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TITLE: A Clinical Investigation Evaluating Efficacy of a Full-Thickness 

Placental Allograft (Revita®) in Lumbar Microdiscectomy 

Outcomes 

 
PROTOCOL NO.: REVITA 2018  
 WIRB® Protocol #20180509 

 
SPONSOR: StimLabs 

 
INVESTIGATOR: Thomas J. Morrison III, MD 

 1150 E Hammond Drive 

 Suite 400 

 Atlanta, Georgia 30328 

 United States 

 
STUDY RELATED 
PHONE NUMBER(S): Thomas J. Morrison III, MD 
 404-256-2633 (24 hours) 
 

INTRODUCTION 
Your doctor has determined that you are a good candidate to undergo a lumbar 
microdiscectomy for treatment of your spine condition. He is currently participating in a 
research study following patients that undergo the procedure that you will be having on your 
back. This study is designed to follow your progress after surgery. You are being invited to take 
part in this research study. Your participation in this study is entirely voluntary. If you choose 
not to be in this study, there will be no change in the standard care which you are entitled to 
receive. If you decide to participate in this study, you may leave the study at any time without 
any penalty. 
 
This consent form tells you about the study. This consent form may contain words that you do 
not understand. Your clinician will go over this form with you and answer any questions or 
concerns you may have regarding this study. Please ask the doctor or study staff to explain 
anything you do not understand. You may take home a copy of this form to discuss with family 
or friends before you decide whether or not to take part in this study.  
 
You need to understand the risks and benefits that come with being in this study before you 
sign this form. This process is known as informed consent. It is important that the study 
participant’s informed consent be obtained and properly documented before a participant is 
enrolled in a study. Once you understand everything in this form, and if you decide to 
participate in the study, you will be asked to sign and date this form. You will get a copy of the 
signed form to take with you. 
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WHY IS THIS STUDY BEING DONE? 
Lumbar microdiscectomy surgery is a microscopic procedure performed to trim the disc and/or 
clean out herniated disc material that is pressing on nerves in the low back.  
 
In this study, we will be evaluating how well patients do after surgery (pain and function). We 
will be splitting participants into 2 groups: one group will have a microdiscectomy with 
placental allograft, and the other group will have a microdiscectomy without the placental 
allograft. The placental allograft that we will be using is called Revita. Revita is a dehydrated 
human placental tissue that is intended to act as a barrier membrane. 
 
You will be randomly assigned to one of these groups. You will have a 50-50 chance of being 
assigned to either group. If you are assigned to receive a placental allograft, you will have the 
microdiscectomy surgery deemed necessary by your neurosurgeon. After your microdiscectomy 
is performed, the surgeon will apply the placental membrane to the annulus, which is the 
covering around the disc that has been operated on. 
 
This is a blind study, by entering this study, you will not know if you received the placental 
allograft along with your microdiscectomy. This will help us know that your opinion of your 
progress is not influenced by knowledge of the placental allograft.  
 
The purpose of this study is to determine whether the placental allograft has measurable 
benefits for patients who have undergone microdiscectomy surgery. The patients who do not 
have a placental allograft will serve as our control group, providing a baseline for how patients 
normally do after surgery. We will be focusing on back and leg pain post-operatively, as well as 
the rate at which patients reherniate post-operatively, if at all.  
 
OTHER PEOPLE IN THIS STUDY 
This study is open to both male and female participants who are fluent in English. Participants 
will be patients between 18-70 years old who are scheduled for this elective surgery as 
described above. Everyone involved in this study will have had low back and leg pain for at least 
6 months prior to surgery. If you agree to participate in this study, you will be one of 
approximately 120 participants, and this study is unique to our practice. 
 
WHAT HAPPENS IF I JOIN THIS STUDY? 
Duration of the Study 
If you agree to participate in this study, your involvement will last approximately 24 months. 
Your participation in this study will begin on the day you sign this Informed Consent Form 
agreeing to participate in the study and will be completed 24 months from the time you have 
your surgery.  
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What am I being asked to do?  
After you have signed, dated and received a copy of this Informed Consent Form, you will be 
enrolled in this study. You will then be asked to fill out questionnaires that evaluate your pain 
levels as well as your general well-being. This will be your screening or baseline visit, which will 
help us gather information about your condition before you have your surgery.  
 
In addition to the screening/baseline visit, information about you will also be collected during 
and after your planned surgery. You will be required to respond to short questionnaires for 
follow-up data collection at 1 month, 2 months, 3 months, 6 months, 12 and 24 months after 
surgery. At each study visit, you will be asked to complete the same questionnaires that will 
give us information about your general health, symptoms related to your back condition, and 
how your back condition is affecting your everyday life. You will complete the questionnaires at 
all visits. It will take approximately 20 minutes to complete the questionnaires. Your physician 
also will fill out a questionnaire about your progress. 
 

WHAT ARE THE POSSIBLE DISCOMFORTS OR RISKS? 
Routine Care-Related Surgical Risks 
Routine care is how most people with your disease or condition are surgically treated. You will 
have these risks of surgery whether you take part in this study or not. A surgical consent form 
administered by your doctor explains the risks of the lumbar microdiscectomy surgery. 
Although the Sponsor has employed stringent donor screening measures and laboratory testing 
to prevent adverse patient reactions. Testing was performed by a laboratory registered with 
FDA to perform testing on human specimens. Potential adverse reactions that may occur are 
consistent with any grafting procedure and include, but are not limited to, wound site infection, 
skin reaction, or transmission of communicable disease. 
 

Pregnancy/Childbearing Potential 
If you are a female and plan to become pregnant within the next 2 years, currently pregnant or 
breast-feeding, you must not take part in this study. If you decide to take part in the study and 
think you have become pregnant, tell your study doctor. The doctor will ask to follow your 
pregnancy to its outcome. 
 

WHAT IF THERE IS NEW INFORMATION? 
You will be told about any new information that might change your decision to be in this study.  
 

WHAT ARE THE POSSIBLE BENEFITS OF THE STUDY? 
It is possible the placental allograft could reduce the risk of reherniation post-operatively, as 
well as reduce scar tissue. The reduction of scar tissue, in turn, may improve back and leg pain 
post-operatively when compared with microdiscectomy surgery without the placental allograft. 
However, this cannot be guaranteed. Your participation in this study may benefit the 
community and doctors by providing increased knowledge and information about the 
treatment of your disease.  
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ARE THERE OTHER TREATMENTS? 
If you decide not to participate in this clinical study you still can have your planned procedure 
or choose from other treatments, both non-surgical and surgical, that may be available to you. 
If you do not participate in this study, it will not affect your surgery or your care.  
 
WHO IS PAYING FOR THE STUDY? 
This research is being paid for by StimLabs, the manufacturer of the placental allograft 
potentially being used in conjunction with your microdiscectomy surgery. 
 
WILL I BE PAID FOR BEING IN THE STUDY? 
You will not receive compensation for your participation in this study.  
 
WILL I HAVE TO PAY ANYTHING TO BE IN THE STUDY? 
All procedures and visits are standard of care relating to your lumbar microdiscectomy. 
Therefore, you, or your insurance, are responsible for these costs.  
 
IS MY PARTICIPATION VOLUNTARY? 
Yes. You have the right to choose to be in the study and the right to leave the study at any time. 
If you choose not to be in this study or to leave the study, there will be no change in the 
standard care which you are entitled to receive, and there will be no penalty or loss of benefits.  
 
WHAT HAPPENS IF I AM INJURED DURING THE STUDY? 
If you should suffer an injury as a result of a procedure performed under this research study, 
you should immediately contact the study doctor listed on the first page of this form. Necessary 
medical care will be provided to you.  
 
The costs of this medical care will be billed to your insurance company in the usual manner. In 
the event that your insurance company does not pay for these costs, or you do not have health 
insurance, the costs of injury treatment will be billed directly to you. If you have concerns about 
this, you should discuss these concerns with the study doctor.  There are no plans to provide 
you with other payments or compensation for or related to your injury.  
 
WHO DO I CALL IF I HAVE QUESTIONS? 
Contact information for the investigator in charge of this study is available on the first page of 
this consent form. If you need more information about this study before you decide whether to 
take part or have questions, concerns, complaints, or a research related problem while you are 
in the study, you can contact the Investigator Thomas J. Morrison III, MD at 404-256-2633 (24 
hours). 
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This study has also been reviewed by an Institutional Review Board (IRB).  If you have any 
questions about the consent process, the rights of research subjects or concerns or complaints 
about being in this study, and want to talk to someone other than the investigator please 
contact: 
  
 Western Institutional Review Board® (WIRB®) 
 1019 39th Avenue SE Suite 120 
 Puyallup, Washington  98374-2115 
 Telephone:  1-800-562-4789 or 360-252-2500 
 E-mail: Help@wirb.com 
 
WIRB is a group of people who perform independent review of research. 
 
WIRB will not be able to answer some study-specific questions, such as questions about 
appointment times.  However, you may contact WIRB if the research staff cannot be reached or 
if you wish to talk to someone other than the research staff.  
 
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. 
 
WHO WILL SEE MY MEDICAL INFORMATION? 
Your medical and hospital records are private. The privacy law known as HIPAA says 
information in your medical and hospital records about your health and healthcare and identify 
you is Protected Health Information (PHI).  You do not have to agree to the use and disclosure 
of your information, however, if you do not, you cannot participate in this research. 
 
All efforts will be taken to ensure the privacy of your information, such as de-identification of 
medical records. Information from your medical records and research record will be used and 
disclosed for this research.  Information may be used and disclosed by the study doctor and his 
research staff.  Records that identify you and the consent form signed by you may be disclosed 
to, and looked at by others.   
 
They are: 

• Federal offices such as the Food and Drug Administration (FDA)  

• Designees from the Institutional Review Board 

• The study doctor and his/her team of researchers 

• Northside Hospital 

• StimLabs, or it’s designee, will only have access to anonymous responses to 
questionnaires 
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Your information may no longer be protected by the HIPAA rules after being provided to some 
of these groups.  
 
We might talk about this research study at meetings. We might also print the results of this 
research study in relevant journals. But we will always keep the names of the research subjects, 
like you, private. Your authorization to give out your PHI for the purposes identified above will 

not expire, but you may cancel this authorization at any time, by asking the Investigator in 
writing. 
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AGREEMENT TO CONSENT 
Subject’s Statement 
I have read the description of the research study. I also have had the opportunity to ask 
questions and discuss them with the Investigator. All of my questions have been answered. I 
understand that being in this study is voluntary. I believe I know enough about the purpose, 
methods, risks, and possible benefits of the study to judge that I want to be in it. I know that I 
can call the Investigator if I have any questions, side effects, or want to withdraw.  
 
I voluntarily give my consent to participate in the study. I agree to and authorize the use and 
communication of my confidential medical records and protected health information as 
described in the consent form. I will get a copy of the signed form to take with me. 
 
 

    
Subject’s Signature Date (DD-MMM-YYYY) 
 
 
  

Subject’s Name (Print) 
 
 
    
Signature of witness or person conducting  Date (DD-MMM-YYYY) 
informed consent 
 
Statement of Person Obtaining Informed Consent 
I have fully explained this research study to the Subject. In the Subject’s and in my judgment, 
there was sufficient access to information, including information related to risks and benefits, 
to make an informed decision. 
 

 
    
Signature of Person Obtaining Consent Date (DD-MMM-YYYY) 
 

 
  

Name (Print) and Title 


