Introduction to this template:

Proposals that are primarily composed of qualitative methods e.g. research in the field, phenomenological of ethnographic research proposals may not fit a traditional research design or IRB review model.  Still, from the standpoint of federal regulation and professional ethical codes in the social sciences, the same principles and guidelines for protection of the rights and welfare of subjects/participants apply.  The IRB has developed the following template to assist with IRB member review.  You must determine if what you are proposing is qualitative research.  

Qualitative research presents special challenges to investigators as it can be difficult to accurately describe the nature of the research.  The IRB appreciates that qualitative research has the following special characteristics (Atwood, T., and McGough, H., 2007 PRIM&R SBER Conference):  

· It is experiential

· It is interactive

· It is not easily bounded by time and place

· It is often exploratory

· It morphs easily and often (new questions emerge during research)

· The boundaries between normal activities and communication and data collection are blurred.  

In order for the IRB to understand these special characteristics and the nature and scope of a particular qualitative research project, the following issues should be addressed in the Qualitative Research Proposal when applicable to the research. 
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	MMC IRB 

Qualitative Research Plan
Please address each of the 14 topic headings in your writeup. If not applicable please explain. 



	1. Project  Title

	

	2. Principal Investigator, Key study Personnel, Faculty Advisor, Supervisor

	Describe qualification, training, cultural literacy and roles of each study team member.  


	3. Background/Significance (2-3 paragraphs maximum) 

	This section provides the rationale for why your project is important.  Provide the context for your study, describing prior work by others and yourself and identifying the gaps in knowledge that your study will address.  If successful, how will your proposed study contribute to your field of inquiry?

	4. Qualitative research project hypothesis and specific aim(s).

	Qualitative research may describe a social situation as a whole, or it may focus on specific problems, questions or situations within a larger social or cultural context (hypothesis).  Data are gathered primarily through the participant observation, face to face interviews, or open ended surveys or questionnaires, for the purpose of addressing questions pertaining to the stated hypothesis (specific aims). .  
· State your hypothesis. 
· List the specific aim(s) of your study, describing (briefly) how each aim will be achieved and how the data collected relate to your hypothesis. 


	5. Estimated duration of the study 

	Describe the anticipated length of time to be spent at the field sites(s) (if unsure, provide best estimates).  
· Provide the approximate length of time of interaction with subjects (e.g. 2 hour interviews, day-long observation) and the number of anticipated interactions (e.g. 3 interviews over a 4 month period).  
· An amendment must be submitted to the IRB if actual durations exceed those estimated.  




	6. Research Site / Locations

	Explain where the research will be conducted and explain why this particular research setting was chosen. 
· Has the researcher conducted research at this site or with the population previously?  If so briefly describe the topic and duration of the previous work.  
· If any of the proposed study activities will be performed beyond Maine Medical Center, is additional local, governmental or community permission required? If so explain how you will obtain permission and provide documentation of permission by attaching to the application.  
· Will you work with local collaborators (e.g. investigators, interviewers, interpreters)? If so please explain who they are and how they will be involved.  Will they need to obtain local ethics committee approval for their role?


	7. Participant Population – Human Subjects

	Describe the population or group of people who you propose to enroll in your study; provide the rationale for choosing this group of subjects and list the inclusion or exclusion criteria that you will apply in selecting study participants (e.g. age, gender, race, clinical status, social or cultural context). 
· Provide the anticipated number of participants that you will enroll in your study, both for the group as a whole and within each subgroup, if applicable. If an exact number of people to be enrolled is unknown, an estimated range should be provided. An amendment must be submitted to the IRB when /if actual numbers enrolled exceed those estimates.

· If you will be studying potentially vulnerable populations, explain any additional protections that you will put in place. 
· If informed consent is required, please attach a copy of your informed consent form and describe how, when and by whom this will be obtained. (Note – could move the section on consent to this position)


	8.Qualitative Research Design and Method – Description of Procedures (1 page maximum)

	Describe in detail how you will collect and analyze the data required to complete your study.
· Describe the type of research project you propose (e.g. ethnographic, historical, field research, phenomenological, grounded theory, case study).
· Describe the methods and techniques that you will use to obtain the information required by the specific aims of your study (e.g. participant observation, interviews focus groups, use of public, private governmental or other records, administration of tests etc.), including details of how, when and by whom the data will be collected.  

· Provide copies of any interview scripts or questionnaires/surveys that will be used to collect data.  
· Describe how data will be recorded (e.g. written notes, audio tapes, completed surveys, transcripts of interviews), stored and managed.

· Explain how the maximum number of participants is determined or what criteria will be used to determine when data collection is completed.

· Describe the method(s) you will use to analyze and interpret the data collected in your study. 


	9. Risk and Inconveniences

	Risk of harm in qualitative research is usually limited to what may result from invasion of privacy, stigmatization, or breach of confidentiality.  Harm may happen to individuals, groups or the communities to which they belong. 
Identify the risks of harm that may result from this research and describe he steps taken to minimize the risks.  If harm occurs what plans are in place to manage it?  Identify the different risks of harm for different groups of participants.  Sometimes this cannot be known in advance, if unanticipated problems occur they need to be reported to the IRB.  When appropriate the study can be modified with an amendment to address issues that arise.  




	10. Benefits

	Describe the anticipated benefits of the research for the community you will study, for your profession, or for society in general. 


	11. Confidentiality

	Describe how you will find out how people in this setting feel about the fact that you will write articles about them Will you consult with the people from whom you collected data before you publish?  Are any portions of the research material that you collect not publically available and expected by community standards to be private?  If yes, describe the materials that are private and (1) explain how you will store the private information while in the field so that the data is protected (2) explain how you will store the private information or materials after you leave the field so that confidentiality is protected (3) explain whether you will retain information that could lead to identification of the research site and explain any negative consequences this could have (4) explain if you plan to record any direct participant identifiers (name, contact information).  
If identifiers will be recorded (4 above) explain why and describe how you will protect against disclosure of this information or why it is not necessary.  If you retain identifiers linked to the data (1) explain how long the identifiers will be kept (2) how confidentiality will be maintained during this period (3) explain who will have access to the data (sponsor, advisors, government agency).  In each case explain whether they will have access to study data with identifiers or only to coded data with no access to the identifying code.
If identifiers will be maintained indefinitely, explain why. (Is re-contact with participants planned?) .  Is the data identifiable by its nature (recordings, genealogies)?  Explain how you will protect it from breach of confidentiality or why this is not necessary.
If you retain data that may place participants at risk for criminal or civil liability or be damaging to their financial standing, employability or reputation, please explain, It may be advisable to obtain a federal Certificate of Confidentiality.  

 If individuals or communities do not want to remain anonymous explain how you learned this and describe why.  



	12. Compensation for Participation

	If there is compensation for participation this cannot be described as a benefit.  Compensation should be only for time, and costs (gas, parking) associated with participation and may not be structured as an inducement to participate in the study. 



	13. Consent Procedures/Process 

	Explain how you will introduce yourself as a researcher to potential participants. If you already know them, explain the circumstances.  How will you inform people about your research and obtain their consent to participate?  If you plan to use an oral consent process and to work informed consent procedures into your introduction to a group or the beginning of an interview, provide a general script or a list of points you will cover. Describe how people in this setting let you know if they don’t want to talk with you. Identify who is responsible for giving consent in the research setting (tribal council or community leader consents for the entire group).  Describe how you will handle situations in which group consent is provided, but individuals may want to withdraw. Consent may be multilayered, be sure to describe the full process is in the particular setting.   



	14. Bibliography (1 page maximum)

	

	


