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Focus Group Instructional Guidelines from an IRB Perspective

Focus group studies are commonly used in social and behavioral research to bring out insights and understandings that regular questionnaires or individual interviews may not offer. Engaging in this type of research, from an IRB perspective, requires certain considerations and safeguards to protect participants. The following are some guidelines to help investigators as they are designing a focus group protocol that considers the rights and welfare of the subjects.      

Designing a Focus Group Protocol
Risks associated with Focus Group Studies 
Informed Consent in Focus Group Studies
Samples of Consents & Research-related Materials for Focus Group Studies 

Submission to the IRB
_____________________________________________________________________________________

Designing a Focus Group Protocol: 
Addressing these questions (where appropriate) in the protocol synopsis can help the IRB efficiently and effectively review the research protocol to determine risk to subject and level of category review. 

Purpose of the Study:
· What is the main goal or aim of this study?
· [image: image10.jpg]


Is there a scientific or qualitative reason for designing the study as a focus group (instead of individual interviews)? 
Target Subject Population: 
· What are the inclusion/exclusion criteria for this study?  

· What is the general description of the subject population?

· What is the subject age range for the study?
Recruitment: [image: image11.jpg]



· How will you be recruiting subjects (i.e. phone call, email, send recruitment letter, advertisement, etc.)? 
· What is the origin of the contact information (e.g., address, email address, phone number or name)?
· Does the information come from a database or registry? Do you have permission to access this database or registry? If so, please submit a letter which grants this authorization.
· Are you collaborating with a foundation or government program that already has a list of prospective subjects? 
· Will you be doing a secondary data analysis in order identify potential subjects? Will this data come from a publicly available data source? If so, please attach a copy of the catalog/website page indicating where the data can be located.
· Will you being using protected health information (individually identifiable health information) to identify potential subjects? If so, federal regulations require investigators to request a HIPAA waiver (see link “IRB Forms”) in order to access identifiers for subject recruitment. 
· Who will be contacting the prospective subjects? Remember, recruitment is part of the consenting process; therefore, CITI training is required for those involved in subject recruitment. 
· What is your target recruitment number? 
· Will advertisements be used as a recruitment tool? If so, please visit the OPHS website under “Instructional Guidelines” for IRB guidance on recruitment material.  
Location/Setting:
· Where will the focus group session be located?
· The session should be held in an area that will be comfortable for the subjects to interact and discuss the research topics.
· The location should also be secure and private as the information being discussed by the subjects can be considered sensitive and personal.  Holding a focus group session in open or high traffic areas may not only discourage subjects from talking but also cause potential harm to subjects. Here, harm is not physical but rather a potential injury to a person’s reputation or confidentiality (or also known as informational risk).
· Think about a location that will be convenient for the subjects. This is important to consider especially if no compensation for transportation or parking fees will be provided to the subject.
· Will refreshments be provided during the focus group session? 
· Although this is not an IRB requirement, investigators may consider this an option as a courtesy for lengthy sessions or in lieu of compensation. 
Focus Group Discussion

Protocol:
· How many focus groups will you have? 
· How many subjects per focus group? Provide only a range/estimation. Being too specific may narrow your flexibility in structuring the groups. 
· What will be the procedure followed during the focus group?
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When will the subjects be consented? A week or an hour before the focus group discussion? Just before the session begins? Be clear and specific.
· Who will consent the subjects (e.g. investigator or moderator)?
· Will the subjects have to fill out a demographic sheet or any type of survey prior to or after the focus group discussion?

· Will there be a break offered to the subjects? 

· What services or counsel will you offer in case the focus group discussion triggers an emotional response from a subject? This often occurs with sensitive topics and an investigator must be prepared to manage this type of harm (emotional). 

· Have a crisis hotline number available to subjects in case an emotional response occurs after the discussion ends.
·  Have a counselor or trained individual in the room or readily available during the discussion.
· Train the moderator to handle an emotional crisis or response.
· Will the group discussion be recorded? If so, this should not only be mentioned to the subject in the consent form but also prior to the recording actually beginning. 

General Discussion Topics:
· What are the main topics or ideas that will be discussed during the focus group? The nature of focus groups is usually designed to remain open-ended and allow free discussion regarding a particular topic. However, the IRB needs to know the main focal points of the discussion in order to assess risk to subject and ensure that discussion topics to do not deviate from the proposed research plan. 
Moderator of the Focus Group Discussion:
· Who will be heading or directing the focus group discussion (e.g. investigator, volunteer, health care educator or counselor)? 

· If the Principal Investigator will not be leading the discussion, will the investigator train the moderator? If not, will the moderator receive any type of training in dealing with consenting and handling the research discussion?  Remember that the principal investigator is responsible for everything, regardless of their actual “real-time” level of direct or indirect involvement in the study.  
Confidentiality:
· If focus group sessions are recorded, how will you ensure subject confidentiality?

- 
Keeping the discussion anonymous or limiting the types of identifiers can minimize the risk of identification. Remind subjects not to use their last names. 
- 
Keep recordings in a secure and locked area with access limited to designated researchers.
- 
Destroy recordings after data analysis or completion of the study.
· Sensitive information can be revealed during focus group discussion. What measures will you take to ensure the discussion will remain private and confidential?

-
Remind subjects that the information discussed during the focus group needs to remain confidential.
Duration of the Discussion:
· How long will the focus group session be?

· Will the focus group session be a one-time visit? Or, will there be more than one focus group session?

· What is the duration of the study? Overall? (One time, several different focus groups over 1 month, 3 months, a year?)
Compensation:
· Will the subjects be compensated for their time and effort?
Back to the Top
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Risk in terms of human subject research may not always involve physical harm. Rather and usually the case in social behavioral research, risk to subjects may involve informational or emotional risk. 
· Informational risk involves the probability of breach of confidentiality or loss of privacy. Accidental disclosure of research information (e.g. responses, data, identifiers, etc.) allows for subject identification outside of the research study. This could reasonably place the subjects at risk of criminal or civil liability or be damaging to the subjects' financial standing, employability, or reputation. 

· Emotional risk can be associated with a study if the focus group discussion involves a sensitive research topic that can trigger an unwanted emotional response (e.g. sexual, child or spousal abuse, alcoholism, teen pregnancy, sexuality, STDs, etc.). Emotion is relative and varies from person to person. An investigator cannot assume they will not encounter this possibility. In sensitive focus group discussions, investigators should consider their subjects’ experiences, culture and environmental setting as well as how a subject might react in “public” (a room full of other people).  

Investigators must consider the risks that maybe associated with the focus group study as they are designing their protocol. These risks should be mentioned in the protocol, consent form and, if applicable, briefly in a cover letter (used in lieu of informed consent). 
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The type of risk level (minimal or more than minimal) can dictate whether an informed consent document or a waiver of written consent is needed. 
· Federal regulations define minimal risk to be “the probability and magnitude of harm or discomfort anticipated in the research are not greater in and of themselves than those ordinarily encountered in daily life or during the performance of routine physical or psychological examinations or tests.”
· Elements of an informed consent are outlined in the “Informed Consent Guidelines” link found on our website. For a sample of an informed consent tailored for a focus group research study, please follow this link. 
To qualify for a waiver or alteration of Informed Consent, the following requirements must be met [45 CFR 46.116 (d)]:

(1) The research presents no more than minimal risk to subjects

(2) The waiver will not adversely affect the rights and welfare of the subjects

(3) The research could not practicably be carried out without the waiver; and 

(4) Whenever appropriate, the subjects will be provided with additional pertinent information after they have participated in the study
It is important to note that numbers (1), (2), (3) and (4) must all apply and must be cited as justification for waiver of informed consent. Number (4) is particularly important in Social Behavioral Research, for example, in the following types of situations:

· There may be new information as a result of a survey or focus group that would be relevant to the subjects.

· The purpose of the research may require elements of deception, in order to obtain a natural response that the subject would not display if those elements of deception were disclosed prior to the exercise. However, after the completion of the study, pertinent information must be disclosed to the subject. 

· Subjects may be undergoing some moderator or investigator “manipulation” to elicit emotional responses. 

An investigator who qualifies for an alteration of federal required elements of consent must still disclose to subjects pertinent study information. This consent can be in form of a recruitment/cover letter, which includes:
(1) A brief explanation of the study
(2) The procedures. 
(3) Highlight the risks (breach of confidentiality or emotional response) associated with the study
(4) Option to withdraw
(5) Voluntary participation
(6) Measures to maintain confidentiality and 

(7) Appropriate contact information (Principal Investigator and IRB Office). 
If a research study qualifies for a waiver of informed consent, UNTHSC-IRB requires an investigator to have an oral or written script containing core information about the research study.
 Follow this link for a sample template of a cover/recruitment letter (used in lieu of informed consent) or visit the link “Informed Consent Guidelines” to access a sample cover letter. 

Bear in mind, investigators must formally request a waiver of informed consent before they initiate the study. Investigators may use the Informed Consent Waiver(s) Application available through UNTHSC-IRB website. This request must also include a justification explaining the need for a waiver of informed consent or documentation. 
Back to the Top
Samples of Consents & Research-related Materials for Focus Group Studies
Sample of Focus Group Informed Consent 
Sample of Cover Letter (used in lieu of informed consent)

Sample of Focus Group Script and Discussion Topics (Remember, general discussion topics are needed. Actual questions are not necessarily needed as focus group discussions are often open-ended.)
We would like to extend our appreciation to Dr. Claudia Coggin, Dr. Sue Lurie and Dr. Roberto Cardarelli, principal investigators and professors at the University of North Texas Health Science Center who allowed us to use their consents and research-related documents for educational purposes. 
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For a focus group research protocol, please send the following:
· Expedited Application (see website link at “IRB Forms”)
· Protocol Synopsis (see website link at “Instructional Guidelines”)
· Focus Group Discussion Topics should be included 

· Informed Consent (if applicable) OR

· Cover Letter (investigator must request a waiver of written informed consent)

· CITI training certificates for all key personnel

· Conflict of Interest forms for all key personnel (see website link at “IRB Forms”)
If applicable…

· Any survey or data collecting instruments 

· Any recruitment advertisements (see website link at “Instructional Guidelines”)
· A letter of collaboration from a foundation, other investigator or any other collaborator
Expedited applications must be signed by the Principal Investigator. If this is a student research study, the student may sign under student investigator, but a Principal Investigator (usually a faculty advisor) must still sign for the study. The research packet should be submitted to the Office for the Protection of Human Subjects located in CBH 160. If you have any further questions regarding focus group studies, please call 817-735-0409 for assistance.  
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TO PARTICIPATE IN A RESEARCH PROJECT

TITLE: KXXKXXKX XXX KXKKX XXX XXKKX XXX XXKKXKKX XXX XXKKX XXX XXKXXXXXXX)
KXXXXXKXXXXKX XXX XXX KX XXX XXX KX KKK XXX KX KKK XXX XX XXX XXX XXXXXXX)
KXXKXXKXXXXKX XXX XXX KX KKK XXX KX KKK XXX KX XXX XXX KX XXX XXX XXXXXXX)

PRINCIPLE INVESTIGATORS:  XXXXXX000000000000000000X

RESEARCH ASSOCTATES: XXXXXXXXXXXXXXXXXXXXXXXXXXKXXKXKXXXXKXXXXKXXXKXXXXXKXXKXXKXXXXXX -
KXXKXXKX XXX KXXKX XXX KXKKX XXX KXKKX XXX XXKKX XXX XXKKX XXX XXX KX XXX XX

INSTITUTION:

NAME: (Please Print)

L STUDY PURPOSE

The most recent Census puts the Hispanic population at about 38 million, representing some
13.5% of the U.S. population and making it the nation’s largest minority group (Pew Charitable
Trusts, 2005, Similar dramatic growth in the Hispanic population is occurring in Texas. As the
population becomes more diverse and previously marginalized groups demand inclusion, health
care workers must gain greater skill in and understanding of culturally related care (Zexas Higher
Education Plan, 2000; Health People 2010, National agenda for nursing workforce racial/ethnic
diversity, HRSA, 2000). The long-term goal of this project is to increase Hispanic representation
in the professional health workforce through retention and graduation of Hispanic students from
health professions programs.

1. STUDY PROCEDURES

You are being invited to participate in a research study,
XXEXKKEXKXKXKXXUXEXKXKKKKKKKKKNKX. that uses focus groups to obtain my perceptions of barriers and supports for
being successful in college. All Hispanic students in your program have been invited to
participate.

XKXXXKXXKKXXKXXKXXKXXKXXKKXXKXXKXXKXXKXXXKXXKXXKXXKXXKXXXXX

You will be asked to complete to complete a demographic form that includes your age, marital
status, ethnic heritage, and sources of income while you are in school.

The focus group will last approximately 1% to 2 hours and will be led by two group facilitators,
one of whom is faculty in your school. They will ask open-ended questions about barriers and
supports related to being successful in college. The discussion in the focus group will be tape
recorded and transcribed following the session, but you will not be identified individually on the
transcripts.

You will be offered a $20.00 gift certificate to Barnes and Noble in appreciation for your time
and willingness to share your experiences at the end of the focus group.

III.  RISKS AND DISCOMFORTS OF THE STUDY
There are no anticipated possible risks and/or discomforts of your involvement in this research
study. You may withdraw from this study at any time without penalty. Your name will not be on
the transcripts of the focus group or your demographic form.
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[image: image3.jpg]In addition, your responses will not be seen by course faculty or by faculty with any direct
decision making regarding course progression.

There is a potential risk of breach of confidentiality of focus group responses and study data;
however, the special precautions taken to ensure confidentiality and voluntary participation, along
with the significant potential benefits, ensure an acceptable risk/benefit ratio.

Iv. CONTACTS

If a study related problems should occur, or if you have any questions any time about the study
yOu may contact D iR, 5 Dy

ROUXKOOHXKOXHXKXKXHKXKNNK . Tf you have any questions about your rights as a participant in

this study you may contact Dr. XOXXXOIXKXX | Chairman, Institutional Review Board, University of
North Texas Health Science Center at Fort Worth at X000 .

V: BENEFITS

Your voluntary participation in this study may assist academic graduate schools to design
recruiting strategies for Hispanic students. You will receive no direct benefit from your
participation in the study.

VI CONFIDENTIALITY

All measures will be taken to protect your confidentiality. The master list of names and
identification numbers used on the surveys will be kept in a locked file cabinet in the office of the
principal investigator. However, personnel from Federal Regulatory Agencies and members of
the Institutional Review Board may examine my records and study data. You will not be
identified in any reports or publications resulting from this study.

No information will be accessible to your employer or professors. Your employment status with
the UNTHSC, and/or academic standing, will not be affected by your participation (or non-
participation) in the study or by any answer you give on the surveys.

VII. COMPENSATION FOR INJURY

We at the University of North Texas Health Science Center at Fort Worth have not set aside any
funds for financial compensation for costs of medical treatment should you be injured as a result
of your participation in this research.

By signing this form, you are neither waiving any of your legal rights against nor releasing the
principal investigator, the University of North Texas Health Science Center at Fort Worth, or any
of their respective agents from liability for negligence with respect to this study. If you believe
your injury justifies pursuing a legal remedy, you have the right to do so.

VIII. LEAVING THE STUDY

If you leave the study, your relationship with the University of North Texas Health Sciences at
Fort Worth will not be negatively affected. Your participation or non-participation will not affect
your work status or academic standing.
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You voluntarily agree to participate in this study. You have had the chance to ask the co-
investigators any questions you have regarding the study.

YOU HAVE RECEIVED A COPY OF THIS SIGNED INFORMED CONSENT
AGREEMENT.

Subject (Print) Signature Date
Principal Investigator(Print) Signature Date
Witness (Print) to consent process Signature Date
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Date: Time:
Site Location: City Zip code
Introduction: Hello, my name is . I am assisting yyooxo0000

KXXXXXXXKKKXKKKXXXXXXXXKKKKKKXXXXXXXXKKKKKKKXXXXXXXKKK - with the Community Profile, the assessment

process conducted every two years to learn more about breast cancer in our county. The
purpose is to assess the breast health needs and determine how we can best meet those
needs through our Community Grants, Education programs and Fundraising activities. To
do this, we need to understand how aware local residents are of health and social services
offered in the county. We are interested in learning about your awareness of these
services and would appreciate your help. The focus group will last about two hours and
your participation is voluntary. Participants may choose to withdraw from the study at
any time. We plan to tape record the group’s responses and keep them confidential in the
report. We hope to use this input to improve breast health services and education. Would
you like to participate in the focus group? If so, please fill out the brief participant

information sheet.

Instructions: A focus group is like a group interview. We are interested in everyone’s
responses to the questions, and there are no right or wrong answers. We appreciate your

input in the discussion.
Questions (ask and probe for responses):

1. What do you think are the most important health problems for women in this

community?
2. Where do most women in this community get health information?
3. Where is someone in this community most likely to go for breast health information?

(Probe:) Who do you usually turn to for information?

4. Which women in this community most need breast health information and services?
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[image: image6.jpg]5. What are the barriers that prevent women from seeking or getting breast health
screening in this community?

(Break)
5. What can local providers do to encourage women to seck breast health services?

6. What can providers do differently to make sure breast health information and services
get to the women who really need them?

7. If you or anyone you know has had experience with breast health services, what was it
like?

8. What does YxXXXXXOXXXOXXXOXXXKXKNNK mean to you?

9. How could Xxxxxxx{¥ or a partner agency best get the word out about breast health to
women in this community?

Thank you very much for your responses. We hope to use them to improve breast
health services and education in this community.

28
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