STANDARD APPLICATION FOR RESEARCH ETHICS REVIEW 
BY WALDEN UNIVERSITY INSTITUTIONAL REVIEW BOARD
REQUESTING APPROVAL TO CONDUCT RESEARCH
VERSION 2015

	All shaded areas of this IRB application need to be completed by the researcher. Text in the unshaded areas may not be modified.

Enter researcher’s electronic signature (email address) here after reading the statement to the right: _Andjoua.wilder@waldenu.edu
	By entering an email address in the box to the left, the submitter of this application is providing a digital signature confirming that she or he 
A. will read all of the instructions throughout this application;
B. understands that neither participant recruitment nor data collection may begin until explicit IRB approval has been received from IRB@waldenu.edu; 
C. understands that noncompliance with IRB instructions and policies can result in consequences including but not limited to invalidation of data, revocation of IRB approval, and dismissal from Walden University; and
D. is responsible for submitting a current version of this form which can be found here. This version was posted on October 20, 2015.



IMPORTANT NOTE FOR STUDENT RESEARCHERS

IRB materials for student research can only be submitted by the student once they have been approved by the supervising faculty member (who must be copied on the submission). The IRB staff always confirms receipt of IRB materials. Data collection that is begun prior to receiving explicit IRB approval from IRB@waldenu.edu does not qualify for academic credit toward degree requirements. 

WHAT IS IRB APPROVAL?

The Institutional Review Board (IRB) consists of staff and faculty members from each of Walden's major research areas and is responsible for ensuring that all Walden University research complies with the university’s ethical standards as well as U.S. federal regulations and any applicable international guidelines. IRB approval indicates the institution’s official assessment that the potential risks of the study are outweighed by the potential benefits. 

IRB approval lasts for 1 year and may be renewed. Outside of the explicit dates and terms of IRB approval, researchers are not entitled to any protections, recognition, funding, or other support provide by Walden University or its affiliates. 

WHICH PROJECTS REQUIRE IRB APPROVAL?IRB approval is required for all student, faculty, and staff projects designed to address a knowledge gap via systematic collection/analysis of data about living persons (whether the data is obtained through interactions, observations, or another organization’s operational data/records). Further, all doctoral capstones (i.e., dissertations, doctoral projects) require IRB approval. The only categories of research that do not need to be submitted for IRB approval are literature reviews, and faculty/staff projects that are completely independent of Walden affiliation, resources, participants, and funding. IRB approval for course-based research projects should be obtained by the faculty member who designs the course. 

WHEN SHOULD I WORK ON AND SUBMIT MY IRB APPLICATION?

Questions about the IRB application and related materials may be submitted to IRB@waldenu.edu at any time. 

For doctoral students, an IRB review cannot occur until the proposal oral conference has been held and the student has received formal proposal approval notification from the Office of Student Research Administration. Active enrollment is required during IRB review and data collection.

HOW LONG DOES IRB REVIEW TAKE?

Researchers should allow a minimum of 4-6 weeks for IRB review (at least 4 weeks for non-sensitive data collection from non-vulnerable adults and at least 6 weeks for studies involving sensitive data collection or vulnerable populations). Once the IRB staff confirms that the IRB application is complete, the IRB application will be scheduled for review at the next available IRB meeting (typically within 10 business days). Feedback from the board will be returned within 5 business days (amounting to a total of 15 business days for the initial review). Note that when a study is “approved with stipulations,” the researcher should allow an additional 10-15 business days for those revisions to be reviewed and approved.  If the revisions do not adequately address the ethical concerns, then an additional round of revisions and review might be necessary.  

Students should consult program guidelines and documents such as the dissertation guidebook in order to understand how long the proposal and IRB review steps will take and plan their study’s timeline accordingly. Exceptions to approval procedures cannot be made in order to accommodate personal or external deadlines (e.g., limited access to participants).  
	
CAN I CONTACT MY RESEARCH PARTICIPANTS BEFORE IRB APPROVAL?

Note that researchers may not begin recruiting participants (i.e., obtaining consent form signatures) prior to IRB approval. The only documents that may be signed before IRB approval are Data Use Agreements or Letters of Cooperation from community partner organizations. The IRB needs to see drafts of any Confidentiality Agreements that will eventually be signed by transcribers, statisticians, and interpreters who might have access to the raw data but the IRB doesn’t need copies of signed Confidentiality Agreements. If you have questions about who should sign what, please email IRB@waldenu.edu for help. 

WHAT IF I NEED TO CHANGE MY RESEARCH PROCEDURES AFTER IRB APPROVAL?

Researchers must resubmit any IRB materials relevant to the change, along with a Request for Change in Procedures form, which can be found on the Walden IRB Web site. As long as the proposed changes do not increase the level of risk, the request will be treated as an expedited review. 

WHAT ARE THE CRITERIA FOR IRB APPROVAL?

The purpose of this IRB application is to collect enough specific information to document that the study’s benefits outweigh the costs and that the procedures are in compliance with federal regulations and university policies. To those ends, the board will evaluate the IRB application based on how well the following ethical principles are upheld: 

Beneficence = maximize possible benefits and minimize possible harms
Justice = fairly distribute benefits and burdens of research
Respect for Persons = acknowledge participants’ autonomy and protect those with diminished autonomy

The posted Research Ethics Planning Worksheet outlines the detailed criteria for IRB approval.  
This form must be completed and submitted via email. If you have questions as you are completing the form, please contact IRB@waldenu.edu. 

PROJECT INFORMATION

	1.  Enter applicant’s name in blue space below: 

	Andjoua Wilder

	2.  If the applicant is a student, provide student ID number:

	A00660107 Sgt. Winco

	3.  Applicant’s email address: 

	Andjoua.wilder@waldenu.edu

	4.  Names of research collaborators and roles (if researcher is a student, please provide the name of the supervising faculty member, such as the committee chair):

	

	5.  Email address(es) of the supervising faculty member(s) and any other co-researcher collaborators:

	

	6.  Provide the applicant’s program affiliation at Walden (e.g., Ed.D; Ph.D. in Clinical Psychology, etc.)

	Doctorate Social Work

	7.  Project Title: 

	Does working in a correctional facility affect the workers as it relates to demographics, job performances, social life, and their health?

	8.  Enter an X in the blue box next to the study type that best describes the IRB approval requested:

	
	Dissertation  (Ph.D. students only) (may include a pilot if pilot steps are described in item 12’s procedures chart)

	X
	Doctoral Study  (Ed.D .and D.B.A. students only) (may include a pilot if pilot steps are described in item 12’s procedures chart)

	
	Doctoral Project (D.N.P. students only)

	
	[bookmark: Text90]Doctoral pilot study prior to proposal approval (provide the rationale for why a pilot study is necessary prior to proposal approval here: (     )

	
	Master’s thesis

	
	KAM study

	
	[bookmark: Text88][bookmark: Text87]Research for a course (specify course number:       and course enddate:      )

	
	Faculty Research

	
	[bookmark: Text89]Other:      

	9.  Enter X’s in the appropriate blue boxes to indicate all the procedures are part of this project. 

	X
	Interview

	X
	Focus group

	X
	Survey or assessment that is initiated by the researcher

	
	Survey or assessment that is routinely collected by the site

	
	Analysis of student test scores or work products (when this is the only analysis, items 37-51 of this application can be left blank)

	X
	Analysis of existing public records or documents (when this is the only analysis, items 37-51 of this application can be left blank)

	
	Analysis of existing privately held records (such as business records) or documents (when this is the only analysis, items 37-51 of this application can be left blank)

	
	Observation of people in public places

	
	Observation of people in school, workplace, or other non-public location

	
	Collection of physical specimens (e.g., saliva)

	
	[bookmark: Text9]Other (please specify)      

	10.  Every researcher must submit a copy of a Human Research Protections training completion certificate with this application. Walden accepts Human Research Protections training certificates from either NIH, NCI, or CITI. The NIH module is most strongly recommended and takes 1-2 hours. A completion certificate is good for 5 years.

Enter an X in the appropriate blue box below to indicate which training module was completed:

	X
	National Institutes of Health (NIH): http://phrp.nihtraining.com

	
	Collaborative Institutional Training Initiative (CITI): http://www.citiprogram.org

	
	National Cancer Institute (NCI)

	
	Other research ethics training:



[bookmark: GeneralDescriptionoftheResearch]I. DESCRIPTION OF THE PROPOSED PROCEDURES

	11.  The IRB is obligated to factor the rigor of the research design into the overall assessment of the potential risks and benefits of this study. Please complete the chart below to ethically justify each component of data collection.


	Research Question
List each research question (RQ) in a separate row below.
This section must reflect the FINAL research design. Doctoral researchers should not complete item 11 until after the oral proposal defense.
	Data Collection Tools 
List which instrument(s) are used to collect the data that will address each RQ.
	Datapoints Yielded
List which specific questions/variables/scales of the instrument will address each RQ.
	 Data Source
List which persons/artifacts/records will provide the data.
	Data Analysis 
Briefly describe the specific statistical or qualitative analyses that will address each RQ.



	RQ 1: 
Does working in a correctional facility affect the workers as it relates to demographics, job performances, social life, and their health?
	* Interviews Questions (Questionnaires) 
	*A data point yielded from the study will be personal experiences  participants have working in correctional facilities
* The initial response will function as a guide for developing more focused subsequent data points.  
	Eight to 12 participants are expected to provide primary data required in the study
	Inferential analysis will be used to infer from the sample data what people have been experiencing working in correctional facilities

	RQ 2:

	
	
	
	

	RQ 3: 
(add more rows as needed)
	
	
	
	



	12.  In the chart below, describe the participant recruitment and data collection steps in enough detail such that privacy and safety risks can be ascertained. Deviation from the procedures listed below can result in invalidation of the data and dismissal from the university. Invalid data may not be published or included in a doctoral study. 

You must describe any of the following data collection steps that apply to your study: 
-How existing data or contact information of potential participants will be obtained
-Initial contact with potential participants
-Informed consent procedures
-Any pilot activities (if changes need to be made based on the pilot, you will need to submit a Request for Change in Procedures form, which is found on the IRB website)
-Data collection (surveys, interviews, assessments, observations, etc.)
-Any intervention/program activities that are critical to the study even if provided by another entity (activities overseen by another organization must be clearly labeled as such and identified with highlighting)
-Follow-up meetings with participants to review interview transcripts and/or perform membercheck (confirming validity of researcher’s interpretations)
-Dissemination of study’s results to participants and stakeholders 


	
	Participant recruitment and data collection steps	
	
It is a student researcher’s responsibility to ensure that the procedures described here are 100% aligned with the final proposal that is approved by committee members after the oral defense. Failure to fully align item 12 with the approved proposal can result in invalidation of data and rejection of the final study.
	Duration 
	Exact Location	
	Communication Format  
(e.g., email, phone, in person, internet, etc.)

	Step 1
	PILOT STUDY: Qualitative- Independent Consultants
Independent consultants will be used in a pilot study to ensure that the interview questions are non biased, comprehensible, relatable, in the correct order and relate to the research questions
 
	
	
	

	Step 2
	(a) Participant Selection
Upon the fulfillment of the IRB requirements, the researcher will use random sampling to select participants

	
	
	

	Step 3
	(b) Consent
Selected participants will complete and sign a consent form to confirm their approval to participate in the study
	
	
	

	Step 4
	
	
	
	

	Step 5
	(c) Recruitment
Potential participants will be recruited to participate in an in-depth interview. Those who will have agreed to participate at a prearranged time suitable for them will be required to complete the interview later and when available.
Three strategies will be utilized to recruit potential participants. 
· Intercept Recruiting where I will invite potential participants to complete an interpersonal interview. 
· Placing adverts in the local newspaper outlining the characteristics of the potential participants and inviting them for an in-depth interview
· Inviting potential participants by phone

	60 to 90 minutes per participant
	Virtual 
	In person, phone

	Step 6
	(d) Interview Administration
Face to face interviews will be conducted with participants for clarity and timing. I will allow each participant to have 10 minutes of the interview time to ask questions to determine if there are any unclear items 



	30 to 60 minutes per participant
	home, workplace or an appropriate public place 
	In person

	Step 7
	(e) Data Collection
Prior to data collection, I will do the following:
· Prepare memos based on the initial analysis preceding the collection of data

	
	
	

	Step 8
	(f) Survey Administration 
Participants will be asked to take a survey in which they will be asked to provide their demographic data, their experiences with working in correctional facilities, and some brief answer questions. At the end of the survey, I will ask them whether they would be willing to complete an interactive email where I will provide an anonymous email option to them

	
	
	

	Step 9 
	(g) Data Analysis
A coding scheme will be developed for the qualitative data and all responses coded while being categorized into themes.  The qualitative data will be transformed into quantitative data by reducing themes and codes to numeric information, using a scoring rubric that will systematically quantify the interview data

	
	
	

	Step 10 
	(add more rows as needed)
	
	
	



[bookmark: CommunityResearchPartners]II. COMMUNITY RESEARCH STAKEHOLDERS AND PARTNERS

Research participants are individuals who provide private data through any type of interaction, whether verbal, observed, typed, recorded, written, or otherwise assessed. Research participants’ understanding of the study and willingness to engage in research must be documented with CONSENT FORMS, after IRB approval. For example, an educator comparing two instructional strategies by interviewing adult students in his classes would need to have each participant student sign a consent form. 

Community partners include any schools, clinics, businesses, non-profits, government entities, residential facilities, or other organizations who are involved in your research project. Community partners’ understanding of the study and willingness to engage in research must be documented with a LETTER OF COOPERATION. To continue with the same example, the educator comparing two instructional strategies would need a Letter of Cooperation from the school confirming (a) that the school approves the teacher’s implementation of two different instructional strategies and (b) that the school approves the interview activities. In some cases a community partner will only provide a letter of cooperation after Walden has “officially” approved the research proposal. If this is the case, then enter a brief explanation of your planned steps in item 12. If you have questions about whether an individual or an organization should provide permission for some aspect of the research, please email IRB@waldenu.edu.

If a community partner’s engagement in the research involves providing any type of non-public records, the terms of sharing those records must be documented in a DATA USE AGREEMENT, before IRB approval. Again using the same example, the educator comparing two instructional strategies will need a Data Use Agreement if he wants to analyze these students’ past academic records or work products as part of the study. Data Use Agreements must be FERPA-compliant and HIPAA-compliant, as applicable to the setting.

A sample letter of cooperation and sample data use agreement can be downloaded from the IRB Web site. This IRB application’s final checklist will direct you to email or fax your community partners’ Letters of Cooperation and any applicable Data Use Agreements at the same time you submit this IRB form.

Stakeholders include the informal networks of individuals who would potentially be impacted by the research activities or results (such as parents, community leaders, etc). Walden students are required to disseminate their research results in a responsible, respectful manner and are encouraged to develop this dissemination plan in consultation with the relevant community partners. Sometimes it is appropriate to provide a debriefing session/handout to individual participants immediately after data collection in addition to a general stakeholders’ debriefing after data analysis. 

	13.  Please identify all community stakeholders who should hear about your research results and indicate your specific plan for disseminating your results in an appropriate format. 

	

	14.  Enter an X next to the description that best describes the community research partner’s role in data collection. Mark all that apply.

	X
	I am relying solely on public records and/or means to recruit participants and collect data, and thus, I have no community research partner.

	
	My community research partner has already agreed to assist in participant recruitment and/or data collection and I am submitting their letter of cooperation with this IRB approval.

	
	I am required to provide a copy of Walden’s IRB approval to a funder or community partner before they can provide me with their formal approval. I seek Walden’s conditional IRB approval at this time (which can be finalized once the Walden IRB receives the community partner’s letter of cooperation).

	
	I would like to use the Walden Participant Pool to identify potential research participants (note that the IRB will seek participant pool approval for this study, on the researcher’s behalf).

	
	Other:       

	15a.  Name the organization(s) at which you intend to recruit participants and/or collect data as well as any funders involved in the study:

	

	15b.  Name the individual who is authorized to approve research within each of the community partner organizations: 

	

	15c.  Please briefly describe how you chose each of the partners listed above:

	


[bookmark: PotentialRisksandBenefits]
III. POTENTIAL RISKS AND BENEFITS

	16.  For each of the categories A-J below, carefully estimate risk level, enter an X to indicate the risk level, and describe the circumstances that could contribute to that type of negative outcome for participants or stakeholders in the space provided to the far right of each section. Minimal risk is acceptable but must be identified upfront. Minimal risk is defined as follows in U.S. federal regulations: “that 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.” Substantial risk is acceptable as long as adequate preventive protections are in place (which you will describe in item 17).

	
	Level of risk:
check one
	Description of risk:
List the circumstances that
could cause this outcome

	A. Unintended disclosure of confidential information (such as educational or medical records)

	
	Not applicable
	· It may be difficult for the researcher to predict what participants are likely to disclose especially when conducting interviews. 

	
	X
	Minimal risk
	

	
	
	Substantial risk
	

	B. Psychological stress greater than what one would experience in daily life (e.g., materials or topics that could be considered sensitive, offensive, threatening, degrading)
	
	Not applicable
	· Asking questions that are likely to make participants feel embarrassed or uncomfortable may cause at least a minimal risk. Because my entire study treats “experiences people have working in correctional facilities” as a sensitive topic in which I seek to explore the problems participants have been experiencing, then, a substantial risk is likely to be possible. 

	
	
	Minimal risk
	

	
	X
	Substantial risk
	

	C. Attention to personal information that is irrelevant to the study (i.e., related to sexual practices, family history, substance use, illegal behavior, medical or mental health)
	
	Not applicable
	· Asking for information not related to the study can cause substantial risks. 

	
	
	Minimal risk
	

	
	X
	Substantial risk
	

	D. Unwanted solicitation, intrusion, or observation in public places

	
	Not applicable
	· Recruiting or soliciting participants in public places or even observing them for research without their awareness of it will also cause substantial risk. 

	
	
	Minimal risk
	

	
	X
	Substantial risk
	

	E. Unwanted intrusion of privacy of others not involved in study (e.g. participant’s family).

	
	Not applicable
	· Protecting participant’s confidentiality is relevant but a minimal risk can occur if it is beyond the researcher’s control. For example, interviewing participants in presence of other people such as inmates can cause minimal risk. However, doing interviews via phone and doing the study online can cause a substantial risk because I would have no way to know if other people in the room are intruding. 

	
	
	Minimal risk
	

	
	X
	Substantial risk
	

	F. Social or economic loss (i.e., collecting data that could be damaging to any participants’ or stakeholders’ financial standing, employability or reputation)
	
	Not applicable
	· Substantial risk can occur as a result of collecting data regarding social or economic loss from participants. 

	
	
	Minimal risk
	

	
	X
	Substantial risk
	

	G. Perceived coercion to participate due to any existing or expected relationship between the participant and the researcher (or any entity that the researcher might be perceived to represent)
	
	Not applicable
	· Substantial risk can occur if the researcher allows coercion. The researcher may run the risk of coercion if he/she knows the employees. This is because they would feel obligated to participate in the study and if not allowed the researcher would run the risk of coercion. 

	
	
	Minimal risk
	

	
	X
	Substantial risk
	

	H. Misunderstanding as a result of experimental deception (such as placebo treatment or use of confederate research assistants posing as someone else)
	
	Not applicable
	· Substantial risk can occur if the researcher knowingly or unknowingly allows research assistants to participate in the study. This can result to collection of invalid data. 

	
	
	Minimal risk
	

	
	X
	Substantial risk
	

	I. Minor negative effects on participants’ or stakeholders’ health (no risk of serious injury)

	
	Not applicable
	· When interviewing ill participants who are suffering from something like fatigue, the risk would be minimal. 

	
	X
	Minimal risk
	

	
	
	Substantial risk
	

	J. Major negative effects on participants’ or stakeholders’ health (risk of serious injury)

	X
	Not applicable
	· I am not allowed to do a study with any possibility of this.

	
	
	Minimal risk
	

	
	
	Substantial risk
	


  												 
	17.  Explain what steps will be taken to minimize risks and to protect participants’ and stakeholders’ welfare. 

	· To minimize minimal risk outlined in item (A), I will stop participants from going into confidential areas that do not relate to my study and from giving information that I do not need to know about.
· In order to minimize substantial risk outlined in item (B), I may be required to have a low cost counselor available perhaps to help participants who are likely to experience greater psychological problems when conducting interviews. 
· As described in item (C), asking for information not related to my study can cause a substantial risk. Thus, I will only be asking for information which is absolutely necessary to my study to minimize the risk.
· Unwanted solicitation, intrusion or observing participants in public places when conducting research is not allowed. To minimize the risk, I will make sure not to do any of these even if that means avoiding possible circumstances outlined in item (D).
· To minimize the substantial risk described in item (E), I will avoid doing interviews in public places and in presence of people who are not involved in my study so as to protect participant’s welfare. 
·  In cases where I will be inclined to collect social and economic data from participants, I will maintain anonymity by changing and removing reported characteristics such as names of the participants on surveys and use pseudonyms to make data collected anonymous in order to minimize the substantial risk described in item (F) from occurring.
· I will use flyers and ads to invite participants to volunteer in my research without having to tell them personally if they want to do it. By so doing, I will reduce chances of coercion described in item (G) from occurring.
· As described in item (H), a substantial risk can occur if the researcher allows research assistants to participate in the study. Thus, to minimize this risk I will simply not allow assistants to participate in my study.   
· I will keep on reminding participants to stop at any time they feel exhausted in order to reduce chances of minimal risk described in item (I) from occurring. 



	18.  Describe the anticipated benefits of this research, if any, for individual participants. 

	Other than having the opportunity to participate in the study, participants may not benefit in any other way for their participation. 

	19.  Describe the anticipated benefits of this research for society. 

	The study is not only seeking to give insights on the scale of job satisfaction, but also to contribute some knowledge to issues people working in correctional facilities experience.  Thus, the study will only help identify problems of correctional workers and officers to better perform their duties and keep and maintain better relationships in their personal lives.


[bookmark: DataConfidentiality]
IV. DATA INTEGRITY AND CONFIDENTIALITY

	20a. In what format(s) will you obtain and subsequently store the data? (e.g., paper, electronic media, video, audio) 

	I will connect a microphone to my Laptop and use recording software to record the interviews which I will listen to and analyze in detail afterwards. Also, data obtained will be stored in audio formats.  

	20b. Where will you store the data?

	The audio files will be stored in the hard drive of my laptop but I will also copy them in a flash for backup purposes. 

	21.  Describe what security provisions will be taken to protect this data during initial data collection, data transfer, and archiving (e.g., privacy envelopes, password protection, locks). 

	I will ensure that both the laptop and flash in which the data is stored are password protected for security and privacy purposes. 

	22.  Describe what types of checks are in place to facilitate accuracy of data collection. Please note that the university’s Office of Research Integrity and Compliance can audit the complete set of raw data at any time after IRB approval. 

	I will have another person double check my data entry and before that I will require him/her to sign confidentiality agreement to ensure that he/she does not disclose information obtained to anyone else. 

	23.  Explain exactly when and how the data disposal will occur. (Keeping raw data for five years is the minimum requirement). 

	I will definitely erase raw data stored in my hard drive, destroy the flash, and shred paper copies if there will be any. It is also important to NOTE that the data will be disposed after 5 years as required by APA.  

	24.  Describe the specific plans for handling adverse events involving research participants that might require immediate referral, stopping data collection, management of a new conflict of interest, re-assessment of risks and benefits, or responding to breached confidentiality. These plans must be tailored by the researcher for the specific research context and population. 

	In case an adverse event involving participants occurs, for example, breach of confidentiality, I would first stop the study and then contact my chair for guidance on how to handle the event. 

	25.  Understanding the difference between confidentiality and anonymity:
Anonymous data contains absolutely zero identifiers and makes it impossible to determine who participated and who did not. 
Confidential data contains one or more identifiers, but identifiers are kept private by the researcher. In order to protect participant privacy and assure that study participation is truly voluntary, anonymous data collection is preferred, whenever possible.

	Is it possible to collect your data anonymously? 

	X
	No, my communications with potential participants and/or consent procedures require one or more of their identifiers (such as name, email address, or phone number) to be shared with me. But I confirm that I will provide complete confidentiality.

	
	Yes, I have designed my anonymous consent and data collection procedures so that identities are completely protected even from me, the researcher.

	26.  Will you retain a link between study code numbers and direct identifiers after the data collection is complete? 

	X
	No. 

	
	Yes, but only to identify those participants who indicate that they want their data withdrawn.

	
	[bookmark: Text84]Yes, it is otherwise necessary because (provide explanation here)          

	27.  Will you provide an identifier or potentially identifying link to anyone else besides yourself? 

	X
	No. I will not let anyone else have access to it in order to maintain confidentiality of the data obtained from participants. 

	
	[bookmark: Text85]Yes, it is necessary because (provide explanation here).

	28.  Explain who will approach potential participants to take part in the research study and what will be done to protect individuals’ privacy in this process. 

	I will use flyers and ads to approach potential participants inviting them to take part in my research study and will ask them to sign a consent agreement indicating their informed decision to participate. 

	29.  List all individuals who will have access to the data (including research assistants, transcribers, statisticians, etc.). If you are a student, the IRB assumes that your supervising faculty members will have access to the data, so you do not need to list them. 

	No one else will have access to the data apart from me. If need arises for someone else to access it, I will require him or her to sign a confidentiality agreement.

	30.  To ensure data confidentiality among your research colleagues, you will either need to obtain a signed Confidentiality Agreement for each person you listed for Question 29 or de-identify the data (by removing all identifying links) before anyone else has access to it. If you will take the first option, please visit the IRB Web site to download a sample Confidentiality Agreement. This application’s final checklist will direct you to send the IRB your draft Confidentiality Agreement(s) at the same time you submit this IRB form (they need not be signed prior to IRB approval).

Place an X next to each blue box that is applicable:

	
	I will be obtaining a signed confidentiality agreement from individuals before they have access to identifiable data.

	X
	Not applicable because I am the only one who will have access to the raw data.

	
	Not applicable because the accessible data is anonymous or de-identified.

	31.  This IRB application is designed to collect enough information to ensure compliance with USA federal research regulations. However, state and international laws might also be relevant. Please confirm in the blue area below that you are aware of any applicable state or international regulations and describe your plan for ensuring compliance.

Researchers recruiting participants and collecting data in USA only: Please confirm that you have made yourself aware of any state laws that might be relevant to this study’s data collection activities (e.g., mandated reporting, privacy, protection of minors or other vulnerable populations) and explain what procedures are in place to comply with those state laws. State-level professional organizations and licensing entities for your field are a good source of this information.

Researchers recruiting participants or collecting data in countries other than the USA: Each international researcher is responsible for making themselves aware of the relevant human subjects protection laws and entities overseeing research for those other countries. International researchers must confirm that they have consulted the available guidance for the countries relevant to their research activities and provide a plan for complying with the relevant laws and oversight entities there. An international compilation of human subjects policies can be found at this link: http://www.hhs.gov/ohrp/international/intlcompilation/intlcompilation.html 

	



 ADDITIONAL ISSUES TO ADDRESS WHEN THE RESEARCH INVOLVES 
PROTECTED HEALTH INFORMATION

*Protected Health Information (PHI) is defined under HIPAA (Health Insurance Portability and Accountability Act of 1996) as health information transmitted or maintained in any form or medium that:
A. identifies or could be used to identify an individual;
B. is created or received by a healthcare provider, health plan, employer or healthcare clearinghouse; and
C. relates to the past, present or future physical or mental health or condition of an individual; the provision of health care to an individual; or the past, present or future payment for the provision of healthcare to an individual. 

	32.  As part of this study, the researcher(s) will

	
	Collect protected health information* from participants → Please complete question 33.

	
	Have access to protected health information* in the participants’ records → Please complete question 33.

	X
	None of the above → Please skip to question 34.




	33.  To use PHI in research you must have approval through one of the following methods:
A. An authorization signed by the research participant that meets HIPAA requirements; or
B. Use of a limited data set under a data use agreement.	 

Place an X next to the corresponding blue box below to indicate which method of approval you will use.

	
	A. Research participants in this study will sign an Authorization to Use or Disclose PHI for Research Purposes form. If the study includes multiple activities (e.g., clinical trial or collection and storage of PHI in a central repository), then two authorization forms must be submitted for review. You may download a sample authorization form at the IRB Web site, fill in the required information, and fax to (626) 605-0472. 

	
	B. I will access a limited data set by signing a Data Use Agreement with the party that releases the PHI. A limited data set must have all possible identifiers removed from the data. It is the responsibility of the researcher and the party releasing the PHI to have in place and maintain a copy of a Data Use Agreement which meets HIPAA requirements. Use the template Data Use Agreement and fill in the required information. A copy of the signed Data Use Agreement must be submitted for IRB review.



[bookmark: PotentialConflictsofInterest]

V. POTENTIAL CONFLICTS OF INTEREST

	34.  This item asks you to disclose information relevant to separating your multiple roles as clearly as possible, with the goal of ensuring authentically voluntary participation in your study. Doctoral research directly benefits the student (allowing him or her to obtain a degree), and so the researcher should minimize the potential for either (a) conflict of interest or (b) perceived coercion to participate. Researchers who are in positions of authority must take extra precautions to ensure that potential participants are not pressured to take part in their study. Data collection should be as detached as possible from the researcher’s authority.
Examples:
-a professor researcher may recruit students AFTER grades have been assigned
-a psychologist researcher may recruit clients from ANOTHER psychologist’s practice
-a manager researcher may conduct ANONYMOUS data collection so that subordinates do not perceive their responses or [non]participation as being associated with their job standing

At the time of study recruitment, are the potential study participants aware of any of the researchers’ other professional or public roles? (Such as teacher, business owner, community leader, supervisor, etc.?) 

	X
	No. 

	
	[bookmark: Text59]Yes, at the time of recruitment some of the participants are aware of the researcher’s (Insert title here) role, and the following measures will be taken to separate the researcher’s dual roles and minimize perceived coercion to participate: (insert explanation here).

	35.  This item asks you to disclose information related to possible financial conflicts of interest, with the goal of maintaining research integrity. Is it possible that the financial situations or professional positions (to include promotions, contracts, clients, and reviews) of the researchers or their families could be directly impacted by the design, conduct, or results of this research? 

	X
	No. 

	
	[bookmark: Text39]Yes, and the conflict of interest is being managed by the following disclosures/measures: (insert explanation here).

	36.  Will the researcher give participants or stakeholders any gifts, payments, compensation, reimbursement, free services, or extra credit? It is acceptable to compensate your participants as long as the compensation cannot be interpreted as coercive among the participant population. For example, a $5 gift card to a coffee house is fine as a thank you gift, but an Iphone would not be, especially if the participants are teenagers. It is often better to eliminate compensation all together or make sure that 100% of your sample gets the same compensation (as opposed to only compensating those in your experimental group). 

	X
	No. 

	
	Yes.  More information is provided below.
[bookmark: Text62]What compensation will be given? (insert type of compensation here)
At what point during the research will the compensation be given? (insert when compensation will be given here)
[bookmark: Text61]Under what conditions will the compensation be given? (i.e., how will compensation for withdrawn participants be handled?) (insert description here)


[bookmark: DataCollectionTools]
VI. DATA COLLECTION TOOLS

In order to approve your study, the IRB needs to review the full text of each data collection tool (e.g., surveys, interview questions, etc.). This application’s final checklist will direct you to send your data collection tools and evidence of compliance with the copyright holder’s usage terms at the same time you submit this IRB form. If any further changes are made to the data collection tools after they have been IRB-approved, you must submit those changes for IRB approval. 

READ THIS IF YOU ARE USING A PUBLISHED INSTRUMENT:

Many assessment instruments published in journals can be used in research as long as commercial gain is not sought and proper credit is given to the original source (United States Code, 17USC107). However, publication of an assessment tool’s results in a journal does not necessarily indicate that the tool is in the public domain. 

The copyright holder of each assessment determines whether permission and payment are necessary for use of that assessment tool. Note that the copyright holder could be either the publisher or the author or another entity (such as the Myers and Briggs Foundation, which holds the copyright to the popular Myers-Briggs personality assessment). The researcher is responsible for identifying and contacting the copyright holder to determine which of the following are required for legal usage of the instrument: purchasing legal copies, purchasing a manual, purchasing scoring tools, obtaining written permission, obtaining explicit permission to reproduce the instrument in my dissertation, or simply confirming that the tool is public domain. 

Even for public domain instruments, Walden University requires students to provide the professional courtesy of notifying the primary author of your plan to use that tool in your own research. Sometimes this is not possible, but at least three attempts should be made to contact the author at his or her most recently listed institution across a reasonable time period (such as 2 weeks). The author typically provides helpful updates or usage tips and asks to receive a copy of the results. 

Many psychological assessments are restricted for use only by suitably qualified individuals. Researchers must check with the test’s publisher to make sure that they are qualified to administer and interpret any particular assessments that they wish to use. 

READ THIS IF YOU ARE CREATING YOUR OWN INSTRUMENT OR MODIFYING AN EXISTING INSTRUMENT:

It is not acceptable to modify assessment tools without explicitly citing the original work and detailing the precise nature of the revisions. Note that even slight modifications to items or instructions threaten the reliability and validity of the tool and make comparisons to other research findings difficult, if not impossible. Therefore, unless a purpose of the study is to compare the validity and reliability of a revised measure with that of one that has already been validated, changes should not be made to existing measures. If the study is being conducted for the purpose of assessing the validity/reliability of a modified version of an existing measure, the original measure must also be administered to participants.

	37.  Are any of your data collection tools published or based upon a published instrument? 

	
	Yes → Complete #38 a-c.

	X
	No → Skip to #39 if you are only using tools you created yourself.

	38a. Name the copyright holder for each published instrument.  

	

	38b.  Place an X next to each of the following legal usage terms that applies to the instrument. If you are using multiple published instruments, please enter the acronym for each measure (instead of an X) next to the usage terms that apply to that instrument.

	
	I have obtained legal copies of the instrument.

	
	I have obtained a legal copy of the manual or scoring kit.

	
	I have obtained written permission to use the instrument in my research (submitted with this application).

	
	I have obtained explicit permission to reproduce the instrument in my dissertation (submitted with this application).

	
	I have confirmed that the tool is public domain.

	
	[bookmark: Text74]Other:      

	38c.  If you are making any modifications to the existing tool, please describe the modifications and explain why they are necessary. 

	

	39a.  List the titles of all self-designed interview guides, coding protocols, surveys, document review protocols, etc. here:

	· Survey Demographic Questions
· Interview Questions

	39b. Did an expert panel outside of the faculty committee review the self-designed tool(s)?  Expert panel review is not required but increases validity of a student-designed tool and thus, factors into the ratio of benefits to risks.

	X
	No

	
	Yes. (I asked my chair to allow me to have some members of the faculty review my questionnaires and offer their opinions on them).

	39c. Did you pilot any of these tools already in a previous IRB-approved study? Piloting is not required but factors into benefits/risks assessment.

	X
	No. 

	
	Yes. The Walden IRB approval number was (insert IRB approval number here)

	39d. Do you plan to pilot any of these tools or procedures? 

	
	No.

	X
	Yes. As described in item #12, two independent consultants will be used in a pilot study to ensure that the interview questions are non-biased, comprehensible, relatable, in the correct order and relate to the research questions. 


[bookmark: DescriptionoftheResearchParticipants]
VII. DESCRIPTION OF THE RESEARCH PARTICIPANTS

	40a.  Provide the target number of participants, including numbers per group if your study involves multiple groups or a separate pilot sample: 

	While I earlier stated that data will be collected from a sample size of 8 to 12 participants, I would like to put it clear that for the purpose of the richness of information, I would like my study not to be limited to a specific targeted number. 

	40b.  Provide a brief rationale for this sample size:

	As explained above, the validity, meaningfulness, and insights generated from my quantitative inquiry have more to do with the information-richness of the experiences reported than with sample size. 

	40c.  Describe how potential participants will be found:

	I will use flyers and ads to invite potential participants to participate in my research study

	40d.  Describe the sampling strategy and provide a brief rationale for why that strategy was selected (e.g., random sampling, maximum variation sampling, snowball sampling, criterion sampling, stratified purposeful sampling, convenience sampling, etc):

	Random sampling is the best sampling strategy to use in this research study. This is because it is a type of a probability sampling which allows all employees to have equal probability of being chosen. In other words, the researcher will randomly select a sample from the population of people working in correctional facilities by assigning a number between 1 and 250 and, then, select random numbers from the range. 

	41.  Please list all criteria for inclusion and exclusion of participants in this study (such as relevant experiences, age range, etc). Your inclusion criteria should define the sample’s critical characteristics, based on the scope of the research question. Once you’ve defined inclusion criteria, if you have no further limitations on who can participate, just indicate “none” under exclusion criteria.

	Inclusion criteria:   

	Participants who can participate in my study should be:
· Able to understand, read and write English language
· Above 18 years of age
· Employees working in correctional facilities


	Describe how you will identify individuals who meet the inclusion criteria:

	It is important to note here that there is some self-selection involved, for example, I will ask individuals to read survey questions in order to determine whether they will be able to complete them successfully. I will also ask them a few questions to determine if they fit my inclusion criteria such as their age and whether or not they have any experience working in correctional facilities. 

	Exclusion criteria:  

	Individuals who do not meet the above criteria will not be allowed to participate in the study.

	Describe how you will identify which individuals must be excluded: 

	No criteria needed because if an individual does not meet my inclusion criteria that means he or she will not be allowed to participate in the research study.

	42.  Aside from the inclusion/exclusion criteria listed in #41 above, describe how potential participants’ demographic variables will be relevant to obtaining an appropriate sample. (Quantitative researchers need to explain how a representative sample will be obtained in terms of gender, ethnicity, or any other relevant demographics. Qualitative researchers need to explain what demographic factors will be considered in selecting participants.)   

	Demographic information will help in obtaining an appropriate sample because variables like the age, level of education, income level, gender and ethnicity are demographic factors which will help in obtaining the appropriate sample size when selecting participants.  For example, income level is a quantitative indicator that will be used to examine participant’s job satisfaction in terms of meeting their economic needs.  


[bookmark: AdditionalIssuesPrisoners]
	43.   The checklist of vulnerable groups below will help you check your responses to questions 40-42 for potential ethical problems. The ethical challenge is to achieve the goal of equitable sampling that is appropriate to the research question while excluding vulnerable individuals whom the research procedures cannot adequately protect. At the same time, exclusion of any group reduces potential benefits to that group. So the IRB will separately weigh potential risks and benefits for each vulnerable group in this section.

The potentially vulnerable populations listed below may only be specifically recruited when (a) the vulnerability status is directly related to the research question and (b) adequate measures are taken to ensure safety and voluntary participation.

For each of the vulnerable groups below, indicate whether your procedures are designed to recruit any of the following as participants. You need to place an X in one of the four blue boxes for each lettered category of vulnerable participants and add description of the protections to the right as indicated. 

	A. Minors (17 and under)

	
	Yes: I will be specifically recruiting minors as participants. Protections are described to the right→
	Describe protections from pressure to participate:
	

	
	
	Describe protections from safety and privacy risks:
	

	X
	Possible: My participants might be minors but I may not know if they are. Protections are described to the right →
	Describe protections from pressure to participate:
	I will require each potential participant to specify his or her age, but this is not necessary because I expect everyone hired to work in correctional facilities to be over 18 years of age. 

	
	
	Describe protections from safety and privacy risks:
	Should there be an employee who is 17 and under, the researcher will ask someone else e.g. his or her supervisor for consent.  

	
	No: I will screen age so I can exclude minors. Exclusion procedures are described to the right →
	Explain which screening procedure will enable exclusion of minors:
	

	
	No: My recruitment methods automatically exclude minors.

	B. Residents of any facility (prison, treatment facility, nursing home, assisted living, group home for minors)

	
	Yes: I will be specifically recruiting facility residents as participants. Protections are described to the right→
	Describe protections from pressure to participate:
	

	
	
	Describe protections from safety and privacy risks:
	

	X
	Possible: My participants might be facility residents but I may not know if they are. Protections are described to the right→
	Describe protections from pressure to participate:
	Since I will be doing some kind of a general survey, it is possible someone from the institutions or someone vulnerable to risk may be included in the study. Therefore, some possible protections for such participants could be letting them know they can stop being in the study at any time and if appropriate, they can skip interview questions. Also, the researcher will let them know they are allowed to self-select whether to participate in the study or not.

	
	
	Describe protections from safety and privacy risks:
	The researcher will comply with confidentiality agreement to protect the rights and welfare of vulnerable participants. For example, the researcher will not disclose any information obtained from all participants to protect their privacy. 

	
	No: I will screen facility resident status so I can exclude them. Exclusion procedures are described to the right →
	Explain which screening procedure will enable exclusion:
	

	
	No: My recruitment methods automatically exclude facility residents.

	C. Mentally disabled individuals

	
	Yes: I will be specifically recruiting mentally disabled persons as participants. Protections are described to the right→
	Describe protections from pressure to participate:
	

	
	
	Describe protections from safety and privacy risks:
	

	X
	Possible: My participants might be mentally disabled but I may not know if they are. Protections are described to the right→
	Describe protections from pressure to participate:
	Similarly, the only possible way for protecting participants from pressure to participate is allowing them to stop participating in the study at any time they want. Also, if deemed appropriate they will be allowed to skip interview questions and letting them know they are allowed to self-select whether to continue participating or not.

	
	
	Describe protections from safety and privacy risks:
	The researcher understands that protecting data obtained from participants is the key to protecting one’s privacy. Therefore, the best way to protect mentally disabled participants from security and privacy risks is ensuring that data obtained from them is not disclosed to anyone else.  

	
	No: I will screen mental disability status so I can exclude them. Exclusion procedures are described to the right →
	Explain which screening procedure will enable exclusion:
	

	
	No: My recruitment methods automatically exclude mentally disabled individuals.

	D. Emotionally disabled individuals

	
	Yes: I will be specifically recruiting emotionally disabled persons as participants. Protections are described to the right→
	Describe protections from pressure to participate:
	

	
	
	Describe protections from safety and privacy risks:
	

	X
	Possible: My participants might be emotionally disabled but I may not know if they are. Protections are described to the right→
	Describe protections from pressure to participate:
	Since there is no way to really know whether participants are emotionally disabled, the only possible protection is to tell them they can stop being in the study at any time.
Also, if appropriate the researcher will allow them to skip questions and self-select whether to participate or not. 

	
	
	Describe protections from safety and privacy risks:
	

	
	No: I will screen emotional disability status so I can exclude them. Exclusion procedures are described to the right →
	Explain which screening procedure will enable exclusion:
	

	
	No: My recruitment methods automatically exclude emotionally disabled individuals.

	E. Pregnant women

	
	 Yes: I will be specifically recruiting pregnant women as participants. Protections are described to the right→
	Describe protections from pressure to participate:
	

	
	
	Describe protections from safety and privacy risks:
	

	
	Possible: My participants might be pregnant but I may not know if they are. Protections are described to the right→
	Describe protections from pressure to participate:
	

	
	
	Describe protections from safety and privacy risks:
	

	
	No: I will screen pregnancy status so I can exclude them from my sample. Exclusion procedures are described to the right →
	Explain which screening procedure will enable exclusion:
	

	X
	No: My recruitment methods automatically exclude pregnant women.

	F. Subordinates of the researcher

	
	Yes: I will be specifically recruiting my subordinates as participants. Protections are described to the right→
	Describe protections from pressure to participate:
	

	
	
	Describe protections from safety and privacy risks:
	

	
	Possible: My participants might be my subordinates but I may not know if they are. Protections are described to the right→
	Describe protections from pressure to participate:
	

	
	
	Describe protections from safety and privacy risks:
	

	
	No: I will screen subordinate status so I can exclude them. Exclusion procedures are described to the right →
	Explain which screening procedure will enable exclusion of subordinates:
	

	X
	No: My recruitment methods automatically exclude my subordinates.

	G. Students of the researcher

	
	Yes: I will be specifically recruiting my students as participants. Protections are described to the right→
	Describe protections from pressure to participate:
	

	
	
	Describe protections from safety and privacy risks:
	

	
	Possible: My participants might be my students but I may not know if they are. Protections are described to the right→
	Describe protections from pressure to participate:
	

	
	
	Describe protections from safety and privacy risks:
	

	
	No: I will screen student status so I can exclude my students. Exclusion procedures are described to the right →
	Explain which screening procedure will enable exclusion of students:
	

	X
	No: My recruitment methods automatically exclude my students.

	H. Clients or potential clients of the researcher

	
	Yes: I will be specifically recruiting my clients as participants. Protections are described to the right→
	Describe protections from pressure to participate:
	

	
	
	Describe protections from safety and privacy risks:
	

	
	Possible: My participants might be my clients but I may not know if they are. Protections are described to the right→
	Describe protections from pressure to participate:
	

	
	
	Describe protections from safety and privacy risks:
	

	
	No: I will screen client status so I can exclude them. Exclusion procedures are described to the right →
	Explain which screening procedure will enable exclusion:
	

	X
	No: My recruitment methods automatically exclude my clients.

	I. Individuals who might be less than fluent in English

	
	Yes: I will be specifically recruiting non-English speakers as participants. Protections are described to the right→
	Describe protections from pressure to participate:
	

	
	
	Describe protections from safety and privacy risks:
	

	
	Possible: My participants might be less than fluent in English but I may not know if they are. Protections are described to the right→
	Describe protections from pressure to participate:
	

	
	
	Describe protections from safety and privacy risks:
	

	
	No: I will screen non-English speakers so I can exclude them. Exclusion procedures are described to the right →
	Explain which screening procedure will enable exclusion:
	

	X
	No: My recruitment methods automatically exclude non-English speakers.


	J. Individuals who are in crisis (such as natural disaster victims or persons with an acute illness)

	
	Yes: I will be specifically recruiting individuals in crisis as participants. Protections are described to the right→
	Describe protections from pressure to participate:
	

	
	
	Describe protections from safety and privacy risks:
	

	X
	Possible: My participants might be in crisis but I may not know if they are. Protections are described to the right→
	Describe protections from pressure to participate:
	Despite giving individuals who are in crisis the information they need to self-select whether or not they want to participate in my research, I will protect them from pressure to participate by allowing them to stop participating in the study at any time they want.

	
	
	Describe protections from safety and privacy risks:
	Information obtained from them will be secured and kept confidential for privacy purposes. 

	
	No: I will screen crisis status so I can exclude them. Exclusion procedures are described to the right →
	Explain which screening procedure will enable exclusion:
	

	
	No: My recruitment methods automatically exclude individuals in crisis.

	K. Economically disadvantaged individuals

	
	 Yes: I will be specifically recruiting economically disadvantaged individuals as participants. Protections are described to the right→
	Describe protections from pressure to participate:
	

	
	
	Describe protections from safety and privacy risks:
	

	X
	Possible: My participants might be economically disadvantaged but I may not know if they are. Protections are described to the right→
	Describe protections from pressure to participate:
	I’m aware that economically disadvantaged individuals are “vulnerable” in research studies. To ensure that I provide protections from pressure to participate, I will first ensure that economically disadvantaged persons are not barred from participating and are not threatened to participate for any reason. I will also ensure that they sign a consent agreement to indicate that they were not coerced to participate in my research study.   

	
	
	Describe protections from safety and privacy risks:
	I will pay careful attention to information provided about their economic status to ensure that information obtained is protected and is not disclosed to anyone else.  


	
	No: I will screen economic status. Exclusion procedures are described to the right →
	Explain which screening procedure will enable exclusion:
	

	
	No: My recruitment methods automatically exclude economically disadvantaged individuals.

	L. Elderly individuals (65+)

	
	Yes: I will be specifically recruiting elderly individuals as participants. Protections are described to the right→
	Describe protections from pressure to participate:
	

	
	
	Describe protections from safety and privacy risks:
	

	
	Possible: My participants might be elderly but I may not know if they are. Protections are described to the right→
	Describe protections from pressure to participate:
	

	
	
	Describe protections from safety and privacy risks:
	

	
	No: I will screen age so I can exclude elderly individuals. Exclusion procedures are described to the right →
	Explain which screening procedure will enable exclusion:
	

	X
	No: My recruitment methods automatically exclude elderly individuals.



	44.  Please briefly justify the inclusion of each vulnerable group for whom you answered “Yes” or “Possible” above in item 43. Ensure that this response provides a rationale for why it is impossible or unethical to conduct the research without including the protected population. 

	I am not targeting vulnerable groups because they are not essential in my research study. For other groups that I have marked as possible, are possible targets because I would not know if they are vulnerable members and it would be unethical to exclude them.

	45.  If competency to provide consent could possibly be an issue for any participants, describe how competency will be determined and your plan for obtaining consent. If not applicable, please indicate NA. 

	NA



ADDITIONAL ISSUES TO ADDRESS WHEN PARTICIPANTS INCLUDE CHILDREN (AS PER FEDERAL REGULATIONS)

	46.  Will your sample include individuals less than 18 years of age? 

	
	Yes → Please complete questions 47-48.

	X
	No → Please skip ahead to question 49.

	47.  If this study proposes to include minors, this inclusion must meet one of the following criteria for risk/benefit assessment, according to the federal guidance.

Place an X in the appropriate blue box to indicate the level of risk.

	
	Minimal risk

	
	Greater than minimal risk, but holds prospect of direct benefit to participants.

	
	Greater than minimal risk, no prospect of direct benefit to participants, but likely to yield generalizable knowledge about the participant’s disorder or condition.

	48.  Please explain how the criterion in question 47 is met for this study. 

	



ADDITIONAL ISSUES TO ADDRESS WHEN PARTICIPANTS INCLUDE PRISONERS
(AS PER FEDERAL REGULATIONS)

	49.  Is it possible that your sample will include prisoners? Place an X in the appropriate blue box below.

	
	Yes → Please complete question 50 a-e.

	X
	No → Please skip ahead to question 51.

	50.  Enrollment of prisoners requires that the IRB is able to document that the seven conditions under federal regulations 45 CFR 46 Subpart C are met.  If you plan to recruit individuals who are at high risk of becoming incarcerated in a penal institution during the research (e.g., participants with substance abuse history, repeat offenders, etc.), it is best that the IRB can address the Subpart C requirements at the time of initial review.  Otherwise, if a participant becomes incarcerated during the course of the research and the IRB has not previously reviewed and approved your research for enrollment of prisoners, all research activity must immediately cease for that individual until review and application of Subpart C regulations occurs by the IRB.

	a. Will this study examine the possible causes, effects, or processes of incarceration?

	
	Yes

	
	No

	b. Will this study examine the facility as an institutional structure?

	
	Yes

	
	No

	c. Will this study specifically examine the experience of being incarcerated?

	
	Yes

	
	No

	d. Will this study examine a condition(s) particularly affecting these prisoners?

	
	Yes

	
	No

	e. Will this study examine a procedure, innovative or accepted, that will have the intent or reasonable probability of improving the health or well being of the participants?

	
	[bookmark: Text23]Yes, and residents will be assigned to groups by (provide explanation as to how groups will be formed here). 	

	
	No



[bookmark: InformedConsent]VIII. OBTAINING INFORMED CONSENT

This application’s final checklist will direct you to email unsigned drafts of your consent/assent forms to IRB@waldenu.edu at the same time you submit this IRB form. Your application is not considered complete until they are received. 

	51.  Federal regulations require that the informed consent procedures disclose each of the elements in the checklist below and that consent be documented (usually by asking the participants to sign the consent form listing all of the disclosures but there are some other arrangements that are acceptable, depending on the privacy issues and logistics of the data collection). 
       
Anonymous surveys rely on implicit endorsement rather than obtaining a signed endorsement. In other words, instead of collecting a signature the researcher might instruct the participant to complete the survey if they agree to participate in the study as described on the cover page, which would need to include all the elements of informed consent below.

When participants are 6 and under, researchers must obtain parental consent in addition to reading a script that asks the children for their verbal assent to participate. When participants are between 7 and 17, researchers must obtain parental consent in addition to reviewing an age-appropriate assent form with the child and asking the child to sign if they want to participate. 
      
Templates for consent and assent forms can be downloaded from the IRB Web site. Note that the consent and assent forms on the IRB Web site are only templates and will likely need a great deal of tailoring for your study. Pay particular attention to making the reading level appropriate for your targeted participant population.

	Please affirm, by placing an X in each of the corresponding blue boxes, that your consent/assent form(s) contain each of the following required elements.
	YES
	N/A

	Statement that the study involves research
	X
	

	Statement of why subject was selected
	X
	

	Disclosure of the identity and all relevant roles of researcher (e.g., doctoral student, part-time faculty member, facility owner)
	X
	

	An understandable explanation of research purpose
	X
	

	An understandable description of procedures
	X
	

	Expected duration of subject's participation
	X
	

	Statement that participation is voluntary
	X
	

	Statement that refusing or discontinuing participation involves no penalty
	X
	

	Description of reasonably foreseeable risks or discomforts
	X
	

	Description of anticipated benefits to subjects or others
	X
	

	Information on compensation for participation
	X
	

	Description of how confidentiality will be maintained
	X
	

	Whom to contact with questions about the research (i.e. researcher’s contact information)
	X
	

	Whom to contact with questions about their rights as participants (Walden University representative)
	X
	

	Statement that subject may keep a copy of the informed consent form
	X
	

	All potential conflicts of interest are disclosed	
	X
	

	Consent process and documentation are in language understandable to the participant
	X
	

	There is no language that asks the subject to waive his/her legal rights
	X
	

	If appropriate, indicates that a procedure is experimental (i.e., not a standard Rx)
	
	X

	If appropriate, disclosure of alternative procedures/treatment	
	
	X

	If appropriate, additional costs to subject resulting from research participation
	
	X


[bookmark: FinalChecklistandElecronicSignatures]
 FINAL IRB CHECKLIST


	52.  Please indicate below, by placing an X in the corresponding blue boxes, which method you are using to send each of your supporting documents. We ask that you send these supporting documents to the IRB at the same time you submit this application.  

Students must obtain their supervising faculty member’s approval in question #55 before submitting any materials to the IRB.  


	
	Emailed to IRB@waldenu.edu
	Faxed to 
(626) 605-0472
	Not applicable to my study

	Human Research Protections training completion certificate
	
	
	

	Data collection tools (e.g., surveys, interviews, assessments, etc.)
	X
	
	

	All of the following that apply to any assessments’ copyright holders: written/emailed permission to use the instrument, permission to reproduce the instrument in the dissertation, confirmation that the tool is public domain, proof of the researcher’s qualifications to administer the instrument
	
	
	

	Letters of Cooperation from community partner organizations (e.g., school) or individuals (e.g. cooperating teacher) who are assisting with participant recruitment or data collection
	
	
	

	Data Use Agreement from any community partners that will be sharing their non-public records
	
	
	

	Invitation to participate in research (e.g., letter, flier, phone script, ad, etc.)
	X
	
	

	Draft Confidentiality Agreements for transcribers, statisticians, research assistant, etc.
	
	
	

	Consent/assent forms
	X
	
	

	Federal certificate of confidentiality (to shield data from subpoena)—only advised when data collection will cover illegal activities
	
	
	X



Please maintain a copy of this completed application for your records. Once the IRB application and all supporting documents have been received, the IRB staff will email the researcher and any relevant faculty supervisors to confirm that the IRB application is complete. At this time, the IRB staff will also notify the researcher of the expected IRB review date for the proposal. 

The review date will be scheduled no later than 15 business days after your completion of this application. In the case of doctoral students, the review date will be scheduled no later than 15 business days after both A) the application is complete and B) the proposal is fully approved.

Notice of outcome of the IRB review will be emailed to the researcher and any supervising faculty members within 5 business days of the review. Please be aware that the IRB committee might require revisions or additions to your application before approval can be granted.

Neither pilot nor research data may be collected before notification of IRB approval. Students collecting data without approval risk expulsion and invalidation of data. The IRB will make every effort to help researchers move forward in a timely manner. Please contact IRB@waldenu.edu if you have any questions.	
 
FEEDBACK ON THIS IRB APPLICATION

	53.  The board is committed to making this IRB application as clear and specific as possible so that even novice researchers can provide all the information necessary for the board to evaluate the ethics of the proposed data collection. If you would like, please give us feedback on any questions or steps that you found unclear: 

You will also have an opportunity to provide anonymous feedback at the end of the IRB review process.

	All questions were clearly and concisely stated. 



RESEARCHER ELECTRONIC SIGNATURE

	54.  By placing an X next to each of these boxes and providing my email address below as an authentication, I am providing an electronic signature certifying that each of the statements below is true.


	X
	The information provided in this application form is correct, and was completed after reading all relevant instructions.

	X
	I agree to conduct this and all future IRB correspondence via email/fax.  

	X
	I, the researcher, will request IRB approval before making any modification to the research procedures or forms, using the Request for Change in Procedures Form found at the Walden IRB Web site.

	X
	I, the researcher, will report any unexpected or otherwise significant adverse events and general problems within one week using the Adverse Event Reporting Form found at the Walden IRB Web site.

	X
	Neither recruitment nor data collection will be initiated until final IRB approval is received from IRB@waldenu.edu.

	X
	I understand that this research, once approved, is subject to continuing review and approval by the Committee Chair and the IRB.

	X
	I, the researcher, will maintain complete and accurate records of all research activities (including consent forms and collected data) and be prepared to submit them upon request to the IRB.

	X
	I understand that the IRB approval for this study is suspended if I cease to be enrolled in a course with this faculty member (or a replacement faculty member teaching the same course).

	
	I understand that if any of the conditions above are not met, this research could be suspended and/or not recognized by Walden University.

	Enter researcher email address (provides authentication for electronic signature and thus must match email address on file with Walden University):

	andjoua.wilder@waldenu.edu



IRB Policy on Electronic Signatures
Walden’s IRB operates in a nearly paperless environment, which requires reliance on verifiable electronic signatures. Electronic signatures are only appropriate when the signer is either (a) the sender of the email, or (b) copied on the email containing the signed document. 

Electronic signatures are regulated by the Uniform Electronic Transactions Act. Legally, an "electronic signature" can be the person’s typed name, their email address, or any other identifying marker. An electronic signature is just as valid as a written signature as long as both parties have agreed to conduct the transaction electronically. University staff will verify any electronic signatures that do not originate from a password-protected source (i.e., an email address officially on file with Walden). 

SUPERVISING FACULTY MEMBER ELECTRONIC SIGNATURE

	55.  As the faculty member supervising this research, I assume responsibility for ensuring that the student complies with University and federal regulations regarding the use of human participants in research. By placing an X in each of these boxes and providing my email address below as an authentication, I am providing an electronic signature certifying that each of the statements below is true.


	
	I affirm that the researcher has met all academic program requirements for review and approval of this research.

	
	I will ensure that the researcher properly requests any protocol changes using the Request for Change in Procedures Form found at the Walden IRB Web site.

	
	I will ensure that the student promptly reports any unexpected or otherwise significant adverse events and general problems within 1 week using the Adverse Event Reporting Form found at the Walden IRB Web site.

	
	I will report any possible noncompliance on the part of the researcher by emailing notification to IRB@waldenu.edu.

	
	I understand that my supervision role continues as long as the student remains enrolled in the present course with me.

	Faculty member should enter their email address (provides authentication for electronic signature and thus must match email address on file with Walden University): 

	



