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RESEARCH PARTICIPANT INFORMED CONSENT AND PRIVACY 
AUTHORIZATION FORM 

 
Protocol Title:   Biobehavioral Pain Management in TMD 
 
Application No.:  NA_00070364 
 
Sponsor:    National Institutes of Health 
 
Principal Investigator: Jennifer Haythornthwaite, Ph.D. 

5510 Nathan Shock Drive 
Suite 100 
Baltimore, MD 21224 
(410) 550-7000 (office) 
(410) 550-0117 (fax) 

   

1. What you should know about this study: 
• You are being asked to join a research study. 
• This consent form explains the research study and your part in the study.   
• Please read it carefully and take as much time as you need.  
• Please ask questions at any time about anything you do not understand.   
• You are a volunteer.  If you join the study, you can change your mind later. You can decide not to 

take part or you can quit at any time. There will be no penalty or loss of benefits if you decide to quit 
the study.   

• During the study, we will tell you if we learn any new information that might affect whether you 
wish to continue to be in the study. 

• Ask your study doctor or the study team to explain any words or information in this informed 
consent that you do not understand. 

• A description of this clinical trial will be available at 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 the Web site at any time. 

• During this study, you will not have access to certain medical information and test results collected 
for study purposes.  If an emergency occurs while you are in the study, medical information needed 
for your treatment can be made available to your study physician and other physicians who treat you.  
When the study is completed, all the information in your medical record will be available to you. 

 
 
 
2. Why is this research being done? 

 
 

 
 
 
 
 
 
                               Patient I.D. Plate 
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This research is being done to look at how possible factors such as sleep disturbance and negative 
thinking about pain contribute to pain in Temporomandibular Joint Disorders or TMJD. This study will 
also examine whether these factors can be changed. 
 
This randomized controlled study is being done to compare three interventions to see which is most 
effective for women with TMJD: 
 1. One intervention focuses on improving your sleep. 
 2. Another intervention focuses on helping you alter unhelpful thoughts related to TMJD and 

3. The third intervention focuses on increasing your knowledge about ways to manage pain from 
TMJD. 

 
Women who are at least 18 years of age, who have been diagnosed with TMJD but are otherwise 

healthy, may join. 
 
How many people will be in this study? 
 
We expect about 300 people will take part in this study. 

 
3. What will happen if you join this study? 

If you agree to be in this study, we will ask you to do the following things: 
 
Visit 1 (at University of Maryland, Baltimore):  
Questionnaires: During your first screening visit, you will be asked to complete several questionnaires 
about your medical and psychiatric history, sleep, and psychological symptoms. 
 
Exam: At this visit, a dentist will conduct a craniofacial examination to classify your TMJD joint pain 
using the Research Diagnostic Criteria for TMJD. 
 
This Visit will take about 2 hours or possibly longer. Depending on the information from the 
questionnaires and dental exam, we will determine whether you are eligible to continue to participate in 
the study. If you continue to be eligible, you will be scheduled for Visit 2. 
 
For the 24 hour period prior to the 2nd visit, you will be asked to not take any pain medication (such as 
ibuprofen) or other substances, such as stimulants (for example caffeine or nicotine), which could alter 
your pain sensitivity. 
 
For the 24 hour period prior to your appointment, please refrain from eating high fat foods. Drinking 
water and eating breakfast the day of the visit is ok and encouraged. After your pain testing session, we 
will provide you with a snack. 
 
Visit 2 (At Johns Hopkins Bayview Medical Campus): 
Urine Sample: We will ask to collect a small sample of your urine, which will be tested to help us find 
out if you are healthy and not taking certain medications and drugs that might influence pain and the 
results of the study. 
 
These urine tests will include a standard “toxicology screen,” which will test for the presence of 
common prescription medications and recreational drugs such as cocaine and marijuana. A urine test 
that is positive for illicit drugs such as cocaine and marijuana will prevent you from participating in the 
study. Your urine sample will also be used for a pregnancy test. This test must be negative for you to be 
able to continue to participate in the study. 
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Questionnaires: During this session, you will fill out some questionnaires about pain and your 
psychological and physical health status. 
 
Blood Draws: At the beginning of the visit, a needle and tube will be inserted into your arm. Then you 
will be asked to rest quietly for 60 minutes. Up to five small samples (3-4 teaspoons) of blood will be 
drawn at specific time intervals throughout your visit: before, during, and following the pain testing 
procedures. The blood samples will be used to see how your stress hormones and immune system 
respond to pain. 
 
Sensory Testing Procedures:  
You will go through several tests (sometimes two tests at the same time) to measure your responses to 
your senses being stimulated by different types of pain including heat, cold, mechanical, and pressure.  
There are multiple procedures but all of them are standardized and designed not to cause harm. 
 
You will be asked to indicate when you feel pain from these procedures and to rate the amount of 
painful sensations you experienced. We will also ask you about your thoughts and feelings regarding the 
pain sensations. The information gathered from these procedures will give information about your 
threshold and tolerance to different types of physical sensations. You may stop any of these procedures 
at any point by telling the experimenter that you wish to stop. 
 
1) One test will produce pain by a device that will be pressed against the skin on different muscle 

groups. This produces pressure, similar to what you would feel if you pressed your finger against 
your skin. You will be asked to indicate when the pain from the pressure reaches certain levels of 
intensity. You may stop these procedures at any time if you desire. 

 
2) Another test will produce pain by a device pressed against the skin on your hands. This device 

produces a sharp pricking sensation, similar to a pin prick, but it should not puncture your skin. 
You will be asked to rate the degree of pain experienced after the application of this device. This 
device will be applied 10 times rapidly (once every second). This test will be repeated several times. 

 
3) Another test will produce pain by a small device that gives off heat. We will put this device on your 

forearm and it will increase in temperature. Some of these temperatures will cause you to experience 
pain and you can stop the procedure at any point if you desire. You will be asked to rate the pain 
produced by different intensities of heat. 

 
4) The fourth test will involve placing your hand in very cold water and leaving it there for as long as 

you can, or until you reach the predetermined time limit. You will be asked to rate the pain that you 
feel from the cold water and you may remove your hand from the water at any time. 

 
At times, you will experience more than one type of pain at the same time. You may stop any of these 
procedures at any point by telling the experimenter that you wish to stop. 
 
In Home Sleep Study:  
Your sleep will be monitored at night in your home with polysomnographic procedures (i.e., a sleep 
study). 
 
Study technicians will fit you with several sensors that will allow the investigators to measure your 
brain’s electrical activity (EEG), your eye movements, your chin muscle activity, and your heart rhythm 
(EKG), in order to determine the quality and quantity of your sleep. Also, sensors will be used to 
measure your breathing patterns and leg movements. 
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Many of the sensors are small metal cups (slightly smaller than a dime) that are held in place on your 
scalp or skin with a small amount of paste and special tape. All of the sensors are attached to thin wires 
that fall loosely under your clothes or down the back of your head. Seven of these sensors will be placed 
on your head, one on your skin near each of your eyes and three under your chin. A sensor will be 
placed under your nose to detect the flow of air as you breathe. One sensor will be placed on your chest 
and each of your lower legs. A sensor will be taped to the surface of one of your fingers to measure the 
amount of oxygen in your blood. 
 
The wires are bundled together and attached to a small recording unit the size of a large cell phone. This 
unit can be worn on your belt or placed beside the bed. 
 
All sensors will be attached in the late evening at Johns Hopkins Bayview Medical Center. This usually 
takes 1-2 hours. You will be trained to operate the sleep recording device. You will be able to move 
about freely while the device is recording. 
 
Study technicians will not be present during the sleep recording period. 
 
You will be asked to push a button when you turn out the lights to go to bed. You will be asked to push 
the button again when you wake up for the day and are no longer trying to sleep. In the morning, when 
you are no longer trying to sleep, you may remove the sensors. 
 
You will be asked to complete a brief questionnaire about your sleep the night before. The technician 
will make arrangements for returning the sleep study equipment. 
 
If the sleep study reveals that you may have a sleep disorder other than insomnia, you will not be 
allowed to participate further in the study. However, your sleep disorder will be discussed with you and 
a proper referral for treatment will be provided. 
 
Diary: You will also be given instructions and a phone number to call an Interactive Voice Response 
System (IVR) to answer automated questions about sleep, pain, mood, daytime symptoms, and negative 
thinking about pain. You will be asked to complete these questions each day and monitor your activity 
levels for 2 weeks following the visit. 
 
Daily Activity: Your activity level will be monitored using a device that looks like a wrist watch. This is 
called actigraphy. We will ask you to wear this device 24 hours per day for 2 weeks following the visit. 
 
Study Intervention (Visits #3-8) (Johns Hopkins Bayview Medical Campus):  
If you meet the eligibility criteria during visits 1 and 2, you will be randomly assigned (by chance, like 
drawing numbers from a hat) to one of three study interventions: 
 
 1. One intervention focuses on improving your sleep. 
 2. Another interventions focuses on helping you alter unhelpful thoughts related to TMJD and 

3. The third intervention focuses on increasing your knowledge about ways to manage pain from 
TMJD. 

 
You have an equal chance of being in each of the 3 interventions. All 3 involve meeting with a 
psychologist over 8 weeks, for a total of 6 visits. All of the intervention sessions will take place at The 
Johns Hopkins Bayview Medical Campus. The first and second sessions may last between 60-90 
minutes. The remaining sessions last about 45-50 minutes. 
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You may also be asked to keep a paper diary, separate from the IVR questions, which include questions 
related to your intervention. 
 
Mid Intervention Assessment (Visit #6) (Johns Hopkins Bayview Medical Campus):  
During the fourth intervention visit, you will be asked to complete the same questionnaires and sensory 
testing procedures as you did in the second visit. This includes one week of the IVR phone calls where 
you answer questions related to TMJD pain, sleep, mood, and daytime symptoms. This also includes 
one week of wearing the actigraph (wrist watch). 
 
Final Intervention Visit Assessment (Visit #8) (Johns Hopkins Bayview Medical Campus):   
During this visit, you will be asked to complete the same questionnaires, sensory testing procedures, and 
sleep study that you completed previously. You will also be asked to complete another in-your-own-
home sleep study for one night. This includes two weeks of automated phone calls where you answer 
questions related to TMJD pain, sleep, mood, and daytime symptoms. This also includes two weeks of 
wearing the actigraph (wrist watch).  
 
Final Assessment (Visit #9) (Johns Hopkins Bayview Medical Campus):  
Three months after completing the study intervention, you will be asked to complete some of the same 
questionnaires as you did at the beginning of the study. This will be done through a phone interview 
with a member of our study team. You will not need to come in to the lab. 
 
Future Research 
We would also like your permission to contact you about other studies that you may be eligible for in 
the future. Please initial on only one line: 
 
___________Yes, you may contact me in the future about other studies related to sleep disturbance. 
 
 
___________No, I do not want you to contact me about other studies. 
 
Optional Genetic Testing:  
You will be asked to give about 1 tablespoon of saliva for genetic testing. If you agree, this sample will 
be taken at the beginning of your second session. Your sample may be stored for future genetic testing 
that will be limited to genes thought to influence pain. The samples will not be used for purposes other 
than research. The results will not be given to you. To protect your confidentiality, all exploratory 
samples will be disguised using labels with a unique bar code number. Only the investigator and 
designated study staff have the key to link the bar code to you. The analysis results will not be linked to 
you. All genetic research information obtained from your samples will be kept strictly confidential. No 
information will be provided to family members, third persons or organizations. 
 
If you decide to withdraw your permission, please contact the study Principal Investigator (Dr. Jennifer 
Haythornthwaite at 410-550-7985). Your saliva sample will then be destroyed. Information already 
collected about you and results of any test already done on your saliva up to the time you withdraw your 
permission will be used. 
 
The Genetic Information Nondiscrimination Act (GINA) may help protect you from health insurance or 
employment discrimination based on genetic information.   
 
The law provides that health insurance companies and group health plans  

• may not ask for genetic information from this research and  
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• may not use genetic information when making decision about eligibility or premiums 
 

The law will not stop health insurance companies from using genetic information to decide whether to 
pay claims. The law also will not help you get other types of insurance (such as: life, disability or long-
term care).  
 
This test is completely voluntary; if you do not wish to provide a saliva sample for the genetic testing, 
you may still continue in the study. Please check the appropriate box: 
 
I give my permission to have my saliva collected and analyzed for genetic testing. 
 
I do not give my permission to have my saliva collected and analyzed for genetic testing 

  
How long will you be in the study? 
You will be in this study for about twenty two weeks if you keep all scheduled appointments. Depending 
on scheduling difficulties you may be in the study for a little longer. 
 

4. What are the risks or discomforts of the study? 
 

Sensory Testing  
There is a small chance that you might experience mild bruising from the pressure pain procedure. 
 
There is a very small chance that the heating device might produce local redness or a mild burn, but the 
risks from the relatively small amount of heat applied to your forearm (up to the 123.5 degrees 
Fahrenheit – about the same temperature as hot water from the tap) are very low. The device and the 
computer program that runs it have safety features to prevent injury. The risks associated with the 
equipment used in these sessions from electrical failure or accidents are less than those associated with 
common household appliances. 
 
There is a slight chance that you may experience a brief indentation in the skin or small bruise from the 
mechanical probe. 
 
There is a very small chance that the pin prick test might pierce your skin. The device is not pointed, but 
it is thin. Any time your skin is pierced, you might experience bleeding or bruising, and in rare cases, 
fainting or infection. 
 
The cold pain procedures may produce discomfort, but the intensities used are not enough to cause 
harm. 
 
Blood Testing 
There is a possibility of minor bruising or skin irritation associated with routine phlebotomy required for 
laboratory blood tests. The risks of drawing blood may also include discomfort, bleeding or in rare 
cases, fainting or infection. 
 
Saliva Samples 
There are no known physical risks from providing samples of saliva. Every effort will be made to 
maintain your privacy and confidentiality with regard to this health-related information. 
 
Questionnaires and IVR/diary questions 
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You may get tired or bored when we are asking you questions or you are completing questionnaires. 
You do not have to answer any question you do not want to answer. 
 
Sleep Studies 
There is a small chance that your skin might become red or irritated where the sensors were placed. If 
you are in public view while hooked up and wired for the sleep study, there is a good chance that others 
may comment about your appearance or that you might feel self-conscious. This might be distressing. 
Also, the wires may be distracting, causing impairments while operating a vehicle. Therefore, we will 
arrange transportation with you before the day of the session. 
 
Actigraphs  
There are no physical risks to wearing a wrist actigraph. 
 
Genetic Testing 
Despite the GINA protections and the best efforts of the research team, there may still be a risk if 
information about you were to become known to people outside of this study.  
 
To prevent this from happening, we will store your saliva and blood in containers that will be labeled 
only with a code number, as well as the date of collection. Information containing identifying 
information will be kept in a separate, locked cabinet. Even with special precautions, there is no absolute 
protection against discrimination on the basis of disease or genetic information. For this reason, the 
investigator will use the results of the genetic testing as research only and not include them in your 
medical record. You will not be told the results, even if there might be some potential benefit to you. 

 
5. Are there risks related to pregnancy? 

 
Women who are pregnant at the beginning of the study are not eligible to take part because pregnancy 
can alter sleep patterns and pain sensitivity. Participants who become pregnant while participating in the 
study may continue, but will not complete any of the sensory testing procedures. 
 

6. Are there benefits to being in the study? 
 
There is no direct benefit to you from being in this study. If you take part in this study, you may help 
others in the future who have TMJD. 

 
7. What are your options if you do not want to be in the study? 

You do not have to join this study.  If you do not join, your care at Johns Hopkins will not be affected. 
 
8. Will it cost you anything to be in this study?  

You will receive a separate Insurance and Research Participant Financial Responsibility Information 
Sheet (Sheet).  
 
This Sheet will give you the following information: 

• The procedures, tests, drugs or devices that are part of this research and that will be paid for by 
the study (no cost to you).   

 
• The procedures, tests, drugs or devices that will be billed to you and/or your health insurer.  If 

you have health insurance, you will be responsible for any co-pays or deductibles not covered by 
your insurance.  
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9. Will you be paid if you join this study? 
 
You will be paid a total of $650.00 if you full complete all 8 visits and the follow-up telephone call. If 
you leave the study early for any reasons, partial payment will be provided as follows: $25.00 for 
completing Visit 1 procedures, $150.00 for completing Visit 2 procedures, $150.00 for completing the 
mid treatment (visit 6) procedures, $175.00 for completing the final treatment (visit 8) procedures, and 
$150.00 for completing the 3 month follow up assessments ($50 for online assessment and phone; 
$100.00 bonus for completion of all phases). 
 
You may be required to provide your Social Security number to be paid.  If your payment for study 
participation exceeds $600 per year, this information must be reported to the Internal Revenue Service. 
 

10. Can you leave the study early? 
• You can agree to be in the study now and change your mind later. 
• If you wish to stop, please tell us right away. 
• Leaving this study early will not stop you from getting regular medical care.  
• If you leave the study early, Johns Hopkins may use or give out your health information that it 

already has if the information is needed for this study or any follow-up activities. 
 
11. Why might we take you out of the study early?  

You may be taken out of the study if: 
• Staying in the study would be harmful. 
• You need treatment not allowed in the study. 
• You fail to follow instructions. 
• You become pregnant. 
• The study is cancelled. 
• There may be other reasons to take you out of the study that we do not know at this time.  
 

If you are taken out of the study early, Johns Hopkins may use or give out your health information that it 
already has if the information is needed for this study or any follow-up activities. 
 

12. How will your privacy be protected? 
Johns Hopkins has rules to protect information about you.  Federal and state laws also protect your 
privacy.   
 
The research team working on the study will collect information about you.  This includes things learned 
from the procedures described in this consent form.  They may also collect other information including 
your name, address, date of birth, and other details. 
 
Generally, only people on the research team will know your identity and that you are in the research 
study.  However, sometimes other people at Johns Hopkins may see or give out your information.  These 
include people who review research studies, their staff, lawyers, or other Johns Hopkins staff. 
 
People outside of Johns Hopkins may need to see your information for this study.  Examples include 
government groups (such as the Food and Drug Administration), safety monitors, other hospitals in the 
study and companies that sponsor the study. 
 
We cannot do this study without your permission to use and give out your information.  You do not have 
to give us this permission.  If you do not, then you may not join this study. 
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We will use and disclose your information only as described in this form and in our Notice of Privacy 
Practices; however, people outside Hopkins who receive your information may not be covered by this 
promise.  We try to make sure that everyone who needs to see your information keeps it confidential – 
but we cannot guarantee this. 
 
The use and disclosure of your information has no time limit. You may cancel your permission to use 
and disclose your information at any time by notifying the Principal Investigator of this study by phone 
or in writing.  If you contact the Principal Investigator by phone, you must follow-up with a written 
request that includes the study number and your contact information.  The Principal Investigator’s name, 
address, phone and fax information are on page one of this consent form.   
 
If you do cancel your permission to use and disclose your information, your part in this study will end 
and no further information about you will be collected. Your cancellation would not affect information 
already collected in the study. 
 

13. Will the study require any of your other health care providers to share your health 
information with the researchers of this study? 
 
As a part of this study, the researchers may ask to see your health care records from your other health 
care providers.  We will ask these other health care providers to give us information, such as x-rays 
about your health status or your health care involving your TMJD diagnosis and treatment. You will be 
asked to give us a list of other health care providers that you use. 

 
14. What if there is a Certificate of Confidentiality for this study?  

 
The National Institutes of Health (NIH) has given us a Certificate of Confidentiality for this study.  This 
Certificate adds special protection for research information that identifies you and allows us, in some 
circumstances, to refuse to give out information that could identify you as a research subject without 
your consent, when such information is sought in a federal, state, or local court or public agency action. 
Still, we may disclose identifying information about you if, for example, you need medical help. 
 
We may also disclose identifiable information about you as described in Section 12 of this form or in 
other cases. For example, the government may see your information if it audits us, and the research team 
will voluntarily comply with Maryland disclosure laws and will tell the local or state authorities: 
 
 if they suspect abuse or neglect of a child or dependent adult; 
 if certain diseases are present; and 
 if the team learns that you plan to harm someone. In this case, the team also may warn the person 

who is at risk. 
 

This Certificate does not mean the government approves or disapproves of this research project. 
 

15. What treatment costs will be paid if you are injured in this study?  
 
Johns Hopkins does not have a program to pay you if you are hurt or have other bad results from being 
in the study.  However, medical care at Johns Hopkins is open to you as it is to all sick or injured people.   
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• If you have health insurance:  The costs for any treatment or hospital care you receive as the result of 
a study-related injury will be billed to your health insurer. Any costs that are not paid for by your 
health insurer will be billed to you.  

 
• If you do not have health insurance:  You will be billed for the costs of any treatment or hospital care 

you receive as the result of a study-related injury. 
 
 By signing this form you will not give up any rights you have to seek compensation for injury.  

 

16. What other things should you know about this research study? 
a. What is the Institutional Review Board (IRB) and how does it protect you?  

The Johns Hopkins Medicine IRB is made up of: 
• Doctors 
• Nurses 
• Ethicists 
• Non-scientists 
• and people from the local community.  
The IRB reviews human research studies. It protects the rights and welfare of the people taking part 
in those studies.  You may contact the IRB if you have questions about your rights as a participant or 
if you think you have not been treated fairly.  The IRB office number is 410-955-3008. You may 
also call this number for other questions, concerns or complaints about the research.  

 
b. What do you do if you have questions about the study?    

Call the principal investigator, Dr. Haythornthwaite at (410)-550-7985. If you wish, you may contact 
the principal investigator by letter or by fax.  The address and fax number are on page one of this 
consent form. If you cannot reach the principal investigator or wish to talk to someone else, call the 
IRB office at 410-955-3008.   

 
c. What should you do if you are injured or ill as a result of being in this study?  

If you think you are injured or ill because of this study, call the principal investigator of the study, 
Dr. Jennifer Haythornthwaite, at 410-550-7985. If you have an urgent medical problem related to 
your taking part in this study, call Dr. Charlene Gamaldo at 410-550-3362. 

 
d. What happens to Data, Tissue, Blood and Specimens that are collected in the study?  

Scientists at Johns Hopkins work to find the causes and cures of disease. The data, tissue, blood and 
specimens collected from you during this study are important to both this study and to future 
research. 
If you join this study: 
• You will not own the data, or the tissue, blood, or other specimens given by you to the 

investigators for this research. 
• Both Johns Hopkins and any sponsor of this research may study your data and the tissue, blood 

or other specimens collected from you. 
• If data, tissue, blood, or other specimens are in a form that identifies you, Johns Hopkins may 

use them for future research only with your consent or IRB approval. 
• If data, tissue, blood or other specimens are in a form that we believe does not identify you, they 

may be shared with other academic medical centers, non-profit organizations, corporate sponsors 
and other commercial companies without your consent or IRB approval.  

• You will not own any product or idea created by the researchers working on this study. 
• You will not receive any financial benefit from the creation, use or sale of such a product or idea. 
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e. What are the Organizations that are part of Johns Hopkins?  
Johns Hopkins includes the following:  
• The Johns Hopkins University 
• The Johns Hopkins Hospital 
• Johns Hopkins Bayview Medical Center 
• Howard County General Hospital 
• Johns Hopkins Community Physicians.  
• Suburban Hospital 
• Sibley Memorial Hospital 
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17. What does your signature on this consent form mean? 
 Your signature on this form means that: 

• you understand the information given to you in this form  
• you accept the provisions in the form 
• you agree to join the study  

 You will not give up any legal rights by signing this consent form.  
 

WE WILL GIVE YOU A COPY OF THIS SIGNED AND DATED CONSENT FORM 

 
__________________________________________________________________________________________________________________________ 
Signature of Participant                                                                                                                                             Date/Time  
 
_________________________________________________________________________________________ 
Signature of Person Obtaining Consent                                                                                                                    Date/Time 
 
  
 
NOTE: A COPY OF THE SIGNED, DATED CONSENT FORM MUST BE KEPT BY THE PRINCIPAL 
INVESTIGATOR; A COPY MUST BE GIVEN TO THE PARTICIPANT; AND, IF APPROPRIATE A COPY OF 
THE CONSENT FORM MUST BE PLACED IN THE PARTICIPANT’S MEDICAL RECORD.  
 
ONLY CONSENT FORMS THAT INCLUDE THE JOHNS HOPKINS MEDICINE LOGO CAN BE USED TO 
OBTAIN THE CONSENT OF RESEARCH PARTICIPANTS.  IF THIS CONSENT FORM DOES NOT HAVE A 
JOHNS HOPKINS MEDICINE LOGO, DO NOT USE IT TO OBTAIN THE CONSENT OF RESEARCH 
PARTICIPANTS. 
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