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Medical University of South Carolina 

CONSENT TO BE A RESEARCH SUBJECT 
 

TITLE OF RESEARCH:  The SPARC App: A Smartphone Application for the Management of 
Sarcoidosis-Associated Fatigue 

  
SUMMARY 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
  

You are being asked to volunteer for a research study.  Research studies are 
voluntary and include only people who choose to take part.  The purpose of this study 
is to test a smartphone application (app) called the SPARC app. This app provides 
patients with guided meditations, and is intended to help you focus on breathing in the 
moment rather than stress or fatigue you may be experiencing as a result of 
sarcoidosis.  
 
During the screening period, your medical history and demographic history will be 
reviewed for eligibility.  You will also take a questionnaire to see if you can participate 
in the trial.  If you qualify to continue in the trial, you will be randomly assigned (like “a 
flip of the coin”)  to one of two groups. The first group, called the “SPARC group” will 
be asked to download the SPARC app onto their smartphone, will be shown how to 
use the app, and then will be asked to use the app to do guided meditations for ten 
minutes twice a day.  The second group, called the  “enhanced standard care (SC) 
control group” will not download the SPARC app, and will instead receive education 
about reducing fatigue associated with sarcoidosis just as you would during a normal 
clinic visit. You will be asked to return for research visits at weeks 4, 12 and 24 after 
you have been randomized, and whenever possible, these visits will be scheduled to 
occur when you are coming in for a standard of care visit.  At each of these follow-up 
visits, you will complete questionnaires about your health, well-being, and level of 
fatigue.   
 
There are minimal risks to the study that are described in this document.  Risks 

include taking questionnaires and loss of confidentiality.  
 
There is no direct benefit to you for participating in this study but the information 
gathered in this study may help develop a useful tool for the management of fatigue 
and stress, and increase quality of life in other patients with sarcoidosis.  This study 
may also provide us with important information about sarcoidosis and fatigue. Your 
doctor will talk to you about participation in this study.  You may choose not to 
participate in this study and it will not jeopardize your care in any way.  
 
If you are interested in learning more about this study, please continue to read below. 
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A. PURPOSE OF THE RESEARCH 
 
Please read this consent form carefully and take your time making your decision. As your study 
doctor or study staff discusses this consent form with you, please ask him/her to explain any words or 
information that you do not clearly understand.  You are being asked to participate in this study 
because you have sarcoidosis associated with fatigue. 
 
The study is sponsored by the National Institutes of Health (NIH). The investigator in charge of this 
study at MUSC is Dr. W. Ennis James. MUSC and Dr. James are being paid to conduct this study.  
Approximately 50 people will take part at MUSC only. 
 
B. PROCEDURES 
 
If you agree to be in this study, the following will happen: 
 
Trial Week 0: (Approximately 1.5 hours) 
 
Screening 
 

• You will be asked about your demographic and health information: 
o Age, sex, race, income, education level, employment 
o Relevant medical history, including history of sarcoidosis, other pertinent respiratory 

history, and information regarding underlying diseases.  
o Sarcoidosis organ involvement and history.  
o Current medications and supplements you take. 
o Pregnancy status. If you are pregnant or unsure if you are pregnant, you will not be able 

to participate. 
• You will asked to complete a survey about fatigue associated with sarcoidosis. 

 
Randomization 
 
• If you meet screening criteria listed above, you will continue on to randomization.  This means a 

computer will assign you to one of two groups by chance, like the flip of a coin. No one can 
choose which group you are in, and you will have a 50:50 chance of being assigned to either 
group. You will either be randomly assigned to the SPARC group or enhanced standard care 
(SC) control group.  After being assigned to one of these groups, participants in both groups will 
complete a second set of questionnaires about your health, perceived stress, and physical 
activity levels. 

SPARC Group:  
• If you are in the SPARC group, the SPARC app will be downloaded on your smartphone by the 

study coordinator. 
• The study coordinator will show you how to use the app.   
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• You will complete your first guided meditation session in the clinic to make sure you understand 
how to use it, and so that we may answer any questions you have. 

• You will be instructed to use the app for guided meditations twice daily for 12 weeks.  
Enhanced Standard Care Control Group:  
• If you are in the enhanced standard care control group, you will not download the smartphone 

app, and will instead receive education on stress and fatigue in sarcoidosis, and will be offered a 
referral to pulmonary rehabilitation, just as you would during a normal clinic visit. 

 
Participants in both groups will be asked to return for research visits at weeks 4, 12 and 24 after you 
have been randomized.  Whenever possible, these visits will be scheduled to occur when you are 
coming in for a standard of care visit.  At these appointments, you will complete the following: 
 
Trial Week 4: (Approximately 1 hours) 

1. You will complete questionnaires about your health, well-being, level of fatigue, and if you are 
in the SPARC group, you will complete questionnaires about your satisfaction with the SPARC 
app. 

2. We will review any changes to your medications.   
Trial Week 12: (Approximately 1 hours) 

1. Weight 
2. You will complete questionnaires about your health, well-being, and level of fatigue, and if you 

are in the SPARC group, you will complete questionnaires about your satisfaction with the 
SPARC app.  

3. We will review any changes to your medications.   
 
Trial Week 24 - Follow-Up: (Approximately 1 hours) 

1. You will complete questionnaires about your health, well-being, and level of fatigue.  
2. We will review any changes to your medications 

 
What are your rights as a research participant? 
Taking part in this study is voluntary. You may choose not to take part or may leave the study at any 
time. Withdrawing from the study will not result in any penalty or loss of benefits to which you are 
entitled. If you decide to withdraw from the study you should discuss with your study doctor your 
decision to ensure a safe withdrawal.  You may call Dr. James at telephone number 843-792-2123 
and your request to stop collecting information will be honored.   
 
C. DURATION 
 
The duration of this study will last approximately 24 weeks. 
 
 
D. RISKS AND DISCOMFORTS 
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Questionnaires:  You might find the questionnaires are long or tiring. Certain questions may be 
upsetting to answer or cause you to think about things that may be uncomfortable. You can skip any 
question you do not want to answer.  
 
Loss of Confidentiality:  There is a risk of a loss of confidentiality of your personal information as a 
result of participation in this study.  To protect your confidentiality as a subject in this study, all of your 
personal information will be kept in locked files and on a password-protected computer database.  
The only individuals that will have access to your personal data will be the research personnel 
working on this project. 
 
E. BENEFITS 
 
There will be no direct benefit from participating in this study.  
 
 
F.  MEDICAL RECORDS and CERTIFICATE OF CONFIDENTIALITY 
 
This research is covered by a Certificate of Confidentiality from the Federal government. This means 
that the researchers may not disclose information or biospecimens that may identify you, even by a 
court subpoena, in any federal, state, or local civil, criminal, administrative, legislative, or other 
proceedings, nor can the information or biospecimens be used as evidence, unless you have 
consented to this disclosure. Information or biospecimens protected by this Certificate cannot be 
disclosed to anyone else who is not connected with the research unless you have consented to the 
disclosure. More specifically, identifiable information or biospecimens will not be shared with your 
medical providers who are not involved in this research unless you authorize the study to disclose 
information to them, or if it is used for other scientific research, as allowed by federal regulations 
protecting research subjects. 

Information about your study participation will not be in your MUSC medical record. This means that 
neither your research participation nor any of your research results will be included in any MUSC 
medical record. A Certificate of Confidentiality does not prevent you from voluntarily releasing 
information about yourself or your involvement in this research. If you want your research information 
released to an insurer, medical care provider, or any other person not connected with the research, 
you must authorize the researchers to release it. 

The Certificate of Confidentiality will not be used to prevent disclosure as required by federal, state, or 
local law. Examples of required disclosure include: child abuse and neglect, or harm to self and 
others, but there could be others. 

Finally, a Certificate may not be used to withhold information from the Federal government needed for 
auditing or evaluating Federally funded projects or information needed by the FDA. 
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G. COSTS 

 
There will be no additional costs to you as a result of being in this study. There is no cost to download 
the app. However, depending on your cell phone plan, you may have charges on your cell phone bill 
related to tests and data transmission.  Also, routine medical care for your condition (care you would 
have received whether or not you were in this study) will be charged to you or your insurance 
company.  You may wish to contact your insurance company to discuss this further. It is possible that 
your insurance company will refuse to pay for the costs associated with study participation, in which 
case you will be held financially responsible. Please ask Dr. James if you would like to know more 
about which tests and studies are being done solely for research purposes.  
 
 
H. PAYMENT TO PARTICIPANTS 
 
Payment for study visits will be made using a pre-paid debit card, called a ClinCard. It works like a 
bank debit card and you may use the card to purchase goods or services everywhere Debit 
MasterCard is accepted. You will be given a ClinCard at the beginning of the study. Each time you 
receive payment for participation in this study, the money will be added to the card. You will be paid 
at randomization and weeks 4, 12 and 24. You will be provided $50 compensation for time and effort 
after each study visit, for a total of $200.  Subjects will be paid using MUSC Clincard, which functions 
like a debit card.   
 
Payments that you receive from MUSC for participating in a research study are considered taxable 
income per IRS regulations.  These payment types may include, but are not limited to: checks, cash, 
gift certificates/cards, personal property, and other items of value.  If the total amount of payment you 
receive from MUSC reaches or exceeds $600.00 in a calendar year, you will be issued a Form 1099.   
 
I.  ALTERNATIVES 
 
Your alternative is to not participate in this study. 
 
J. DATA SHARING 

Information about you (including your identifiable private information and/or any identifiable 
biospecimens) may have all of your identifiers removed and used for future research studies or 
distributed to other researchers for future research without additional informed consent from you or 
your legally authorized representative. 

K.  DISCLOSURE OF RESULTS 
 

Individual clinical research results will not be disclosed to subjects.  
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L. SIGNIFICANT NEW FINDINGS 
 
If there are significant new findings during the course of the study, you will be notified.   
 
M. CLINICAL TRIALS.GOV  
 
A description of this clinical trial will be available on http://www.ClinicalTrials.gov, as required by U.S. 
Law. This Web site will not include information that can identify you. At most, the Web site will include 
a summary of the results. You can search this Web site at any time. 
 
N. FUTURE CONTACT 

The researcher in charge of this study might like to contact you in the future about other research 
opportunities. Please initial by your choice below:  

____Yes, I agree to be contacted 

____No, I do not agree to be contacted 
 

 
MUSC Statement 

Results of this research will be used for the purposes described in this study. This information may be 
published, but you will not be identified. Information that is obtained concerning this research that can 
be identified with you will remain confidential to the extent possible within State and Federal law. The 
investigators associated with this study, the sponsor, and the MUSC Institutional Review Board 
for Human Research will have access to identifying information. All records in South Carolina are 
subject to subpoena by a court of law. 
 
In the event that you are injured as a result of participation in this study, you should immediately go to 
the emergency room of the Medical University Hospital, or in case of an emergency go to the nearest 
hospital, and tell the physician on call that you are in a research study. They will call your study doctor 
who will make arrangements for your treatment. If the study sponsor does not pay for your treatment, 
the Medical University Hospital and the physicians who render treatment to you will bill your insurance 
company. If your insurance company denies coverage or insurance is not available, you will be 
responsible for payment for all services rendered to you. 
 
Your participation in this study is voluntary. You may refuse to take part in or stop taking part in this 
study at any time. You should call the investigator in charge of this study if you decide to do this. Your 
decision not to take part in the study will not affect your current or future medical care or any benefits 
to which you are entitled. 
 
The investigators and/or the sponsor may stop your participation in this study at any time if they decide 
it is in your best interest. They may also do this if you do not follow the investigator’s instructions. 

http://www.clinicaltrials.gov/
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Volunteers Statement 
 

I have been given a chance to ask questions about this research study. These questions have been 
answered to my satisfaction. If I have any more questions about my child’s participation in this study or 
study related injury, I may contact Dr. James at (843) 792-2123. I may contact the Medical University 
of SC Patient and Family Care Liaison (843) 792-5555 concerning medical treatment. 
 
If I have any questions, problems, or concerns, desire further information or wish to offer input about 
my child’s rights as a research subject in this study, I may contact the Medical University of SC 
Institutional Review Board for Human Research IRB Manager or the Office of Research Integrity 
Director at (843) 792-4148. This includes any questions about my rights as a research subject in this 
study. 
 
I agree for my child to participate in this study. I have been given a copy of this form for my own records. 
 
If you wish to participate, you should sign below. 
 
 
____________________________              _____________________________ 
Print name of Participant                              Signature of Participant    Date 
 
_________________________________                  ___________________ 
Signature of Person Obtaining Consent        Date 
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