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INFORMED CONSENT FORM TO TAKE PART IN RESEARCH 
PAIN (short for Postoperative Analgesia INvestigation) 

HSC-MS-13-0620 

You are invited to take part in a randomized controlled comparative study on postoperative pain control using 
bupivacaine extended-release liposomal injection.  The short name for this study is PAIN (short for Postoperative 
Analgesia INvestigation), conducted by Dr. Kristofer Charlton-Ouw, MD, from the Department of Cardiothoracic and 
Vascular Surgery of the University of Texas Health Science Center. For this research project, he will be called the 
Principal Investigator or PI. 

Your decision to take part is voluntary. You may refuse to take part or choose to stop from taking part, at any time. A 
decision not to take part or to stop being a part of the research project will not change the services available to you from 
Memorial Hermann Hospital – Texas Medical Center or your attending physician in any way. 

You may refuse to answer any questions asked or written on any forms. This research project has been reviewed by the 
Committee for the Protection of Human Subjects (CPHS) of the University of Texas Health Science Center at Houston as 
HSC-MS-13-0620. 

The purpose of this study is to see how well the drug, Exparel®, controls postoperative pain on patients who undergo 
surgery on their abdomen (laparotomy, thoracotomy, sternotomy or mini- thoracotomy, incisions).  Exparel® is an FDA 
(Food and Drug Administration) approved local anesthetic that contains the drug Bupivacaine, which is placed within fat 
vesicles called liposomes for a slower release into the body. This slow release, according to recent published articles, 
gives satisfactory postoperative pain control for up to 72 hours and reduces the need for post-operative narcotic usage.  

This is a local study. The study will enroll a total of 330 people. 

If you agree and are able to take part in this study you will undergo the following procedures in addition to standard 
procedures related to your medical condition and surgical treatment: 

 During your preoperative evaluation, your baseline pain level will be assessed using a Numeric Pain Scale (an
eleven number scale from 0, being no pain, to 10, being the worst pain you have ever experienced). You will also
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complete a short questionnaire form called BPI (Brief Pain Inventory) that will assess, using also numeric scales, if 
and how much pain is affecting your life. 

 Your preoperative preparation will also include the standard care that patients that are not in the study receive.
This will be discussed with your treating physician and/or his team.

 Towards the end of your surgery, right before closing the skin, the surgeon will inject 80 ml, which is about 3
tablespoons, of only one of the following:

o the long acting drug Exparel® (bupivacaine) or
o Bupiavacine hydrochloride (a shorter acting version of the generic drug of Exparel)

You will be placed into one of the groups above before your surgery.  This will be done randomly, a process similar to 
flipping a coin. The surgeon will inject the study drug locally where your surgical wound was made using a syringe and 
needle. This injection will occur towards the end of your procedure. 

 After your procedure you will be asked to answer short questionnaires regarding your pain level. These
questionnaires should be answered at specific moments of your postoperative care and are listed below.

These are the questionnaires that you will answer by enrolling the study.  Keep in mind that all pain monitoring 
procedures and questionnaires listed here are in addition to the standard treatment for your surgery that will be 
discussed directly by your treating clinical team: 

(Here, POD refers to the post-operative day) 

As stated before, if you agree to take part in this study you will be randomized (similar to flipping a coin) to receive 
either the drug Exparel® or the generic drug (Bupivacaine hydrochloride).  Although some studies have shown Exparel® 
to reduce postoperative pain in some types of surgery, it is not sure whether the drug will be of any benefit in your 
surgery.  For this reason, some study participants must receive a comparison drug.  This will allow a careful comparison 
to study the benefits and side effects of the investigational drug.  There is a chance of 50% (1 in 2) that you will receive 
Exparel® and a 50% chance that you will receive bupivacaine hydrochloride.  You will not know if you are receiving 
Exparel® or bupivacaine hydrochloride until the end of the study.  This is part of the study design to make the results 
more reliable.  

The total amount of time you will take part in this research study is 3 days after your surgery. As stated in the table 
above, during this time we will closely monitor your post-operative pain levels, and will ask questions using the numeric 
scale (0 to 10) to measure your pain level . This will be done daily at around 9 a.m. (± 3 hours) beginning on post-
operative day (POD) 1 or the 1st, 2nd and 3rd day after your surgery. At the same time, you will also be asked to answer 

TIME COMMITMENT 

Questionnaires
Before 
Surgery

9 a.m. 
(± 3 hrs) 
POD 1

9 a.m. 
(± 3 hrs) 
POD 2

9 a.m. 
(± 3 hrs) 
POD 3

Brief Pain 
Inventory    

Numeric Pain 
Scale    

5 Points 
Satisfaction 

Survey   
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the Brief Pain Inventory (BPI) once before the surgery and then again daily at around 9 a.m. (± 3 hours) along with the 
numeric pain scale (NPS)  assessment beginning on the 1st day after surgery till the 3rd day after your surgery. Finally you 
will also be asked about your satisfaction regarding pain management. This will be done using a scale from 1 being 
extremely dissatisfied to 5 being extremely satisfied, and it will also be asked at the same time as NPS and BPI are 
recorded after your surgery. After your 3rd day follow-up your active enrollment with the study is terminated since no 
further study related questions will be asked by the research team. This termination is strictly regarding the study, and 
does not interfere in any way with your patient-physician relationship. In addition, a passive follow-up for safety will be 
performed that will involve review of your electronic medical records for complications or any readmissions at around 
30 days after your surgery. 

It is possible that you receive no direct benefit from the study. However, you may experience a reduction in 
postoperative pain. 

This study is based on the evaluation of an FDA-approved drug.  However, participants are still at risk for developing 
unwanted effects from Exparel® (liposomal bupivacaine) or bupivacaine hydrochloride. Remember that Exparel® is the 
drug bupivacaine in a different formula, called liposomal suspension. 

Most adverse effects are nausea, constipation and vomiting. Although very unlikely, injection of high doses of 
bupivacaine can be damaging to the heart causing a drop in blood pressure and heart rate, arrhythmias and/or cardiac 
arrest. Other unlikely adverse effects include symptoms of central nervous system excitation (nervousness, tingling 
around the mouth, tinnitus, tremor, dizziness, blurred vision, seizures) or depression (such as drowsiness, loss of 
consciousness and respiratory depression). The study drugs may include additional risks that are unknown at this time. 

You will be treated to the best of the doctor’s ability, even if that will lead to your withdrawal from the study. In addition, 
there is risk of an unintentional disclosure of personal health information.   You may get tired when we are asking you 
questions or you are completing questionnaires. You are not obliged to answer any question you do not wish to answer. 

Nursing Mothers 

Bupivacaine (the drug in Exparel® and bupivacaine hydrochloride) has been reported to be excreted to some extent in 
human milk, suggesting that the nursing infant could be theoretically exposed to a dose of the drug. Because of the 
potential for serious adverse reactions in nursing infants from bupivacaine, a decision should be made whether to 
discontinue nursing or not administer Exparel®/bupivacaine hydrochloride. 

Female 

Being part of this study while pregnant may expose the unborn child to significant risks.  Therefore, pregnant women 
will be excluded from the study.  If you are a women able to become pregnant, a blood/urine pregnancy test will be 
done (using 1 teaspoon of blood drawn from a vein by needle-stick or a urine sample), and it must be negative before 
you can continue in this study. The research drug may hurt an embryo or fetus in ways we do not currently know. 

BENEFITS 

RISKS AND/OR DISCOMFORTS 
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The only alternative is not to take part in this study. 

Your decision to take part is voluntary. You may decide to stop taking part in the study at any time. A decision not to 
take part or to stop being a part of the research project will not change the services available to you from the 
Department of Cardiothoracic and Vascular Surgery of the University of Texas Health Science Center or Memorial 
Hermann Hospital – Texas Medical Center. 

Also, there may be instances where the Principal Investigator may withdraw you from the research study. They include: 
if you receive any pain control medication (analgesics) other than narcotics; if you remain intubated for more than 24 
hours after surgery or if there are problems of any nature for you to communicate pain or answer the questionnaires. In 
the case of unexpected/unpredicted events, Dr. Charlton-Ouw and his research staff will analyze if you can remain in the 
study.  

Even in the case you are withdrawn from the study some information that has already been collected may be used in the 
study results unless you state otherwise.  

If you suffer any injury as a result of taking part in this research study, please understand that nothing has been 
arranged to provide free treatment of the injury or any other type of payment. However, all needed facilities, 
emergency treatment and professional services will be available to you, just as they are to the community in general. 
You should report any injury to Dr. Kristofer Charlton-Ouw at (713) 486-5100 and to the Committee for the Protection of 
Human Subjects at (713) 500-7943. You will not give up any of your legal rights by signing this consent form. 

If you decide to take part in this research study, there will be no additional costs. You will not be paid for taking part in 
this study. 

If you receive a bill that you believe is not accurate, please contact Dr. Kristofer Charlton-Ouw, or the research staff at 
713-486-5100 with any questions.

You will not be personally identified in any reports or publications that may result from this study. Any personal 
information about you that is gathered during this study will remain confidential to every extent of the law. A special 
number (code) will be used to identify you in the study and only the investigator will know your name. There is a 
separate section in this consent form that you will be asked to sign, which details the use and disclosure of your 
protected health information. 

ALTERNATIVES 

STUDY WITHDRAWAL 

IN CASE OF INJURY 

COSTS, REIMBURSEMENT AND COMPENSATION 

e included:

CONFIDENTIALITY 
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A description of this clinical trial is 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.  

If you have questions at any time about this research study, please feel free to contact Dr. Charlton-Ouw or Samuel 
Leake 713-486-5120 as they will be glad to answer your questions. You can contact the study team to discuss problems, 
voice concerns, obtain information, and offer input in addition to asking questions about the research. 

NAME OF SUBJECT: ______________________________ DATE OF BIRTH ___________________ 

Study Title: PAIN (Postoperative Analgesia INvestigation), HSC-MS-13-0620 

Principal Investigator: Kristofer Charlton-Ouw, MD 

If you sign this document, you give permission to The University of Texas Health Science Center at Houston AND/OR 
Memorial Hermann Healthcare System to use or disclose (release) your health information that identifies you for the 
research study named above.   

The health information that we may use or disclose (release) for this research includes your complete medical record.  
Any information that is disclosed will be de-identified except for treatment dates. 

The health information listed above may be used by and/or disclosed (released) to researchers and their staff.  The 
researchers may disclose information to employees at The University of Texas Health Science Center at Houston 
AND/OR Memorial Hermann Healthcare System for the purposes of verifying research records.  

The University of Texas Health Science Center at Houston AND/OR Memorial Hermann Healthcare System is required by 
law to protect your health information. By signing this document, you authorize The University of Texas Health Science 
Center at Houston AND/OR Memorial Hermann Healthcare System to use and/or disclose (release) your health 
information for this research. Those persons who receive your health information may not be required by Federal 
privacy laws (such as the Privacy Rule) to protect it and may share your information with others without your 
permission, if permitted by laws governing them.  

If all information that does or can identify you is removed from your health information, the remaining information will 
no longer be subject to this authorization and may be used or disclosed for other purposes. No publication or public 
presentation about the research described above will reveal your identity without another authorization from you. 

Please note that health information used and disclosed may include information relating to HIV infection; treatment for 
or history of drug or alcohol abuse; or mental or behavioral health or psychiatric care.  In case of an adverse event 

QUESTIONS 

Authorization for the Use and Disclosure of Protected Health Information for Research

University of Texas Health Science Center at Houston and/or Memorial Hermann Healthcare System (MHHS)
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related to or resulting from taking part in this study, you give permission to the researchers involved in this research to 
access test, treatment and outcome information related to the adverse event from the treating facility.  

Please note that you do not have to sign this Authorization, but if you do not, you may not participate in this research 
study. University of Texas Health Science Center AND/OR Memorial Hermann Healthcare System may not withhold 
treatment or refuse treating you if you do not sign this Authorization.  

You may change your mind and revoke (take back) this Authorization at any time. Even if you revoke this Authorization, 
researchers may still use or disclose health information they already have obtained about you as necessary to maintain 
the integrity or reliability of the current research. To revoke this Authorization, you must write to:  

Dr.  Kristopher Charlton-Ouw 
The University of Texas Health Science Center at Houston 
6400 Fannin St., Suite 2850, Houston, TX, 77030 
Phone: 713-486-5100 
Fax: 713-512-7200 

Privacy Officer 
Memorial Hermann Healthcare System 
909 Frostwood 
Houston, Texas 77024  
Fax: 713-338-4542 

This Authorization will expire 5 years after the end of the study. 

Sign below only if you understand the information given to you about the research and choose to take part. Make sure 
that any questions have been answered and that you understand the study. If you have any questions or concerns about 
your rights as a research subject, call the Committee for the Protection of Human Subjects at (713) 500-7943. You may 
also call the Committee if you wish to discuss problems, concerns, and questions; obtain information about the 
research; and offer input about current or past participation in a research study. If you decide to take part in this 
research study, a copy of this signed consent form will be given to you. 

_______________________________________________________ 

Printed Name of Subject or Legally Authorized Representative 

________________________________________________ __________    _________________ 

Signature of Subject or Legally Authorized Representative     Date   Time  

_______________________________________________________ 

Printed Name of Person Obtaining Informed Consent  

________________________________________________ __________   _________________ 

Signature of Person Obtaining Informed Consent        Date  Time  

CPHS STATEMENT: This study (HSC-MS-13-0620) has been reviewed by the Committee for the Protection of Human 
Subjects (CPHS) of the University of Texas Health Science Center at Houston. For any questions about research subject's 
rights, or to report a research-related injury, call the CPHS at (713) 500-7943. 
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