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Human Subjects in Research
Expedited Review

	I. Researcher Information 

	Date of Preparation:
	     

	Project Title:
	     

	Principal Investigator/Faculty Sponsor:
	     





	Department:
	     

	Address:
	     

	Telephone Number:
	     

	Fax Number:
	     

	E-Mail Address:
	     

	Research with Human Subjects Training:
	|_|
	NIH
	|_|
	CITI

	Co-PI or Student Investigator:
	     

	Department:
	     

	Address:
	     

	Telephone Number:
	     

	Fax Number:
	     

	E-Mail Address:
	     

	Research with Human Subjects Training:
	|_|
	NIH
	|_|
	CITI

	Primary Contact Person:
	     

	Preferred Contact Method:
	[bookmark: Check53]|_|
	Telephone
	[bookmark: Check54]|_|
	E-mail


		
	II. Funding 

	
[bookmark: Check30][bookmark: Text98]|_| Name of External Funding Agency:       

[bookmark: Check5][bookmark: Text99]|_| Name of Internal Grant Program:      

|_| Not Applicable


	Contract or Grant Title:
	     

	Contract or Grant Number:
	     



PRINCIPAL INVESTIGATOR'S ASSURANCE AND SIGNATURES

Signature certifies that the Principal Investigator understands and accepts the following obligations to protect the rights and welfare of research subjects in this study.
· I recognize that as the Principal Investigator it is my responsibility to ensure that this research and the actions of all project personnel involved in conducting the study will conform with the IRB approved protocol, IRB requirements/policies, and all applicable HHS/FERPA/PPRA/HIPAA regulations.

· I recognize that it is my responsibility to ensure that the study has been reviewed for scientific merit.

· I recognize that it is my responsibility to ensure that the study has been reviewed for ethical content.

· I recognize that it is my responsibility to ensure that there is constant open dialogue between myself and the co-investigators to ensure that the study is conducted correctly, and the safety and protection of the subjects are ensured.

· I recognize that it is my responsibility to ensure that valid informed consent/assent has been obtained from all research subjects or their legally authorized representatives. I will ensure that all project personnel involved in the process of consent/assent are trained properly and are fully aware of their responsibilities relative to the obtainment of informed consent/assent according to the IRB guidelines and applicable federal regulations.  I will use only the currently approved, IRB stamped informed consent form or script for recruiting subjects.

· I will promptly inform the IRB of any event that requires reporting in accordance with IRB policies and procedures on unanticipated events involving risks to subjects or others and adverse events (serious and/or unexpected).

· I will not initiate any change in protocol without IRB approval except when it is necessary to reduce or eliminate a risk to the subject in which case the IRB will be notified as soon as possible.

· I will maintain all required research records and recognize the IRB is authorized to inspect these records.

· I will inform the IRB immediately of any significant negative change in the risk/benefit relationship of the research as originally presented in the protocol and approved by the IRB.

· I understand that IRB approval is valid for no more than one year with continuing review by the IRB required at least annually in order to maintain approval status.  I will not enter subjects on the study before IRB approval or if IRB approval expires.  In the latter case, I will immediately contact the IRB to obtain permission to continue subjects in the research study.
· 
I will inform the IRB immediately if I become aware of any violations of HHS regulations (45 CFR 46), FERPA regulations (34 CFR 99), PPRA regulations (34 CFR 98), HIPAA regulations (45 CFR 164.530), or IRB Policies and Procedures for the protection of human subjects.

· I understand that failure to comply with all applicable HHS/FERPA/PPRA/HIPAA regulations, IRB Policies and Procedures and the provisions of the protocol as approved by the IRB may result in suspension or termination of my research project, notification of appropriate governmental agencies by the IRB, and/or suspension of my freedom to present or publish results.

· I certify, as a faculty sponsor, that the student investigator is knowledgeable about the IRB policies and applicable federal regulations governing research with human subjects and has sufficient training and experience to conduct this study in accord with the approved protocol.  In addition, I will meet with the student investigator on a regular basis to monitor study progress.  Should problems arise I agree to be available personally to supervise the student investigator in solving them.  If I will be away, I will arrange for an alternate faculty sponsor to assume my responsibilities.

· I certify that all study personnel have completed the HIPAA education program and are certified.

· I understand that, per OHRP/FDA guidelines, the IRB will be monitoring adherence to approved research protocols. The oversight process does not end with approval of a proposal.  I understand that I am part of the collaborative effort to maintain the integrity of the human subjects’ research approval process and procedures to ensure continuous quality improvement and academic excellence at WIU.

	     
	
	     

	Principal Investigator’s Printed Name
	Signature
	Date

	
	
	

	     
	
	     

	Co-Investigator’s Printed Name
	Signature
	Date

	
	
	

	     
	
	     

	Faculty Advisor’s Printed Name
	Signature
	Date




Student Investigator’s (Co-Investigator’s) Assurance:  By my signature as student investigator, I certify the above applicable assurances and that I will meet with my faculty sponsor on a regular basis to monitor study progress.  If my faculty sponsor is away, I will meet with his/her arranged alternate faculty sponsor who will assume his/her responsibilities.

	     
	
	     

	Co-Investigator’s Printed Name
	Signature
	Date





TO BE COMPLETED BY THE WIU INSTITUTIONAL REVIEW BOARD:

Date materials were transmitted to the IRB members: 

Date reviewed by the IRB: 

Action taken by the IRB: 
[bookmark: Check49][bookmark: Check50]|_|Disapproved 	|_|Approved		|_|Approved – Conditions: 



Risk assessment:
[bookmark: Check52]|_|Minimal risk 	|_|More than minimal risk - Conditions: 


Approval period:
[bookmark: Text87][bookmark: Text88]Beginning:   	     	and ending: 	     		



_____________________________________________________________________________
IRB Administrator					Date
























	[bookmark: Check55]|_|
	Category 1: Clinical studies of drugs and medical devices only when condition (a) or (b) is met: 
1a 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 risks or decreases the acceptability of the risks associated with the use of the product is not eligible for expedited review.) 
1b 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. 

	|_|
	Category 2: Collection of blood samples by finger stick, heel stick, ear stick, or venipuncture as follows: 
2a 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 
2b 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. 

	|_|
	Category 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. 

	|_|
	Category 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, 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. 

	|_|
	Category 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.) 

	|_|
	Category 6: Collection of data from voice, video, digital, or image recordings made for research purposes. 

	|_|
	Category 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 eligible for exemption as determined by the IRB in accord with 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.) 

	|_|
	Category 8 & 9: Continuing review of research previously approved by the convened IRB as follows: 
8a 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.



Guidelines for Expedited Institutional Review of Research Protocols
In order to ensure a timely review, investigators are encouraged to be brief, clear, and concise.  Please use lay language, avoid the use of discipline specific language.
The narrative statement of protocols should include all of the following requirements in the order in which they appear here.  If a particular item does not relate to your study, indicate “not applicable” next to the item number. If you have questions, please contact the IRB Administrator. 
The narrative statement of the protocol must: 
1. Provide a brief description of the purpose of the proposed research project.  Include the justification, purpose, research questions, or hypothesis. Use language understood by a person unfamiliar with your area of research. 
     
2. Describe the research methods, procedures to be used, and the tasks participants will be asked to complete (e.g. measures/instrumentation, procedures for distribution and data collection, approximately how long participant will be involved in the research, data analysis procedures, if applicable, etc). All measures, survey instruments, focus group questions, etc. must be reviewed and approved, please provide the IRB copies of your supporting documents with your application.
     
3. Describe the characteristics of the subject population in the project (e.g., number, gender, race or ethnicity [if known], age range, sampling frame, general mental and physical health, and any other unique characteristics) and provide an explanation of the rationale for using that particular population.
     
4. If relevant, describe why any vulnerable populations are necessary to the research project (e.g., prisoners, children, persons with disabilities, pregnant women, or any group whose ability to give a voluntary informed consent may be questionable). 
     
5. Describe the recruitment procedures. All recruitment procedures (verbal or written) must be reviewed and approved, please provide the IRB copies with your application.
     
6. Describe the method that will be used to obtain voluntary informed consent (e.g., consent letter/form, script for phone interview, parental form, etc.), by whom it will be obtained (PI, student researcher, professor) and where it will be obtained (in-person, by phone, in a classroom, in the workplace). All consent forms must be reviewed, please provide the IRB copies of your supporting documents with your application. 
     
7. Describe the procedures to ensure the anonymity and confidentiality of the subjects. 
Anonymous (names and unique identifiers of subjects are never attached to the data). Describe the steps you will take to ensure anonymity. 
     
Confidential (access to private data about a person is limited). Describe the steps you will take to protect confidentiality, including the identity of the subjects, their responses, and any data that you obtain from private records and /or capture on audiotape or videotape. Describe the disposition of the data and/or the tapes once the study has been completed. 
     
8. Describe the anticipated risks and/or inconveniences that might occur to the subjects as a result of participating in the research (e.g., physical well-being, psyche, emotions, reputation, employability, and criminal and legal status). Note: Stating that there is no risk associated is not an acceptable answer. Risk is always present, but may be no more than normal daily activities. 
     
9. Describe the procedures that will be used to minimize potential risk(s) to subjects and the probable effectiveness of those procedures.  
     
10. Describe the anticipated benefits that might occur for the subjects and any anticipated beneficial knowledge that might occur as a result of the proposed research project. Note: Extra credit and payment for participation are not considered benefits.
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