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UNIVERSITY OF MASSACHUSETTS MEDICAL SCHOOL

COMMITTEE FOR THE PROTECTION OF HUMAN SUBJECTS IN RESEARCH


CONSENT TO PARTICIPATE IN A RESEARCH PROJECT
Title:

Remove all italics from this document once complete.  They are instructional and for your use only.
Principal Investigator:





Co-Investigator(s):  (Please remove if not needed.)
Sponsor:

Research Subject’s Name:                                                                    Date:                             
Invitation to Take Part and Introduction
You are invited to volunteer for a research study.  You are asked to take part because you...Explain why subject is being selected to be in the study.  Indicate the number of subjects to be recruited at UMMMC/UMMS and nationally.
If you plan on recruiting subjects under the age of 18, rather than using “You/Your child” throughout the consent form, all references should be written as “You” only.  The following paragraph should be used when subjects enrolled are under the age of 18.  

If the paragraph below is not applicable to your study, please remove it.

“If you are the parent/guardian of a child under 18 years old who is being invited to be in this study, the word “you” in this document refers to your child.  You will be asked to read and sign this document to give permission for your child/ward to participate.”
Purpose of Research
The goal of this research is to see if...Explain the purpose of the study and briefly describe the disease condition under study.  State why this treatment (etc.) might help.  Background information may be included here as appropriate.  Remember, however, that this document is meant for lay people, not scientists. Lastly, state how many subjects are participating at UMMC/UMMS.
Your Rights
It is important for you to know that:

Your participation is entirely voluntary.

You may decide not to take part or decide to quit the study at any time, without any changes in the quality of the health care you receive.

You will be told about any new information or changes in the study that might affect your willingness to participate.
Description of The Experimental Drug/Device  
(If applicable.  Please remove “drug” or “device” from title as appropriate.) If the drug/device is not FDA approved for use as mentioned in this study, make this completely clear in the paragraph below.  Also, keep the word “Experimental” in this heading if the drug/device is not FDA approved for this use.
Name of the experimental drug or device... ha s not been approved by the U.S. Food and Drug Administration (FDA) for sale by prescription.  It has been developed by (name Company) and has been tested in animals and in well people (if applicable).  It is still being tested in people with … (condition being studied) and about (#) patients have been tested so far.

(If applicable)
RANDOMIZATION
Since no one knows yet whether the experimental drug (drug name), will be effective or not, not everyone in the research study will be treated with (drug name).  Each volunteer in the study will get either . . .  or a placebo.  A placebo is an inactive substance which looks exactly like the experimental drug, but which is not expected to have any medical effects.  This means you may not receive the drug being tested.  The decision as to whether you receive the drug or placebo will be made by chance, like the flip of a coin, not by your doctor or based on your medical condition.  Neither you nor the doctors will know whether you are getting the experimental drug or a placebo. You have . . . chances in . . . of getting the experimental drug.  This way of studying medicines provides more objective information about the drugs and allows better comparisons to be made.   In an emergency, a doctor can find out what you are taking by calling (508) 334-1000 and have the operator page the on-call Investigational Pharmacist. 

PROCEDURES
Briefly describe in chronological order (if applicable):

1.
The procedure the volunteer will undergo to determine eligibility.
2.
How treatment will be administered; how often treatment will be given.

3.
The procedures done for the research: blood drawing- include volume of blood only in teaspoons or tablespoons (1 tsp. = 5cc, 1 tbsp. = 15cc, 2 tbsp = 1 ounce) do not use cc, ml, or ounce.


Example: The blood sample will be collected in the usual manner, by inserting a needle into a vein in your arm.  A sample of about _____ teaspoons will be collected each time. There will be three weekly samples for a total of _____ teaspoons during the entire study.

4.      
Include all other invasive procedures, neurological tests, questionnaires.

5.
The total duration of time required on the part of the volunteer.  Specify the number of hospital, clinic, inpatient, or outpatient visits; if volunteer will be hospitalized, for how long.  Number of times tests will be repeated; and duration of treatment and follow up.

6.
Distinguish clearly those procedures that will be done for research purposes only.  These include experimental procedures and also routine procedures that would not, or might, not, be part of the individual’s standard care.  Likewise, distinguish those procedures that are standard care and would be carried whether or not the subject was in the study.
Format for the description of procedures is as follow.  Adapt it to your specific protocol.  Use subtitles or sub headers for each visit to help simplify the readability and clarify the visits.
Your participation in the research will last up to . . .  years, require a total of . . .  outpatient visits and . . . day stay in the hospital.

Screening Visit
You will have the following test to see if you meet the requirements for being in the research study.  List everything that will be done as part of the screening and indicate whether it is or is not part of the standard treatment for this individual.  If during the screening visit there is a potential for the subject to be discontinued then subjects should be informed of this as well. 
Visit 1 (or Visits 1-n)
This first visit will take about. . . 

Next, you will be given a . . . supply of either the experimental drug or the placebo, depending on which you were assigned to take.  This will be . . . (e.g. a pill to take four times a day, after each meal and at bedtime.)

You will have to come to the clinic. . . times according to the following schedule:

Al all of these visits you will have List everything that will be done at these visits and indicate whether it is or is not part of the standard treatment for this individual.

These visits will take about. . . 

This is (more often than, or the same as) you would have to come for check-ups if you were not in the research study.

CONFLICT OF INTEREST DISCLOSURE (If no conflict exists, please simply state NONE.)
Clinical investigators should disclose any financial arrangement they may have with a company whose product figures prominently in their research or financial arrangements they may have with a company making a competing product by describing the relationship.  In the case where the only relationship is that a company is sponsoring the research study, it is sufficient to prominently identify the Sponsor on the front page of the consent form.
RISKS
Include as appropriate: Description should include all side effects in the protocol and the Investigators Brochure. The relative rate of occurrence (using frequency and severity) should be clearly stated in lay terms.  Information about whether the side effects are reversible should be included.   Include psychological, legal socioeconomic risk and any inconveniences and discomforts associated with any of the procedures.
RISKS OF THE INVESTIGATIONAL DRUG/DEVICE (Remove “drug” or “device” from the title as appropriate or remove heading entirely if not investigational)
For minimal side effects use the following language

The following side effects of . . .have been reported.  The most common side effects are ...   Unless otherwise stated; the side effects will go away when the drug is stopped.  In addition you may experience other unforeseen side effects that have not been reported before.

If the side effects are numerous(15+), you are required to use the table below.  
	
	Mild
	Moderate
	Severe

	Frequent
	
	
	

	Occasional
	
	
	

	Rare
	
	
	


The side effects should be listed in each box as appropriate. In addition, if there are risks that are particularly serious or should be identified more clearly to the subjects and need more explanation, then the text format would be fine but please highlight these risks and place the text format below the table.

As with any study agent, there may be a risk of allergic reaction that could include rash, hives, itching skin, difficulty breathing, lowered blood pressure, swelling and even death.  If any of these symptoms occur, contact your study doctor immediately or seek emergency care.  You will be immediately treated with standard medicines used to treat such reactions.
Your condition will be watched closely during the study.  If you have any serious reactions or problems, the treatment will be changed or stopped to protect your health.

RISKS OF THE EXPERIMENTAL PROCEDURES
Explain the most common risks known and potential risks of the experimental procedures.  

RISKS OF STANDARD PROCEDURES BEING DONE FOR PURPOSES OF THE RESEARCH WHICH YOU MIGHT NOT NEED TO HAVE IF YOU WERE NOT IN THE STUDY
Explain the risks due to standard procedures which are being carried out only because the subject is in study.  Include Risks of Radiation to this section and use language approved by the Radiation Safety Committee.
Blood samples will be taken by venipuncture.  This method involves inserting a needle into a vein in the arm and withdrawing a sample of blood.  It is fairly common for a harmless black and blue mark to appear at the site of the vein puncture.  Occasionally, patients become dizzy as a consequence of having blood drawn and rarely someone may faint.

RISKS INVOLVED WITH GENETIC TESTING (If applicable)

Use the following points to explain genetic testing risks and what will be done for the patient.

1) All reasonable efforts will be taken to protect you from future discrimination based upon the results of genetic testing. (e.g. placing the subjects at increased risk for criminal or civil liability, insurance denial, and/or be damaging to the subjects' financial standing, employability, reputation, etc.)

2) Genetic counseling: 

a) Free genetic counseling by a qualified physician must be provided to anyone who tests positive for a specific genetic defect. 

b) Free genetic counseling by a qualified physician must be provided to both donors and recipients involved in genetic engineering. 

c) The counseling must include a discussion encouraging but not requiring the subject to contact relatives, if knowing about the possibility of a genetic abnormality might be medically helpful to them.

d) Free genetic counseling is not required for relatives seeking information. 

The consent form must include an appropriate variation of the following statement in the risk section.

If you are found to carry the abnormal gene, there is a _____ % chance it may have come

from one of your parents and it that case, your siblings will also have a ______ % chance of

carrying the abnormal gene. There is a (high, low, %) probability that a person with the

abnormal gene (will, will never) have any symptoms. The symptoms of the gene are _____.

The gene may increase the risks associated with ______.

PREGNANCY (If both male and female reproduction must be discussed, change this to Reproductive Risks and describe the risks as they apply to both males and females.)
Because the safety of (study drug or device) during pregnancy and breast feeding is not known, women who are pregnant or nursing may not take part in this study.  If you are a woman who is able to have children, you must have a negative pregnancy test before you begin the study and you must agree to use an effective birth control, such as oral contraceptive pills, contraceptive patch (if less than 198 lbs), Depo Provera injection, or IUD during the study.  If risk to fetus is considered minimal, then add “or barrier methods such as diaphragm, cervical cap, or condom”, but also add “barrier methods are not as effective as hormonal methods”.  If you become pregnant during the study, you should inform the doctors.  You will   explain what will be done if a woman becomes pregnant while in the study and whether or not it is expected that the baby’s health, in addition to the mother’s health, will need to be followed for a period of time as well.
     For male subjects, if there is a risk to his partner this must also be discussed and the precautions that he and his partner must take.
BENEFITS
Select one paragraph that is appropriate for your study.
If the study involves experimental therapy:

It is hoped that the . . .will. . ., however we cannot promise that this will happen.

Or if the study is randomized, placebo controlled:

You may not benefit directly from being in this research study, either because you are assigned to take the placebo, or because the experimental drug does not prove effective.  However, your participation may help others with this condition in the future as a result of knowledge gained from the research.

Or if the study is randomized, controlled with an approved treatment drug:

You may not benefit directly from being in this research study, either because you are assigned to take the approved drug which could be prescribed by your doctor even if you were not in the study, or because the experimental drug does not prove effective.  However, your participation may help others with this condition in the future as a result of knowledge gained from the research.

Or if the only treatment involved is with an approved treatment drug:

There is no direct benefit to you from being in this study.  However, your participation may help others with this condition in the future as a result of knowledge gained from the research.

Or if no treatment is involved and no benefit is anticipated:

There is no direct benefit to you from being in this study.  However, your participation may help others with this condition in the future as a result of knowledge gained from the research.

REASONS YOU MIGHT BE WITHDRAWN FROM THE STUDY WITHOUT YOUR CONSENT   Please remove those that are not applicable for your study.
You may be taken out of the research study if:

1.
The investigator decides that continuing in the study would be harmful to you.

2.
You need treatment not allowed on this study.

3.
You fail to keep your appointments or take the medications as instructed.

4.
You become pregnant.

5.
The study is canceled by the company making the drug, the FDA, or the agency 

sponsoring the study (insert sponsor’s name), or the University of Massachusetts Medical 


School Institutional Review Board.

ALTERNATIVES   Select the appropriate paragraph for your study.
If you decide not to take part in this research study, your treatment would be. . . 

or

Other treatments available for your condition include. . .  Before you decide to take part in this research study your doctor will give you information and discuss the benefits and risks of these treatments.

If the study drug being tested is currently available off study, please inform subjects that they can receive this medication without having to take part in this study.
COSTS   Select the appropriate paragraph for your study.
There will be no additional cost to you from being in this research study.  The medicines, clinic visits, and tests that are done for research purposes will be free (specify those that are free).  Any costs for the standard treatment of your condition will be billed to you or your health insurance.

Or if there are procedures done more than once, that might sometimes be billed to subject and at other times paid by the research project.

There will be no additional cost to you from being in this research study.  The medicines, clinic visits, and tests that are done for research purposes will be free (specify those that are free).  Any medical costs for the standard treatment of you condition will be billed to you or your health insurance.  The . . . (e.g. cardiac catheterization) which is done for research purposes only, will be free, the other . . . will be billed in the usual way.   These tests are considered part of standard therapy and are covered by most insurance companies.

COMPENSATION
You will be paid the following amount to reimburse you for your time, travel and other expenses associated with this research study. 

The following guidelines state MAXIMUM payment.  Investigators may choose to use a lesser amount for any category or to offer no payment:

1) Hourly payment of $20/hr for every hour (or fraction thereof) of the subjects’ involvement in the study.  This should include time in the hospital or clinic that is solely for the study, travel time, and time spent recovering from a procedure or an anesthetic agent used for a procedure.  Time that the subject is unable to perform his/her routine activities of daily living due to study related issues should be included in this time.  (Time required to perform multiple minor tasks should be lumped together; that is, filling out a questionnaire that takes 15 minutes on four different days constitutes one hour of labor, not four hours.

2) Cost of transportation ($0.35/mile), parking and meals.

3) A bonus of up to $50 may be given for completion of a long term study or for studies that involve low risk but uncomfortable procedures (such as endoscopy, multiple blood samples for pharmacokinetic studies, gynecological examinations, etc).

4) Please note that free medical care, drugs, etc associated with the study are not considered to be either a benefit or compensation. These issues should be addressed under the COST section.

CONFIDENTIALITY (HIPAA language from the sponsor should not be listed in this section.)
Your privacy is important to us.  Your research records will be confidential to the extent possible. In all records, you will be identified by a code number and your name will be known only to the researchers.  Your name will not be used in any reports or publications of this study.  However, the study sponsor (insert sponsor’s name) and/or their representatives, the U.S. Food and Drug Administration (FDA), and the UMMS Institutional Review Board and/or their representatives may inspect your medical records that pertain to this research study.  We will not allow them to copy down any parts of your identifiable information (e.g. your name) or take any of your identifiable information from our offices.
For studies that may have sensitive or private information that could be harmful to the subjects if it were to be released, it is suggested that a Certificate of Confidentiality be obtained.  Certificates of Confidentiality are issued by NIH to protect identifiable information from being forcibly disclosed.  The language provided via the Certificate of Confidentiality should be added here.  Please call the Research Subjects Office for assistance, if this should be needed.
YOUR PARTICIPATION IN THIS PROJECT IS ENTIRELY VOLUNTARY.  YOU MAY WITHDRAW FROM THE STUDY AT ANY TIME.

THE QUALITY OF CARE YOU RECEIVE AT THIS HOSPITAL WILL NOT BE AFFECTED IN ANY WAY IF YOU DECIDE NOT TO PARTICIPATE OR IF YOU WITHDRAW FROM THE STUDY.

CONSEQUENCES OF WITHDRAWAL (Please remove if this does not apply to your research.)

Explain the consequences of a subject’s decision to withdraw from the research and state whether withdrawal must be gradual for safety reasons.
RESEARCH INJURY COMPENSATION   
If you are injured or have any harmful effects as a direct result of your being in this research, treatment will be made available to you at UMass Memorial Medical Center (UMMMC).  You will not have to pay any charges resulting from the harmful effect or injury of a study drug (or device) or procedure that would not have otherwise been done as part of your regular care.
If the study sponsor requires a statement related to the sponsor’s responsibilities for injury or compensation, please contact Sheila Noone, Director, Office of Clinical Research at 508-856-5015 or Sheila.noone@umassmed.edu to ensure that the requested language does not contradict institutional policy or contract language.  This should be discussed before IRB submission.
QUESTIONS

Before you sign this consent form, please feel free to ask any questions you may have about the study or about your rights as a research subject.  If other questions occur to you later, you may ask Dr.   (fill in P.I. name)  at  ( fill in phone number), the Principal Investigator. You may take as much time as needed to think this over.  If at any time during or after the study, you would like to discuss the study or your research rights with someone who is not associated with the research study, you may contact the Administrative Coordinator for the Committee for the Protection of Human Subjects in Research at UMMS.  The telephone number is (508) 856-4261.

Pagination should be continuous throughout the consent form but the title, P.I., and subject’s name should appear at the top of the page that contains the statement of agreement and the subject’s / subject’s representative’s / witness’ signatures.  Please remove these instructions.

CONSENT TO PARTICIPATE IN THE RESEARCH PROJECT

Title:

P.I. Name:                                                          
Subject’s Name:                                                 
Below is the standard UMMS Signature paragraph that must be used.
I understand the purpose and procedures of this research project and the predictable discomfort, risks, and benefits that might result.  I have been told that unforeseen events may occur.  I have had an opportunity to discuss the risks and benefits of this research with the investigator and all of my questions have been answered.  I agree to participate as a volunteer in this research project.  I understand that I may end my participation at any time.  I have been given a copy of this consent form.

                                                                                          Date:                                         


Subject’s signature

The representative or witness sections below are NOT to be used for non-English speaking subjects.  Please visit our website at http://www.umassmed.edu/subjects/human/forms.cfm for more information about enrolling non-English speaking subjects.  
The subjects legally authorized representative or family member should only be used when the subject is a minor (contact the IRB office before the enrollment of a ward of the state), or the subject is unconscious, decisionally impaired or unable to give consent as a result of their medical condition.
Re-consent by the subject is imperative when the subject is able to give their own consent.

Subject’s Legal Representative, if appropriate:
Name:





Relationship to Subject:                                     


(Print)
 

                                                                                           Date:                                           

Legally Authorized Representative or Family Member Signature

A witness may be used at the P.I.’s discretion.  Please remove the section below if you do not plan on using a witness in this study.
Witness Name:                                                        




(Print)

Witness Signature:                                                               Date:                                          
STATEMENT OF PERSON OBTAINING CONSENT
I, the undersigned, have fully explained the details of this clinical study as described in the consent form to the subject named above.

______________________________________________ Date: ________________


Signature of person obtaining consent

INVESTIGATOR’S DECLARATION
As the principal investigator or co-investigator on this study, I attest to the following:

· the nature and purpose of the study and study procedures, as well as the foreseeable risks, discomforts and benefits have been explained to the above-named subject

· this subject has been given the opportunity to ask questions and to have those questions answered by knowledgeable research staff

· this subject meets the inclusion/exclusion criteria for this study
I have considered and rejected alternative procedures for answering this research question.
_______________________      ________________

PI Signature                                               Date

This statement may be omitted when it is not appropriate to the study.

I have communicated with Dr.   (insert patients attending physician)  on  (enter date)  and in his/her opinion it is acceptable for this patient to participate in this study.

                                                                                  Date:                                    
Signature
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