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1200 Centre St., Boston, MA  02131-1097

CONSENT FORM FOR RESEARCH PARTICIPATION 

 Study title:        MACROBUTTON 
Principal Investigator:       
Primary Affiliation:     
Co-Investigators:     
You are being asked to take part in a research study. Before making an informed decision about whether to participate, you should understand what the study is about, the possible risks and benefits, and your rights as a research participant. If you don’t understand something, please ask for an explanation before signing this form. You will be given a copy of this form to keep.

STUDY PURPOSE  

You are being asked to participate in a research study entitled       which is being conducted by      .  This research is designed to      
[DELETE ALL INSTRUCTIONS & SUGGESTIONS (IN BLUE) BEFORE PRINTING]
[ Write this consent form in language easily understood by a person reading at the 8th grade level.  Explain the purpose of the research, stating it is research.]
SPONSORSHIP

This study is being funded or sponsored by [Insert the funding agency name or that it is not funded.]
PROCEDURES: 

If you agree to participate in this study, the following procedures will be performed. [Describe the procedures or study protocol to be followed Describe the time frame of the study (e.g. 15 minutes of questionnaire, 1 hour of heart monitoring, etc)
[Describe the location of the study or testing , and describe in detail, the physical tests and procedures to be done.  Identify any procedures that are experimental.]
[If applicable, describe the probability of random assignment to eash treatment (e.g., you will be assigned by chance (similar to a coin toss) to one of X groups. If assigned to group 1, this happens, if assigned to group 2, this happens, etc)]
[Describe the approximate number of anticipated participants and the expected duration of participation.]
RISKS

[Insert the description of any reasonable forseeable risks or discomforts.]
[All consent forms must include the following statement] “In the event injury occurs to you resulting from the research procedures, immediate medical treatment will be given or arranged for by the investigators, if appropriate, at Hebrew SeniorLife or at Beth Israel Deaconess Medical Center. Care for such injuries will be billed in the ordinary manner, to you or your insurance company. If it is determined that an injury is a result of negligence or an improper act in conducting research procedures, there may be funds available to cover such injuries. If you think that you have suffered a research related injury and that you may be eligible for reimbursement of some medical care costs let the study principal investigator/consulting physician(s) know right away.”
[All consent forms must include the following statement]You will be informed of any significant new findings developed during the course of this research, which may relate to your willingness to continue participation.
BENEFITS 

[Describe any reasonably expected benefits to the participant or others, or if none, a statement indicating this.]
For example, “You may gain a better understanding of ways to manage your disease.  You may not directly benefit from this study but others may benefit from the knowledge gained in connection with your participation.”].
ALTERNATIVE TREATMENTS


Disclose any appropriate alternative procedures or treatments that might be advantageous to the participant (i.e. non-drug or other drug alternatives to an Investigational New Drug); or state, “We know of no other similar treatment or service.” 
[If study does not involve treatment, please state, “There are no treatments in this study.  The alternative to participating in this study is not to participate.”]. 
CONFIDENTIALITY
[Indicate confidentiality, including where any records will be located, if locked and whether stored with personal identifiers removed].
All personal information obtained in the study will be kept confidential, and this information will only be available to the research staff and the HSL Institutional Review Board.  The records identifying your name will be kept confidential and, to the extent permitted by the applicable laws and/or regulations, will not be made publicly available. The results of the study will only be published or presented as group data.  No individual participants will be identified.  Data forms will be identified with a unique study number and kept locked in the study office.

Use of Specimens: [Describe only if they are obtained as part of the study].
COMPENSATION
[Describe any type of compensation. If money is offered for study participation it must be pro-rated across study visits and cannot be coercive by requiring completion of the entire study; it can, however, be paid out at one time at the end of the study.].

[For example, “You will receive payment for your participation in this study of up to $100 for 3 study sessions ($25 for the first, $25 for the second, and $50 for the third).”]
[If there is no compensation, please state as follows: “There will be no compensation for taking part in this study.”].
COSTS
[Describe any additional costs to the subject that may result from this research.  For example, “There are no costs to you for participating in this study.’]
AUTHORIZATION FOR USE AND DISCLOSURE OF YOUR PROTECTED HEALTH INFORMATION

[HIPAA requires that each subject who participates in a research study by signing an informed consent document after April 14, 2003 must also give their written authorization for the use and disclosure of their Protected Health Information in the trial.]
[This language encompasses all of the required authorization elements].  
As part of this study, we will be collecting and sharing information about you with others.  Please review this section carefully as it contains information about the federal privacy rules and the use of your information.

Protected Health Information (PHI)

By signing this informed consent document, you are allowing the investigators and other authorized personnel to use (internally at HSL) and disclose (to people and organizations outside the HSL workforce identified in this consent) health information about you.  This may include information about you that already exists such as : [Include all that apply such as: “your medical records”, “mental health records” (describe mental health information to be used in very specific detail), “demographic information”(such as your sex and age), “laboratory tests”]as well as any new information generated as part of this study through [Include all that apply: questionnaires, tests, procedures]that we may ask you to undergo.  This is your Protected Health Information.

People/Groups at HSL Who Will Use Your Protected Health Information

Your Protected Health Information may be shared with the investigators listed on this consent form as well as the supporting research team (i.e. research assistants, statisticians, data managers, laboratory personnel, administrative assistants).  Your Protected Health Information may also be shared with the Institutional Review Board of Hebrew SeniorLife as it is responsible for reviewing studies for the protection of the research subjects.

People/Groups Outside of HSL With Whom Your Protected Health Information Will Be Shared

We will take care to maintain confidentiality and privacy about you and your Protected Health Information.  We may share your Protected Health Information with the following groups so that they may carry out their duties related to this study:

· The sponsor of this study [please name] and their clinical research organizations

· The other hospitals and medical centers taking part in this study [please name]  and research collaborators at those institutions

· Laboratories not affiliated with HSL [please name] 
· Statisticians and other data monitors not affiliated with HSL [please name] 
· Centralized data collectors [please name] 
· Your health insurance company

· The Food and Drug Administration (FDA), the Department of Health and Human Services (DHHS), the National Institutes of Health (NIH), and the Office for Human Research Protections (OHRP) [Please include any other agency that may have regulatory oversight for your study]
· Data and Safety Monitoring Board(s) that oversee this study

Those who receive your Protected Health Information may make further disclosures to others.  If they do, your information may no longer be covered by the federal privacy regulations.

Why We Are Using and Sharing Your Protected Health Information

The main reason for using and sharing your Protected Health Information is to conduct and oversee the research as described in this Informed Consent Document.  We also shall use and share your Protected Health Information to ensure that the research meets legal, and institutional requirements and to conduct public health activities.  

No Expiration Date - Right to Withdraw Authorization

Your authorization for the use and disclosure of your Protected Health Information in this Study shall never expire.  However, you may withdraw your authorization for the use and disclosure of your Protected Health Information at any time by notifying the Principal Investigator in writing.  If you would like to take back your authorization so that your Protected Health Information can no longer be used in this study, please send a letter notifying the Principal Investigator of your withdrawal of your authorization to  [name of Principal Investigator]at 1200 Centre Street, Boston, MA 02131 [or other appropriate address].  Please be aware that the investigators in this study will not be required to destroy or retrieve any of your Protected Health Information that has already been used or disclosed before the Principal Investigator receives your letter.

Right to Access and Copy Your PHI

If you wish to review or copy your Protected Health Information as it is made part of your medical record, you may do so after the completion or termination of the study by sending a letter to the Principal Investigator requesting a copy of your Protected Health Information.  You may not be allowed to inspect or copy your Protected Health Information until this Study is completed or terminated.

Notice of Privacy Practices

In addition to signing this document, you may also be asked to sign an HSL Acknowledgement Received Notice of Privacy Practices form to acknowledge that you have received the HSL Notice of Privacy Practices. 

QUESTIONS

This section lists the Name and contact information for the person to call with questions about participants’ research rights or research concerns.]
[This section also lists the name and contact information for the person to call in the event of study questions or related injury].
If you have any questions regarding this research or your participation in it, either now or at any time in the future, please feel free to ask.  You may obtain further information about your rights as a research participant or if you have any research concerns, please contact Susan Kalish, MD, Chair, HSL Institutional Review Board (IRB) at (781)234-9675.  If you have any questions about your role in the research study, or if any; problems arise as a result of your participation in this study, including research-related injuries, please contact the principal investigator,      , at Hebrew SeniorLife, 1200 Centre Street, Boston) at (617)363-8      immediately.

STUDY WITHDRAWAL

[List the consequences of a subject’s decision to withdraw].
Your participation in this research is completely voluntary.  If you chose not to participate or withdraw from the study, you will incur no penalty or loss of usual benefits.  You may withdraw your consent and discontinue participation at any time without affecting your employment, job evaluations, health care or other services you may be receiving.  If you choose to take part in the study, you have the right to stop at any time.

[Optional: Circumstances under which the investigator may terminate the subject’s participation without regard to his or her consent.]
Your participation in this research project may be terminated if the procedure is determined to be inappropriate or potentially harmful for you.

SIGNATURE 

[ The consent form must be signed and dated by the participant or a legally authorized representative at the time of the consent. The participant / representative must be given adequate opportunity to read or have the form read to them before signing.

 FORMTEXT 
A copy shall be given to the person who signs the form.  If the participant / representative is unable to read, the consent can be read in the presence of  a witness who co-signs the consent.  

 FORMTEXT 
The FDA suggests that patients with dementia  be informed about a clinical trial to the extent compatible with their understanding and, if capable, sign their assent to participate.]
I have read the above information, had my questions answered and been given a copy of this form.  I have been informed of the risks and benefits and my questions have been answered to my satisfaction.  I give my consent voluntarily to participate in this research study

_______________________ Signature of Participant or Legal representative                             

_______________________Printed Name 

_______________________Date


_________________________  Witness

_________________________Printed Name         

__________________________  Date   
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