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Research with Human Participants

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.  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.

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

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

A. Level I:  Protocols for research that presents no risk to participants (see 



Guideline #2) are eligible for expedited review upon request.  The chair 



of the PHRRC or a designee will review the protocol.



B. Level II: Protocols for all other research proposals will be submitted to two faculty members 



selected by the PHRRC from a pool of reviewers for blind review.





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



and the reviewers. 

4.
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 protocol for the project has been submitted as detailed in guidelines 1, 2, 3, and 4 as applicable.  It is the responsibility of the principal investigator to supply three (3) copies of the protocol (along with copies of questionnaires, interview schedules, informed consent documents, and other supporting materials) to the PHRRC chair. The copies should be as follows:



one original with required signature and information;



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.

5.
Research methodology will not be evaluated so long as it does not impact risk and ethical issues.

6.   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. sending 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

GUIDELINE #1

Guidelines for the preparation of a protocol:

A protocol is a WRITTEN STATEMENT, SIGNED BY THE PRINCIPAL INVESTIGATOR AND PROJECT DIRECTOR, which conforms to provisions 1 through 15 below.

The protocol, as approved by the PHRRC, becomes part of the agreement between Biola University and the researchers about the way in which a project will be conducted. Therefore, the protocol must be an accurate description of the research project. The protocol, informed consent documents, and other supporting materials become part of the public record of the PHRRC's deliberations. Any change in the approved protocol, including supporting documents, must be approved by the PHRRC. In order to ensure the integrity of the research study, the protocol will not be available for review by the public until the research project is completed.

A protocol, in writing and suitably titled or identified, must contain the following information:

1.
A title page that conforms to the format (see sample, pg. 7).

2. 
A summary of the nature and purpose of the research.

3.

A full description of the human participants involved, their characteristics, the total number anticipated, and how they will be selected. 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 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.

4.
A full description of exactly how the participants will be used in the research.

5.
A full description and assessment of the potential benefits, if any, to the individual human participant, and/or to the group or class of which the participant is a member, and/or to society in general as a result of the research.

6.
A description and assessment of the potential risks, if any, to the individual human participant, and/or to the group or class of which the participant is a member, and/or to society in general as a result of the research. Such risks may be physical, psychological, spiritual, or social. Assess the likelihood, severity, and duration of such risks. If the research methods create potential risks, describe other less risky methods, if any, which were considered, and explain why they will not be used. See Guideline #2 entitled "Participants at Risk" and complete form entitled “Risk Level Determination” which should be included with your protocol. 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 that describes the plan for medical care in the case that an untoward event occurs.

7.
A description of the means to be taken to minimize such risks, including the means by which the participant’s personal privacy is to be protected and the confidentiality of the information obtained from the participant maintained. Assess the likely effectiveness of such precautionary measures.

8.
A description of the procedures to be used in obtaining and documenting the prior informed consent of the participant. If participants are minors, participant "assent" must be obtained as well as parental/guardian informed "consent". If written consent forms are to be used, a copy of the consent form (and/or a verbatim copy of any accompanying oral instructions) should be attached to the protocol. For more information concerning elements included in informed consent, see Guideline #3 entitled "Informed Consent". A copy of suggested consent forms for adults and for minors are attached to these guidelines.

9.
A description of how medical services will be provided if the participant suffers adverse health effects as a result of the research.

10. 
A "Waiver of Written Informed Consent" must be requested from the PHRRC if the researcher does not wish to use a written informed consent. If a waiver of the requirement for written informed consent is sought, the justifications for the waiver must be specified. See Guideline #4 entitled "Waiver of Written Informed Consent."

11.
If cover letters, questionnaires, interview schedules, or follow up communications are to be used in the research, a copy of each should be attached. If such are not available at the time of submission, an informative description of their content and manner of administration should be included in the protocol.  The completed versions must be approved by the PHRRC, PRIOR TO USE.

12.
An explanation of any special or unusual circumstances regarding the research that the principal investigator believes could be relevant to the PHRRC's decision in reviewing the project.

13.
A copy of state and/or federal documents, which permit the investigators to proceed if a new drug or device is to be tested or used in the project. 

14.
A protocol signed by the principal investigator, AND a responsible supervisor (e.g., department chair, dissertation chair, or project director). The signature of the responsible supervisor indicates acceptance of responsibility that the research will be conducted in accordance with ethical principles concerning the protection of human participants. NO PROPOSAL WILL BE ACCEPTED WITHOUT SIGNATURE OF RESPONSIBLE SUPERVISOR.

15.
It is the responsibility of the principal investigator to supply three (3) copies of the protocol (along with copies of questionnaires, interview schedules, informed consent documents, and other supporting materials) to the PHRRC chair. The copies should be as follows:



one original with required signature and information;



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.

GUIDELINE #2

Participants at Risk:

NO RISK:

Research involves no risk to human participants if it includes only (1) observation of public behavior or the use of information available to the public, and/or (2) data used in a manner that is strictly statistical and anonymous--information cannot be traced to a specific individual.

MINIMAL RISK:
Research involves at least minimal risk to human participants when it includes non-



public behavior or data and/or allows for connection of the response to the individual's identity.  "Minimal risk" research includes no deception of participants: no sensitive, culturally taboo, or socially controversial material or responses by participants. Also the research procedure is unlikely to impact or change the participants' physical, social, psychological or spiritual status. 

MODERATE RISK: Research involves at least moderate risk to human participants if the procedure involves deception of participants; sensitive, taboo, or controversial material; is physically intrusive; or may impact the physical, social, psychological, or spiritual status of the participants. The use of organs, tissues, or bodily fluids may create medico-legal risks, or expose the participant to public embarrassment or humiliation through breach of confidentiality and invasion of privacy.

GUIDELINE #3
Informed Consent:

Informed consent means the knowing consent of an individual (or his/her legally authorized representative such as parent, guardian, conservator, etc.) to participate in research. An investigator shall provide the prospective participant or the representative sufficient opportunity to consider whether or not to participate, and minimize the possibility of coercion or undue influence. The information that is given to the participant or the representative shall be in language understandable to the participant or the representative. No informed consent, whether oral or written, may include any exculpatory language through which the participant or the representative is made to waive or appear to waive any of the participant's legal rights, or releases or appears to release the investigator, the sponsor, the institution or its agents from liability for negligence. 

The basic elements of informed consent are:

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. 

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. 

3.
A description of any benefits to the participant or to others, which may reasonably be expected from the research. 

4.
A statement describing the extent, if any, to which confidentiality of records identifying the participant will be maintained, and any limitations to confidentiality. 

5.
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.

6.
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. 
Additional elements of informed consent. When appropriate, the following information shall also be provided to each participant:

1.
A disclosure of appropriate alternative procedures or courses of treatment, if any, which might be advantageous to the participant. 

2.
Anticipated circumstances under which the participant's participation may be terminated by the investigator without regard to the participant's consent.

3.
Any additional costs to the participant that may result from participation in the research.

4.
The consequences of a participant's decision to withdraw from the research and procedures for orderly termination of participation by the participant.

5.
Details regarding authorization for access to the participant's personal records (school, university, hospital, employment, or others).

6.
Details regarding any recording of their voices or images for data collection unless 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.  

7.
The amounts and terms of any proposed payments or other form of remuneration to participants.

8.
When experimental treatments are used clarify to participants at the outset of the research (1) the experimental nature of the treatment; (2) the services that will or will not be available to the control group(s) if appropriate; (3) the means by which assignment to treatment and control groups will be made; (4) available treatment alternatives if an individual does not wish to participate in the research or wishes to withdraw once a study has begun; and (5) compensation for or monetary costs of participating including, if appropriate, whether reimbursement from the participant or a third-party payer will be sought.  

GUIDELINE #4

Waiver of Written Informed Consent
A waiver of the requirements for informed consent is granted only where research would not reasonably be assumed to create distress or harm and involves:

1.
the study of normal educational practices, curricula, or classroom


management methods conducted in educational settings

2.
only anonymous questionnaires, naturalistic observations, or archival research for which disclosure of responses would not place participants at risk or criminal or civil liability or damage their financial standing, employability, or reputation, and confidentiality is protected

3.
the study of factors related to job or organization effectiveness conducted in organizational settings for which there is no risk to participants’ employability, and confidentiality is protected

4.
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. 

Part II of II

Sample Forms and Ancillary Documents
THIS IS THE APPROVED FORMAT FOR COVER PAGE OF PROTOCOL

__________________________________________________________________

(Specific Title of Research Project)

In Partial Fulfillment for the ___________Degree

Biola University 

Department ____________________________

Chair of Committee:_______________________

_____________________________________   ______________




      Chair Signature



   Date

____________________________________

Principal Investigator

____________________________________

Street Address

____________________________________

City, State, Zip code

____________________________________

Phone number

_________________

Date

THIS CONSENT FORM TO BE USED WHEN A QUESTIONNAIRE OR PROCEDURE                 IS ADMINISTERED TO A GROUP OR INDIVIDUAL

(Be sure to refer to GUIDELINE #3 to assure that all elements of informed consent relevant to the specific proposed research project are covered, since only the basic articles are shown in the example below)

Informed Consent Form

Participant's name: _______________________________________________

I authorize (name of researcher) of (department),  Biola University, La Mirada, California, and/or any designated research assistants to gather information from me on the topic of  (brief statement of research topic).  

I understand that the general purposes of the research are__________________________, that I will be asked to (list activities—e.g., answering questionnaires, interviewing, group discussion), and that the approximate total time of my involvement will be_________.

I am aware that I may choose not to answer any questions that I find embarrassing or offensive.

I understand that my participation is voluntary and that I may refuse to participate or discontinue my participation at any time without penalty or loss of benefits to which I am otherwise entitled.

I understand that if, after my participation, I experience any undue anxiety or stress or have questions about the research or my rights as a participant, that may have been provoked by the experience,  (name of researcher) will be available for consultation, and will also be available to provide direction regarding medical assistance in the unlikely event of physical injury incurred during participation in the research.

Confidentiality of research results will be maintained by the researcher.  My individual results will not be released without my written consent.

The potential benefits of the study are _____________________________________________.

______________________________________________  
 ______________

Signature 





              Date

There are two copies of this consent form included.  Please sign one and return it to the researcher with your responses.  The other copy you may keep for your records.

Questions and comments may be addressed to (name of researcher), (department), Biola University, 13800 Biola Ave., La Mirada, CA. 90639-0001.  Phone: (562) 903-6000.
THIS FORM IS USED WHEN PARTICIPANTS ARE MINORS
(Be sure to refer to GUIDELINE #3 to assure that all elements of informed consent relevant to the specific proposed research project are covered, since only the basic articles are shown in the example below)
Consent  for  Child  to  Participate
Child's name:___________________________________________
Parent's/Guardian's name:_________________________________
I authorize (name of researcher) of (department), Biola University, La Mirada, California, and/or any designated research assistants to gather information from my child on the topic of  (brief statement of research topic).  

I understand that the general purposes of the research are_________________________, and I understand that my child's participation will involve:  (list activities--e.g., answering questionnaires, interviewing, play activity, class work).  The approximate total time of my child’s involvement will be_________.

My child and I have been assured that my child may refuse to discuss any matters that cause discomfort or that my child might experience as an unwanted invasion of privacy.  I am aware that my child may choose not to answer any questions that my child finds embarrassing or offensive.
I understand that my child’s participation is voluntary and that my child may refuse to participate or discontinue participation at any time without penalty or loss of benefits to which my child may be otherwise entitled.
This study is unlikely to cause my child distress.  However, I understand that if, after participation, my child experiences any undue anxiety or stress or has questions about the research or their rights as a participant that may have been provoked by the experience,  (name of researcher) will be available for consultation, and will also be available to provide direction regarding medical assistance in the unlikely event of physical injury incurred during participation in the research.
Confidentiality of research results will be maintained by the researcher.  No individual results will be released without the written consent of the parents or guardians of the particular child.

The potential benefits of the study are _________________________________________.
_________________________________________
____________________
Signature of Parent or Guardian 


              Date
There are two copies of this consent form included.  Please sign one and return it to the researcher with your responses.  The other copy you may keep for your records.

Questions and comments may be addressed to (name of researcher), (department), Biola University, 13800 Biola Ave., La Mirada, CA. 90639-0001.  Phone: (562) 903-6000.
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