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Hospital Name Required
	Protocol Title: 
	Insert title of protocol 
 

	Principal Investigator: 
	Insert name of the principal investigator
Insert address
Insert phone numbers
Emergency contact
 

	*Co-Investigators:     
	Insert name and phone number, if appropriate
Insert names of the co-investigators 
Insert address
Insert phone numbers
delete this section if not applicable 


Introduction/Purpose 
This section must include: 
· An opening sentence that says: "You are being asked to volunteer for a research project..."

· An explanation of the subject who is being asked to volunteer.

· A clear explanation of the purpose of the research.

· The expected duration of the subject's participation and the approximate number of patients to be enrolled.

· The statement "If you wish to participate in this study, you must sign this form." 

Procedure

This section must include: 

· A detailed description/explanation of the procedures that will be performed on the subject. The description must include all procedures that are explained in the protocol, and must be written so that it is easily understood by the potential subject. Avoid using scientific language. The consent form should be written at no higher than a 10th grade level. If it is necessary to use scientific terms, each one must be defined. 

· All responsibilities and expectations of the subject must be explained thoroughly. 

Be sure to communicate the following: 

· All of the people (including names, credentials, and positions) with whom the subject will interact. 

· Exactly where the research will be done. 

· When the research will be done. 

· How often the procedures will be performed. 

· How much of the subject's time will be involved.

· The experimental procedures must be stressed and clearly distinguished from the non-experimental procedures. 

Risks
· This section must include any and all foreseeable risks and discomforts that may occur as a result of the procedures. 

· Include this statement: "Due to the investigational nature of this study there may be other risks that are currently unknown." 

Benefits
· The first sentence of this section should state that there may be no benefit of participation in the study to the subject. 

· Any benefits to the subject or others that can be expected should be described, but in a way that is not coercive or self-serving. Benefit to society is appropriate. 

· Do not refer to financial compensation or free drugs/treatment in this section. 

Alternatives
If the research is not for treatment for an illness and involves healthy volunteers, this section is not necessary.
This section must include: 

· A listing of any and all alternative procedures or courses of treatment that are available. If there is no alternative treatment, include a statement that there is no alternative treatment other than not participating in the study. 

· A description of alternative treatment, or list of alternative treatments with a statement such as "you may want to discuss the alternative treatments in detail with your doctor." 

Confidentiality
· This section must describe the extent to which confidentiality of records identifying the subject will be maintained, to the extent permitted by law. Results of the protocol may be published for scientific purposes without identifying individuals. Use the following wording: "All information concerning you will be kept private. Research records, such as hospital charts, may be obtained by court order. If information about you is published, it will be written in a way that you cannot be recognized. “
· If the research involves healthy subjects then the following section may not be necessary; for studies involving MFB patients or treatment protocols, for example, the following paragraph will be necessary: "By signing this form, you are giving permission for your physician to allow the study sponsor, its agents or contractors, and any regulatory body to review the information regarding your participation in the study and your medical records. All data and medical records associated with your participation in this study will be kept confidential, except where noted and as may be required by law. You will be identified by your initials or a coded identifier and not your name whenever possible, including to the sponsor and regulatory body."

Compensation/Costs
This section must include: 

· A description of financial compensation for participation, if any.

· A description of any additional costs to the subject that may result from participation in the protocol.

· A description of who pays for each aspect of the research.

· Include this statement: "In the event that injury occurs as a result of this research, immediate medical treatment will be available. However, you will not be provided with reimbursement for medical care other than what your insurance carrier may provide, nor will you receive other compensation." 
Voluntary Participation/Withdrawal
· Say this: "Participation in this study is voluntary. You are free to withdraw your consent, and to discontinue participation at any time without prejudice to you or affect on your medical care. Your decision to participate or not participate will in no way affect your current or future treatment. However, if you decide to terminate your participation in this study, you should notify (principal investigator’s name) at ###-###-####." 
· Explain medical consequences of withdrawal, if any. 

· Explain any circumstances under which participation may be discontinued by the investigator. 

· Describe the procedures for orderly termination of a subject's participation. 

· If data collection or follow-up is requested after a patient withdraws, make it clear that the subject does not have to agree to this. 

Contact Persons
This section must include both of these statements: 

· “To make inquiries concerning this study, contact principal investigator’s name at (###) ###-####. “

· “If you have any questions or concerns about your rights as a participant in this research study, contact: Jacobus Donders, PhD, Chairperson, Mary Free Bed Rehabilitation Hospital, Research Institutional Review Board, 616.242.9201 or 800.528.8989, ext. 4201.
New Findings
If this is not a treatment protocol, and it involves only healthy volunteers, this section is not necessary; otherwise, this section should say:
· "In the event that any significant new findings are developed during the course of the research, this information will be provided to you." 
Signature
The signature section may not start a page, it must be located with other text of the consent form. Say this: 

"A copy of this consent form will be given to you. When you sign this form, you are agreeing to take part in this research study. This means that you have read the consent form, your questions have been answered, and you have decided to volunteer."

Participant’s Name (please print) ________________________________________________

Signature____________________________________________________ Date __________ 

If this is a pediatric protocol the above should say Parent/ Guardian

Witness _____________________________________________________ Date __________ 

Principal Investigator ___________________________________________ Date __________ 

rev. [enter latest revision date]
Hospital Name Required


	Protocol Title: 
	Insert title of research study (*acronym)
 

	Principal Investigator: 
	Insert name of the principal investigator
Insert address
Insert phone numbers
Emergency contact
 

	*Co-Investigators:     
	Insert name and phone number, if appropriate
Insert names of the co-investigators 
Insert address
Insert phone numbers
delete this section if not applicable 


 

	Why am I being asked to volunteer?
You are being invited to participate in a research study. You are being asked to volunteer since you meet the requirements for enrollment into this study. Your participation is voluntary, which means you can choose whether or not you want to participate. Before you can make your decision, you will need to know what the study is about, the possible risks and benefits of being in this study, and what you will have to do in this study.  The research team is going to talk to you about the research study, and they will give you this consent form to read. You may also decide to discuss it with your family, friends, or family doctor. You may find some of the medical language difficult to understand. Please ask the study doctor and/or the research team about this form.  If you decide to participate, you will be asked to sign this form.  


What is the purpose of this research study?

How long will I be in the study? How many other people will be in the study?
What am I being asked to do?

What are the possible risks or discomforts? 
 

[Delete language or sections not applicable]:

Reproductive Risks: If you are pregnant or nursing, you cannot take part in this research study. We do not know the effects of [drug or device name] on a fetus, breast-feeding baby, or a mother-to-be, and this study may cause serious harm. 

Female participants: If you are pregnant, you should tell the study investigator immediately. You will not be included in the study.  If you are able to become pregnant, you will be given a [blood/urine] pregnancy test before starting this study. While taking this/these study drug(s), you should not become pregnant. If you do become pregnant, tell your study investigator immediately.  During the study, and for [length of time] after your final study treatment, you need to take safety measures to prevent pregnancy by not having sex or by using a medically accepted method of birth control such as a diaphragm, cervical cap, condom, surgical sterility, or birth control pills.

Male participants: While you are taking [drug or device name] and for [length of time] after your final study treatment you should not father a child. During the study, and for [length of time] after your final study treatment, you need to take safety measures to prevent your partner from becoming pregnant by not having sex or by using a medically accepted method of birth control such as a diaphragm, cervical cap, condom, surgical sterility, or birth control pills. If your partner does become pregnant, tell the study investigator immediately. 

What if new information becomes available about the study?

Standard language: During the course of this study, we may find more information that could be important to you. This includes information that, once learned, might cause you to change your mind about being in the study. We will notify you as soon as possible if such information becomes available.

What are the possible benefits of the study? 

What other choices do I have if I do not participate? 

Will I be paid for being in this study?
Will I have to pay for anything?

Standard language for “no cost” to subject: You and/or your health insurance may be billed for the costs of medical care during this study if these expenses would have happened even if you were not in the study, or if your insurance agrees in advance to pay.

What happens if I am injured or hurt during the study?

Standard language: If you have a medical emergency during the study, you may contact the principal investigator or emergency contact listed on page one of this form. You may also contact your own doctor, or seek treatment outside of Mary Free Bed Rehabilitation Hospital. Be sure to tell the doctor or his/her staff that you are in a research study being conducted at Mary Free Bed Rehabilitation Hospital. Ask them to call the telephone numbers on the first page of this consent form for further instructions or information about your care. 

In the event of any physical injury resulting from research procedures, medical treatment will be provided without cost to you, but financial compensation is not otherwise available from Mary Free Bed Rehabilitation Hospital.  If you have an illness or injury during this research trial that is not directly related to your participation in this study, you and/or your insurance provider will be responsible for the cost of the medical care of that illness or injury. 

When is the study over?  Can I leave the study before it ends?

Standard language: This study is expected to end after all participants have completed all visits, and all information is collected. This study may also be stopped at any time by your physician, the study sponsor, or the Food and Drug Administration (FDA) without your consent because:

· The primary investigator feels it is necessary for your health or safety. Such an action would not require your consent, but you will be informed if such a decision is made and the reason for this decision.

· You have not followed study instructions. 

· The sponsor, the study principal investigator, or the Food and Drug Administration (FDA) has decided to stop the study.

If you decide not to participate, you are free to leave the study at anytime.  Withdrawal will not interfere with your future care.  

Who can see or use my information?  How will my personal information be protected?  

	If appropriate, use HIPAA compliant language below:

Use this language if you are using the Stand-Alone HIPAA Authorization
The investigator and staff involved with the study will keep your personal health information collected for the study strictly confidential. Please refer to the separate "Confidentiality & Privacy Rights" document that explains more specifically how your personal information will be protected.

Use this language if you are incorporating HIPAA language into the informed consent
Your privacy and the protection of your health information are important to us.  This section of the consent will cover:

· What personal health information about you will be collected in this study

· Who will use your information within the institution and why

· Who may disclose your information and to whom

· Your rights to access research information about you 

· Your right to withdraw your authorization (approval) for any future use of your personal health information

1. Personal health information about you that will be collected in this study: The following personal health information will be collected, used for research, and may be disclosed or released during your involvement with this research study: 

[Modify this list as appropriate - delete or add items as necessary]:  

· Name

· Address

· Telephone number

· Family medical history

· Allergies

· Current and past medications or therapies

· Information from a physical examination that generally also includes blood pressure reading, heart rate, breathing rate, and temperature

· Information from the tests and procedures described earlier in this document

· [List any other personal health information that will be obtained from other sources to be used in the research record, including prior medical history, tests, or records from other sites]
2. Why your personal health information is being used: Your personal contact information is important for the study team to contact you during the study. Your health information and results of tests and procedures are being collected as part of this research study and for the advancement of medicine and clinical care. The principal investigator may also use the results of these tests and procedures to treat you.

3. The personnel who may use or disclose your personal health information: The following individuals and organizations may use or disclose your personal health information for this research project:

· The principal investigator and the investigator’s study team (other hospital staff associated with the study)

· Mary Free Bed Rehabilitation Hospital Research Institutional Review Board (the board that monitors research studies)

· Authorized members of Mary Free Bed Rehabilitation Hospital workforce who may need to access your information in the performance of their duties. For example: to provide treatment, to ensure integrity of the research, accounting or billing matters, etc. 

4. Who, outside of Mary Free Bed Rehabilitation Hospital, might receive your personal health information: As part of the study, the principal investigator, study team, and others listed above in item number 3, may disclose your personal health information, including the results of the research study tests and procedures to the following: 

[Modify this list as appropriate - delete or add items, as necessary. For EACH LISTING include a brief description of WHY they will receive the information. The examples below are suggestions only:]  

· Other collaborating academic research center(s) 
[List all academic centers, including those at Mary Free Bed Rehabilitation Hospital, that may not be within the health system or its associated support offices. This would include collaborators at Wharton, School of Nursing, etc.] 

· Research data coordinating office and/or its representative
[Name the group or company and role in the study; e.g.:  “will be responsible for collecting results and findings from all the centers”] 

· Research data management office and/or their representative 
[Name that group or company and role in the study; e.g.: “who will process the data and assist with the data analysis”]
· Pharmaceutical company and/or its representative
[name the group or company and role in the study; e.g.: “who will use the results for submissions to the Food and Drug Administration”] 

· Government agency and/or its representative
[Name the agency and role in the study; e.g.: “who need to confirm the accuracy of the results submitted to the government or using government fund”]  

· Contract research organization
[Name the company and role in the study; e.g.: “whose job is to review and correct any mistakes before the results are given to the sponsor or government”] 

· Others
[Name the other group(s) and why they will receive the results] 

The principal investigator or study team will inform you if there are any changes to the list above during your active participation in the study. Once information is disclosed to others outside Mary Free Bed Rehabilitation Hospital, the information may no longer be covered by the federal privacy protection regulations.

[Depending on how personal health information will be handled for a specific study, the following notes some example language that might also be included, if applicable]:
· In all disclosures outside of Mary Free Bed Rehabilitation Hospital, name, Social Security number, address, telephone number, or any other direct personal identifier will not identify you unless the law requires disclosure of the direct identifier.

· In records and information disclosed outside of the hospital, you will be assigned a unique code number for this study. The principal investigator will ensure that the key to the code will be kept in a locked file. The key to the code will be destroyed at the end of the research study. 

5. How long will Mary Free Bed Rehabilitation Hospital be able to use or disclose your personal health information?: Your authorization for use of your personal health information for this specific study does not expire. This information may be maintained in a research repository (database). However, Mary Free Bed Rehabilitation Hospital may not re-use or re-disclose your personal health information collected in this study for another purpose other than the research described in this document, unless you have given written permission for the principal investigator to do so. However, Mary Free Bed Rehabilitation Hospital Research Institutional Review Board (Research IRB) may grant permission to the principal investigator or others to use your information for another purpose after ensuring that appropriate privacy safeguards are in place. The Research IRB is a board whose job is to protect the safety and privacy of research subjects. Results of all tests and procedures done solely for this research study and not as part of your regular care [will or will not] be included in your medical record. 

6. Access to your records: You will be able to request access to your medical record when the study is complete.  

· [If applicable, for the majority of blinded studies or other studies where access will be denied]:
During your participation in this study, you will not be able to access your medical record related to the study. This will be done to prevent the knowledge of study results from affecting the reliability of the study. Your information will be available should an emergency arise that would require your treating physician to know this information to best treat you. You will have access to your medical record and any study information that is part of that record when the study is over or earlier, if possible. The investigator is not required to release to you research information that is not part of your medical record.

· [If applicable, for open label studies and other studies for which access will not be denied]:
During your participation in this study, you will have access to your medical record and any study information that is part of that record. The investigator is not required to release to you research information that is not part of your medical record.
7. Changing your mind: You may withdraw from the study for any reason simply by explaining this to the principal investigator or a member of the study team. If you decide not to participate, you are free to leave the study at anytime. Withdrawal will not interfere with your future care. [If early withdrawal could expose the subject to medical risks, describe here how those risks will be minimized.] 

You may also withdraw your permission for the use and disclosure of any of your personal information for research, but you must do so in writing, to the principal investigator at the address on the first page. Even if you withdraw your permission, the principal investigator for the research study may still use your personal information that was collected prior to your written request if that information is necessary to the study.  If you withdraw your permission to use your personal health information that means you will also be withdrawn from the research study. 


 

Who can I call about my rights as a research subject? 
If you have questions regarding your participation in this research study or if you have any questions about your rights as a research subject, feel free to speak with the principal investigator listed on page one of this form. Concerning your rights as a research subject, you may also contact Jacobus Donders, PhD, Chair of the Research Institutional Review Board at Mary Free Bed Rehabilitation Hospital, by calling 616.242.9202 or 800.528.8989, ext. 4201.
***The signature section may not begin a page, it MUST be contained on a page with other text***
	When you sign this form, you are agreeing to take part in this research study. This means that you have read the consent form, your questions have been answered, and you have decided to volunteer. Your signature also means that you are permitting Mary Free Bed Rehabilitation Hospital to use your personal health information collected about you for research purposes within our institution. You are also allowing Mary Free Bed Rehabilitation Hospital to disclose that personal health information to outside organizations or people involved with the operations of this study.


A copy of this consent form will be given to you. 

 

_____________________________      ___________________________________________       ________
Name of Subject [printed]                      Signature of Subject                                                            Date

 

_____________________________      ___________________________________________       ________
Name of Person Obtaining                      Signature of Witness                                                           Date
Consent as Witness [printed]   


[If applicable]
For subjects unable to give consent, the consent is given by the following authorized representative: 

 

_____________________________      ___________________________________________       ________
Name of Authorized Representative       Signature of Authorized Representative                              Date
[printed]   

 

Provide a brief description of above person’s authority to serve as the subject’s representative (e.g., parent, legal guardian):

For older children and some patient populations, federal guidelines recommend that researchers document active written assent from the subject, in addition to the informed consent that may be provided by the parent or guardian.  
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