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Informed Consent Form and HIPAA Authorization
Informed Consent Template- English Version & and instructions 

Note to Investigators: 

When creating informed consent, investigators are encouraged to keep language and vocabulary as basic and straightforward as possible. Investigators are also encouraged to use this template when creating informed consent. Use of alternative wording or format is permitted, but doing so may slow down the review process. All sections of the consent form, except the "Consent" section, should be written in the second person ("You are invited..."). 
Headers should include “Informed Consent” followed by the title of the study (e.g., the header in this document, version, date, and page numbers. If your consent letter is more than one page, the footer should also include a space for the participant’s initials (e.g., the footer in this document). 

Be sure to include any basic components of informed consent that are appropriate to your study. Please refer to the document entitled “components of informed consent” for more information. If you have any further questions, contact the Director of Institutional Review Board at (787) 772-8300, ext. 1229; irb@cccupr.org. 
*Information in italics is for your information and should be deleted from the actual consent form. Material in brackets should be completed with relevant information.
TITLE OF STUDY: [Insert title] 
PROTOCOL NUMBER:
SPONSOR:

PRINCIPAL INVESTIGATOR(S)
[Name]
[Department]

[Address]

[Phone]

[Email]

This consent form may contain words that you do not understand.  Please ask the study investigator or the study staff to explain any words or information that you do not clearly understand. You may take home an unsigned copy of this consent form to think about or discuss with family or friends before making your decision. 
INTRODUCTION
You have been invited to participate in a research study.  However, before you agree to take part in this study, please read this consent form carefully and ask as many questions as you need in order to be sure you understand the study procedures, including risks and benefits.

PURPOSE OF STUDY

The purpose of this study is to [Briefly describe purpose of study.] 

PARTICIPANTS

Who can take part in this study? 

Include general criteria for eligibility and exclusion of participants.

STUDY PROCEDURES

List all procedures, preferably in chronological order, which will be employed in the study. Point out any procedures that are considered experimental. Clearly, explain technical and medical terminology using non-technical language. Explain all procedures using language that is appropriate for the expected reading level of participants (at least 6th grade). 

Refer to the subjects as “you.” Tell subjects exactly what to expect. Explain what will happen during the study and how the study will work. Include everything that subjects will be asked to do. Describe all surveys and data collection instruments that subjects will experience. Indicate how long each survey or procedure will take and state how long (e.g. minutes, hours, days, months, until a certain event or endpoint) the subjects will be part of the study.

A. Include the following section only if the protocol is for a clinical trial:

Information on the Trial Drug [Name of Drug]

1) give the phase of the trial and explain what that means. Explain to the participant why you are comparing or testing the drugs. 

2) provide as much information as is appropriate and understandable about the drug such as its manufacturer or location of manufacture and the reason for its development. 

3) explain the known experience with this drug  

4) explain comprehensively all the known side effects/toxicity of this drug, as well as the adverse effects of all the other  medicines that are being used in the trial

B. Unfamiliar Procedures
This section should be included if there may be procedures which are not familiar to the participant. 

If the protocol is for a clinical trial:

1) involving randomization or blinding, the participants should be told what that means and what chance they have of getting which drug (i.e. one in four chances of getting the test drug).

2) involving an inactive drug or placebo, it is important to ensure that the participants understand what is meant by a placebo or inactive drug.  Example: A placebo or inactive medicine looks like real medicine but it is not. It is a dummy or pretends medicine. It has no effect on a person because it has no real medicine in it. Sometimes when we want to know whether a new medicine is good, we give some people the new medicine and some people the pretend or dummy medicine. For the research to be good, it is important that you do not know whether you have been given the real medicine or the pretend or dummy medicine.  This is one of the best ways we have of knowing what the medicine we are testing really does
3) which may necessitate a rescue medicine, then provide information about the rescue medicine or treatment such as what it is and the criterion for its use. For example, in pain trials, if the test drug does not control pain, then intravenous morphine may be used as a rescue medicine.
Example: If we find that the medicine that is being used does not have the desired effect, or not to the extent that we wish it to have, we will use what is called a “rescue medicine.” The medicine that we will use is called XXXX and it has been proven to control XXXX. If you find that the drug we are testing does not stop your symptoms XXXX and it is very uncomfortable for you, we can use the rescue medicine to make you more comfortable.)
If appropriate, list any additional reasons why subjects might be taken off the study.


If audio taping, videotaping, or film procedures are going to be used, provide information about the use of these products.
RISKS and DISCOMFORT
List all reasonably foreseeable risk: the physical and non-physical risks of participating in the study above. Non-physical risks may include social, psychological, or economic harm; risk of criminal or civil liability; or damage to financial standing, employability, or reputation.

List any measures that will be used to minimize the risks
You may decline to answer any or all questions and you may terminate your involvement at any time if you choose.

BENEFITS

List the benefits you anticipate will be achieved from this research. Include benefits to participants, others, or the body of knowledge. If there is no direct benefit to the participant, state so. For example, “There will be no direct benefit to you for your participation in this study. However, we hope that the information obtained from this study may….” 
When applicable, disclose alternative procedures or courses of treatment, if any, which might be advantageous to participants.
ALTERNATIVES TO PARTICIPATING

Include this section only if the study involves administration of investigational drugs or use of new therapeutic procedures. It is important to explain and describe the established standard treatment.

 (Example: If you do not wish to take part in the research, you will be provided with the established standard treatment available at the center/institute/hospital.)
COST
Specify if study drug will be provided by the sponsor. 

Please specify if the participant or the insurance will be billed for anything. 

Specify who will be responsible if the insurance doesn’t pay. 

There are no charges for the study visits.

INCENTIVE/STIPEND 
PRIVACY, YOUR PROTECTED HEALTH INFORMATION (PHI)

The personal information that can identify you is protected by federal privacy and security regulations issued under the Health Insurance Portability and Accountability Act (“HIPAA”). This section of this form advises you on your rights under these regulations.  
 If you choose to be in this study, the investigator will get personal information about you. This may include information that might identify you.  The investigator may also get information about your health including: 

[Select the ones that apply to your study] 

•
Past and present medical records 

•
Research records 

•
Records about phone calls made as part of this research 

•
Records about your study visits 

•
Information obtained during this research about (HIV / AIDS, Hepatitis infection, Sexually transmitted diseases or other reportable infectious diseases )


Physical exams 


Laboratory, x-ray, and other test results 


Diaries and questionnaires

· The diagnosis and treatment of a mental health condition

•
Records about any study drug you received 

• 
Records about the study device 

Your medical information and records, once given to parties who are not bound by laws – such as the HIPAA regulations –that protect your identifiable information may no longer be protected from being used and shared without your consent.

 

This permission will last as long as we have a scientific and research need to use and share your identifiable information (including identifiable health information) and identifiable biospecimens. 

If you say “yes” in this form, we may share your identifiable information and identifiable biospecimens with researchers in the future.  We may also share your identifiable information with regulatory authorities that oversee research, including 
Several people and organizations may review or receive your identifiable information. They will need this information to conduct the research, to assure the quality of the data, or to analyze the data or samples. These groups include: 

• Members of the research team and other authorized staff at CCCUPR;

• People from agencies and organizations that perform independent accreditation and/or oversight of research, such as the Department of Health and Human Services, Office for Human Research Protections.

*Include the following ONLY if applicable (i.e., receiving or using identifiable information)

• Representatives of [sponsor name] is the study sponsor funding this research.

• (labs analyzing identifiable samples) Laboratories who will test your blood/urine/tissue sample(s) for the study, such as (List lab names who receive identifiable specimens.) 

• (labs analyzing coded samples) Your samples/data will be shared with outside laboratories including XXXX, YYYY and ZZZZ, who will analyze (and store, if applicable) your samples. Your samples/data will be labeled with a XXXX (include whatever is appropriate e.g. study number, date when they were obtained, your initials). The outside laboratories will not know who you are. Private information such as your name, birth date or medical record number will not be shared with them. (if applicable)

• The Data Coordinating Center at XXXX (multi-center research studies)

• Groups monitoring the safety of this study (e.g. DSMB)

• The National Institutes of Health (or other funding agencies) who is sponsoring this research;

• The Food and Drug Administration (FDA); (if applicable)

• Public health authorities that are required by law to receive information for the prevention or control of disease, injury or disability. (if applicable: sexually transmitted diseases, HIV, AIDS, child abuse, etc.)
 

If results are published of studies done with your identifiable information or identifiable biospecimens, your name will not be used in those publications.
Information about you and your health that might identify you may be given to others to carry out the research study. The sponsor will analyze and evaluate the results of the study.  In addition, people from the sponsor and its consultants will be visiting the research site.  They will follow how the study is done, and they will be reviewing your information for this purpose. The records will be safeguarded as HIPAA regulations. 

The information may be given to the FDA.  It may also be given to governmental agencies in other countries.  This is done so the sponsor can receive marketing approval for new products resulting from this research. The information may also be used to meet the reporting requirements of governmental agencies. 

The results of this research may be published in scientific journals or presented at medical meetings, but your identity will not be disclosed. 

The information may be reviewed by The CCCUPR Institutional Review Board (CCCUPR IRB). CCCUPR IRB is a group of people who perform independent review of research as required by regulations. 

Your personal health information will be kept as confidential as possible under the law.  However, your personal health information may no longer be protected by the privacy rule once it is disclosed to our associates, and may be shared with others. 

Your permission expires at the end of the study, unless you cancel it sooner.  You may cancel this authorization at any time by sending a written notice to the principal investigator at the following address: 

[Principal Investigator’s name] 

[Mailing Address] 

If you cancel this authorization, the principal investigator will no longer use or disclose your personal health information under the authorization for this study, unless he/she needs to use or disclose some of your personal health information to preserve the scientific integrity of the study.  Information submitted before you cancel this authorization can still be used by the associates. 

The Authorization for Use and Disclosure of Protected Health Information for research purposes is completely voluntary.  However, if you do not sign this document you will not be able to participate in this study.  If in the future you cancel this authorization, you will not be able to continue participating in this study.

CONFIDENTIALITY
Your responses to this [survey] will be anonymous. Please do not write any identifying information on your [survey]. OR For the purposes of this research study, your comments will not be anonymous. Every effort will be made by the researcher to preserve your confidentiality by including the following: 

[State measures are taken to ensure confidentiality, such as those listed below:
· Assigning code names/numbers for participants that will be used on all research notes and research documents.
· Keeping notes, interview transcriptions, and any other identifying participant information in a locked file cabinet in the personal possession of the researcher.]
Participant data will be kept confidential except in cases where the researcher is legally obligated to report specific incidents. These incidents include, but may not be limited to, incidents of abuse and suicide risk.
List all individuals and agencies who will have access to the data and records, and how data will be described if published or shared with others. Will you be using direct quotes which could be traced to an individual? Will you be aggregating the data?  

Describe confidentiality protections here.  Explain how you are protecting the subject’s information. Give details as appropriate: for example, are data files kept in locked cabinets, are the data kept on a computer, is a password required for getting onto the system; who has access to the data, etc.
Describe how confidentiality of the records will be maintained. If aparticipants will be photographed, video-taped, or audio-taped, include that information in this section.
The following language may be required if the study is an FDA-regulated clinical trial.
A description of this clinical trial will be available on http://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.

DAMAGE RELATED TO INVESTIGATION (choose among one of the following paragraphs)
In the event of physical and/or mental injury resulting from this research study, you will receive medical treatment free of change at the Comprehensive Cancer Center Hospital or any other hospital designated. The Comprehensive Cancer Center of the UPR has no plans to provide any form of compensation directly to you. However, by signing this consent form you do not give up any legal rights. 

----------------------------------OR------------------------------------------------------------------------
If you suffer a physical or mental injury as a result of receiving the study drug or any medical procedures required by the study, you will be reimbursed by the sponsor for reasonable and customary fees and medical expenses actually incurred to treat such injury, but only to the extent such fees and expenses are not paid by your health insurance or governmental coverage. You will not be offered any financial compensation from the Comprehensive Cancer of the UPR.  Your health insurance may not pay costs of treating a research related injury.  No other provision has been made for payments of any other forms of compensation for a research related injury, such as for lost wages, lost time, or discomfort. By signing this consent form you do not give up any legal rights.
-----------------------------------------------------------------------------------------------------------------
In the case of any physical or mental damage related to the study, you must notify the staff immediately. A plan will be created to address your immediate needs if Principal Investigator, (name of the PI), determines that the damage is directly related to the study procedures. You will receive treatment for problems related to the study directly by the study staff or you will be informed where you can get additional treatment from you.

There are no additional funds from the Comprehensive Cancer Center at UPR or the US National Institutes of Health for research-related damages, no compensation is available for physical damage such as loss of work, pain, and suffering. Both you and your insurer will continue to be responsible for medical expenses incurred outside the study or medical expenses that are determined to be not directly related to study procedures. You will not lose your legal rights to sign this consent.


COMPENSATION 

Indicate what participants will receive for their participation in this study. Indicate other ways participants can earn the same amount of credit or compensation. State whether participants will be eligible for compensation if they withdraw from the study prior to its completion. If compensation is pro-rated over the period of the participant's involvement, indicate the points/stages at which compensation changes during the study. 
These may include, for example, travel costs and money for wages lost due to visits to health facilities. The amount should be determined by the host country context.
SHARING THE RESULTS
[Where it is relevant, your plan for sharing the information with the participants should be provided. If you have a plan and a timeline for the sharing of information, include the details. You should also inform the participant that the research findings will be shared more broadly, for example, through publications and conferences.]
VOLUNTARY PARTICIPATION

Your participation in this study is voluntary. It is up to you to decide whether or not to take part in this study. If you decide to take part in this study, you will be asked to sign a consent form. After you sign the consent form, you are still free to withdraw at any time and without giving a reason. Withdrawing from this study will not affect the relationship you have, if any, with the researcher. If you withdraw from the study before data collection is completed, your data will be returned to you or destroyed. 
CONTACT INFORMATION 

Provide the name of one or more researchers who can be reached for assistance. If you are a student provide your advisor's contact information too.

If you have questions at any time about this study, or you experience adverse effects as the result of participating in this study, you may contact the researcher 
Dr. XXXXXXXXX 

Tel. 787-(xxx-xxx)  
Email XXXXXX. 
If you have questions regarding your rights as a research participant, or if problems arise which you do not feel you can discuss with the Primary Investigator, please contact the President of the Institutional Review Board (IRB)

Dr. Wanda Figueroa 
Tel. (787) 772-8300, ext. 1229 

Email irb@cccupr.org.  
STATEMENT OF CONSENT
This section should be written in the first person and have a statement similar to the one in bold below. If the participant is illiterate, but gives oral consent, a witness must sign. A researcher or the person going over the informed consent must sign each consent. The certificate of consent should avoid statements that have "I understand…." phrases. The understanding should perhaps be better tested through targeted questions during the reading of the information sheet, or through the questions being asked at the end of the reading of the information sheet, if the potential participant is reading the information sheet him/herself.

I understand the provided information and have had the opportunity to ask questions. I understand that my participation is voluntary and that I am free to withdraw at any time, without giving a reason and without cost. I understand that I will be given a copy of this consent form. I voluntarily agree to take part in this study. (To be signed and dated by the subject)
Print name of subject: ___________________________________________

Signature: ________________________________________

Date:  ___________________________________________



                 Day/month/year

PERSON TAKING THE CONSENT

I confirm that the participant was given an opportunity to ask questions about the study, and all the questions asked by the participant have been answered correctly and to the best of my ability. I confirm that the individual has not been coerced into giving consent, and the consent has been given freely and voluntarily. 
Print Name of person taking the consent_____________________________________





Signature of person taking the consent______________________________________
Date ___________________________




                 Day/month/year

*A copy of this consent form will be given to the participant*
Note: Upon signing, the subject or the legally authorized representative will receive a copy of this form, and the original will be held in the subject’s research record. Unless otherwise required by the IRB. Exempt research does not require a signature.  For all other research, in some cases, it may be in the best interest of the subject not to collect a signature and the IRB will advise you if that is the situation.
Additional Examples:
1. Example of tiered consent for sample or tissue storage:
If any of the (TYPE OF SAMPLE i.e. blood, tissue)  I have provided for this research project is unused or leftover when the project is completed (Tick one choice from each of the following boxes)

· I wish my [TYPE OF SAMPLE] sample to be destroyed immediately.

· I want my [TYPE OF SAMPLE] sample to be destroyed after ____ years.

· I give permission for my [TYPE OF SAMPLE] sample to be stored indefinitely

AND (if the sample is to be stored)

· I give permission for my (TYPE OF SAMPLE) sample to be stored and used in future research but only on the same subject as the current research project : [give name of current research]

· I give my permission for my [TYPE OF SAMPLE] sample to be stored and used in future research of any type which has been properly approved

· I give permission for my [TYPE OF SAMPLE] sample to be stored and used in future research except for research about [NAME TYPE OF RESEARCH]

And
· I want my identity to be removed from my (TYPE OF SAMPLE) sample.

· I want my identity to be kept with my (TYPE OF SAMPLE) sample.

2. *Impartial Witness: If the subject cannot read, the signature of an Impartial Witness is needed.     

An impartial witness is: 

· a person who is independent of the trial,  

· who cannot be unfairly influenced by people involved with the trial, 

· who attends the informed consent process, and  

· who reads the informed consent form and any other written information supplied to the subject. 

3. Example  of tiered consent for genomic studies
If you wish to participate, please check your answers to the following questions.

May we collect your tissue samples, health information, and genomic information to study [state specific research project]?

[  ] Yes                  [  ] No

May we share your tissue samples, health information, and genomic information with other researchers to study [state specific disease or disorder]?

[  ] Yes                  [  ] No

May we share your tissue samples, genomic data, and health information with other researchers for future research projects related to other topics?

[  ] Yes       
    [  ] No

4. Studies Involving Participants Who Cannot Give Consent

If the study includes participants who lack the capacity to consent but are capable of designating a surrogate

I designate ____________________ [OR a previously designated legal guardian/named power of attorney] to make decisions about my participation in this research project.

If participants are at high risk of losing capacity to consent

If my [e.g. dementia, illness, etc.] progresses to the point that I cannot answer questions about whether to participate in the study:

You may continue to use the samples and data you have already collected from me 
[  ] Yes                  [  ] No

You may collect new samples or data from me, just as described in this consent form 
[  ] Yes                  [  ] No

I designate ____________________ [OR a previously designated legal guardian/named power of attorney] to make decisions about my participation, consistent with what I have agreed to here.

5. Permision to re-contact example

May we contact you in the future to get your permission to use your samples, health information, and genomic information for additional studies?
[  ] Yes      [  ] No
May we contact you in the future to ask your permission for additional samples or follow-up information about your health or medical care?
[  ] Yes       [  ] No
6. Example of the questions to elucidate understanding:

a) Participation: Do you know why we are asking you to take part in this study? Do you know what the study is about?

b) Volunteer Participation: If you decide not to take part in this research study, do you know what your options are? Do you know that you do not have to take part in this research study if you do not wish to? Do you have any questions?

c) Procedure: Can you tell me if you remember the number of times that we are asking you to come to the hospital to complete the treatment? The research project? How many injections will you be given? How many tablets? How much blood will be taken from your veins, using a syringe and needle? Over how many weeks? Etc. Do you have any other questions? Do you want me to go through the procedures again?

d) Risks: Do you understand that, while the research study is on-going, no-one may know which medicine you're receiving? Do you know that the medicine that we are testing is a new medicine, and we do not know everything about it? Do you understand that you may have some unwanted side-effects from the medicines? Do you understand that these side-effects can happen whether or not you are in the research study? Etc. Do you have any other questions?

e) Benefits: Can you tell me if you have understood correctly the benefits that you will have if you take part in the study? Do you know if the study will pay for your travel costs and time lost, and do you know how much you will be reimbursed? Do you have any other questions?

f) Do you know that you do not have to take part in this study if you do not wish to? You can say No if you wish to? Do you know that you can ask me questions later if you wish to? Do you know that I have given the contact details of the person who can give you more information about the study? Etc.

_____ Initials
          (Approved since mm/dd/yyyy to mm/dd/yyyy) IRB Approval STAMP

