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INFORMED CONSENT FORM

	Informed Consent Form 
for:
	Identity of the particular group of individuals (e.g., clients, patients, community leaders, service providers) in the project for whom this consent is intended.
(Example: This informed consent form is for social service providers who we are invited to participate in the research titled "The Community Response to Malaria Project".)

	
	

	Name of Principal Investigator (s) or Researcher (s)
	

	Program (if researcher is a student, e.g. BS Agriculture)
	

	Name of Adviser (if researcher is a student)
	

	Department and College
	

	Title of study
	




PART I: INFORMATION SHEET
 
INTRODUCTION 
Briefly introduce the proponent and concerned organization, emphasize that this is an invitation to participate in a study/research and that they can take time to reflect on whether they want to participate or not. Assure the participant that they do not understand some of the words or concepts, that these will be explained and that they can ask questions at any time. 
(Example:  I am _______ from the _________ department in CLSU. I/We am doing research on __________. I/We am/are going to give you information and invite you to be part of this research. You do not have to decide today whether or not you will participate in the research. Before you decide, you can talk to anyone you feel comfortable with about the research. This consent form may contain words that you do not understand. Please ask me/us to stop as we go through the information and I/we will take time to explain. If you have questions later, you can ask them of me or of another researcher.)
 
PURPOSE OF THE RESEARCH  
Explain the research question in ordinary, non-technical terms. Use local and simplified words rather than scientific terms and professional jargon. Consider local beliefs and knowledge when deciding how best to provide the information. 

(Example: Malaria is making many people sick in your community. We want to find ways to stop this from happening. We believe that you can help us by telling us what you know both about malaria and about local health practices in general . We want to learn what people who live or work here know about the causes of malaria and why some people get it. We want to learn about the different ways that people try to stop malaria before someone gets it or before it comes to the community, and how people know when someone has it. We also want to know more about local health practices because this knowledge might help us to learn how to better control malaria in this community.)
 
TYPE OF RESEARCH INTERVENTION 
Briefly state the type of intervention that will be undertaken. This will be expanded upon in the procedures section but it may be helpful and less confusing to the participant if they know from the very beginning whether, for example, the research involves a vaccine, an interview, a questionnaire, or a series of finger pricks. 
(Example: This research will involve your participation in a group discussion/questionnaire/interivew that will take about one and a half hour, and a one hour interview).

PARTICIPANT SELECTION  
Indicate why you have chosen this person to participate in this research. People wonder why they have been chosen and may be fearful, confused or concerned. 
(Example: You are being invited to take part in this research because we feel that your experience as a ______________ can contribute much to our understanding and knowledge of __________.)
 
VOLUNTARY PARTICIPATION  
Indicate clearly that they can choose to participate or not. State, only if it is applicable, that they will still receive all the services they usually do if they choose not to participate. Explanation: It may be more applicable to assure them that their choosing to participate or not will not have any bearing on their job or job-related evaluations. This can be repeated and expanded upon later in the form as well. It is important to state clearly at the beginning of the form that participation is voluntary so that the other information can be heard in this context. Although, if the interview or group discussion has already taken place, the person cannot 'stop participation' but request that the information provided by them not be used in the research study. 
(Example: Your participation in this research is entirely voluntary. It is your choice whether to participate or not. 
 OR 
The choice that you make will have no bearing on your job or on any work-related evaluations or reports. You may change your mind later and stop participating even if you agreed earlier.)
 
PROCEDURES  

A. Provide a brief introduction to the format of the research study and in which part of the study they will be involved. 
(Example:  We are asking you to help us learn more about malaria in your community. We are inviting you to take part in this research project. If you accept, you will be asked to….:)

B. Explain the type of questions that the participants are likely to be asked (ex. in the focus group, the interviews, or the survey). If the research involves questions or discussions which may be sensitive or potentially cause embarrassment, inform the participant of this.  

a. For focus group discussions:  Give the location of the FGD, describe the FGD process, inform the participant that there will be 7-8 other persons with similar experiences, that the discussion will be guided by a moderator who is trained to do so, whether the discussion will be recorded, how confidentiality will be kept and how long the records will be stored. Give the participant an idea on what topics will be taken up, that questions the participant has about the study may also be raised and discussed and that they do not have to share any knowledge that they are not comfortable sharing. It is also important for the participant to know that they can still opt out of the study even after the FGD by requesting that their participation not be cited as part of the data.  
(Example: You will take part in a discussion with ____ other persons with similar experiences. This discussion will be guided by [name of moderator/guider] or myself. The group discussion will start with me, or the focus group guide or moderator (use the local word for group discussion leader), making sure that you are comfortable. We can also answer questions about the research that you might have. Then we will ask you questions about the (topic) and give you time to share your knowledge. We will not ask you to share personal beliefs,  practices or  stories and you do not have to share any knowledge that you are not comfortable sharing. The discussion will take place in [location of the FGD], and no one else but the people who take part in the discussion and guide or myself will be present during this discussion. The entire discussion will be tape-recorded, but no-one will be identified by name on the tape. The tape will be kept [explain how the tape will be stored]. The information recorded is confidential, and no one else except [name of person(s)] will have access to the tapes. The tapes will be destroyed after ______number of days/weeks.)

b. For interviews: Inform the participant about the location of the interview (or a preferred location of the participant) and identity of the interviewer. Assure the participant that they do not wish to answer any of the questions during the interview, the interviewer will move on to the next question; that no one else but the interviewer will be present unless they would like someone else to be there. Describe how the interview will be recorded and kept confidential. Explain how long the study records will be kept and subsequently destroyed.
(Example: You will be asked to participate in an interview with [name of interviewer] or myself. 
During the interview, I  or another interviewer will sit down with you in a comfortable place at [location]. If it is better for you, the interview can take place in your home or a friend's home. If you do not wish to answer any of the questions during the interview, you may say so and the interviewer will move on to the next question. No one else but the interviewer will be present unless you would like someone else to be there. The information recorded is confidential, and no one else except [name of person(s)] will access to the information documented during your interview. The entire interview will be tape-recorded, but no-one will be identified by name on the tape. The tape will be kept [explain how the tape will be stored]. The information recorded is confidential, and no one else except [name of person(s)] will have access to the tapes. The tapes will be destroyed after ______number of days/weeks.)

c. For questionnaire surveys:  Describe how the survey will be distributed and collected. Inform the participant that they may answer the questionnaire personally, or it can be read to them; answered aloud and written down by a member of the research team. Assure the participant that if they do not wish to answer any of the questions, this may be skipped, and they can proceed to the next question. The information recorded is confidential, name is not included on the forms, only a number will identify them, and no one else except [name of persons with access to the information] will have access to the results of the survey. 
(Example: You will requested to fill out a survey which will be provided by [name of distributor of blank surveys] and collected by [name of collector of completed surveys].OR You may answer the questionnaire yourself, or it can be read to you and you can say out loud the answer you want me to write down. 
 If you do not wish to answer any of the questions included in the survey, you may skip them and move on to the next question. [Describe how the survey will be distributed and collected]. The information recorded is confidential, your name is not being included on the forms, only a number will identify you, and no one else except [name of person(s) with access to the information] will have access to your survey.)

d. For sensory evaluation:  Describe how the sensory evaluation will be conducted.
(Example:  A sensory evaluation study will be conducted to determine the acceptability and quality of the developed product based on consumer perception. The evaluation will involve a panel of 30 to 50 untrained participants representing the target consumers. The participants will be selected through purposive sampling and will be informed of the study objectives before the evaluation. Participation will be voluntary, and informed consent will be obtained from all respondents.

Prior to the evaluation, all product samples will be prepared under standardized conditions to ensure consistency in sample size, temperature, appearance, and serving method. Each sample will be assigned a random code to prevent bias and ensure objective assessment. The coded samples will be presented to the panelists in a randomized sequence to minimize order effects. Participants will be provided with evaluation sheets containing the sensory attributes to be assessed, including appearance, aroma, texture, flavor, and overall acceptability. A nine-point Hedonic Rating Scale will be used, where a score of 9 corresponds to "Like Extremely" and a score of 1 corresponds to "Dislike Extremely." The panelists will be instructed to evaluate each sample independently and record their ratings based on their personal preferences and perceptions. )

DURATION  
Include a statement about the time commitments of the research for the participant including both the duration of the research and follow-up, if relevant. 
(Example: The research takes place over ___ (number of) days/ (number of) months___ in total. During that time, we will visit you three times for interviewing you at one month interval  and each interview will last for about one hour each OR The group discussion will be held once and will take about one and a half hour OR filling up the survey questionnaire will take about 15 minutes)
 
RISK/INCONVENIENCES AND SAFEGUARDS
Explain and describe any risks that can be anticipated or that are possible. The risks depend upon the nature and type of qualitative intervention, and should be, as usual, tailored to the specific issue and situation. 
 
If the discussion is on sensitive and personal issues (e.g., reproductive and sexual health, personal habits) or confidential in nature, then there is a risk of embarrassment, discomfort or fear. Assure the participant that they do not have to answer any question or take part in the discussion, interview, or survey if they feel the questions are too personal or if talking about them makes them uncomfortable. 

Include a statement about the inconvenience of participating in the study.  Please note that the time spent for participating in the study may be considered as inconvenience.

For each risk or inconvenience you have identified, explain the safeguards you plan to put in place. Organize the information in a table.

Example of the risks and inconveniences and plans to mitigate them:
	Risk/Inconvenience
	Mitigating Measures (Sample only based on Risk/Inconvenience)

	(e.g. You will need to spend some of your time when you participate in this study.)
	· You will be informed how long you need to spend to take part in the study.
· The interview will be scheduled based on your convenience.
· You may respond to the questionnaire when you have the time.
· You may stop or reschedule at any point.

	(e.g. You may feel uncomfortable answering questions about your personal habits.)
	· You may skip any question you prefer not to answer.
· You may stop participating in the study at any point.

	(e.g. You may experience emotional stress when recalling traumatic experiences during the interview.)
	· You may pause or discontinue participating at any point.
· The interview will be conducted in a safe and private setting chosen or approved by you.
· You will be provided with information on available counseling services if distress occurs.

	(e.g. You may fear that you will be bullied when others learn about your responses.)
	· Your responses will be kept confidential and only findings in aggregate form will be reported.
· No identifying information will be attached to the transcripts or questionnaire.
· Your signed informed consent form will be stored separately from the filled-out questionnaires.
· The electronic files containing your responses will be password protected.
· Your name will not appear in any report or presentation.

	(e.g. Allergic reactions to food ingredients used in the sensory evaluation)
	Screen participants for food allergies prior to participation. Provide a complete list of ingredients and exclude individuals with known allergies to any component of the samples.

	(e.g.) Minor discomfort from tasting unfamiliar products
	Provide clear information about the products and allow participants to discontinue participation at any time without penalty.



BENEFITS  
Benefits may be divided into benefits to the individual, benefits to the community in which the individual resides, and benefits to society as a whole because of finding an answer to the research question. Mention only those activities that will be actual benefits and not those to which they are entitled regardless of participation. 
(Example: There will be no direct benefit to you, but your participation is likely to help us find out more about how to prevent and  treat malaria in your community).
 
REIMBURSEMENTS 
State clearly that the participants will not receive payments beyond reimbursements for expenses incurred because of their participation, if any. 
(Example: You will not be provided any incentive to take part in the research. However, we will give you [provide a figure, if money is involved] for your time, and travel expense (if applicable)).
 
CONFIDENTIALITY
Explain how the research team will maintain the confidentiality of data with respect to both information about the participant and information that the participant shares. Outline any limits to confidentiality. Inform the participant that because something out of the ordinary is being done through research, any individual taking part in the research is likely to be more easily identified by members of the community and therefore more likely to be stigmatized. If the research is sensitive or involves participants who are highly vulnerable, research concerning violence against women for example, explain to the participant any extra precautions you will take to ensure safety and anonymity. 
(Example: We will not be sharing information about you with anyone outside of the research team. The information that we collect from this research project will be kept private. Any information about you will have a number on it instead of your name. Only the researchers will know what your number is and we will lock that information up with a lock and key. It will not be shared with or given to anyone except [name who will have access to the information]).
 
(Only include this section if the research involves focus groups)
Focus groups provide a particular challenge to confidentiality because once something is said in the group it becomes common knowledge. Explain to the participant that the group participants shall be encouraged to respect confidentiality, but that this cannot be guaranteed. 
(Example: We will ask you and others in the group not to talk to people outside the group about what was said in the group. We will, in other words, ask each of you to keep what was said in the group confidential. You should know, however, that we cannot stop or prevent participants who were in the group from sharing things that should be confidential.)

DATA MANAGEMENT
	Personal information in the consent form, parental consent form, and assent form
	Explain that anonymity will be observed in the conduct of the study. No names will be collected except in the informed consent form.
(Example: Your name and signature (or thumbprint) will be collected using the consent form.)

	Identifying information in the questionnaire or transcript of interview or discussion
	(Example: Your name will not be collected using the survey questionnaire.  Therefore, your responses will be anonymous OR The transcript of the interview will not include your name.  Your responses will not be identifiable.)

	Voice or video recording
	State if voice or video will be recorded. 
(Example: Sound recording of the interview will be taken OR Video of the session will be recorded.) 

	Storage
	Describe how data will be stored. Be specific. 
(Example: The filled-out consent forms will be stored separately from the accomplished questionnaires. They will be stored in locked filing cabinets in the office of our adviser in the Department of ____________________, CLSU.  The keys to these filing cabinets are kept by our adviser. Any electronic files containing your personal information, such as list of study participants, will be password-protected and saved on password-protected laptop computer of the researcher.  All electronic files containing your responses will not include any information that may lead to your identity. Nonetheless, these files will be password-protected and saved on a password-protected laptop computer.  No electronic files will be saved on cloud, including Google drive. Backup files will be stored on a password-protected external drive kept in our adviser’s locked cabinet OR Your voice recording will be stored as a password-protected file on a password-protected personal computer.  It will be stored only while it is being transcribed. It will not be stored on cloud, such as Google drive.)

	Access
	State who has access to the data collected.
(Example: The consent forms and the questionnaires will only be accessed by the researchers and their adviser.  Since the keys to the filing cabinets where these printed documents are stored are kept by our adviser, we will not have access to the files without the knowledge of our adviser. The electronic files can only be accessed by us, the researchers, and our adviser.)

	Retention
	State how long data will be kept. Be specific with the retention time. (Example: The signed consent forms and filled-out questionnaires will be kept in secure storage for one year after the completion of the study. The electronic files containing the list of participants and anonymous responses will also be kept for one year after the completion of the study OR The voice record of the interview will be kept for as long as necessary for it to be transcribed.)

	Disposal
	Describe how data will be disposed after the stated retention period.
(Example: The printed files will be shredded one year after the conclusion of the study OR All electronic files will be erased permanently using secure deletion software one year after the conclusion of the study.)


 
SHARING THE RESULTS  
If there is a plan and a timeline for the sharing of information, include the details. The participant may also be informed that the research findings will be shared more broadly, for example, through publications and conferences. 
(Example: Nothing that you tell us today and write on the questionnaire(s) or evaluation sheet(s) will be shared with anybody outside the research team, and nothing will be attributed to you by name. The knowledge that we get from this research will be shared through publications and conferences.)
 
RIGHT TO REFUSE OR WITHDRAW  
Reiterate that participation is voluntary and includes the right to withdraw. Tailor this section to ensure that it fits the group for whom one is seeking consent. Participants should have an opportunity to review their remarks in individual interviews and erase part or all the recording or note. 

For studies where the survey questionnaire is designed to be anonymous: Explain that since the questionnaire will not collect identifying information or code to link their responses to their identity, you will not be able to remove the responses once submitted despite the withdrawal.  If they do not want to their responses to be included in the study, they must withdraw before submission of the filled out questionnaire. 
(Example: You do not have to take part in this research if you do not wish to do so OR choosing to participate will not affect your job or job-related evaluations in any way. You may stop participating in the [discussion/interview] at any time that you wish. I will give you an opportunity at the end of the interview/discussion to review your remarks, and you can ask to modify or remove portions of those, if you do not agree with my notes or if I did not understand you correctly.)

WHO TO CONTACT 
Provide the name and contact information of someone who is involved, informed and accessible; a local person who can actually be contacted. State also the name of the chair (and contact details) of the CLSU ERC. 
 (Example: If you have any questions, you can ask them now or later. If you wish to ask questions later, you may contact any of the following: [name, address/telephone number/e-mail] 
This proposal has been reviewed and approved by CLSU Research Ethics Review Committee (ERC) tasked to make sure that research participants are protected from harm. If you wish to find about more about the ERC, send an email to ethicsresearchcomm@clsu.edu.ph)

PART II: CERTIFICATE OF CONSENT
 
I have read the foregoing information, or it has been read to me. I have had the opportunity to ask questions about it and any questions I have been asked have been answered to my satisfaction. I consent voluntarily to be a participant in this study. 
 
________________________________________
Signature over Printed Name of Participant
Date: _______________  
 
If participant is illiterate, a literate witness must sign (if possible, this person should be selected by the participant and should have no connection to the research team). 
I have witnessed the accurate reading of the consent form to the potential participant, and the individual has had the opportunity to ask questions. I confirm that the individual has given consent freely. 

	 


_______________________________________            Thumb print of participant:
Signature over Printed Name of Witness
Date: ____________________ 
 
 
STATEMENT BY THE RESEARCHER OR PERSON TAKING CONSENT 
I have accurately read out the information sheet to the potential participant, and to the best of my ability made sure that the participant read or has been informed and understood the foregoing information.
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.  
 
A copy of this Informed Consent Form has been provided to the participant. 
 
____________________________________________
Signature over Printed Name of Researcher or person taking the consent:     
Date: _______________________

(Note: This informed consent template is adopted from the National Ethical Guidelines for Research Involving Human Participants (2022) (https://www.pchrd.dost.gov.ph/wp-content/uploads/2023/05/2022-NEGRIHP_Official-Gazatte_Ver-5-1.pdf) with modifications based on the informed consent template of the California State University San Marcos (https://www.csusm.edu/research/compliance/irb/consent.html) and the World Health Organization (https://www.who.int/groups/research-ethics-review-committee/guidelines-on-submitting-research-proposals-for-ethics-review/templates-for-informed-consent-forms)).
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