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	Protocol Title: Constraints and Strategies in Speech Production

	

	Principal Investigator: Frank H. Guenther, Ph.D.

	

	Site Principal Investigator: 

	

	Description of Subject Population: Normal volunteers

	


PURPOSE

We would like permission to enroll you as a participant in a research study.  The purpose of the study is to learn about the brain processes involved in speech.  You have been asked to participate because you are a healthy individual with presumably normal brain function.  Approximately 34 people will participate in this study, which is being sponsored by the National Institutes of Health. 

STUDY CONTACTS

The Principle Investigator is Frank H Guenther, Ph.D., who can be reached at (617) 353-5765. The Co-Principal Investigator is Joseph S. Perkell, Ph.D., D.M.D., who can be reached at (617) 253-3223.

PROCEDURES

During this study, images of your brain will be taken using Magnetic Resonance Imaging (MRI).  You will lie on a table and your upper body will be placed in a horizontal cylinder that is inside a large magnet.   You will be asked to lie still during imaging.  In order to help immobilize your head, foam pillows will be placed under and around your head.  You may wear insert headphones with foam earpieces that are molded to fit inside your ear canals; in this case, you will hear your own speech and our instructions to you through the headphones. Your experiment may include the interruption of closing movements of your jaw by inflation of a small thick-walled balloon that will be held in place between your teeth.  The balloon is connected by plastic tubing to a small computer-controlled air-pressure generating cylinder. When the balloon is inflated it is about 1/2 inch in diameter.  Inflation of the balloon will cause no harm to your lips, teeth or tongue. If your experiment involves one of these devices, you will be notified of this by the experimenter before the experiment. These devices will pose no known risks to your health.  Before the scanning session, you may be asked to perform a short experimental session involving sitting at a computer and responding to prompts displayed on the computer screen.  For example, you may be asked to complete a partial word that is presented on the screen by typing in the rest of the word, or you may be asked to pronounce a word.  If you participate in this part of the experiment, you will be paid $10/hour for a session that will last approximately 1 hour.

Conventional anatomical scans will be obtained during the first 15 minutes of the procedure, during which you will lie still in the magnet.  After this, high-speed functional images will be obtained.  During this time, you will be asked to produce speech utterances as displayed on a computer monitor.  

You may be asked to respond by moving your hands or pressing a button.  Finally, additional conventional images will be acquired to assist in aligning the functional information with the pictures of the brain's anatomy.  The entire imaging session will last approximately 2 hours in addition to any testing done prior to scanning.  You may be asked to return for additional scans at a future date.  

You will receive $100 as remuneration for participation in this study plus $10/hour for any testing done immediately prior to scanning.

COSTS

No charges will be billed to you or to your insurance company for this study.

RISKS AND DISCOMFORTS

There are no known or foreseeable risks or side effects associated with conventional MRI procedures except to those people who have electrically, magnetically or mechanically activated implants (such as cardiac pacemakers) or to those who have clips on blood vessels in their brain.  There are no known additional risks associated with high-speed MRI.  Both the conventional and the high speed MRI systems have been approved by the FDA and will be operated within the operating parameters reviewed and accepted by the FDA.  

A magnetic resonance scan is not uncomfortable.  You will lie on a table that slides into a horizontal cylinder that is only slightly wider than your body.  You will be asked to lie still, but you will easily be able to hear and speak to the research staff.  The MR scanner makes loud knocking or beeping sounds during imaging; earplugs or head phones will be provided to help reduce this noise.  There should not be any significant discomfort during this procedure.  If you notice any discomfort you should notify the investigators as soon as possible.  If the discomfort cannot be alleviated, the scanning session will be terminated.  The MRI can be stopped at any time at your request.  If you are prone to claustrophobia (fear of enclosed spaces) you should notify the researcher in charge of the scan.  If you are or might be pregnant, it is recommended that you do not participate in this MRI study.

The MRI scan being done is designed to answer research questions, not examine your brain medically. This MRI scan is not a substitute for one a doctor would order. It may not show problems that would be picked up by a medical MRI scan.  However, if we believe that we have found a medical problem in your MRI scan, we will ask a doctor who is trained in the reading of MRI scans, a radiologist, to help us review the scan.  If the radiologist thinks that there may be an abnormality in your MRI scan, we will contact you and will help you get medical follow-up for the problem.  If you have a primary care doctor, we can contact your doctor, with your permission, and help him or her get the right follow-up for you.  No information generated in this study will become part of a hospital record routinely.   However, if the study detects an abnormality in your MRI scan, then this information may become part of the MGH hospital record.  It is possible that you could be unnecessarily worried if a problem were suspected, but not actually found.

BENEFITS

This study may not directly benefit you.  The greater benefit will be for others if the new information we obtain  results in a better understanding of how we produce and perceive speech.

ALTERNATIVES

The alternative is not to participate in this research study.  If you choose not to participate, your medical treatment at this hospital will be unaffected.  

PRIVACY AND CONFIDENTIALITY

Federal law requires Partners HealthCare System, Inc. and its affiliated hospitals, researchers, health care providers, and physician network to protect the privacy of information that identifies you and relates to your past, present, and future physical and mental health and conditions (“protected health information”).  If you enroll in the research described in this consent form, your “protected health information” will be used and shared with others as explained below.

1. What protected health information about me will be used or shared with others during this research?

·  FORMCHECKBOX 
 Existing medical records.

·  FORMCHECKBOX 
 New health information created from study-related tests, procedures, visits, and/or questionnaires.

2. Why will protected health information about me be used or shared with others?

· The main reasons include:
· to conduct and oversee the research described earlier in this form;
· to ensure the research meets legal, institutional, and accreditation requirements; and 
· to conduct public health activities (including reporting of adverse events or situations where you or others may be at risk of harm).  
· Other reasons may include for treatment, payment, or health care operations.  For example, some medical information produced by this study may become part of your hospital medical record because the information may be necessary for your medical care.  (You will also be given the Partners’ Notice for Use and Sharing of Protected Health Information which provides more information about how Partners and its affiliates use and share protected health information.)

3. Who will use or share protected health information about me?

· Partners and its affiliated researchers and entities participating in the research will use and share your protected health information.  In addition, the Partners review board that oversees the research at Partners and its affiliated staff who have a need to access this information to carry out their responsibilities (for example, oversight, quality improvement, and billing) will be able to use and share your protected health information. 

4. With whom outside of Partners Healthcare System may my protected health information be shared?

All reasonable efforts will be made to protect the confidentiality of your protected health information, which may be shared with the following others for the reasons noted above:

· Outside individuals or entities that have a need to access this information to perform functions on behalf of Partners and its affiliates (for example, data storage companies, insurers, or legal advisors).

·  FORMCHECKBOX 
  The sponsor(s) of the study, its subcontractors, and its agents:      
·  FORMCHECKBOX 
  Other researchers and medical centers participating in this research, if applicable.

·  FORMCHECKBOX 
  Federal and state agencies (for example, the Department of Health and Human Services, the Food and Drug Administration, the National Institutes of Health, and/or the Office for Human Research Protections), or other domestic or foreign government bodies if required by law and/or necessary for oversight purposes.

·  FORMCHECKBOX 
  Hospital accrediting agencies.

·  FORMCHECKBOX 
  A data and safety monitoring board organized to oversee this research, if applicable.

·  FORMCHECKBOX 
  Other, specify:      
We recognize that some of those who receive protected health information may not have to satisfy the privacy requirements that we do and may redisclose it, so we share your information only if necessary and we use all reasonable efforts to request that those who receive it take steps to protect your privacy.

5. For how long will protected health information about me be used or shared with others?

· There is no scheduled date at which your protected health information that is being used or shared for this research will be destroyed, because research is an ongoing process.  Research information may be analyzed and re-analyzed in light of scientific and medical advances, or reviewed for quality assurance, oversight, or other purposes.

6. Statement of privacy rights:  

· You have the right to withdraw your permission for the researchers and participating Partners entities to use or share your protected health information.  We will not be able to withdraw all of the information that already has been used or shared with others to carry out the research or any information that has been used or shared with others to carry out related activities such as oversight, or that is needed to ensure the quality of the study.  If you withdraw your permission, you cannot participate further in the research.  If you want to withdraw your permission, you must do so in writing by contacting the researcher listed as the Study Contact.

· You have the right to choose not to sign this form.  If you decide not to sign, you cannot participate in this research study.  However, refusing to sign will not affect your present or future care and will not cause any penalty or loss of benefits to which you are otherwise entitled.

·  FORMCHECKBOX 
  You have the right to request access to your protected health information that is used or shared during this research and that relates to your treatment or payment for your treatment, but you may access this information only after the study is completed.  To request this information, please contact the researcher listed under Study Contacts on the consent form.

PUBLICATION OF RESULTS OR USE FOR TEACHING PURPOSES

The results of this study may be published in a medical book or journal or used for teaching purposes.  However, your name or other identifiers will not be used in any publication or teaching materials without your specific permission.

REQUEST FOR MORE INFORMATION
You may ask more questions about the study at any time.  The investigator(s) will provide their telephone number so that they are available to answer your questions or concerns about the study.  You will be informed of any significant new findings discovered during the course of this study that might influence your continued participation.  A copy of this consent form will be given to you to keep.

If you want to speak with someone not directly involved in the study about your rights as a research subject, your participation in the study, any concerns you may have about the study, or a research-related injury, contact a representative of the Human Research Committee at (617) 726-3494.  You can also contact them if you feel under any pressure to enroll or continue to participate in this study.

REFUSAL OR WITHDRAWAL OF PARTICIPATION
Participation in this study is voluntary.  Refusal to participate or dropping out of the study at any time will involve no penalty or loss of benefits to which you are otherwise entitled or affect your present or future care by the doctors or the participating hospitals.  In addition, the doctor in charge of this study may decide to end your participation in this study at any time after he/she has explained the reasons for doing so and has helped arrange for your continued care by your own doctor, if needed.  Please also see the statement of privacy rights above if you wish to withdraw permission for your health information to be used and shared for study purposes.

INJURY STATEMENT

If you are injured during the course of the study and as a direct result of this study, you should contact the investigator at the number provided under the Study Contacts section in this form.  You will be offered the necessary care to treat that injury.  This care does not imply any fault or wrong-doing on the part of the Partners institutions participating in this study or the doctor(s) involved.  Where applicable, the appropriate Partners institution participating in this study reserves the right to bill third party payers for services you receive for the injury and to make other decisions concerning payment in such instances.  The Hospitals will not provide you with any additional compensation for such injuries.

CONSENT TO PARTICIPATE IN RESEARCH AND AUTHORIZATION TO USE OR RELEASE INDIVIDUAL HEALTH INFORMATION FOR RESEARCH

I confirm that the purpose of the research, the study procedures, the possible risks and discomforts and potential benefits that I may experience have been explained to me.  Alternatives to my participation in this research study also have been discussed.  All my questions have been answered.  I have read this consent form.  My signature below indicates my willingness to participate in this research study and my authorization to use and share with others my “protected health information” as described in the preceding paragraphs.

SIGNATURES:

Subject or Parent(s), if minor child 





Date/Time

OR, if applicable, individual authorized by subject to make health care decisions

Court-appointed Guardian/Health Care Proxy




Date/Time

OR

Family Member/Next-of-Kin






Date/Time

Identify relationship to subject:



Subject’s preferred contact information during course of study:







I have explained the purpose of the research, the study procedures, identifying those that are investigational, the possible risks and discomforts and potential benefits.  I have answered any questions regarding the research study to the best of my ability.

Investigator/Individual Obtaining Consent 




Date/Time

In certain situations, the Human Research Committee will require the use of a subject advocate in the consent process.  The subject advocate is an individual who has no vested interest in the research and who agrees to act as an impartial third party in the consent process.

Subject Advocate (if required by the HRC for this study)


Date/Time
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