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Protection of Human Rights in Research Committee (PHRRC) Proposal Guidelines

Introduction

1.
Biola University is concerned with the protection of the rights and welfare of human participants in all qualified research conducted by faculty, staff and graduate students. This concern includes the protection of rights to privacy, the need for informed consent, protection of confidentiality of data, and protection against physical, psychological, spiritual, social, or legal risks. The safe-guarding and confidentiality of records and data collected on individuals and groups, the use of such data by the investigator conducting the original research or by other investigators, and the use of the data at a later time are all considered within the scope of this policy.  

2.
There are several cases in which a full review by the PHRRC is not necessary.  They include:

A.  Research conducted as a class assignment only will not be reviewed by the PHRRC. However, the class instructor is responsible for the ethical treatment of participants as set forth in these guidelines.

B.  Internal or departmental surveys for the purpose of self-study, and not for public dissemination (i.e., publication), do not require PHRRC approval.  Instead, such internal surveys will be reviewed by the departmental supervisor for ethical considerations and a copy of the survey will be sent to the PHRRC for later reference.  It is suggested that all surveys that do not use an informed consent form present a statement at the top of the survey indicating that participants are giving their implied consent by completing the survey.  In addition, it should be stated at the top that participants are free to choose not to answer any questions for any reason.  If you are unsure whether or not your study falls into this category, please contact the PHRRC.

C.  Research using ONLY archival data and in which the identity of the participants is not recorded or is not stored by the researcher does not need approval by the PHRRC.

D.  If a Biola researcher is collaborating with a member of a different institution on a research project, and that project has already received IRB approval from the other institution, the Biola researcher may submit the approved IRB application (with signature of approval) in its original form for expedited review by one of the chairs of the PHRRC.  If the chair decides that the proposal does not give enough information to make an informed decision about the project, he or she can request more information from the researcher.  Furthermore, if the chair feels there is any reason that the participants may be exposed to risky situations, he or she can ask the researcher to fill out one of our PHRRC forms and submit for a full review.

3.  The PHRRC is to ensure:

A. The protection of the rights of all human participants involved in qualified (i.e., beyond routine class assignments) research projects carried out by Biola faculty, staff and students.

B. That research conducted by Biola faculty, staff and students meets the standards required by governmental agencies.

4.
The primary purpose of the PHRRC is to protect research participants from unintended harm, especially in the areas of confidentiality and informed consent. The secondary goal is to assist faculty and student researchers, staff and administrative personnel, and other involved university community members in avoiding errors or oversights that can result in justifiable complaints and actions, including lawsuits against the university and/or anyone acting in a university sanctioned capacity. These goals are increasingly challenging and important in avoiding risk in our increasingly litigious social climate.  


As a result of the abovementioned considerations, failure to comply with the official policies of Biola University as stated in the PHRRC Guidelines could be considered a serious violation. Any or all of the following consequences listed below may be applied in cases of noncompliance, especially those deemed to be serious and/or continuing nonconformity to Biola University policy as contained in the PHRRC Guidelines and the PHRRC evaluation and feedback procedures.


The PHRRC may forward to the relevant department chair, to the Vice Provost for Faculty Development and University Assessment, and to the funding agency (when relevant) documentation of any violations of the regulations of Biola University as stated in the PHRRC Guidelines or committee requirements, especially in those cases determined to constitute serious or continuing noncompliance. The PHRRC may make recommendations to university officials regarding consequences and possible disciplinary measures. These measures may include, but are not limited to: 

a. requiring that the data be discarded

b.
rescinding internal funding grants

c. restriction of research of the faculty member(s) and /or students involved for a specified period of time

d. a letter to the provost for inclusion in the offending party’s personnel file

e. termination of employment

f. any other consequence deemed appropriate by the offending party’s structure of authority within the university.


The above listed items have been developed in consultation with faculty members from multiple disciplines and are not intended to be punitive, but rather to help ensure compliance with the policies of Biola University as stated in the PHRRC Guidelines, thereby reducing risk of harm and individual or corporate liability with regard to all persons involved in research projects that are subject to PHRRC evaluation at Biola University

5.   A three-level structure has been established for the approval of research projects involving human participants:

A. Level I:  Proposals for research that presents no risk to participants (see Section 10.0) are eligible for expedited review upon request.  The chair of the PHRRC or a designee will review the proposal. Very few proposals will fall into this category.

B. Level II: Proposals for all other research proposals will be submitted to two faculty members selected by the PHRRC from a pool of reviewers for blind review.  This process will typically take between 2 and 4 weeks.


C. Level III: PHRRC will arbitrate any cases involving disagreement between the researcher and the reviewers. 

6.
All research projects must be cleared through the Protection of Human Rights in Research Committee (PHRRC) prior to commencement of data collection. 


The PHRRC will not review a project unless a written proposal for the project has been submitted as detailed in guidelines as applicable.  


It is the responsibility of the principal investigator to supply three (3) copies of the proposal (along with copies of questionnaires, interview schedules, informed consent documents, and other supporting materials) to the PHRRC chair. The copies should be as follows:

a) one original with required signature and information;

b) two copies with all identifying names removed (blind copies).

Please include all attachments in all three copies; but note that two of the copies should not have the name of the investigator, supervisor, department, phone numbers or any other identifying information. The proposal will not be accepted if these guidelines are not followed.

7.
Research methodology will not be evaluated so long as it does not impact risk and ethical issues.

Instructions

Title Page

Provide a title and the department for which the research is being done. The project director is the one responsible for the interface between the researcher and the PHRRC. The contact information is for the researcher.

1.0 What we are looking for here is a brief overview of the research project—who is involved and what is being investigated.
2.0 This section deals with the participants.
2.0.1 Here is where you give a general description of who the participants are—adults, church planters, small group leaders, high school students—whomever.
2.0.2 Tell us how many individuals will be participating in the research.
2.0.3 Give us an age range—teenagers, 55 and over—whatever.
2.0.4 Tell us where you plan to find these participants—church, state, denomination, school—wherever. 
2.0.5 There are special concerns if your research involves minors, so tell us if it does. If minors are involved we need a description—preschoolers, Hispanic, adoptees—whatever.
2.0.6 There are special concerns if your research involves a “vulnerable population.” A vulnerable population is any group that might be “hurt” by the results of the research or would find it difficult to freely give informed consent. A vulnerable population is one in which there is a disparity in power between the researcher and the participants.
3.0 This is where you can describe how the participants will be used in the research—filling out surveys, providing experienced perspectives—whatever. You should also include a detailed description of any instructions given to participants or any situations in which they are placed due to the procedures of your study.
4.0 There should be some identified benefits from the research. The benefits can be to the participant, to the group the participant is part of, or to society as a whole. Here is where you can tell us what good things may come from this project. We recognize that these benefits may be intangible but we are looking for some reflection on why a person would want to participate—what’s in it for them.
5.0 There may be some risk involved in the research—we need to be aware of that. What we are looking for is a description of:
5.0.1 Potential risks due to the procedures of your study
5.0.2 Potential risks due to the sensitive nature of instruments used or questions asked
6.0 Obviously, we all want to minimize any risk to the participants. Here is where you can tell us what measures are being taken to minimize the risk.
6.0.1 Describe the overarching measures that will be taken
6.0.2 One basic way to minimize risk is to guard the participants’ privacy. Here is where you can tell us how you plan to do that.
6.0.3 Another basic way to minimize risk is to keep the information gathered confidential. Here is where you can tell us how you plan to do that.
6.0.4 What we want here is a clear-eyed assessment of whether the measures you plan to take will be effective. Have similar measures worked in other situations? Are the measures taken “best practice?”
7.0 In most every study, you must obtain written informed consent from each participant. A sample Informed Consent form is included at the end of this document. Please use it as a template for your own consent form. 

7.0.1 There are four basic elements of informed consent:

7.0.1.1 A statement that the study involves research, an explanation of the purposes of the research, the expected duration of the participant's participation, a description of the procedures to be followed, and identification of any procedures which are experimental. 
7.0.1.2 A description of any reasonably foreseeable factors that may be expected to influence a participant’s willingness to participate such as potential risks, discomfort, or adverse effects. 

7.0.1.3 A description of any benefits to the participant or to others, which may reasonably be expected from the research. 
7.0.1.4 A statement describing the extent, if any, to which confidentiality of records identifying the participant will be maintained, and any limitations to confidentiality. 
7.0.2
For research involving more than minimal risk, an explanation as to whether any compensation or medical treatments are available if injury occurs and, if so, what they consist of, or where further information may be obtained. This should include information such as an explanation of whom to contact for answers to pertinent questions about the research and research participants' rights, and whom to contact in the event of a research-related injury to the participant and the name and telephone number of the investigator. A statement should be included that describes the plan for medical care in the case that an untoward event occurs.

7.0.3
A statement that participation is voluntary, refusal to participate will involve no penalty or loss of benefits to which the participant is otherwise entitled; the participant may discontinue participation at any time without penalty or loss of benefits to which the participant is otherwise entitled. 
7.1
Give a description of the procedures to be used in obtaining and documenting the prior informed consent of the participant. 

7.2
Explicitly describe whether any of the participants are minors and how parental consent and minor assent will be obtained.

7.3
Please attach a copy of the following:

7.3.1
Please make sure to include a copy of the consent form. We have provided a check box you can use to make sure the copy is attached.

7.3.2
We need the exact words you will use to explain the process and request consent. We need this to assure that you are making full disclosure and all the benefits/risks are fully explained. We have provided a check box you can use to make sure the copy is attached.
7.4
Special Situations
7.4.1
A waiver of the requirements for informed consent is RARE. It is granted only where research would not reasonably be assumed to create distress or harm and involves:

7.4.1.1 the study of normal educational practices, curricula, or classroom management methods conducted in educational settings;

7.4.1.2 the study of situations in which the usual procedure for obtaining written informed consent would surely invalidate objectives of considerable, immediate importance.  In this case, verbal instructions should assure the fully informed and voluntary consent of each participant to participate in the research.

The PHRRC typically honors requests for waiver of written informed consent when the participants of the investigation are illiterate; when the risks (usually psychological risks), inherent in asking participants for their signatures, outweigh the risks of not obtaining the signatures; or when requests for signatures demonstrably violate or distort the participants' perceptions of the nature and purpose of the investigation. If you would like to request a waiver of written consent, please give a detailed explanation of why you are requesting the waiver and how your research fits one of the above categories.

7.4.2
Indicate explicitly whether any participants are minors (under age 18) or are otherwise members of "vulnerable" populations (e.g., prisoners, hospital patients, or inpatients in state hospitals, such as the mentally infirm or disabled, or others whose ability or competence to give voluntary informed consent may be questioned). Populations ’ participant exposed to "undue influence" (e.g., college classes, interest groups, clubs, Sunday School classes and/or Bible study groups) should also be considered "vulnerable". The reason for using minors or members of "vulnerable" populations, as participants should be stated clearly. If you need consent for minors, use the sample on page 7.

7.4.3
When the researchers are mandated reporters of child abuse, elder abuse, or any other kind of legally-mandated reporting (e.g., health care professionals, teachers, psychologists), AND there is a likelihood of discovering abuse because of the nature of the research, promises of confidentiality need to be qualified with at least a statement to the effect that "confidentiality will be maintained to the extent allowed by law."  

7.4.4
Audio/video recordings may only be used with consent of the participant, or if the research consists solely of naturalistic observations in public places and it is not anticipated that the recording will be used in a manner that could cause personal identification or harm. Also, excerpts from the recordings may not be used in a public manner which places the anonymity of the participant at risk.

7.4.5
Sometimes the research involves medical risk. If that is the case with your 
research, here is where you can tell us about that. If there is risk, we need 
a brief description of how you will provide medical assistance if a 
participant has an adverse reaction.
8.0 Most research involves some type of assessment tool. If you are using any questionnaires, surveys, or inventories, please let us know what you are using and attach a copy. If the survey is in a language other than English, we need a reliable English translation. We have provided a check box you can use to make sure the copy is attached.
9.0 If there are any special or unusual circumstances that are relevant, please let us know.
10.0 Please read the three descriptions and check the box in front of the one that describes the risk assessment conclusion. Very few projects are “no risk” in this very technical sense. 
Notes
The two notes on page 4 are an intrinsic part of the proposal. 

Note 1—Please affirm that this proposal is an accurate description of the way your research will be conducted by initialing and dating on the line indicated.

Note 2—Here we detail the copies we need to properly review your proposal. We have provided check boxes you can use to make sure the proper copies are attached.
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