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INFORMED CONSENT TO PARTICIPATE IN A RESEARCH STUDY AND HIPAA AUTHORIZATION

Study Title: The Effect of Medical Management Following Excisional Surgery for 
Endometriosis: A Randomized Controlled Trial

Version Date:  March 7, 2025

Principal Study Doctor: Jordan Klebanoff, MD Telephone: 484-227-9680

You may be eligible to participate in a research study. This form gives you important 
information about the study, including the study purpose and what is involved. Please 
read this form carefully and take your time deciding if you want to participate. If there is 
anything you do not understand, please ask questions. You can share or discuss this 
form with others. Participation is voluntary.  If you decide to take part, you will sign the 
last page of this form. You will be given a copy of the signed form to keep. 

In the sections that follow, the word ‘we’ means the study doctor and research staff. 
The word ‘you’ refers to the adult who may be in the study.

Study Overview

This study is testing whether taking Relugolix combination therapy (Rel-CT, 
MYFEMBREE) following excisional surgery for endometriosis will improve quality of life 
compared to surgery alone.

You are being asked to take part in this research study because you are over 18,  have, 
or are suspected to have, endometriosis,  and plan to have robotic or laparoscopic 
surgical treatment.

Rel-CT is an FDA approved form of medical treatment for endometriosis.  It can reduce 
endometriosis pain before or after surgery.  However, we do not know whether or not 
there is a benefit to beginning  Rel-CT immediately following surgery.  

There are differences between this study and your usual care. As a participant in the 
research you will 

 Be randomized to take Rel-CT or no Rel-CT immediately following excisional 
surgery for endometriosis;

 Complete a questionnaire, called the Endometriosis Health Profile 30 (EHP-30);
 Have information collected about you.

The main risks of this study are potential side effects of the Rel-CT treatment. These 
include: headache, hot flashes, night sweats, mood disorders, abnormal uterine 
bleeding and nausea. 

You may benefit directly if Rel-CT immediately after excisional surgery for endometriosis 
improves quality of life and you were randomized to Rel-CT.  However, we do not know 
at this time if there are benefits of taking Rel-CT immediately after surgery.

About 110 individuals from Main Line Health (MLH) will take part in this study. 
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What is the current standard of treatment for this disease?

Standard treatment is the treatment that most doctors would recommend you receive 
even if you decide not to participate in a clinical trial.

Standard treatment for endometriosis includes excisional surgery with or without 
medical suppression following surgery.

What is involved in the study?

If you agree to take part and are found to be eligible, your participation will last for 6 
months and will involve 4 study visits. This study involves randomization, which means 
that you are put into treatment groups by chance. A computer will assign you to one of 
two treatment groups in the study, about 50/50 chance of being in either group. This is 
done so that each group has a similar mix of subjects.

One treatment group will take study drug Rel-CT after having excisional surgery (Rel-CT 
group), and the other treatment group will just have the surgery alone (no Rel-CT 
group).   

What are the study procedures? 

Before the Research Starts (Screening):

We will evaluate your medical history to see if you are eligible to be in the study.  If you 
plan to have a robotic or laparoscopic surgical procedure to treat endometriosis but 
instead have open abdominal surgery, you will not be eligible for this study. 

Before your scheduled surgery, you must stop taking any hormonal suppression 
medications according to the following guidelines:

 If you use a vaginal ring, patch or pill, you must stop taking it the day before 
surgery.

 If you have an IUD or implant, it will be removed during your surgery.
 If you receive hormonal shots, your last shot must be at least 12 weeks before 

surgery. 

The study doctors will counsel you on when and how to safely stop your medication 
based on your specific treatment. 

On the day of your surgery, the study doctor will confirm that you have followed these 
guidelines. If you have not, you will no longer be able to participate in the study. A study 
team member will remind the doctor to check this before your procedure. 

Experimental Procedures:

Study Drug: If you are assigned to the Rel-CT group, you will need to take the study drug 
once daily by mouth for six months.  Rel-CT will start within 14 days after surgery 
and continue until 180 days after surgery.  After you complete the study, you 
and your doctor may decide to keep you on Rel-CT as part of your standard of 
care therapy. 
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Required Research Study Procedures:

The following tests will be done because you are part of this study. If you were not in 
the study, then you would probably not have these procedures.

Interviews: A team member will take your medical history, along with a listing of any 
medications you are taking. Throughout the study you will be asked to report if 
you think that anything bad has happened as a result of the study. If you 
withdraw or the study doctor withdraws you from the study, you may be 
contacted at the end of the study so that your health status can be documented.

We will ask you to complete a questionnaire 4 times. The questionnaire is called 
the Endometriosis Health Profile (EHP-30). The questionnaire is designed to 
measure how your overall health and well-being is affected by having 
endometriosis. We will also ask you about your pain levels. This will take about 
5-10 minutes to complete.

Medical Records Review: A member of the study team will review your medical records 
and record only the information needed for the study.

Pill Diary:  If you are assigned to the Rel-CT group, you will be asked to keep a diary of 
each time you take the study drug. Each time you take the study drug, you 
should record the date and time of your dose in the diary. Please bring your 
completed diary and all your study medications to each in-person study visit. We 
will need to count the unused pills and review your diary as part of the study.

Standard Tests and Procedures

The following tests and procedures are part of regular endometriosis care and may be 
done even if you do not join the study:

 Excisional surgery for endometriosis
 Follow up physical examinations

Visit Schedule

The table below provides a brief description of the purpose and duration of each study 
visit. 

Visit Purpose Main Procedures Duration

Visit 1 Screening/Enrollment Review eligibility for study, 
randomize (determine which 
treatment group you are in)

Medical history survey

EHP-30 questionnaire

Pain scale

1 hour
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Visit Purpose Main Procedures Duration

Visit 2 Surgery Excisional surgery

Supply study drug for Rel-CT group

Start Rel-CT (if assigned to Rel-CT 
group)

One day

Visit 3      Phone follow up 

Day 7 (+/- 2 days)

Check-in by study team 10 min

Visit 4 1 month follow up

30 days (+/- 14 days)

Physical exam

Rel-CT pill count and new pill bottle 
(if assigned to Rel-CT group)

EHP-30 questionnaire

Pain scale

1 hour

Visit 5 3 month follow up

90 days (+/- 14 days)

Physical exam

Rel-CT pill count and new pill bottle 
(if assigned to Rel-CT group)

EHP-30 questionnaire

Pain scale

1 hour

Visit 6 6 month follow up

180 days (+/- 14 days)

Physical exam

Rel-CT pill count (if assigned to Rel-
CT group)

EHP-30 questionnaire

Pain scale

1 hour

What are the risks of this study?

Taking part in a research study involves inconveniences and risks. The main risks of 
taking part in this study are discussed below. 

Risks associated with Rel-CT (MYFEMBREE):

Common (3 or more out of 100 people)

 Headache
 Hot flashes
 Sweating or night sweats
 Mood changes including worsening depression
 Abnormal menstrual bleeding (bleeding that lasts too long, that is too much, or is 

unexpected)
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 Nausea
 Toothache
 Back pain
 Decreased interest in sex
 Joint pain
 Tiredness
 Dizziness
 Hair loss 

Less Common (2 out of 100 people)

 Diarrhea
 Swelling from fluid collecting in the arms or legs
 Vaginal dryness

Rare but Serious (1 or less out of 100 people)

 Heart attack
 Stroke (blockage or rupture of a blood vessel to the brain)
 Blood clot
 Bone loss (decreased bone mineral density)
 Thoughts of suicide
 Liver damage or abnormal blood tests for liver function
 Inability to recognize a pregnancy due to lack of menstrual bleeding
 Early loss of pregnancy

Reproductive Risks:

If you are trying to become pregnant, or are planning to become pregnant within 6 
months after surgery, it is important that you inform the study doctor because you will 
not be able to participate in this study. If you become pregnant during the course of the 
study and are assigned to the Rel-CT group, you will need to stop taking Rel-CT right 
away.  Rel-CT may reduce estrogen levels and may increase the risk of early pregnancy 
loss.

If you are a person of child bearing potential and are assigned to the Rel-CT group, you 
are asked to use a medically accepted, reliable method of birth control while you 
participate in the study.

We can provide counseling about preventing pregnancy for all study participants. Let 
the study doctor know immediately if you become pregnant. 

Risks associated with Interviews:
The EHP-30 questionnaire contains questions about your thoughts and feelings.  You can 
choose to not answer any questions which make you uncomfortable.  If you feel sad or 
depressed, counseling is available.  

Risk of loss of confidentiality:
There is a risk of loss of confidentiality from your participation in this study. We will do
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our best to prevent the disclosure of your identity.

In addition to the risks described above, there may be unknown risks, or risks that we 
did not anticipate, associated with being in this study. During the research study, you 
will be notified of newly discovered side effects or significant findings, which may affect 
your health or willingness to participate. You may be asked to sign a new consent form 
that shows that you have been informed of new information relating to this research 
study.

Are there any benefits to taking part in this study?

You might benefit by the effects of less pain and symptoms of endometriosis by taking 
Rel-CT if you are in the treatment group, however, we cannot guarantee or promise that 
you will receive any direct benefit by participating in this study. The knowledge gained 
from this research may help doctors determine if use of Rel-CT immediately following 
excisional surgery for endometriosis does improve quality of life outcomes.  

Do you need to give your consent in order to participate? 

If you decide to participate in this study, you must sign this form. A copy will be given to 
you to keep as a record. 

What are your responsibilities?

Please consider the study time commitments and responsibilities as a research subject 
when making your decision about being in this study. You will need to follow the study 
doctor’s instructions, keep all study appointments and take the study drug as directed.

What happens if you decide not to take part in this study? 

Participation in this study is voluntary. You do not have to take part in order to receive 
care.

If you decide not to take part, or if you say yes and change your mind later, there will be 
no penalties. It will not change how we treat you. 

You will not lose any benefits to which you are otherwise entitled by declining to 
participate, or withdrawing from the study.

Can you stop your participation in the study early?

You can stop being in the study at any time. You do not have to give a reason. Please 
inform the study staff if you decide to withdraw.

 If you decide to stop participating, we encourage you to talk to the study doctor first. It 
is important to tell the study doctor if you are thinking about stopping so any risks to 
you can be minimized. A final study visit may be requested to ensure your safety. 

Can the study doctor take you out of the study early?

The study doctor may take you out of the study if: 

 You are assigned to the Rel-CT group and need an alternative medication
 Your condition worsens
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 The study is stopped
 The study drug is no longer available
 You cannot meet all the requirements of the study
 New information suggests taking part in the study may not be in your best 

interests

If you are assigned to the no Rel-CT group and you require medical management within 
6 months after excisional surgery, you will be prescribed Rel-CT as standard of care 
therapy (not supplied by the study).  You will remain in the study and will be asked to 
attend the follow up study visits.  If you require a different medication, you will be taken 
off study.

What choices do you have other than this study?

There are options for you other than this study including: not participating in the study, 
and receiving standard therapy for endometriosis.

What if new information becomes available about the study?

Any new findings that may affect your willingness to participate will be provided to you. 
The study doctor will need to grant approval for you to participate in any other studies 
for the entire time you are in this study.

What about privacy, authorization for use of Personal Health Information (PHI) and 
confidentiality? 

As part of this research, health information about you will be collected. This will include 
demographics (age, race, ethnicity, etc.), medical history, records associated with your 
endometriosis diagnosis and treatment, results of physical examinations, results of 
study questionnaires,  information obtained from a medication diary, and lab test 
results.  Information related to your medical care will go in your medical record. This 
could include physical exams and other clinical procedures. Medical records are 
available to your treating providers and staff.  They will view your records only when 
required as part of their job. Staff are required to keep your information private. 
Information that could identify you will not be shared with anyone - unless you provide 
your written consent, or it is required or allowed by law. We will do our best to keep 
your personal information private and confidential. However, we cannot guarantee 
absolute confidentiality. Your personal information may be disclosed if required by law. 

The results of this study may be shown at meetings and published in journals to inform 
other doctors and health professionals. We will keep your identity private in any 
publication or presentation.

Government agencies or medical journals may require your de-identified data to be 
shared through databases that may be publicly available to anyone. The data will not 
include identifiers like your name, medical record number or date of birth.  Several 
people and organizations may review or receive your identifiable information. They will 
need this information to conduct the research, to assure the quality of the data, or to 
analyze the data or samples. These groups include: 

 Members of the research team and other authorized staff at MLH;
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 Pfizer and Sumitomo Pharma Switzerland, who are funding this study, or their 
affiliates

 People from agencies and organizations that perform independent 
accreditation and/or oversight of research, such as the Department of Health 
and Human Services, Office for Human Research Protections; and the United 
States Food and Drug Administration (FDA) 

 The Main Line Hospitals Institutional Review Board.

Billing associated with all procedures and treatment considered standard of care will be 
submitted to your health insurance plan for reimbursement of costs of care associated 
with the study.

By law, we are required to protect your health information. The research staff will only 
allow access to your health information to the groups listed above. By signing this 
document, you are authorizing the study doctor and research team to use and/or 
release your health information for this research. Some of the organizations listed above 
may not be required to protect your information under Federal privacy laws. If 
permitted by law, they may be allowed to share it with others without your permission.  

There is no set time for destroying the information that will be collected for this study, 
because research is an ongoing process. 

Can you change your mind about the use of personal information?

You may change your mind and withdraw your permission to use and disclose your 
health information at any time. To take back your permission, it is preferred that you 
inform the investigator in writing. 

Dr. Jordan Klebanoff
Main Line Health Advanced Gynecology Program
3855 West Chester Pike
Suite 340
Newtown Square, PA 19073

In the letter, state that you changed your mind and do not want any more of your health 
information collected. The personal information that has been collected already will be 
used if necessary for the research. No new information will be collected. If you withdraw 
your permission to use your personal health information, you will be withdrawn from 
the study.

Financial Information 

Who is funding this research study?

This study is supported by Pfizer and Sumitomo Pharma Switzerland. Pfizer and 
Sumitomo Pharma Switzerland are pharmceutical companies that distribute the drug 
Rel-CT being studied in this research project. Pfizer and Sumitomo Pharma Switzerland 
are paying the study doctor and study doctor’s employer, Main Line Healthcare, and 
other MLH affiliated entities, for some of the costs of the study. The results of the study 
will be reported to Pfizer and Sumitomo Pharma Switzerland.   If the study shows that 
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the Rel-CT may be useful for a new purpose, this could benefit Pfizer and Sumitomo 
Pharma Switzerland financially. The funding of this study may change over time.

Please ask Dr. Klebanoff if you have any questions about how this study is funded. 

Will there be any additional costs? 

There will be no additional costs to you by taking part in this study.

You will not be charged for Rel-CT, if you are assigned to the Rel-CT group while enrolled 
in this study.   

You or your insurance will be billed for procedures that you undergo as part of your 
normal standard of care. This may include some of the procedures listed at “Required 
Research Study Procedures” above. We may record information from these procedures 
to monitor the effects of the study drug. 

MLH has programs to help uninsured and underinsured families see if financial 
assistance is available. If you need financial assistance for your regular clinical care, 
please talk to your doctor, or call the MLH Business Office at 484-337-1970 and ask to 
speak with a financial counseling representative. Financial assistance will not be offered 
for research procedures. 

Will you be paid for taking part in this study? 

You will be paid up to a total of $75 to compensate you for your time and effort on this 
study.  You will receive a $25 personal check after completion of each of your in-person 
follow-up visits, at 1 month, 3 months and 6 months after surgery.  You will need to 
complete a W-9 tax form to receive these payments.  

What if you have questions about the study?

If you experience any research related injuries during the study or if you have questions 
about the research, you should contact Dr. Jordan Klebanoff at 215-738-8894. 

In addition, if you have any problems, concerns and questions as a research subject, 
contact the Main Line Hospitals Office of Research Protections at 484-476-2692 to speak 
to someone independent of the research team or send an email to mlhirb@mlhs.org.

A description of this clinical trial will be available on http://www.ClinicalTrials.gov.  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. 

What happens if you are injured during the study? 

If you are hurt or get sick from something that was done as part of this study, doctors at 
the clinic or hospital can arrange for medical care. There are no plans to offer financial 
compensation or payment for injuries due to participation in this research. 

You and your insurance company will be billed for the costs of any care or injuries. 

If you think you have been injured as a result of taking part in this research study, tell 
the the study doctor as soon as possible. The study doctor’s name and phone number 
are listed in this consent form. 
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Participating as a subject in this research will not limit your ability to obtain care needed 
to treat injuries directly resulting from taking part in this research. 

These treatments may be billed to you or your insurance company. You will be 
responsible for deductibles, co-payments and co-insurance. There are no plans to pay 
you or give you other compensation for the injury. However, you do not give up any of 
your legal rights by signing this form. 
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SIGNATURE OF RESEARCH SUBJECT

This study has been explained to me and all of my questions have been addressed. I have read 
and I understand the contents of this consent form.  I understand that participation in this study 
is voluntary and that refusal to participate or discontinuing participation will involve no change 
whatsoever in my treatment as a patient. I understand that I can change my mind about 
participation in this study by notifying the investigator. If I do decide to withdraw, the investigator 
may ask me to put my request to withdraw in writing. I have been given the opportunity to ask 
questions and all my questions have been answered to my satisfaction. I agree to participate in 
this study, and upon signing I do not give up any of my legal rights by signing this form. I will 
receive a copy of this signed consent form. 

BY SIGNING THIS FORM, I WILLINGLY AGREE TO PARTICIPATE IN THE RESEARCH IT DESCRIBES.
 

_______________________              ___________________________      _____________   
Printed Name of Subject Signature of Subject                Date

CERTIFICATION OF STUDY DOCTOR

I have discussed this clinical research study with the subject using a language that is 
understandable and appropriate. I believe that I have fully informed this subject of the nature 
of this study and its possible benefits and risks and I believe the subject understood this 
explanation.

_______________________              ___________________________      ____________           
Printed Name of Study Doctor Signature of Study Doctor   Date

SIGNATURE OF WITNESS (IF APPLICABLE)

I attest that the information in the Study Summary Document was presented in a language 
preferred by and understandable to the patient.  The patient's questions were interpreted and 
the responses of the person obtaining consent were presented in a language preferred by and 
understandable to the patient.  At the conclusion of the consent process, the patient was asked 
in a language preferred by and understandable to the subject if they understood the 
information in the Study Summary Document as well as any additional information conveyed by 
the person obtaining consent (including responses to the patient's questions) and responded 
affirmatively.

_______________________              ___________________________      _____________   
Printed Name of Witness Signature of Witness                Date

MLH IRB Approved
IRB NUMBER: E-24-5382
IRB APPROVAL DATE: 05/05/2025
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