a retrospectivdyson complications
associated with vascular access device (VAD) carapbns for 110 HPN patients
using medical char$. Seventy-five percent of patients also completesiey/s which
assess psycho-social problems. The survey addressgidation use, quality of life,
social impairment, depression, fatigue, physicahglaints, coping, self-efficacy,
social support, sexual disorders and anxiety. rinédion on hospital admissions was
provided through national computer registratiopatient data. Seventy-six percent

of participants experienced infectious complairtitsceme point during their HPN
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treatment whiled 42% of patients experienced vasadclusion. Approximately one
third of patients experienced another complicatoch as accidental removal or
tearing of catheters. This study found that paienthout VAD-related
complications had significantly less depressior(p2), fatigue (p=0.004) and
social impairment (p=0.004) as well as a bettetityaf life (p=0.029) than those
who did have complications. This further undediniee need to prevent VAD-related
complications. This research shows that psychabkooncerns result from the
underlying disease state may not be as influeatialomplications in regards to

quality of life for HPN consumers.

Silver conducted 3 semi-structured in-depth inemd online over a 5 month
period with six adults and three children (8-10rgead) who were HPN dependent
and the mothers of the three HPN dependent chifdreRarticipants were recruited
from an American Society of Parenteral and Entdtafition (ASPEN) list-serv and
the Oley foundation. They were asked 13 questnagit fears and challenges of total
parenteral nutrition (TPN), interactions with othencorporation of food etc. A
phenomenological technique was used to study thectous experience of HPN
dependency as experienced by the cons@im&hemes that evolved from the analysis
of the interviews were the need for affirmatiorlife, fear of infusion related
complications, lifestyle adaptations, self-worthrétation to accepting physical
limitations, isolation, and coping with restrictioffood intake. The study showed
how HPN-related issues affect consumers. Thigmmdébion identifies needs that may
be unmet for HPN consumers. These data can bebysdthicians and support

organizations to better address client necessitidamprove the quality of care.
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Quiality of Life Assessment
With all of the concerns about physical and psyohizd complications of
HPEN, research exploring the concept of qualitifef for consumers has been

important**

Baxter et. al. developed a treatment specific tafilife questionnaire for
HPEN consumers. The researchers identified qualilife issues through a review of
the interview and semi-structured interviews widalthcare professionals and
patients. A provisional questionnaire was devedopeluding 57 items relating to
general health, HPN side effects and emotionakssmd some clinical questions for
example, the absence or presence of a stoma.in§canged from 0-100 with a high
score signifying a high level of functioning andatjty of life. Questionnaires were
cognitively tested and translated into seven laggsdo allow for international field
testing. The final questionnaire included 47 itémsThe survey had a high
acceptability and compliance, reliability of eatdm was assessed with a Cronbach
coefficient considered acceptable at 0.7. Sevpetgent of the scales scored over 0.7.
This study highlights how difficult assessing qtyabf life in HPN consumers can be
because of the variety of factors that are invalvéte high compliance and

acceptability show that HPN consumers are investedality of life research.

Winkler and colleagues conducted in-depth intevgief 24 adults living on
HPN structured to explore health-related qualityifef technological dependence, and
food intake in chronic illness as well as importpatsonal issues related to quality of

life and living with HPN**2 Participants were self-recruited after learrabgut the
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study from announcements sent to home PN progitaonse infusion providers, and
website and newsletter postings of the Oley FouadaParticipants were stratified
based on length of time of HPN dependency. Coraedtphenomenological analyses
were used for interpretation of the data. The awhiag theme from the interviews
was that HPN was a life-support or a nutritiondésanet. Five sub-themes were the
definition of quality of life as “enjoying life”,ite benefits of PN outweighing the
burden of technology, the symbolic meaning of feodtext, achieving normalcy and
discrepancies between expectations and realitgmEs that emerged in relation to
eating behaviors included hunger and thirst, ggragefor dining in restaurants, a
perception of wasting money on food that is nobabsd. Three patterns of eating
that participants demonstrated were; eating forigal, eating for health benefits, and
eating for socialization. This study looked at gedfceived and defined quality of life
in HPN consumers and found that they rated thaatityuof life well. This shows that
gualitative methods are important in determiningtwdonsumers experience and

deem important or meaningful in assessment of theafity of life.

Successfully coping with one’s disease state amdtion therapy is one way
to improve quality of life. Thompson and colleaggesducted a qualitative study
with 12 adult HEN consumers to determine how hezdite professionals can foster
coping skills in others. Two in-depth semi-structured interviews weredumted
(telephone, in person or written response) withhgearticipant who perceived
themselves as coping well, met criteria for resitie and were HEN dependent for at
least three months and resided at home. This stsely grounded theory to allow for

the development of theory from the d&fehe primary questions that were asked of
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participants were “How did you learn to adapt, capd ultimately thrive with home
enteral nutrition?” and “How can health care prevglempower home enteral
nutrition consumers to cope more successfully avldp a more resilient lifestyle?”
The themes that emerged were an overall concgprebnal responsibility with five
categories including accepting a new life conditiegeking and accepting support,
taking charge of well-being, and maximizing indegie@mce and normality. These
themes were used to make recommendations to helpwa how healthcare
professionals help their patients on HEN. Recondagans included promoting
personal responsibility and self-management, ergpug problem and emotion
focused coping strategies, allowing flexibilityapticing collaborative decision
making, identifying and treating mental health essuand referring patients to support
groups. Support groups, such as the Oley Foundatiere described as providing
feelings of “universality” from sharing a commonpexience, practical information,

and role models for new HEN consumers.
Education of HPEN consumers

Early hospital readmission is a concern for pasieviio are not adequately
prepared prior to discharge. Smith et. al. coretliet randomized placebo-controlled
clinical trial to determine the efficacy of the én&ctive Educational Videotaped
Intervention aimed at preventing HPN complicatiansd increasing patient-physician
problem solvind”’. Participants in the control group received staddare including
education on HPN and a recommendation for the Bteyndation. Participants in the

intervention group received three stages of intetiea focused on infection
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prevention, depression prevention and partnershgsaoblem solving. The
intervention focused on problem solving utilizedaerces published by the Oley
Foundation. The primary outcome was infection tr@dsecondary outcomes were
depression, problem solving, quality of life, amtisfaction with the intervention.
The intervention was successful at six months wighexperimental group having a
significantly lower frequency of CR-BSI (p=0.03gactive depression (p=0.01), and
re-hospitalizations (p=0.01). There was also atgreuse of problem solving
techniques (p=0.038). At an 18 month follow ugeténces continued for fewer
hospitalizations and CR-BSI but not use of probgatving techniques or decrease in
reactive depression. This study shows that edutaiimportant in improving
outcomes for HPN consumers. A limitation is thedam on the participants,

requiring a commitment of 20 minutes per day.

Madigan et. al. conducted a qualitative study gitneral practitioners in the
United Kingdom to explore the knowledge, attitude skills related to enteral
nutrition®2 Investigators conducted in depth interviews \@hgeneral practitioners
who had experience working with HEN patients. Camnrthemes that emerged were
patients had poor discharge information, practérsrfelt inadequately trained, and
there was poor communication between primary andrefary care. Practitioners
also voiced concern regarding lack of resourceis $tudy shows a disconnect from
hospital to general practice and a lack of edunatimd communication. While the
findings of this study are important it was coneukin the United Kingdom and it is

not clear if the same results would be seen iruthieed States.
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Fex and colleagues conducted a qualitative stodigscribe the experiences of
self-care in participants using advanced mediaddrielogy (long term oxygen
therapy or dialysis) at horife In depth telephone interviews were conductet W@
participants and a phenomenological approach wed fes data analysis. Factors that
allowed participants to manage their own care gepport from medical
professionals and significant others, cognitiveacdy and a positive attitude towards
life. Themes that emerged from discussion of salé avere the importance of living
healthy, planning for expected and unexpected ceoatpns, adjusting to technology,
learning as a process, feeling tied up (for thaseespiratory therapies) and feeling
free (for those on dialysis) and having influencetlze home environment. This study
shows that support and education and planning e reelf-care possible for people

dependent on medical technology.
A Support Organization for HPEN Consumers

The Oley Foundation is a non-profit organizatioattbrovides up to date
educational materials and social support for coresgsaraf HPEN at no cost. The
organization was founded in 1983 by Dr. Lyn Howandl Clarence Oldenberg, a
HPN patient, in order to share information and supfhroughout the HPEN
community. Educational topics include: currersie@rch, management of HPEN
related complications, and practical topics suctragel tips. Oley provides social
support through a toll free hot-line, social megliaups on Inspire.com and Facebook,

support group coordination, and regional and natioonferences. By “informing,
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connecting and supporting,” Oley hopes to improwality of life for all consumers of

HEN and HPNP.

Smith and colleagues conducted a case controllely $boking at whether
affiliation with a national support and educationgjanization (Oley Foundation)
improved outcomes for consumers of HPRarticipants were recruited in two groups,
the first from large academic centered medical g (n=95) and the second from
smaller community programs (n=121). Each groupgeticipants who were
affiliated with the Oley Foundation and matchedecesntrols who were not affiliated
with an education or support group. The case otswere matched for diagnosis,
duration of HPN, gender and age. The groups wesesaed for quality of life,
reactive depression, and catheter-related bloaitstiefections using validated
guestionnaires and physician's records. Partitspghat were affiliated with the Oley
Foundation had better outcomes independent of anogize with significantly higher
quality of life, less reactive depression, and eréi@sed incidence of catheter-related
bloodstream infections. This study shows an efiettveen membership in the Oley
Foundation and improved outcomes for consumersRi HHowever, the study did

not explain which characteristics of the organmaiead to member benefit.
Other Support Organizations

One study that looked at what members in a sog@art organization gained
from their involvement was conducted by Munn-Gidgimnd McVicar’. A
gualitative case study was used to explore whgrsgdefined as a person who cares

for a relative, partner, friend or child with a alislity, illness, or frailty) join and stay
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in self-help support groups and what they feel tip@y from the groups. Two self
help groups were selected; one group was starteddgys and the other group was
initiated by a professional. Semi-structured wirs were conducted with founding
members of each group as well as 15 active membéne three core themes were
motivation for joining the group, personal gainsnfr attending the group and
contrasting self-help groups with professional s&s. The main motivator for

joining the groups was a belief that there was $bimg unique to gain from being
with others in similar situations. The themesitedl to the value of the group to the
participants were empathy, emotional coping, exgpeial knowledge, and peer
support. Carers voiced concerns with professibelp because they felt there was a
lack of appreciation of the breadth of their caniagponsibilities. Some participants
expressed that membership in the group allowed theeel more competent and able
to communicate efficiently with professionals. ktudy shows that support from
peers is valuable to carers because they gain agymahotional coping, experiential
knowledge, and peer support. It also shows tlatgmembership can increase
confidence in skills and knowledge which allowedeca to communicate with

professionals.

Many support organizations are run over the inter@ne benefit of online
support groups include asynchronous communicati@ability to respond to gain
access and communicate whenever is most conveflieBther benefits include: an
absence of barriers such as mobility or commurooathallenges caused by disease
processes, and anonymity which allows for the disian of potentially embarrassing

topics.
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Lasker and colleagues conducted a qualitative stadyn internet-based group
for people with biliary cirrhosis, a rare autoimneutisease of the livéf. The data
were collected by monitoring the organization’ssésv for two months. The
objectives of this study were to identify the isswath the greatest importance to
those posting, compare frequency and content dépyspeople at different stages of
disease, and to identify how people with bilianylobsis represent psycho-social
challenges identified in the literature as key edata of the experience of chronic
disease. A content analysis was conducted usiogliag system with three major
categories (biomedical, socio-emotional and systemanization) each containing
twelve codes. Two-hundred seventy-five people mbgid messages throughout the
two month period. Each post was independentlyereed by two coders with 95%
agreement. Demographic data was collected fromaguges at the bottom of most
posts including name, age, state, and year of deignThe population was
predominately female (95.6%) The dominant theramfall of the posts was
biomedical topics which was unlike past researgygssting that women would be
more likely to seek socio-emotional support. A ivettor for participating in the
listserv was that posters felt that their medigahgtoms were not understood or
acknowledged by others. While there were posgding to stigma, uncertainty and
role and identity change they were not as commdramsedical posts. Two suggested
reasons for this were that the coding scheme wiasamsitive enough to capture them
or that posters feel that the listserv is not treirin to discuss such issues. This study

captures what is relevant to participant’s conviaan an online community for
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people with biliary cirrhosis but does not analywsv the participants perceive the

community.

Justification of the Study

While research shows that support organizations asd¢he Oley Foundation
are valuable in terms of positive outcomes, noaeters have investigated what
aspects of organizations are valued most by consuniéis study analyzed how
consumers of HPEN perceived their introductiorh® ®ley Foundation and which
programs and resources impacted them the mostlit&@iwa methods were used to
gain a deeper understanding of what aspects ohmaf#onal involvement had the

greatest influence on consumers’ lives.
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problems, untoward effects or reactions, serious side effects andfor deaths of subjects involved and
related to this project to the [RB through the Research Protection Office.

IRB approval for this project expires on October 24, 2013 i you wich o confinue wour research after
this date you are required to submit a continuation report (CR) prior to expiration of approval_ A reminder

notice will be sent approximately 30 days before the continuation report is due. The CR must be reviewsd

-1-
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THE
UNIVERSITY

[HIMK BlG WE L0
OFFICE OF RESEARCH COMPLIANCE

70 Lower Coliege Aoad, Sults 2, Kingston, Rf 83 U84
BANLETAATIE  LAMETAAN  urlsdurscsamhimicomplians

DATE: January 2, 2013

TO: Geoffrey Greene, PhD

FROM: University of Rhode Island IRB

STUDY TITLE: [378482-2] A Qualitafive Study of the Perceived Value of Membership in the

CHey Foundation by Home Parenteral and Enteral Nutrition Consumers
IRB REFERENCE # HU1213-058
SUBMISSION TYPE: Revision

ACTION: APPROVED
APPROVAL DATE: January 2, 2013
EXPIRATION DATE:  January 1, 2014
REVIEW TYPE: Expedited Review

REVIEW CATEGORY: Expedited review category # 7

Thank you for your submission of Revision materials for this research study. University of Rhode Island
IRB has APPROVED your submission. This approval is based on an appropriate risk/benefit ratic and 3
study design wherein the risks have been minimized. All research must be conducted in accordance with
this approved submission.

This submission has received Expedited Review based on the applicable federal regulation,

Please note that any revision to previously approved materials must be approved by this office
prior to initiation. Please use the appropriate revisicn forms for this procedure.

All SERIOUS and UNEXPECTED adverse events must be reported to this office. Please use the
appropriate adverse event forms for this procedure. All FDA and sponsor reporting requirements should
also be followed.

Please report all NOM-COMPLIANCE issues or COMPLAINTS regarding this study fo this office.
Please note that all research records must be retained for a minimum of three years.

Based on the risks, this project requires Continuing Review by this office by January 1, 2014. Please use
the appropriate renewal forms for this procedure.

If you hawe any gquestions, please contact us by email at compliance{ds.un edu. Pleass include your
study fitle and reference number in all comespondence with this office.

Fleaze remember fhaf informed congent is a procees beginning with & deccrpdion of the study and
insurance of parficipant undersfanding followed by a signad conserd form. Informed conzent musf
continue throughout the sfudy via a diafogue between the researcher and rezearch parficipant. Federal

1=
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Appendix C

Recruitment Statement for Email Blast by The Oley Foundation

Dley Members Needed for Research Study

HPEN consumers are needed for a research study to discuss, by telephone, their involvement in The
Oley Foundation and their expeniences with home parenteral’ enteral nutmbion. To be eligble you must
receive home parenteral or enteral nutntion, have joined The Oley Foundation in the past two years, be
willing to participate in a 60 minute telephone mterview with one 13 minute follow up call, be over 18
years old, live in the United States, have an email address and telephone and speak English Al
information will remain confidential. Interviews will be analyzed and summanzed Participants®
identities will be protected. If you wish to participate please email University of Rhode Island graduate
siudent, Katelyn Chopy, at plevstudygetal ug edy and include your name, telephone number with area
code and best time to reach you
This research is being conducted in collaboration with Manon Winkler PhD. D, IDIN.
CNSC of Fhoede Island Hospital! Lifespan (401-444-4276)

IFB Approval: 10222012

IPB Accepted: 12/6/2012

IPB Expiration- 10/21/2013
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IRB Approval: 1072272012

IRB Accepted:  12/6/2012

IRB Expiration: 10/21/2013

Volunteers Wanted for
Research Study

To participate in telephone interviews lasting about 1 hour with one 15 minute
follow up phone call.

The purpose of this research study is to learn more about the aspects of
membership in the Oley Foundation that are of most value to home parenteral
and enteral nutrition consumers.

To Be Eligible You Must:
+ —Receive home parenteral or enteral nutrition.
+Have joined The Oley Foundation in the past two years.
+Be willing to speak about your experiences with HPEN and your involvement with

The Oley Foundation.
«Be over 18 years old

sLive in the United States

-Have an email address and telephone
«Speak English

Confidentiality of all information will be maintained
For more information or to indicate your interest in participating in the study

Email URI Graduate Student Katelyn Chopy at oleystudy@etal.uri.edu and include
name, telephone number with area code, and best time to reach you.

This research is bemng condueted in collaboration with Marion Wimnkler PhD. RD, LDN, CNSC of
Rhode Izland Hospital/ Tifespan (401-444-4276)
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Appendix D

Interview Guide

Introduction-
Hello,

My name is Katelyn. | am a graduate student anttilieintern at the University of
Rhode Island. | am conducting these interviewsaasqd a research project aimed at
better understanding how membership in educatiotneach and networking
organizations, such as the Oley Foundation, impectaembers. | appreciate the time
you've set aside to speak with me about your egpeds with the Oley Foundation
and living with nutrition support.

Before we begin, | want to review a few things wthu:

e Your participation in this interview is completelgluntary; you may choose
not to participate.

e If there are any questions you do not wish to ansjust let me know and we
can sKkip it.

e You can stop the interview at any time.

e Each interview should take about one hour or lomggending on how much
you want to speak about.

e Our conversation will be kept completely confidahti

e |am in a private office and will be using a speagkene. No one else will be
in the room with me.

e If you agree, our conversation will be tape-recdroreorder to document your
exact words. If you mention any personal informatinames, home care
companies, or hospitals the names will be chandezhvthe tapes are
transcribed so that you cannot be identified. fHpes will be destroyed at the
end of this project. Transcripts will be numbered aill not contain your
name or any identifying information.

e There is no risk to you by answering these questidrhere is no direct benefit
to you. It is hoped that the information from thedy will lead to a better
understanding of how organizations like Oley candfi¢ HPEN consumers.

e | will send you a summary of our interview and wdl schedule a follow-up
call to ensure that my interpretation of what yaidss correct.

e Your comments will be combined with other studytiggzants when the
results are analyzed.
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e Nothing you tell me will be presented or publishe@ way that someone
could identify you. | may use some quotes anonymyaanswritten articles
or presentations.

e This research is being conducted in collaboratigh Warion Winkler PhD,
RD, LDN, CNSC of Rhode Island Hospital/ Lifespa014444-4276) and is
funded by the Department of Surgery/Nutritional o Service.

e If you have other concerns about this study opif ave questions about you
rights as a research participant you may contactttversity of Rhode
Island’s Vice President for Research, 70 Lower €y#lRoad, Suite 2, URI,
Kingston, RI, (401) 874-4328 or the Institution v Board at Rhode Island

Hospital 401-444-624%
e Do you have any questions about the informatiordiseussed?

e | will be turning the tape recorder on now. Do Vagour
permission to tape this conversation?

e Do | have your permission to contact you in thefetfor a
follow up?

1. Do you receive parenteral or enteral nutrition?

2. Could you please describe your involvement wWithOley Foundation.
What has this involvement meant to you?

Probes-

How were you introduced to Oley, by whom and when?

How would you describe Oley to someone new to HPEN?

How would you describe your level of participationOley?

What programs and resources do they provide?

Are you aware of any (newsletter/educational niatgrconferences/ social
supports)?

Have you utilized any of these programs/resources?
How has the organization impacted you?
What programs and resources of the organizatioa halped you the most?
What would you change about Oley?
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Do you belong to any other educational or suppaanizations?

3. What has your experience living with home pargait enteral nutrition been like?
How has your involvement in Oley influenced thipesxence?

Probes-

Who helps you with your HPEN procedures and care?

What challenges have you experienced living wittrinon support?
How has nutrition support positively or negativeifluenced your life?

What programs/resources does Oley offer that hbaaged your home PN/EN
experience?

4. Given your experiences living with HPEN and asenber of the Oley Foundation
what recommendations would you make to new conssiofddPEN?

Probes-
What form of introduction was best for you?

Personal by clinician, exploring on their own, bdrore in welcome packet,
social media network, other.

At what point in the transition to home should iaician introduce the Oley
Foundation to a new consumer and how should tBsudsion be approached?

What should be included when Oley is introduced?

5. Could you summarize, in a few sentences, wieaOlley Foundation means to you?
Demographics:

What medical condition led to your need for homeepgeral/enteral nutrition?

How long have you been on HPEN (what year did yatt®how old were you?)

What is your age today?

What is your gender?

How would you best describe your race/ethnicity?
How many people live in your home with you?
What state do you live in?

Are you currently employed full or part time?
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Are you enrolled in school?
Is there anything else you wish to discuss thahawee not talked about?
Thank you for time and participation in this study.
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Appendix E

5213 Diey Foundalion Home Page
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