
WILLIAM PATERSON UNIVERSITY    PROTOCOL #    
INSTITUTIONAL REVIEW BOARD 
Appendix H: Protocol Review Form 
 
PROPOSAL TITLE:             
                                                                                                                        
PRINCIPAL INVESTIGATOR:             
 
Instructions 
 
Your review of this protocol will determine (1) whether human subjects are or are not at risk, (2) if informed consent is present and 
adequate, (3) the type of review that is required for this research, and (4) identify information that is needed to complete the review 
and/or changes that are needed prior to final action of the protocol. 
 
(1) Determination of whether or not this protocol describes a research activity that should be reviewed by the IRB.  Please 

check Yes or No for each of the following.  Definitions of these concerns are attached. 
 
 Determination 

a. Does this protocol describe a systematic investigation designed to develop or contribute to 
generalizable knowledge without regard to the location or factors motivating the research? 

Yes  No  

b. Are subjects living? Yes  No  
 
• If the answer to items (a) or (b) are no, this protocol does not meet the basic definition for research involving the use of human 

subjects.  Proceed to the end of this form, check the last recommendation item, sign the form and then return it to the IRB 
Administrator for action. 

 
c. Will there be direct contact with subjects? Yes  No  
d. Will previously collected, anonymized data be used in this research? Yes  No  
e. Does this research describe one of the types of research that does not need to be submitted to the IRB 

for review? 
Yes  No  

f. Will personal and individually identifiable data be collected through this research? Yes  No  
g. Is this research funded by a William Paterson University program such as Assigned Release Time for 

Research (ART) or a college-based research support program? 
Yes  No  

 
• If the answer to items (c) and (f) are yes, continue with the review.  If the answers to (d), and (f) are yes, continue with the 

review.  If the answer to (g) is yes, continue with the review. 
• If the answer to (d) is yes but all the other answers are no, proceed to the end of this form, check the last recommendation 

item, sign the form and then return it to the IRB Administrator for action. 
• If the answer to (e) is yes, proceed to the end of this form, check the last recommendation item, sign the form and then return 

it to the IRB Administrator for action. 
 
(2) Determination of Risk:  Please check Yes or No for each of the following.  Definitions of these concerns are attached. 
 
Identification of Risks Determination 

a. Are subjects properly identified on the Protocol Face Sheet? Yes  No  
b. Are subjects properly identified in the protocol narrative? Yes  No  
c. Are the risks minimal? Yes  No  
d. Are the risks minimized? Yes  No  
e. Are the risks to subjects reasonable in relation to anticipated benefits, if any, to subjects and the 

importance of the knowledge that may reasonably be expected to result from this research? 
Yes  No  

f. Is subject recruitment and selection equitable?  Are recruitment materials provided for review? Yes  No  
g. Is the process for obtaining informed consent from each of the subject’s legally authorized 

representative appropriate?  Are the consent forms that are provided adequate? 
Yes  No  

h. Is the process for obtaining informed consent from parents or guardians of minor children, for prisoners, 
or for when the use of a witness to the subject providing informed consent and/or participating in the 
research included and appropriate?  Are the consent forms that are provided adequate? 

Yes  No  
Not Applicable  

i. Will informed consent be appropriately documented? Yes  No  



j. Is there adequate provision for monitoring data collection to insure subject safety? Yes  No  
k. Is there adequate provision for protecting the privacy of subjects? Yes  No  
l. Is there adequate provision for maintaining subject confidentiality? Yes  No  

m. Is there adequate provision for safeguarding subjects vulnerable to coercion or undue influence by 
including additional safeguards in the study? 

Yes  No  

n. Does the research setting provide adequate safeguards for the protection of the health, wellbeing, 
anonymity, and confidentiality of subjects? 

Yes  No  

o. Are the unique risks or concerns for subjects, especially those that are considered vulnerable, addressed 
and minimized? 

Yes  No  

p. There are no concerns about any of the following: sensitivity of questioning, medical record and chart 
reviews, residual body fluids, tissues and recognizable body parts, possible emergency medical care, use 
of ionizing radiation, or the use of blood, blood products, body fluids or tissue specimens. 

Yes  No  

 
• If you answered NO to any of these, please identify in Section 4, below, the risks and your concerns, and state what you would 

want to see modified to either eliminate or reduce the risks. 
 
(3) Determination of Review Category: Please check one.  See attached definitions. 
 

_____    Exempted Review _____ Expedited Review 
 
_____ Full Committee Review 
 

  
Protocols in the Exempted and Expedited categories are reviewed by a second member of the IRB and then the 
recommended action is taken.  Protocols identified for Full Committee Review are referred directly to the IRB. 

 
(4) Provide responses to concerns identified in Section 2, provide other questions or concerns, and state what you would want to 

see modified to either eliminate or reduce the risks identified.  (Use additional pages if necessary.) 
 
 
 
 
 
 
 
 
 
 
Recommendation 
 
_____ Approve this protocol as submitted. 
 
_____ Approve the protocol contingent on the provision of 

additional information or specific revisions that are 
provided. 

 
_____ Table the protocol for substantial changes and then 

resubmission to the IRB. 

 
_____ Do not approve the protocol. 
 
 
_____ This protocol does not describe an activity that 

should be reviewed by the IRB; it should be returned 
to the investigator without review. 

 
 
First Reviewer Second Reviewer 
Name:  Name:  

 
Signature:  Signature:  

 
Date  Date  

 
  



Enter Additional Review Comments on this Page 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 



WPU IRB Policy, Part II.B: Studies by Faculty, Staff, Doctoral Students and External Investigators That Require Reviewed by the WPU IRB, selections and additions 

WPU IRB Policy II.A: Studies that do not require review 
 
• Institutional, Departmental and Program Assessment: Research conducted by the administration, faculty and staff on the operation of the University in 

accomplishing its mission, goals and objectives. 
• Pedagogical Assessment: The evaluation of the effectiveness or efficacy of curriculum materials, resources and educational techniques by faculty, staff and WPU 

students when that research does not offer substantially different learning outcomes.  This includes situations where the students might otherwise be 
considered a vulnerable population requiring specific safeguards.  (Instructors are any teachers of record.) 

• Oral History Projects: Oral history interviews conducted to create a historical record. 
• External Research that Requires Very Minimal Involvement by the WPU: The recruitment of subjects through the posting of flyers or publication of 

advertisements in student newspapers for research that is not in any other way connected to WPU.  Also, an instructor agreeing to assist a colleague at another 
institution with their research by distributing anonymous surveys to his/her students. 

 
Review Categories 
 
The type of review category that describes a protocol is decided by the reviewer during the review.  If a protocol cannot be described as being appropriate for either 
an exempted or expedited review, it must be reviewed by the full IRB.  Also, if the research involves a vulnerable population and does not fit within one of the types 
of research that the IRB does not review (see above), the protocol must be reviewed by the full IRB. 
 
45 CFR 46.101(b) Exempted Review Categories (This list is changed periodically by the Office of Human Research Protections (OHRP). Active list 8/1/2013) 

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. 

2. Research involving the use of educational tests (cognitive, diagnostic, aptitude, achievement), survey procedures, interview procedures or observation of public 
behavior, unless: (i) information obtained is recorded in such a manner that human subjects can be identified, directly or through identifiers linked to the 
subjects; and (ii) 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. 

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 this section, if: 
(i) the human subjects are elected or appointed public officials or candidates for public office; or (ii) 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. 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 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. 

 
45 CFR 46.110 Expedited Review Categories (This list is changed periodically by the Office of Human Research Protections (OHRP). Active list 8/1/2013)  

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, 
may be reviewed by the IRB 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. 

1. Clinical studies of drugs and medical devices only when condition (a) research on drugs for which an investigational new drug application is not required, or 
(b) research on medical devices for which (i) an investigational device exemption application 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 (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. 
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.  
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).  
6. Collection of data from voice, video, digital, or image recordings made for research purposes. 
7. Research on individual or group characteristics or behavior or research employing survey, interview, oral history, focus group, program evaluation, human 

factors evaluation, or quality assurance methodologies.  
8. Continuing review of research previously approved by the convened IRB where (a) the research is permanently closed to the enrollment of new subjects, all 

subjects have completed all research-related interventions, and the research remains active only for long-term follow-up of subjects, (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. 
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