PARTNERS HUMAN RESEARCH COMMITTEE

CONSENT PREPARATION WORKSHEET
About this Consent Form 

	When applicable

	 FORMCHECKBOX 

	Minors – Indicate that the study is enrolling subjects under the age of 18
	Some of the people who are eligible to take part in this study may not be able to give consent because they are less than 18 years of age (a minor). Instead, we will ask their parent(s) to give permission for them to take part in the study and will ask them to agree (give their assent) to take part. Throughout the consent form, “you” always refers to the person who takes part in the study. 

	 FORMCHECKBOX 

	Decisionally impaired –Indicate that the study is enrolling subjects who may not be able to give consent due to their medical condition 
	Some of the people who are eligible to take part in this study may not be able to give consent to take part because of their medical condition. Instead, we will ask the person’s authorized representative to give consent. Throughout the consent form, “you” always refers to the person who takes part in the study. 



	 FORMCHECKBOX 

	Clinicaltrials.gov – Indicate that the study will be registered on clinicaltrials.gov to meet FDAAA clinical trials registration requirements.  This paragraph must be included even when the sponsor is the responsible party for clinical trials registration.  This paragraph is not required when registering only to meet journal requirements. 
	A description of this clinical trial will be 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.



Why is this research study being done?
	Required

	 FORMCHECKBOX 

	Purpose
	We are doing this research study to find out…
We also want to find out if [name of study drug] is safe to take without causing too many side effects.

	When applicable

	 FORMCHECKBOX 

	Drugs/Devices – Indicate FDA status of drugs/devices being studied
	[Name of study drug/device] is not approved by the U.S. Food and Drug Administration (FDA).  This means that [name of study drug/device] can only be used in research studies.

[Name of study drug] is approved by the U.S. Food and Drug Administration (FDA) to treat [FDA-approved indications for use], but [name of study drug] is not approved by the FDA  to treat [medical condition being studied].
[Name of study drug/device] is approved by the U.S. Food and Drug Administration (FDA) to treat [medical condition being studied].

	 FORMCHECKBOX 

	Placebo – Explain what a placebo is and why it is used in studies
	This research study will compare [name of study drug] to placebo.  The placebo looks exactly like [name of study drug], but contains no [name of study drug].  During this study you may get a placebo instead of [name of study drug].  Placebos are used in research studies to see if the results are due to the study drug or due to other reasons.

	 FORMCHECKBOX 

	Phase I/II Studies - Indicate first use in humans or limited use in humans
	This is the first use of [name of study drug] in humans.

OR
About [# healthy volunteers/subjects with medical condition] taking part in research studies have [taken/received] [name of study drug] so far.

	 FORMCHECKBOX 

	Pilot Study – Indicate and explain why pilot studies are done
	This is a pilot study.  Pilot studies are done on a small group of subjects to learn if a larger study would be useful.

	Required

	 FORMCHECKBOX 

	Study Population
	We are asking you to take part in this research study because you [have medical condition being studied and/or are scheduled to have test/procedure or are a healthy volunteer].

	 FORMCHECKBOX 

	Expected Enrollment – accrual goal study-wide and expected enrollment by the Partners PI
	About [total number] subjects will take part in this research study.  About [number] subjects will take part at [BWH/MGH].

	 FORMCHECKBOX 

	Sponsor/Funding - The name of the sponsor, federal agency, foundation supporting the research.
	[Name of corporate sponsor/federal agency/foundation] is paying for this research to be done.


How long will I take part in this research?

	Required

	 FORMCHECKBOX 

	Duration of Participation – from enrollment to completion of all study procedures/visits (hours, days, months, years), include # visits and phone calls (if applicable)
	It will take you about [duration of participation or up to maximum duration of participation depending on factors] to complete this research study.  During this time, we will ask you to make [number] study visits to [BWH/MGH]. We will also call you on the telephone [number] of times. 

	When applicable

	 FORMCHECKBOX 

	Hospitalization – where, how long (e.g., GCRC, Sleep Lab)
	During this study, we will admit you to the [GCRC/Sleep Lab] for [how long].


What will happen in this research study?

	When applicable

	 FORMCHECKBOX 

	Signing the Consent Form
	If you choose to take part in this study, we will ask you to sign this consent form before we do any study procedures.

	 FORMCHECKBOX 

	Screening
	The Screening Visit will take about [how long].  At this visit, we will do some tests and procedures to see if you qualify to take part in this research study.  The study doctor will review the results of these tests and procedures.  If you don’t qualify, the study doctor will tell you why.  At this visit we will: [see example below]

· Ask you about your medical history
· Do a physical exam, including height and weight

· Draw a blood sample. 
· Ask you for a urine sample

· Test your urine for certain drugs

· Test your [blood/urine] for pregnancy, if you are a female able to become pregnant.  Pregnant women cannot take part in this research study.

· Do an ECG (electrocardiogram)

· Take a chest X-ray

· Ask you to fill out some questionnaires about [your general health and well-being, quality of life, mental health, emotional health, mood, and memory]

	 FORMCHECKBOX 

	Drug screen (drugs of abuse/illegal drugs)
	During this study, we will test your urine for certain drugs, including illegal drugs such as cocaine and marijuana.  If your urine shows you have taken any of these drugs, you can’t be in this study.  The results of the urine drug test will not become part of your medical record.  These test results will, however, remain part of your study record.

	 FORMCHECKBOX 

	Washout
	If you qualify for the study, we will ask you to stop taking your [current medications] for the next [how long].  This “washout period” allows your regular medications to leave your body before you begin taking the study drug.  Without your regular medications, your [medical condition or symptoms] may get worse.  If this happens, please call the study doctor at the number provided in this consent form.

	 FORMCHECKBOX 

	Randomization
	If you qualify for the study, we will assign you by chance (like a coin toss) to the [name of study drug] group or the [placebo/name of comparator drug] group.  You and the study doctor cannot choose your study group.  You will have [a 1 in 2 chance/a 1 in 3 chance/a 2 in 3 chance] of being assigned to the [name of study drug] group.

	 FORMCHECKBOX 

	Single Blind
	You won’t know which study group you are in, but the study doctor will know.

	 FORMCHECKBOX 

	Double Blind
	You and the study doctor won’t know which study group you are in, but s/he can find out if necessary.

	 FORMCHECKBOX 

	Taking the Study Drug
	We will give you a supply of study drug to take home with you.  You will take the study drug [by mouth, once a day for the entire study].  It is important that you follow our instructions about how to take the study drug.  Bring any unused study drug with you to your next study visit.

	 FORMCHECKBOX 

	Filling Out the Study Diary
	We will give you a study diary to fill out at home each day.  You will write down [the time you take the study drug, how much study drug you take, whether you have any side effects].  Bring this diary with you to each study visit, so we can track your progress.

	 FORMCHECKBOX 

	Study Visit [sample visit procedures]
	Visit [number] will take about [how long].  At this visit we will:

· Ask you about side effects or health problems since your last visit

· Draw a blood sample

· Ask you for a urine sample

· Ask you to fill out some questionnaires

· Review your study drug diary

· Collect any unused study drug

· Give you a new supply of study drug

	 FORMCHECKBOX 

	Sample visit outline for studies with many similar visits – use this outline to combine the description of study visits if your study has many visits with repeated procedures. 
	Study Drug Phase (Visits 3-X)

You will take the study drug for [how long]. While you are taking the study drug, you will come in for a study visit about every [interval]. These study visits will take about [estimated time range, i.e. 1 to 2 hours]. At the end of each visit, we will remind you of what will happen at your next visit. 

Each Visit
At each visit during this part of the study, we will: 

· [list procedures done at every visit – possible examples: AE screening, diary review, physical exam, questionnaires, etc.]

Most Visits
At most visits, we will also: 

· [list procedures done at most but not all visits – possible examples: pregnancy testing, spirometry, blood draw, 6-minute walk, etc.]

Some Visits
At some visits, we will also: 
· [list procedures done at only a few visits. Specify which visit(s) these procedures will be done at. – possible examples: ECG, scans. For procedures that will add a significant amount of time to the visit, please state how long the procedure will take.]

	 FORMCHECKBOX 

	Partners Alert System
	Review of Medical Records from Hospital Admissions or Emergency Department Visits

Partners has an electronic system that lets your study doctors know if you are admitted to a Partners Hospital, or if you visit a Partners Hospital Emergency Department.  We want to make sure the study doctors know about any possible problems or side effects you experience while you are taking part in the study.

	 FORMCHECKBOX 

	Recording [photographs/audio/video]
	We will [videotape/take photographs/make an audio recording] of [the entire study visit/study procedure]. We will use the recording to [make sure the study procedure is always done the same way/to review later/other reason]. We will label the [recording] with a code instead of your name and store the [recording] for [how long]. 

	 FORMCHECKBOX 

	Sending Samples/Data to Research Collaborators Outside Partners, e.g., other academic medical centers – what, with whom, how labeled
	We will send your study information and/or samples to researchers working with us at [collaborating site].  We will label all your study materials with a code instead of your name.  The key to the code connects your name to your study information and samples.  We will keep the key to the code here at Partners and will not share it with our research collaborators.  No one outside of Partners will know which study information and/or samples are yours.

	 FORMCHECKBOX 

	Storing Samples for Future Use
	Storing Samples and Health Information at [site] for Future Use

We would like to store some of your samples and health information for future research related to [general disease area].  We will label your samples and health information with a code instead of your name.  The key to the code connects your name to your samples and health information.  The study doctor will keep the key to the code in a [password protected computer/locked file].

Do you agree to let us store your samples and health information for future research related to [general disease area]?

 FORMCHECKBOX 
 YES      FORMCHECKBOX 
 NO     Initials____

If later you change your mind and want your samples destroyed, contact the study doctor.

	 FORMCHECKBOX 

	Optional Procedures/Repository Activities/Secondary Research – Opt-in for optional study procedures or biobanking


	[Describe optional procedure/repository/secondary research and purpose.]  This procedure/bank/additional research is optional (not required).  You do not have to agree to have this procedure /participate in this activity in order to take part in the study.  The choice is yours.”

Do you agree to [optional procedure/repository/secondary research] and to allow us to use your health information for that purpose?

 FORMCHECKBOX 
  YES
 FORMCHECKBOX 
 NO 

Initials ______________



	 FORMCHECKBOX 

	Inclusion of study information in the subject’s medical records – whether information from the study will be placed into the medical record. 
	Study Information Included in Your Electronic Medical Record

Statement 1: Use this statement for most studies.

A notation that you are taking part in this research study may be made in your electronic medical record.  Information from the research that relates to your general medical care may be included in the record (for example: list of allergies, results of standard blood tests done at the hospital labs).

Statement 2: Use this statement if you consider the study topic to be highly sensitive (for example, studies of sexual practice, sexual victimization, illegal behaviors; alcohol, drugs or other addictive products; or stigmatizing illnesses) such that the study title should not appear in the subject’s medical record.  The IRB will review your selection of statement, and if it agrees, will approve the use of the statement for the study.

A notation that you are taking part in this research study may be made in your electronic medical record.  For this study, only a study number, and NOT the title of the study, will be in your record: for example Study #123.  Information from the research that relates to your general medical care may be included in the record (for example: list of allergies, results of standard blood tests done at the hospital labs).

Please ask your study doctor if you have any questions about what information will be included.

	 FORMCHECKBOX 

	Termination of Participation Without Subject’s Permission – circumstances under which the subject’s participation may be terminated by investigator without regard to subject’s consent
	The study doctor may take you out of the study without your permission.  This may happen because:

· [bullet list of reasons as stated in the Protocol].
If this happens, the study doctor will explain why you need to stop taking part in the study.  We will ask you to come in for a final study visit as described above.

	 FORMCHECKBOX 

	Early Withdrawal – procedures for safe and orderly termination of subject
	If you decide to stop taking part in the study for any reason, we will ask you to make a final study visit.  You will need to return all unused study drug and your study drug diary at this visit.  The final study visit will take about [how long].  At this visit, we will:

· [bullet list of tests and procedures].


What are the risks and discomforts from being in this research study?

	When applicable

	 FORMCHECKBOX 

	Drugs/biologics - risks of drugs/biologics 
	Taking [name of study drug] may cause you to have one or more of the side effects listed below:

· [bulleted list of possible side effects, listed by frequency and/or severity]

Refer to Protocol, Investigational Drug Brochure, package insert

	 FORMCHECKBOX 

	Allergic Reaction to Study Drug
	As with any drug, an allergic reaction can occur.  Allergic reactions can be mild or more serious and can even result in death.  Common symptoms of an allergic reaction are rash, itching, skin problems, swelling of the face and throat, or trouble breathing.  If you think you are having an allergic reaction, call the study doctor right away.  If you are having trouble breathing, call 911 immediately.

	 FORMCHECKBOX 

	Unforeseeable Risks Related to Investigational Drugs/Devices
	There may be other risks of [name of study drug/device] that are currently unknown.

	 FORMCHECKBOX 

	Devices – risks of devices
	Refer to Protocol, Device Brochure, report of prior investigations

	 FORMCHECKBOX 

	Embryo/Fetus/Breastfeeding Infant – risk to women who are or who may become pregnant
	The effect of [name of study drug] on an embryo or fetus (developing baby still in the womb), or on a breastfeeding infant, is unknown and may be harmful.  Because of these unknown risks, women cannot take part in this study if they are:

· Pregnant

· Trying to become pregnant

· Breastfeeding

If you are a menopausal woman and have not had a menstrual period for the past 12 months or more, you will not need to have a pregnancy test.  Also, if you have had any well-documented method of surgical sterilization, you will not need to have a pregnancy test.  Methods of sterilization include having had a hysterectomy (removal of the uterus), bilateral oophrectomy (removal of both ovaries), tubal ligation (having your tubes tied), and transvaginal occlusion (plugging the opening of the tubes with a coil).  All other female subjects must have a negative pregnancy test before starting the study drug.

If you are sexually active and able to become pregnant, you must agree to use one of the birth control methods listed below.  You must use birth control during the entire study and for [how long] after your last dose of study drug.

Acceptable birth control methods for use in this study are: [refer to Protocol for acceptable birth control methods – examples below]

· hormonal methods, such as birth control pills, patches, injections, vaginal rings, or implants
· barrier methods (such as a condom or diaphragm) used with a spermicide (a foam, cream, or gel that kills sperm)

· intrauterine device (IUD)

· abstinence (no sex)

If you miss a period, or think you might be pregnant during the study, you must tell the study doctor immediately.  If you become pregnant, you must stop taking the study drug and stop taking part in the study.  The study doctor may ask for your permission to collect information about the outcome of your pregnancy and the condition of your newborn.  

	 FORMCHECKBOX 

	Pregnancy in female partners of male subjects 
	If your female partner becomes pregnant, the sponsor [Sponsor’s name] would like to follow the outcome of the pregnancy. You should notify us immediately if your partner becomes pregnant. We will work with you and your female partner to provide contact information to the sponsor. She may be asked to sign a release of medical information form that gives her doctors permission to provide information to the sponsor.  You will not have to stop taking the study drug or stop taking part in the study if your partner becomes pregnant.

	 FORMCHECKBOX 

	Taking Study Drug with Other Medications
	Do not take [name of contraindicated medications] while you are in the study.  Taking these drugs and [name of study drug] together may cause serious side effects.

For your safety during this study, call your study doctor BEFORE you take any:

· new medications prescribed by your doctor

· other medications sold over-the-counter without a prescription

· dietary or herbal supplements

	 FORMCHECKBOX 

	Stopping Current Medications (Washout)
	During the washout period when you stop taking your current [medications], your [symptoms/medical condition] might get worse.  If this happens, tell the study doctor.

	 FORMCHECKBOX 

	Procedures - risks of procedures performed solely for the purpose of the study, e.g., surgical or non-surgical procedures (catheterization, blood draws, biopsies, etc.)
	Refer to Protocol for risks of procedures

	 FORMCHECKBOX 

	Blood draw
	You may have a bruise (a black and blue mark) or pain where we take the blood samples.  There is also a small risk of infection, lightheadedness, and/or fainting.

	 FORMCHECKBOX 

	Genetic testing
	Genetic information that results from this study does not have medical or treatment importance at this time.  However, there is a risk that information about taking part in a genetic study may influence insurance companies and/or employers regarding your health.  To further safeguard your privacy, genetic information obtained in this study will not be placed in your medical record. 

Taking part in a genetic study may also have a negative impact on family or other relationships. If you do not share information about taking part in this study, you will reduce this risk.  

	 FORMCHECKBOX 

	Radiation Exposure
	When the protocol includes exposure to ionizing radiation, your institution’s Radiation Safety Committee will review the research-related radiation exposure and provide a risk statement as part of their review.  Radiation Safety Committee review is automatically initiated when the study is accepted for review in Insight.

	 FORMCHECKBOX 

	Adventitious Findings on Non-clinical Radiological Procedures, such as a Non-clinical fMRI or FDG PET
	We are doing the [non-clinical radiological test] in this study to answer research questions, not to give you medical care.  The information created by this study will not usually become part of your hospital record.  This [non-clinical radiological test] is not the same as one that your own doctor would order.  It may or may not show problems that would be found on a standard [non-clinical radiological test].

If we do see something that looks like a medical problem, we will ask a radiologist (a doctor who specializes in x-rays/scans/test results of this sort) to review the results.  If the radiologist thinks there might be a problem, we will tell you and help you get follow-up care.

If the radiologist thinks that you might have a medical problem, but it turns out that you don’t, we may have caused you to worry needlessly about your health.


What are the possible benefits from being in this research study?

	Required

	 FORMCHECKBOX 

	Benefits to Subjects – Indicate no direct benefit or reasonably expected direct benefits to subjects
	You will not benefit from taking part in this research study.
OR
You may not benefit from taking part in this research study.  If you receive [name of study drug], it is possible that your [medical condition/symptoms] will improve while you are taking it.

	When applicable

	 FORMCHECKBOX 

	Benefit to Subjects – Indicate that the drug is not available after the study ends because it is not FDA-approved
	However, because [name of study drug] is not FDA-approved, your doctor cannot prescribe it after you finish the study.

	 FORMCHECKBOX 

	Benefits to Future Patients – Indicate possibility that information may benefit future patients with this condition
	Others with [medical condition being studied] may benefit in the future from what we learn in this study.


What other treatments or procedures are available for my condition?

	When applicable

	 FORMCHECKBOX 

	Alternative Treatments or Procedures
	You do not have to take part in this research study to be treated for [medical condition being studied].  Other treatments or procedures that are available to treat [medical condition being studied] include:
· [bullet list of appropriate alternative treatments and procedures; mention 3-5 FDA-approved alternative drugs by name. Include palliative care or no treatment, when appropriate.]
Talk with the study doctor if you have any questions about any of these treatments or procedures.


Will I be paid to take part in this research study?

	When applicable

	 FORMCHECKBOX 

	Remuneration – include prorated amount if the subject withdraws before completion of the study
	We will pay you [$dollars] if you complete the study.  If you do not complete the study, we will pay you [$dollars] for each visit you complete.

	 FORMCHECKBOX 

	Reimbursement for Transportation/Parking Expenses
	We will pay for your parking in the hospital garage during study visits. 

OR

We will pay for the cost of your [transportation/parking] up to [$amount].

	 FORMCHECKBOX 

	Potential for Commercial Development of a New Product or Technology
	We may use your samples and information to develop a new product or medical test to be sold.  The sponsor, hospital, and researchers may benefit if this happens.  There are no plans to pay you if your samples and information are used for this purpose.


What will I have to pay for if I take part in this research study?
	When applicable

	 FORMCHECKBOX 

	Study Drugs, Devices, Visits, Testing – indicate who pays for these 
	[Name of company] is providing [name of study drug/device] at no cost.  Study funds will pay for [specify what is covered, e.g., study visits, tests, and procedures done only for this research] that are done only for research.

	 FORMCHECKBOX 

	Standard Medical Care – billed to subject or insurer as usual
	Study funds will pay for certain study-related items and services.  We may bill your health insurer for, among other things, routine items and services you would have received even if you did not take part in the research.  You will be responsible for payment of any deductibles and co-payments required by your insurer for this routine care or other billed care.  If you have any questions about costs to you that may result from taking part in the research, please speak with the study doctors and study staff.  If necessary, we will arrange for you to speak with someone in Patient Financial Services about these costs.

	 FORMCHECKBOX 

	Ongoing/routine medical care – for studies in healthy volunteers or subjects with a medical condition who are ONLY having research procedures
	Charges for any ongoing or routine medical care you receive outside this study will be billed to you or to your insurance company in the usual way. You will be responsible for payment of any deductibles and co-payments required by your insurer for your routine medical care. 


What happens if I am injured as a result of taking part in this research study?

	When applicable

	 FORMCHECKBOX 

	Corporate Sponsor Injury Statement
	In this study, [Name of Corporate Sponsor] will pay for medical treatment for any injury that is not paid for by your health insurer if the injury is a direct result of your taking part in the study.  [Name of Corporate Sponsor] has no plans to offer you any other payments or other type of compensation.
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