Guide 605 - Developing a Social and Behavioral Sciences Research Project Description
The purpose of the UH Human Studies Program (IRB) is to protect the rights and welfare of people who volunteer to participate in research. The IRB conducts a comprehensive review of proposed research and, once approved, oversees the study until it is complete. To ensure an effective IRB review, a complete description of the planned research must be submitted as a separate document, along with the Human Studies Program application, for initial review of a study. 
To facilitate timely IRB review, investigators should pay close attention to the organization and clarity of the information presented in the project description:

· The information in the project description must be consistent with the information provided in the consent form and other study documents. 
· Use a 12‐point font.
· Use one‐inch margins.
· Limit the document to 12 pages in length.
The project description should include all of the elements numbered below:

1. Project Title
2. Aims and Objectives 

3. Background and Literature Review 

4. Research Design, Methods and Procedures 

5. Data Analysis 

6. Human Subjects Protection 

7. References 

1. Title
Provide the formal title that you will use throughout the study (when applicable, the same title as the grant award.) 
2. Aims and Objectives 

Briefly describe the broad objectives and specific aims of this study. 

3. Background and Literature Review (maximum 3 pages)
Discuss the basis for conducting the research study and identify gaps in existing knowledge that your study is intended to fill.

The literature review can be the basic bibliography used to support the research question. Citations in the text should be in a social science style appropriate to your discipline, with the complete bibliographic references listed in section 7. 
4. Research Design, Methods and Procedures (limit 3 pages)

· Your research design, methods and procedures must specifically support your study objectives and aims and be appropriate to address your research question(s). 

· Design: Describe the kind of study you are proposing (e.g., pilot study, observational study, exploratory study, experiment with controlled conditions, test of specific hypotheses, etc.). 
· Describe your target population (who, sex, age, etc.). 

· How many participants do you plan to enroll in your study?
· Estimate the beginning and end of the study in terms of dates or length of time.
· Also estimate the time it will take to complete each portion of the study, including follow-up, as applicable. If there are many activities in the study, you may wish to present this information in a table format.

Many different types of research methods are used in the social and behavioral sciences. Please include the information that is appropriate for your methods and research design. 
· A. If this is a pilot, exploratory, or qualitative study that uses participant observation and / or interviews and surveys, but is not testing hypotheses:
· Describe the target group or groups and why you have selected them for the study.
· Describe how you will obtain access to the target group or groups and any permissions that may be necessary for such access.
· Describe how you will recruit individual participants, if applicable.
· If the study will be conducted using an established student participant pool, identify the pool and whether students will receive course credit for participation, and justify why it is appropriate to conduct the study with this population. 

· Describe data collection procedures, including methods to be used to record data.

· For all questionnaires, interview guides, and/or focus group guides, submit a copy to the IRB for review. 

· Describe the methods you will use to conduct your research project, and explain why you have chosen these methods.
· Will all or any part of the research be conducted in a language other than English? If so, explain who will be doing this and the procedures you will use to have any written materials translated. After translations are completed, submit a copy of the translated documents to the IRB to be included in your project file.  

· B. If this is a study extending an existing body of knowledge by conducting an experiment and / or testing hypotheses:
· Describe the study design, such as experimental and control groups, matched controls or randomized selection. If applicable, describe the criteria and procedures for placement of participants into different samples, and any specific criteria for excluding or including participants. 
· For a complicated study design, it may be helpful to provide a schematic diagram of the study design, procedures and phases. Justify why you chose this design to test your hypothesis.
· If the study will be conducted using an established student participant pool, identify the pool and whether students will receive course credit for participation, and justify why it is appropriate to conduct the study with this population.
· If respondents will need to be re-contacted for follow-up after the initial data collection, please explain why and describe the procedures to be used to maintain or re-establish contact. 
· If deception is being used (deception - intentionally intending to produce a false belief in the participants during the course of the study, or withholding information from participants in detail to avoid effecting outcomes.)
· describe the activities that are part of the deception.
· describe the debriefing process and attach the debriefing form (template available on our website).

· Describe all study methods and procedures, including interventions, tests, visits, and the sequence of all study activities. 
· For all questionnaires, interview guides, and/or focus group guides, address the purpose and relevance to study aims, and submit a copy to the IRB for review. 
· What data collection instruments will be used? 

· Are the instruments being used validated? (A validated instrument is an existing instrument that has been developed and tested numerous times.) If you are using a validated instrument, provide references for its validation. If you are using an instrument that has not been validated, explain how it was constructed and why you are using it.
· Will all or any part of the research be conducted in a language other than English? If so, explain who will be doing this and the procedures you will use to have any written materials translated. After translations have been completed, submit a copy of the translated documents to the IRB to be included in your project file.  

5. Data Analysis (limit 1 page) Methods of data analysis will depend on the nature of the study.
· A. If this is an exploratory or qualitative study, describe how you will analyze the data.

· B. If this study involves an experiment or involves systematic data collection to test hypotheses:

· Describe the statistical methods you will use for each of your study objectives. 
· Describe and justify the method used to determine your sample size. 
· State the power and the level of significance for the study’s objectives. 

6. Human Subjects (Participants) Protection (limit 4 pages)

· The Study Population: 
· Describe the composition of the proposed study population (in terms of demographic and socio - economic factors, other special selection criteria etc.) and your rationale for participant selection. 
· Will any vulnerable populations be included in your study? Vulnerable populations include not only children, pregnant women and prisoners but also people with cognitive, developmental and emotional disabilities, grave illnesses, or other conditions that may render them vulnerable to coercion or undue influence. 
· If it is possible that members of vulnerable populations will participate in the study, describe additional safeguards you have put in place to protect their rights and welfare. 
· If members of vulnerable populations will be specifically included or excluded from participation in the study, justify your decision to include or exclude them. 

· If you are targeting a specific population from a particular site, explain the rationale and appropriateness of the selection. 

· Recruitment: 
· How will you identify, recruit and contact potential study participants? Describe in detail your recruitment plan. Where will you recruit using what tools (flyers, emails, etc...)?

· If appropriate, describe how your recruitment plan will assure the equitable selection of participants and that no group will be arbitrarily under-or over-enrolled due to convenience factors? 
· Provide copies of all recruitment instruments (flyers, post cards, advertisements, etc.) for approval by the IRB prior to their use. 
· State who (by affiliation and role) will be involved in recruiting study participants. 

· If the P.I. has an existing relationship with the proposed subject pool (i.e., as a teacher, nurse, etc.) describe what procedures will be employed to avoid undue coercion in recruitment or the possibility of biasing the data. If this relationship is considered an advantage or a necessary element of the study, provide appropriate justification. 

· Data Management: 
· Describe the research materials to be used or obtained (including both the data you collect from participants and any additional existing data that you will acquire and use in the study.)
· Will institutional data be used (UH, DOE, DOH, etc...) and if so, describe how you have access to that data (permissions). 
· Will the identities of individual participants be recorded in your research records? 

· If codes will be used that can link private information to individual participants, how will they be protected? 

· Does the study require the collection of data from the same individual at different times or otherwise require data to be linked? If so, describe your procedures and mechanisms for linking the data without personal identifiers. 
· Describe your procedures for ensuring the confidentiality of research information both during and after the research project (e.g., encryption, locked files, etc.). 
· Describe who will have access to the data other than the principal investigator. Any individuals who will have access to the data (other than completely de-identified computer files for statistical analysis) must complete the required human subjects research training.
· What will be done with the research data after the study is over? (You are not required to destroy data after the initial study is completed, and under some grant programs you are required to make de-identified data available for public use. However, using previously collected data for a new purpose that was not covered in the original informed consent and study description may require obtaining new human subjects approval.) 

· Risks and Benefits: 
· Describe, in detail, all known and potential risks and discomforts (physical, psychological, social, legal, etc.) to study participants. Bullet points may be helpful. 
· Describe what steps will be taken to minimize these risks, including risk to privacy and confidentiality. 
· Discuss plans for ensuring that psychological or other professional services will be available, as necessary, to address adverse events experienced by participants. 
· If you are providing participants with contact information for the UH Counseling and Student Development Center (CSDC), provide an endorsement letter from the CSDC stating that they understand the study and are willing to help participants if they seek counseling services as a result of their participation in the research.
· Describe potential benefits to participants and/or society. 
· Address why the risks to participants are reasonable in relation to potential benefits. 

· Informed Consent: 
· Use the model consent/assent forms found on our website as templates for your consent documents.

· Describe your plan for obtaining and documenting informed consent. 
· Who will obtain informed consent from participants? If persons other than the P.I. will be obtaining informed consent, these individuals should fulfill training requirement for human subjects research and their certificates of completion should be submitted to the UH HSP. 
· Will a written consent form be used and, if so, will all federally required elements be included? 
· Will potential participants have the opportunity to ask questions and receive answers prior to signing the consent form? 
· Where will this informed consent conversation take place? 
· If children are involved, will your study have an assent form and parental consent form? How will you ensure that both parental consent and child assent have been obtained BEFORE any research activity takes place?
· How will you determine the autonomy of participants and whether they are capable of freely giving informed consent? 
· What steps will you take to minimize the possibility of coercion or undue influence?
· If your study includes participants for whom a formal written consent document would be inappropriate for cultural or other reasons, justify your need to use an oral consent, provide a full script of the proposed oral consent, and explain how it will be administered and documented.   
· If you are asking the IRB to approve a waiver of informed consent or alteration of required consent form elements (e.g., waive signature), justify the need to waive or alter informed consent.
· Attach drafts of all consent and assent forms to be used in your study to your application. 
· Will your consent documents need to be translated into another language? If so, describe how the translation will be obtained and checked, and submit a copy to the Human Studies Program after it has been prepared. 

· If the study requires more than one data collection session, 

· how will you ensure that informed consent is continued throughout the study? 
· what are your plans for providing participants with any new information that may affect their willingness to continue participation in the study? 
· HIPAA Privacy Rule: 
· If the research will be performed in collaboration with a hospital or other “covered entity,” is privacy authorization language included in the consent form? 
· Will the study use protected health information (PHI) to identify, contact and/or screen potential participants? 
· Is a privacy authorization waiver, partial waiver or alteration being requested? 

· Monitoring (when applicable): 
· Describe your plan for monitoring the safety of participants and the quality of the data collected.
· Who is responsible for data and safety monitoring, what information will be monitored, and what is the frequency of review? 

· Will there be a data safety monitoring board for this project?

· Compensation and Cost: 
· Will participants be compensated for their time and expenses? If so, what will be the level and timing of the compensation? 
· If participants choose to withdraw from the study before study completion, what is the plan for compensation?

· In accordance with the laws of the State of Hawaii, compensation cannot be given via gambling, which includes raffles and lotteries. Compensation must be the same for all participants offering the same volunteer services to the research project.

7. References:
· Provide complete bibliographic references for all points that can be attributed to a specific source. Use a standard social science reference style appropriate to your discipline.  
8. Appendices

· List all documents (e.g., questionnaires, consent forms, recruitment materials, screening tools, participant instructions and diaries, diagrams, etc.) that are being provided with the project description for IRB review. Any materials referred to previously should be included in the appendices.
· Refer to the appendix number of the document being described within the project description.

If you have questions, please call the UH Human Studies Program at 808.956.5007 or email us at uhirb@hawaii.edu.[image: image1.png]



Guide 605, Developing a S&BS Project Description v. 03-06-15                                                          University of Hawai'i Human Studies Program 



                                                                                                  (808) 956-5007, uhirb@hawaii.edu
Page 1
Guide 605, Developing a S&BS Project Description, v. 03-06-15                                                         University of Hawai'i Human Studies Program 



                                                                                                  (808) 956-5007, uhirb@hawaii.edu
Page 5

