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Methalist

LEADING MEDICINE

Informed Consent for Observational ™Non-Interventional Research

Participant’s Name: Subject ID Number:
Principal Investizgator: Ayoka Badmus

Study Title: Waiting for a liver transplantation
Principal Investizator: Ayoka Badmus

Study Purpose/ Summary:

To explore and describe the experience of waiting for a Iver tranzplant and the perceived challenges and
needs of patients diagnosed with End Stage Liver Failure that are waiting for a liver transplantation from the
patients’ perspective.

Study Purpose/Executive Summary:

If you decide to be in this study, it will not impact any part of vour routine carz. The research study requires you
to participate in an interview. You will be asked to talk about your experience of waiting for 2 liver transplant and
challenzes and neads of watting for the transplant. The other infommation that you will provide 1z vour age and
the length of time you have been waiting on the liver transplant list. The information that will be taken from your
medical record 1s your MELD (Model for End Stage Liver Disease) score and cause for liver falure.

ou will be interviewed individually m your room on the hospital untt for your privacy or in a reserved room at
the outpatient climic by the principal study investigator named above. The mterview will be for an hour or less or
may stop at your request. You may be asked for a second mterview for further clanfication of mformation
following the first mterview. The mterviews will be audio recorded for the investigator to transcribe for analysis.
Y our participation in this study 13 volhmtary. You can choose to participate at any time without any penalty or
loss of benefits to which vou are enfitled.

What risk will I face by taking part in the study and how will Researchers protect me from these risks?

* The potential loss of confidentiality is the only lmown risk of being in this study.
=  Your name will be de-identified and psendonyms will be used in reporting of data. A1l digital files will
be encrypted and password protected. All transcripts will be stored in a locked cabinet, in a locked
office. All original audio recordings and full transeripts will destroyed at the complefion of the study.
*FOR IRB OFFICE USE ONLY*
IRE Mo Fape 1 of 4
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Az wath any research study, there may be additional nisks thet are imlmown or mexpected. If theze bacome
kmown, the study team will notify you in a timely manner of any changes that may change your willingness to
participate. If new infonmation 1s provided to you after vou have joined the study, it i possible that vou may be
asked to sign 2 new consent form that includes the new mformation

How could I and others benefit if I take part in this study?
This study 13 unlikely to help you. This study may help us leam things that may help people in the future.

If I want to stop participating in the study, what should I do?

If you wish to stop your participation m this research study for any reasen you should let the principal
investizator/study coordinator know as soon as possible. . You may be asked why you are leaving the study and
VOUr Teasons for leaving may be kept as part of the study record. If your information has been de- identified, it
may not be possible to delete your mformation. If you decide to leave the study before it is finished, please tell
one of the persons listed i *Contact Informeation”.

What are my rights in this study?
Teking part in this study 15 your choice. No matter what decision you make, and even if your decision changes,
there will be no penalty to yvow You will not lose medical eare or any legal nghts.

For questions about your rights as a research participant, or if you have complaints, concerns, or questions zbout
the research, please contact Susan M. Miller, M D, MP H., Chair, Houston Methodist Institutional Review
Board for the Protection of Human Subjects, at 713-441-2750 or Ethan Natelson, MD, Chair, Houston
Wethodist Fesearch Institute Institutional Review Board for the Protection of Human Subjects, at 713-441-
5154, Youmay also contact the Director, HWMEI Office of Research Protections at HMEI Office of Besearch
Protections, 1130 John Freeman, MGJ8-016, Houston, Texas 77030, Ph: 713-441-7543

The research team will take proper precautions to ensure that any mformation regarding vour identity cbtamed
n cormection with this research will remain confidential.

Authorization to use and disclose protected health information

If you decide to participate in this study, information about your health may be used or disclosed (shared outside
of the Hospital) for the purposes of conducting this study. This information may include information from your
medical record that is relevant to this sdy, such as your medical history, medications, test results, diagnoses,
treatments, operative reports (reports from operations that you have undergone), and dliEhEIEE summmaries. [t
may also include mformation relsting to: Humsn Immumdeﬁcienc'. Virus (“HIV?) imfection or Acquired
Immumdeﬁmfmm Syndrorne (CAIDS™); treatment for or lustory of dIl.JE ar aleohel abuze; or mental or behavioral
health or psychiatric care. Information collected by the study doctor and/or research staff specifically for this
study, such as test results, blood samples, physical examinations, mformation zbout possible side effects, and
surveys you might be asked to complete could also be used or disclozed.

*FOR IRB OFFICE USE OMLY*
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Your identifiable recordmg of the nterview will be used by a transcription service. The transcription service will
have processes in place to assure the safety and confidentiality of your Information. Your idenfifiable information
will not be used for future research. However, authorized representatives of the mvestizator, IRE, or government
agencles may review Iecords confaining pe:rsonal mformation to make sure that the sl'udx information is correct.
Becanse of the need fo provide mformation to these parties, sbsolute confidentizlity cannot be guarantesd.

Because this information is being disclosed for research use, there i3 ne expiration date for the use of your
nformation. This authorization 13 valid wtil you revoke it. You can revoke this authorization at any time by
contacting the investigators and if possible any identifiable information will be destroyed. The revocation will
not apply to information that alresdy has been releasad or actions that have already been taken in response to this
authorization. You have a right fo request a copy of any of your health mformation that is released under this
anthonzation.

Cither rezearchers or mstitutions that receive vour nformation may not be coverad by Federal or Texas privacy
laws. As such, your mformation may not be protected under these laws onee it 15 disclosed and, therefore, may
be subject to re-disclosure or use by such mdividuals or nstitutions.

Where can I get more information?

If you have any questions regarding your participation in this study, please ask us. If you have any additional
questions later, please contact the researchers listed below to:

Principal Investigator: Ayoka Badmus
Mailing Address: 6365 Fannin Street, Houston Texas 77030
Telephone: 232 293 2047

Study Participant:

[ have read this consent form or had 1t read to me. [ have discussed 1t with the study team and my questions
have been answerad. [ will be given a signed copy of this form_ T agree to take part in this shady.

Signature of Study Participant:

Name (Print Legal Name):

Person Obtaining Consent:

I have given this research subject {or hiz'her legally authorized rapresentative) information about this snady that I believe iz
accurate snd complete. Tha subject hes indiczted that ba or she understands the natore of the stody and the risks and benafts of
participating.

Name: Title:

Signaiure: Drate of Sipnature:

*FOR IRE OFFICE USE ONLY*
IRE Mo, Fape 3 of 4
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Study Protocol

Overall objective:
To understand and describe the experiences, challenges and needs of ESLF patients while
waiting for a liver transplant.

Specific Aims:
= Explore how patients diagnosed with ESLF listed for liver transplant surgery
construct their experience of waiting and uncertainty.
= Describe the perceived challenges and needs of ESLF patients waiting for a liver
transplant surgery.

Research Strategy
Research Design and Setting

= A generic qualitative descriptive approach (Crabtree &Miller, 1999) will be used
to describe the perspectives of ESLF patients waiting for a liver transplantation.

= Simultaneous data collection and analysis that is flexible and capable of adjusting
to new information that may lead to the refining of research questions to pursue
fruitful lines of inquiry (Kahlke, 2014).

= Data collection and analysis will be conducted over a period of 12 weeks.

Population and Sample.
= Purposive sampling will be employed to select participants that meet the inclusion
criteria.

Inclusion criteria:
= Adult (18 years and older).
= Patients diagnosed with end stage liver failure.
= Patients that are listed and waiting for a liver transplantation.
= Patients that have the ability to read, write and speak English.

Exclusion criteria:
= Patients currently admitted for Hepatic Encephalopathy.
= Patients with cognitive disturbances.
= Patients with history of a previous transplant.
= Patients that are unable to read, write or speak English.

Sampling Procedures and Recruitment
= Following approval from Houston Methodist Hospital Institutional review Board
and, the University of Texas Health Science center’s Committee for the Protection
of Human Subjects (CPHS), a printed flyer with details and objectives of the
study will be posted at the nursing station and in the patient lounge on the liver
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failure unit. The flyer will include the contact information for eligible and
interested participants to contact the Primary Investigator (PI).

= The use of unit nurses will only inform patients of study but will not actively
recruit or consent patients for the study.

= The planned sample size for this study is 20 — 25, based on similar studies found
in literature and recruitment will continue until no new concept is emerging from
the data (Moser & Korstjens, 2018; Marshall et al., 2013; Bjark & Naden, 2008).

Data collection Procedures

= A written consent with full disclosure will be provided to those that agree to
participate and an interview time will be set up (consent form include objectives
of the study, participants’ rights to withdraw from study at any time without
penalty and potential risks).

= Interview location is the patient rooms on the liver failure unit, for patient privacy
and comfort.

= The participants will be interviewed individually, face-to-face., using a semi-
structured format

Data to be collected (Appendix B):

= Age
=  Gender
= Race

= MELD score

= Amount of time spent on waiting list

= Etiology of liver disease
The interview questions will include both broad and focused questions that will describe
the needs, challenges and waiting experience of ESLF patients (Appendix A).
The interview will be audio-recorded so as to reduce distractions during the interview
and also for play back of recorded interviews during transcription and data analysis.
The transcription will be done verbatim by the PI and reviewed by the P1 for completion
and accuracy.

Data Analysis
= Data collection and analysis will be conducted concurrently, whereby analysis
begins with data collection, helping to direct the flow of the subsequent questions.
= The PI will listen to the recorded interviews, verify the transcribed data and code
the data.
= A code book will be created.
= Thematic content analysis will be used to construct themes that describe
participants’ experience of waiting for a liver transplantation.
Note: A computer-assisted qualitative data analysis software (ATLAS.ti 8) will be used so
as to organize and manage the large data in a systematic format.
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Human Subjects

= Subject codes will be assigned during the interview and used during transcription
for confidentiality of participants.

= The document with patient names will not be kept with transcript and audio
recording.

= All transcripts will be stored in a password-protected computer and tape
recordings will be stored in a locked cabinet in the PI’s office.

= All original tape recordings and full transcripts will be destroyed at the
completion of the study.

Study time frame
= Recruitment and data collection will begin in December 2018, following IRB
approval. Data will be analyzed concurrently with data collection to be concluded
by February of 2019.



65

References

Bjark, 1. T., & Naden, D. (2008). Patients' experiences of waiting for a liver
transplantation. Nursing Inquiry, 15(4), 289-298.

Crabtree, B.F. & Miller, W.L. (1999) Doing qualitative research 2" Ed. Thousand Oaks,
CA: Sage Publications

Kahlke, R. (2014). Generic qualitative approaches: Pitfalls and benefits of
methodological mixology. International Journal of Qualitative Methods,13, 37-
52.

Marshall, B., Cardon, P., Poddar, A. & Fontenot, R. (2013). Does sample size matter in
qualitative research?: A review of qualitative interviews in research. Journal of
Computer Information Systems, 11-22.

Moser, A. & Korstjens, 1. (2018). Series: Practical guidance to qualitative research. Part
3: Sampling, data collection and analysis. European Journal of General Practice,
24(1), 9-18.



Appendix D

Study Flyer

66



67

Study Flyer

Methalist ‘ ‘

Opportunity for patients
waiting for a liver transplant

Participants needed for a research study

The research study will help health care providers understand more
about the experience, challenges and needs of patients awaiting a
liver transplant.

What is required from you?

Spend 30 minutes to an hour in an audio-recorded, confidential
interview in which you share your experience of waiting for a liver
transplant.

Who is eligible?

e Persons who have been diagnosed with end-stage liver disease or
liver failure.

¢ Those who are on the liver transplant list.

When and where?
The interviews will take place in your room at Houston Methodist
Hospital at a time of your choosing.
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Interview Guide

Begin with welcome and gratitude for participation.

Reiterate (study purpose, interview is recorded, no wrong or right answers and

participants may stop at any time for any reason).

Ask if participants have any question before the beginning of the interview.

Interviews will begin with the open ended broad questions. The rest of the interview will

proceeded with PI listening and using probe questions for clarification of concepts.

Questions

Broad Questions:

1. Tell me about your experience of waiting for a liver transplant.
2. How would you describe your life after you were listed for a transplant?

Probe Questions:

3. What is the impact of waiting for a liver transplant on your everyday life?

4. What is it like to wait for a liver transplant?

o

What are your specific challenges during this waiting period?

o

What are your specific needs during this waiting period?

~

Are your healthcare providers meeting your needs? And if not, explain how

healthcare providers can better meet your needs.
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Demographic Information Form

Study ID (First 2-digit of interviewee’s cell phone number and interview date):

How old are you?

What race do you identify yourself as?

Gender:
1 Male

1 Female

How long have you been waiting on the liver transplant list (Months/Years):

What is your MELD score?

What is the reason for your liver failure?
1 Viral Hepatitis
1 Alcoholic Cirrhosis
1 Non Alcoholic Fatty Liver disease
1 Hepatocellular Carcinoma
1 Autoimmune

(1 Other:
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The experience of waiting for a Liver Transplant

Redefinition of life
1 O Existing versus Living
U Support and Faith

Figure 1. The experience of waiting for a Liver Transplant.
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Table 1

Demographics of study participants

Demographic Table

75

Study MELD
Age Race Gender Wait time Etiology of ESLF
Participant score
1 65 Caucasian Male 1.5 years 28 NASH cirrhosis
African
2 48 Female 2 years 18 Autoimmune
American

3 41 Caucasian ~ Male 2 months 16 NASH cirrhosis

4 66 Caucasian Female 4 months 27 NASH cirrhosis

5 62 Caucasian Female 1.2 years 22 NASH cirrhosis

6 60 Caucasian Male 2 years 18 Hepatitis C Virus

7 53 Hispanic Male | year 14 Alcoholic Cirrhosis
Hepatitis C Virus

8 63 Caucasian Male 6 years 22 and Hepatocellular
Carcinoma

9 66 Caucasian  Female 2 years 31 Alcoholic Cirrhosis

10 55 Caucasian Male 4.4 years 28 Alcoholic Cirrhosis

11 72 Caucasian Male 1.5 years 32 NASH cirrhosis

12 62 Caucasian Male 3.6 years 25 NASH cirrhosis
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Themes Table
Table 2

Overarching Theme, Themes and Subthemes

77

Overarching Theme: Waiting in Limbo
Themes Uncertainty during  Redefinition of Life ~ Challenges during
the Waiting Period the Waiting Period

Subthemes = Fearand Anxiety = EXxisting versus = Physical
Living Symptoms

i Financial W
= Support and Faith Inancial Worry
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