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INTRODUCTION 
 
Northwest Nazarene University is concerned with the protection of the rights and welfare of 
human participants in all research conducted by faculty, staff, and students and by outside 
entities using NNU faculty, staff, and students as part of their research.  This concern, which is 
the primary purpose of the HHRC, includes the protection of rights to privacy, the need for 
informed consent, protection of confidentiality of data, protection against physical, 
psychological, spiritual, social, or economic risks and an appropriate demonstration of benefit 
to risk ratio.  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.   
 

 
Purpose 

 
The purpose of the HRRC is to ensure: 
 
1. The protection of the rights of all human participants involved in research projects carried 

out by NNU faculty, staff, and students or any outside entity wishing to conduct research 
using NNU personnel or students, including making a risk/benefit assessment of the study.  
Research methodology will not be evaluated so long as it does not impact risk and ethical 
issues. 

 
2. The research conducted by NNU faculty, staff, and students meets the standards required by 

the governmental agencies (21 CFR 50, 21 CFR 56, 34 CFR 97, 34 CFR 350.3, 34 CFR 356.3). 
 
3. Compliance with the policies of NNU as stated in these guidelines, thereby reducing risk of 

harm and individual or corporate liability with regard to all persons involved in research that 
are subject to HRRC evaluation.   

 
The secondary goal is to assist faculty and student researchers, staff, 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. 
 

Structure 
 

There is a three-level structure for the approval of research involving human participants.   
1. Exempt: Research that is exempt as defined in Guideline #2.  
 
2. Expedited:  Research that presents no more than minimal risk to participants is eligible for 

expedited review as determined in Guideline #2, upon request.  The chair of the HRRC or a 
designee will review the protocol.   



4 

 

 
3. Full:  Research which does not meet exempt or expedited status or presents more than 

minimal risk must be submitted to the HRRC for full review. 
 

 
Procedure 

  
All research involving human subjects must be cleared through the Human Research Review 
Committee (HRRC) prior to commencement of data collection.  The HRRC will not review a 
proposal unless a protocol for the research has been submitted.  Protocols must follow the 
instructions laid out in Guidelines 1, 2, and 3 of this handbook.  To submit a protocol, please go 
to Submittable at https://nnu.submittable.com/submit.  Here you will find the forms for 
exempt, expedited and full review protocols.  All protocol forms must be  completed and 
submitted online using the Submittable website.  The HRRC no longer accepts hard copies or 
email attachments. It is the responsibility of the principal investigator to complete these forms 
and attach all necessary documents as indicated in guidelines 1, 2, and 3 of this handbook. 
  
Failure to comply with the HRRC Guidelines of Northwest Nazarene University could be 
considered a serious violation.  The HRRC may forward to the relevant department chair, the 
School Dean, and the Vice President for Academic Affairs, documentation of any violations of 
the Guidelines or specific committee requirements, especially in those cases determined to 
constitute serious or continuing noncompliance.  The HRRC may make recommendations to 
university officials regarding consequences and possible disciplinary measures.  

  
 

 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 

https://nnu.submittable.com/submit
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Guideline #1 - Protocol 
  
The protocol, as approved by the HRRC, becomes part of the agreement between Northwest 
Nazarene University and the researcher(s) about the way in which research will be conducted.  
Therefore, the protocol must be an accurate description of the research.  Any change in the 
approved protocol, including supporting documents, must be approved by the HRRC.  In order 
to ensure the integrity of the research, the protocol will not be available for review by the 
public until the research is completed. 
  
A protocol, in writing and suitably titled or identified, must contain the following information: 
 
1.  Title, faculty supervisor information and approval, principal investigator information. 
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 years) or are otherwise members of “vulnerable”  
     populations (e.g. prisoners, hospital patients, or inpatients in state hospitals, such as the  
     cognitively impaired, or others whose ability or competence to give voluntary informed  
     consent may be questioned).  Participants subject 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 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 group or class of which the participant is a member, and/or to society in  
     general as a result of the research.  Such risk may be physical, psychological, spiritual,  
     economic, or social.  The likelihood, severity, and duration of such risks is to be assessed.  If  
     the research methods create potential risk provide: 

a.  A description of other less risky methods, if any, which were considered, and explain  
why they will not be used.  See Guideline #2  and complete the form entitled “Risk Level  
Determination” which should be included with your protocol. 
b.  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. 
c.  When relevant, 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. 
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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. Copies of suggested consent forms for adults and for 
minors are attached to these guidelines. 

9.  Studies designated to have greater than minimal risk must include a description of medical 
services available 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 HRRC 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 #3. 
11. If cover letters, questionnaires, interview schedules, or follow up communications are to be  
      used in the research, a copy of each must be attached with the protocol.  If such are not  
      available at the time of submission, an informative description of their content and manner  
      of administration must be included in the protocol.  The completed versions must be  
      approved by the HRRC or designee 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 HRRC’s decision in reviewing the  
      protocol. 
13. When required by the nature of the research, a copy of state and/or federal documents  
      which permit the investigator to proceed if a new drug or device is to be tested or used in  
      the research. 
14. A protocol signed by the principal investigator (the on-line form asks for a check mark to be 

given instead of a signature) and the immediate supervisor (e.g. department chair, research 
director, or research supervisor).  The signature (on-line check mark and ID#) of the 
immediate 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 these signatures (checked boxes and 
ID#). 

 
Guideline #2 – Risk & Status 

 
Risk is defined as the probability of harm or injury (physical, psychological, social, spiritual, or 
economic) occurring as a result of participation in research (adaptation of Federal Guidelines in the 

IRB Guidebook – http://www.hhs.gov/ohrp/archive/irb/irb_chapter3.htm . Both the probability 
and magnitude of possible harm may vary from less than minimal risk to greater than minimal 
risk.  Research determined to have substantially significant risk to participants will not be 
approved by the HRRC at NNU. The level of risk must be evaluated and designated by the 
researcher. 
 
Risk Level Determination: 

http://www.hhs.gov/ohrp/irb/irb_chapter3.htm
http://www.hhs.gov/ohrp/irb/irb_chapter3.htm
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1. Less than Minimal Risk:  Research in which there is no known physical, emotional, 
psychological, spiritual or economical risk. This research qualifies as exempt if it does not 
involve special populations (i.e., minors, prisoners, pregnant women, etc.) and falls in an 
exempt category. Research involves no risk to human participants when it includes only 

a. observation of public behavior or the use of information available to the public, 
and/or  

b. data used in a manner that is strictly statistical and anonymous at the point of data 
collection – information cannot be traced to a specific participant. 

 
Minimal Risk: A risk is minimal where the probability and magnitude of harm or discomfort 
anticipated in the proposed 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 [Federal Policy §___.102(i)].  
For example, the risk of drawing a small amount of blood from a healthy individual for research 
purposes is no greater than the risk of doing so as part of routine physical examination.  
Research involves at least minimal risk to human participants when  

c. the research procedure includes non-public behavior or data and/or allows for 
connection of the response to the individual’s identity.   

d. the research procedure includes no deception of participants, no sensitive, culturally 
taboo, or socially controversial material that is likely to evoke responses which could 
distress participants.   

e. the research procedure is unlikely to impact or change the participants’ physical, 
social, psychological, spiritual, or economic status. 

 
Greater than Minimal Risk:  Research procedures that may include risk beyond that ordinarily 
encountered by subjects. This research requires full review by the IRB. Research involves 
greater than minimal risk to human participants when 

f. the research procedure includes deception of participants; sensitive, culturally taboo, 
or socially controversial material that is likely to evoke responses which could distress 
participants;  

g. the research procedure is physically demanding or intrusive (e.g. maximal exercise 
testing);  

h. the research procedure may impact the physical, social, psychological, spiritual or 
economic status of the participant (e.g. experimental drugs, biologics or medical 
devices, stressful psychological testing).  

i. the research procedure involves the use of organs, tissues, or bodily fluids may create 
medico-legal risks, or  

j. the research procedure may expose the participant to public embarrassment or 
humiliation through breach of confidentiality and invasion of privacy. 

k. use of special populations (e.g. children, pregnant women, cognitively impaired,  
prisoners and others - see special populations) 

 
HRRC Review Categories: 
Research that does not require HRRC Review 

http://www.hhs.gov/ohrp/archive/irb/irb_chapter6.htm
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Federal regulations allow for exemption from HRRC review for certain kinds of research.  They 
also allow for each university HRRC to require that all research under all circumstances be 
reviewed at some level by the HRRC. The Northwest Nazarene University HRRC has determined 
that research meeting the following condition is exempt from HRRC review: 
 
1. Data collected as a classroom activity assigned by the instructor and involving only the 

students enrolled in the class as the participants.  The class instructor is responsible for the 
ethical treatment of participants as set forth in these guidelines. 

 
Exempt Status: (Refer to Human Research Review Summary Form) 
 
Exempt Categories: Research that is “less than minimal risk” and meets one of the following 
criteria may complete the EXEMPT review form at https://nnu.submittable.com/submit.  All other 
research must be reviewed either as an expedited or full committee review. 
 
1. Research conducted in established or commonly accepted educational settings, involving 

normal educational practices, such as (i) research on regular and special education 
instructional strategies, or (ii) research on the effectiveness of or the comparison among 
instructional techniques, curricula, or classroom management methods. 
 
a. Commonly accepted educational settings include but are not limited to K-12 schools and 

college classrooms.  They may also include after-school programs, preschools, 
vocational schools, alternative education programs, and other sites where educational 
activities regularly occur. 

b. Normal educational practices include established or innovative teaching methods (not 
considered to be experimental) or curriculum, and commonly accepted classroom 
management techniques that are planned and implemented by the classroom teacher.  
Normal educational practices are activities that could occur regardless of whether the 
research is conducted. 
i. A study that evaluates a new instructional strategy or curriculum, or that randomly 

assigns students to different instructional strategies/curricula for comparison that 
would create inequity, would probably not be exempt since these are not “normal 
educational practices”. 

ii. Studies that involve surveys and interviews with minors that are outside of “normal 
educational practices” also do not qualify for this category of exemption. 
 

2. Research involving the use of educational tests (cognitive, diagnostic, aptitude, 
achievement), survey procedures, interview procedures or observation of public behavior, 
unless: 
 
a. information obtained is recorded in such a manner that human subjects can be 

identified, directly or through identifiers linked to the subjects; and  

https://nnu.submittable.com/submit
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b. any disclosure of the human subjects' responses outside the research could reasonably 
place the subjects at risk of criminal or civil liability or be damaging to the subjects' 
financial standing, employability, or reputation. 

c. Research involving surveys or interviews with children, or observation of public behavior 
when investigators interact with children, does not qualify for exempt status under this 
category. In other words, the only research activities involving children that may fall 
under this exemption are those involving educational tests or observation of public 
behavior where the investigators do not participate in the activity being observed. To be 
exempt, these activities must also meet the condition that the data are recorded 
without individual identifiers, or the condition that disclosure of the recorded responses 
would not place the subjects at risk of criminal or civil liability or be damaging to their 
financial standing, employability, or reputation. Otherwise, all the requirements of the 
human subjects regulations apply. 

d. The research involves a task (except when the task is part of an educational test such as 
an intelligence test). 
 

3. Research involving the use of educational tests (cognitive, diagnostic, aptitude, 
achievement), survey procedures, interview procedures, or observation of public behavior 
that is not exempt under paragraph (b)(2) of the code of federal regulations, if: 
 
a. the human subjects are elected or appointed public officials or candidates for public 

office; or  
b. federal statute(s) require(s) without exception that the confidentiality of the personally 

identifiable information will be maintained throughout the research and thereafter. 
 

4. Research involving the collection or study of existing data, documents, records, pathological 
specimens, or diagnostic specimens, if these sources are publicly available or if the 
information is recorded by the investigator in such a manner that subjects cannot be 
identified, directly or through identifiers linked to the subjects. 
 

5. Research and demonstration projects which are conducted by or subject to the approval of 
department or agency heads, and which are designed to study, evaluate, or otherwise 
examine: 

 

 
a. Public benefit or service programs;  
b. procedures for obtaining benefits or services under those programs;  
c. possible changes in or alternatives to those programs or procedures; or  
d. possible changes in methods or levels of payment for benefits or services under those 

programs. 
 

6. Taste and food quality evaluation and consumer acceptance studies, (i) if wholesome foods 
without additives are consumed or (ii) if a food is consumed that contains a food ingredient 

http://www.hhs.gov/ohrp/humansubjects/guidance/45cfr46.html#46.101%28b%29
http://www.hhs.gov/ohrp/humansubjects/guidance/45cfr46.html#46.101%28b%29
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at or below the level and for a use found to be safe, or agricultural chemical or 
environmental contaminant at or below the level found to be safe, by the Food and Drug 
Administration or approved by the Environmental Protection Agency or the Food Safety and 
Inspection Service of the U.S. Department of Agriculture. 

 
Expedited Status: (Refer to Human Research Review Summary Form) 
An expedited review is conducted by the chair of the HRRC or a designee.  Research that 
qualifies for expedited review can submit a protocol at https://nnu.submittable.com/submit. A 
researcher may request an expedited review if: 
 
A. Research activities that (1) present no more than minimal risk to human subjects, and (2) 

involve only procedures listed in one or more of the following categories (see “Research 
Categories” below), may be reviewed by the HRRC through the expedited review procedure 
authorized by 45 CFR 46.110 and 21 CFR 56.110. The activities listed should not be deemed 
to be of minimal risk simply because they are included on this list. Inclusion on this list 
merely means that the activity is eligible for review through the expedited review 
procedure when the specific circumstances of the proposed research involve no more than 
minimal risk to human subjects. 

 
B. The categories in this list apply regardless of the age of subjects, except as noted. 
 
C. The expedited review procedure may not be used where identification of the subjects 

and/or their responses would reasonably place them at risk of criminal or civil liability or be 
damaging to the subjects= financial standing, employability, insurability, reputation, or be 
stigmatizing, unless reasonable and appropriate protections will be implemented so that 
risks related to invasion of privacy and breach of confidentiality are no greater than 
minimal. 

 
D. The expedited review procedure may not be used for classified research involving human 

subjects. 
 
E. HRRCs are reminded that the standard requirements for informed consent (or its waiver, 

alteration, or exception) apply regardless of the type of review--expedited or full--utilized by 
the HRRC. 

 
F. Categories one (1) through seven (7) pertain to both initial and continuing HRRC review. 
 
Research Categories for Expedited Review 
If the protocol is no more than minimal risk and meets one or more of the research categories 
below, it meets the criteria for expedited review.  Please fill out the appropriate forms. 
 
1. Clinical studies of drugs and medical devices only when condition (a) or (b) is met. 

a. (a) Research on drugs for which an investigational new drug application (21 CFR Part 
312) is not required. (Note: Research on marketed drugs that significantly increases the 

https://nnu.submittable.com/submit
http://www.hhs.gov/ohrp/humansubjects/guidance/45cfr46.html
http://www.accessdata.fda.gov/scripts/cdrh/cfdocs/cfcfr/CFRSearch.cfm?CFRPart=56
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risks or decreases the acceptability of the risks associated with the use of the product is 
not eligible for expedited review.) 

 
b. Research on medical devices for which (i) an investigational device exemption 

application (21 CFR Part 812) is not required; or (ii) the medical device is 
cleared/approved for marketing and the medical device is being used in accordance 
with its cleared/approved labeling. 
 

2. Collection of blood samples by finger stick, heel stick, ear stick, or venipuncture as follows: 
a. from healthy, nonpregnant adults who weigh at least 110 pounds. For these subjects, 

the amounts drawn may not exceed 550 ml in an 8 week period and collection may not 
occur more frequently than 2 times per week; or 

 
b. from other adults and children2, considering the age, weight, and health of the subjects, 

the collection procedure, the amount of blood to be collected, and the frequency with 
which it will be collected. For these subjects, the amount drawn may not exceed the 
lesser of 50 ml or 3 ml per kg in an 8 week period and collection may not occur more 
frequently than 2 times per week. 
 

3. Prospective collection of biological specimens for research purposes by noninvasive means. 
 

Examples: (a) hair and nail clippings in a nondisfiguring manner; (b) deciduous teeth at time 
of exfoliation or if routine patient care indicates a need for extraction; (c) permanent teeth 
if routine patient care indicates a need for extraction; (d) excreta and external secretions 
(including sweat); (e) uncannulated saliva collected either in an unstimulated fashion or 
stimulated by chewing gumbase or wax or by applying a dilute citric solution to the tongue; 
(f) placenta removed at delivery; (g) amniotic fluid obtained at the time of rupture of the 
membrane prior to or during labor; (h) supra- and subgingival dental plaque and calculus, 
provided the collection procedure is not more invasive than routine prophylactic scaling of 
the teeth and the process is accomplished in accordance with accepted prophylactic 
techniques; (i) mucosal and skin cells collected by buccal scraping or swab, skin swab, or 
mouth washings; (j) sputum collected after saline mist nebulization. 

 
4. Collection of data through noninvasive procedures (not involving general anesthesia or 

sedation) routinely employed in clinical practice, excluding procedures involving x-rays or 
microwaves. Where medical devices are employed, they must be cleared/approved for 
marketing. (Studies intended to evaluate the safety and effectiveness of the medical device 
are not generally eligible for expedited review, including studies of cleared medical devices 
for new indications.) 

 
Examples: (a) physical sensors that are applied either to the surface of the body or at a 
distance and do not involve input of significant amounts of energy into the subject or an 
invasion of the subject=s privacy; (b) weighing or testing sensory acuity; (c) magnetic 
resonance imaging; (d) electrocardiography, electroencephalography, thermography, 
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detection of naturally occurring radioactivity, electroretinography, ultrasound, diagnostic 
infrared imaging, doppler blood flow, and echocardiography; (e) moderate exercise, 
muscular strength testing, body composition assessment, and flexibility testing where 
appropriate given the age, weight, and health of the individual. 

 
5. Research involving materials (data, documents, records, or specimens) that have been 

collected, or will be collected solely for nonresearch purposes (such as medical treatment or 
diagnosis). (NOTE: Some research in this category may be exempt from the HHS regulations 
for the protection of human subjects. 45 CFR 46.101(b)(4). This listing refers only to 
research that is not exempt.) 

 
6. Collection of data from voice, video, digital, or image recordings made for research 

purposes. 
 
7. Research on individual or group characteristics or behavior (including, but not limited to, 

research on perception, cognition, motivation, identity, language, communication, cultural 
beliefs or practices, and social behavior) or research employing survey, interview, oral 
history, focus group, program evaluation, human factors evaluation, or quality assurance 
methodologies. (NOTE: Some research in this category may be exempt from the HHS 
regulations for the protection of human subjects. 45 CFR 46.101(b)(2) and (b)(3). This listing 
refers only to research that is not exempt.) 

 
8. Continuing review of research previously approved by the convened IRB as follows: 

a. where (i) the research is permanently closed to the enrollment of new subjects; (ii) all 
subjects have completed all research-related interventions; and (iii) the research 
remains active only for long-term follow-up of subjects; or 

 
b. where no subjects have been enrolled and no additional risks have been identified; or 
 
c. where the remaining research activities are limited to data analysis. 

 
9. Continuing review of research, not conducted under an investigational new drug application 

or investigational device exemption where categories two (2) through eight (8) do not apply 
but the IRB has determined and documented at a convened meeting that the research 
involves no greater than minimal risk and no additional risks have been identified. 

_______________________ 
1 An expedited review procedure consists of a review of research involving human subjects by 
the IRB chairperson or by one or more experienced reviewers designated by the chairperson 
from among members of the IRB in accordance with the requirements set forth in 45 CFR 
46.110. 
2 Children are defined in the HHS regulations as "persons who have not attained the legal age 
for consent to treatments or procedures involved in the research, under the applicable law of 
the jurisdiction in which the research will be conducted." 45 CFR 46.402(a). 
  

http://www.hhs.gov/ohrp/humansubjects/guidance/45cfr46.html
http://www.hhs.gov/ohrp/humansubjects/guidance/45cfr46.html
http://www.hhs.gov/ohrp/humansubjects/guidance/45cfr46.html
http://www.hhs.gov/ohrp/humansubjects/guidance/45cfr46.html
http://www.hhs.gov/ohrp/humansubjects/guidance/45cfr46.html
http://www.hhs.gov/ohrp/humansubjects/guidance/45cfr46.html
http://www.hhs.gov/ohrp/humansubjects/guidance/45cfr46.html
http://www.hhs.gov/ohrp/humansubjects/guidance/45cfr46.html
http://www.hhs.gov/ohrp/humansubjects/guidance/45cfr46.html
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Source: 63 FR 60364-60367, November 9, 1998. 
 
At their discretion, the HRRC chair or a designee may determine that the study must have a full 
committee review. 
 
 

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: (See sample of consent form) 
 
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.  

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. 

 
When appropriate, the following information shall also be provided to each participant: 
 

http://www.hhs.gov/ohrp/policy/63fr60364.html
http://www.hhs.gov/ohrp/policy/63fr60364.html
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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  
a. the experimental nature of the treatment; 
b. the services that will or will not be available to the control group(s) if appropriate; 
c. the means by which assignment to treatment and control groups will be made; 
d. available treatment alternatives if an individual does not wish to participate in the 

research or wishes to withdraw once a study has begun; and 
e. compensation for or monetary costs of participating including whether reimbursement 

from the participant or a third-party payer will be sought if appropriate.   
 

A more complete description can be found in the Code of Federal Regulations Title 45 Part 46 
section 116-117. 
 

Waiver of 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. Anonymous questionnaires, naturalistic observations, or archival research for which 

disclosure of responses would not place participants at risk for 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. 

http://www.hhs.gov/ohrp/humansubjects/guidance/45cfr46.html#46.116
http://www.hhs.gov/ohrp/humansubjects/guidance/45cfr46.html#46.116
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The HRRC typically honors requests for waiver of written informed consent when 
1. the participants of the investigation are illiterate;  
2. the risks, usually psychological risks, inherent in asking participants for their signatures 

outweigh the risks of not obtaining the signatures; or 
3. requests for signatures demonstrably violate or distort the participants' perceptions of the 

nature and purpose of the investigation.  
 
A more complete description can be found in the Code of Federal Regulations Title 45 Part 46 
section 116-117. 
  

http://www.hhs.gov/ohrp/humansubjects/guidance/45cfr46.html#46.116
http://www.hhs.gov/ohrp/humansubjects/guidance/45cfr46.html#46.116
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Proposed Schedule of HRRC Deadlines and Meetings 
 

All research protocols are due by the 1st of the month in which the researcher wishes the 
protocol to be reviewed.  For example for a protocol to be reviewed in the November meeting, 
the completed protocol must be submitted to Submittable at 
https://nnu.submittable.com/submit by November 1st.    
  
All levels of review, exempt, expedited, and full, are due the 1st of the month.  See Guideline #2 
for a full explanation of the different levels of review. 
  
The HRRC will meet no later than the third week of each month starting in September through 
June to review protocols.  Researchers submitting full review protocols can expect to receive 
feedback no later than the end of the month.  If you have not received feedback by the end of 
the month, please contact the HRRC directly at hrrc@nnu.edu.  For exempt and expedited 
protocols, researchers can expect to hear back from the HRRC within the first two weeks of the 
month.  If no protocols are received by the 1st of the month, there will be no HRRC meeting 
that month.  
  

 
Decision Levels and Resubmission Requirements 

 
Decisions are made on one of three levels:  Approved, Conditional Approval and Denied. 
 
Approved:  The reader or committee has determined from the information provided that the 
proposed study has been all ethical guidelines.  The researcher may proceed with data 
collection.  The chair of the HRRC will notify the researcher via email and an official letter will 
follow containing the HRRC research number. 

 
Conditional Approval:  The reader or committee has determined from the information provided 
that the proposed study has not meet all the ethical guidelines but the adjustments are minor.  
The researcher will be notified via email of the changed that must be made or the information 
that was lacking.  The researcher will work directly with her or his reader or in the case of full-
review will be assigned an HRRC member to whom the researcher must report.  The researcher 
will be given 3 months to make the corrections and complete this process.  If this is not done 
and the committee does not receive a request for an extension, the case will be closed and the 
researcher will be to resubmit her or his full proposal. When the additional tasks have been 
completed, the reader or assigned researcher will sign the proposal as approved.  The 
researcher will be notified and the chair will send the official letter. 

 
Denied:  The reader or committee has determined from the information provided, that the 
proposal is sufficiently lacking in its completeness or does not meet ethical standards.  The 
researcher will be sent an email from the reader or the chair of the HRRC listing the reasons for 
the denial.  A follow-up letter will be sent.  The researcher must resubmit her or his proposal in 

https://nnu.submittable.com/submit
mailto:hrrc@nnu.edu
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its entirety with a letter of explanations directing the committee or reader how the researcher 
has addressed the deficiencies of the proposal.  A new HRRC number is assigned. 

 
 

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

 
Refer to GUIDELINE #3 to assure that all elements of informed consent relevant to the specific proposed 
research are covered, since only the basic articles are shown in the example below.  The Informed 
consent form should include the contact information for the research supervisor (NNU email, office 
phone number, etc.) but it should exclude any personal information of the researcher such as address, 
home phone numbers, etc.,  to minimize risk to yourself. 
 

Informed Consent  
 
 
 
Participant's name (Please Print): _______________________________________________ 
 
 
 

I authorize (name of researcher) of (department),  Northwest Nazarene University, Nampa, Idaho, 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 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/risks of the research study are (list benefits and risks ). 

 

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

Questions and comments may be addressed to (name of researcher) or (name of supervisor), (department),  
Northwest Nazarene University, 623 S. University Blvd, Nampa, ID, 83686, Phone (208) (contact number) 

SAMPLE OF FORM TO BE USED WHEN PARTICIPANTS ARE MINORS 
 
Refer to GUIDELINE #3 to assure that all elements of informed consent relevant to the specific proposed 
research are covered, since only the basic articles are shown in the example below. The Informed 
consent form should include the contact information for the research supervisor (NNU email, office 
phone number, etc.) but it should exclude any personal information of the researcher such as address, 
home phone numbers, etc.,  to minimize risk to yourself. 
 
Consent  for  Minor  to  Participate 

Child's name:___________________________________________ 

Parent's/Guardian's name:_________________________________ 
 

I authorize (name of researcher) of (department), Northwest Nazarene University, Nampa, ID, 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 his/her 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 injury incurred during 
participation in the research. 

I understand that confidentiality of research results will be maintained by the researcher.  No individual results will 
be released without my  written consent as the parent or guardian of the particular child. 

The potential benefits/risks of the study are (list benefits and risks). 

 

_________________________________________ ____________________ 
Signature of Parent or Guardian                  Date 
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There are two copies of this consent form included.  Please sign one and return it to the researcher.  The other 
copy you may keep for your records. 

Questions and comments may be addressed to (name of researcher) or (name of supervisor), (department), 
Northwest Nazarene University, 623 S. University Blvd., Nampa, ID, 83686, Phone (208) (contact number) 

 SAMPLE OF PERMISSION FORM TO BE USED WHEN THE RESEARCH IS TO BE CONDUCTED IN A 
PRIVATE LOCATION 

 
Refer to GUIDELINE #3 to assure that all elements of informed consent relevant to the specific proposed 
research are covered, since only the basic articles are shown in the example below.  The Informed 
consent form should include the contact information for the research supervisor (NNU email, office 
phone number, etc.) but it should exclude any personal information of the researcher such as address, 
home phone numbers, etc.,  to minimize risk to yourself. 
 
 

Informed Consent  
 
 
 
Responsible Party’s name (Please Print): _______________________________________________ 
 
 
 

I authorize (name of researcher) of (department),  Northwest Nazarene University, Nampa, Idaho, and/or any 
designated research assistants to request volunteers and gather information from (specify location and/or 
business name) on the topic of  (brief statement of research topic).   

I understand that the general purposes of the research are__________________________, that volunteers 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 understand that my permission is voluntary and that I may refuse to grant permission or discontinue my 
permission at any time without penalty or loss of benefits to which I am otherwise entitled. 

I understand that if I have questions about the research (name of researcher) will be available for consultation 

Confidentiality of research results will be maintained by the researcher. 

The potential benefits/risks of the research study are (list benefits and risks ). 

 

______________________________________________    ______________ 
Signature of responsible party                   Date 

There are two copies of this consent form included.  Please sign one and return it to the researcher.  The other 
copy you may keep for your records. 
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Questions and comments may be addressed to (name of researcher) or  (name of supervisor), (department), 
Northwest Nazarene University, 623 S. University Blvd, Nampa, ID, 83686, Phone (208) (contact number) 

 
 
 


