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Form No. 4.2 - ICF Template




INSTRUCTIONS
When making an informed consent letter, investigators should maintain basic and simple language and vocabulary. Be guided by or use this template when making informed consent letters. Using alternative wording or format is permitted. All sections of the consent form should be written in second person ("You are invited..."), except the "Consent" section.
If you have any further questions, contact the Administrative Assistant of the Center for Health Research and Innovation.

Note: Information in italics is for your information and should be deleted from the actual consent form. Materials in brackets should be completed with the relevant information. It is encouraged that the letter be written in the dialect of the participants. Before giving this letter the investigator(s) must hold a conference/talk with the candidate(s)  and explain the letter & its contents to them.

TITLE OF STUDY
 [Insert title] 

PRINCIPAL INVESTIGATOR 
[Name]
[Department]
[Address]
[Phone]
[Email]
PURPOSE OF THIS LETTER FOR AN INFORMED CONSENT 

You are invited to be part of a [indicate which one: Gullas College of Medicine / Vicente Gullas Memorial Hospital] research study. Before you decide to participate, you need to understand why the research is being done and what it will involve. Kindly read very carefully the following information below. You may ask the researcher for any concerns, information, or anything that is not clear to you.
OBJECTIVE(S) OF THIS STUDY IS/ARE TO 
[Briefly describe the purpose of the study.] 


STUDY PROCEDURES

Enumerate all procedures & activities of the study in chronological order. Identify and Call attention to any clinical or experimental procedures. Clearly explain technical and medical terms in simple & non-technical language. Describe & explain using a language appropriate for the expected reading level of participants in all procedures. 

State how long participants will participate per session, if applicable, and how many sessions will be conducted. Give participants and idea of the total duration of the study.

Inform the participants that audio taping, videotaping, or film procedures, if applicable, will be used.

RISKS

Enumerate all reasonably & foreseeable risks, if any, for  each of the study procedures. Identify measures/countermeasures 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

Make a list of the foreseen benefits to participants, others, or the body of knowledge you anticipate will be achieved from this research.
If there is no direct benefit to the participant, state so,, “There will be no definite benefit to you for your immersion in this study. However, the information obtained from this study may….” 
When applicable, disclose alternative procedures or courses of treatment, if any, which might be advantageous to participants.

CONFIDENTIALITY
Your responses to this [survey] will be anonymous. OR For this research study, your comments will not be anonymous. Every effort will be made by the researcher to preserve your confidentiality including the following: 
[State and describe ALL measures taken to ensure confidentiality, and data privacy, such as but not limited to those listed below:
· Assigning code names/numbers for participants in all research notes and documents 
· Securing notes, interview transcriptions, and any other identifying participant document or information in a personal researcher’s locked file cabinet
· [Others]
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.
COMPENSATION

If there is no compensation, delete this section.
Indicate what participants (1) will receive for their participation in this study, (2) other ways participants can earn the same amount of credit or compensation, and/or (3) will receive as compensation if they withdraw from the study before its completion. 
If compensation is pro-rated throughout the participant's involvement, indicate the points/stages at which compensation changes during the study. 
CONTACT INFORMATION 

If you have questions at any time about this study, or you experience adverse effects as a result of participating in this study, you may contact 

[PRINCIPAL INVESTIGATOR]
[Name]
[Department]
[Address]
[Phone]
[Email]

Or

[CO-INVESTIGATOR]
[Name]
[Department]
[Address]
[Phone]
[Email]

If problems arise between you and the investigator that you do not feel you can discuss with the Primary Investigator, please contact the Center for Health Research & Innovation. 
VOLUNTARY PARTICIPATION

Your participation in this study is voluntary. You need to decide to take part or not take part in this study. If you decide to take part in this study, you will be asked to sign an informed consent form. After you sign the informed consent form, you are still free to withdraw at any time and without giving a reason. If you withdraw from the study before data collection is completed, your data will be returned to you or destroyed. 

*-*-*-*-*-*-*-*-*-*-*-*-*-*-*-*-*-*-*-*-*-*-*-*-*-*-*-*-*-*-*-*-*-*-*-*-*-*-*-*-*-*-*-*-*
Note: Please delineate the "Consent" section of the Informed Consent Form by drawing a line across the page (like the one above this paragraph). This delineation is important because the consent form grammar shifts from second person to first person, as shown in this example.
CONSENT

I read and understood the information in this letter and the information given by the researcher. I 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. 


Participant's signature ______________________________ Date __________ 



Investigator's signature _____________________________ Date __________ 
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