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Instructions:
This form is presented as a MSWord Template.  Please complete this form and save it as PDF document.   Attachments may then be incorporated by inserting scanned pages or other PDF pages into the file.  Submit the document electronically to the Office of Research & Sponsored Programs (research@bcomnm.org) as a single PDF document.   Please contact the Office of Research if you have questions or need assistance with the preparation of this form.   

Harald M. Stauss, MD, PhD
Office of Research & Sponsored Programs
IRB Chairperson
Phone:  (575) 674-2327
Email:  research@bcomnm.org



The IRB Chairperson and administrative staff screen all human subject research protocol submissions and make determinations as to the type of review that is required: (a) Full Board Review, (b) Expedited Review, or (c) Exempt.   Applications with greater than minimal risk are assigned to Full Board Review.   

IRB Categories of Review
Full Board Review:	Applications with greater than minimal risk are assigned to “Full Board Review”.    

Expedited Review:	Expedited Review 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.  
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.  
The Expedited Review procedure consists 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.  

Research Areas Eligible for Expedited Review
· Expedited Category I:   Clinical studies of drugs and medical devices only when condition (a) or (b) is met. 
(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 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: (1) an investigational device exemption application (21 CFR Part 812) is not required; or (2) the medical device is cleared/approved for marketing and the medical device is being used in accordance with its cleared/approved labeling.   

· Expedited Category II:   Collection of blood samples by finger stick, heel stick, ear stick, or venipuncture as follows: 
· from healthy, non-pregnant 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 
· from other adults and children, 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. 
 
· Expedited Category III:  Prospective collection of biological specimens for research purposes by noninvasive means. [Examples:  hair and nail clippings in a non-disfiguring manner;  deciduous teeth at time of exfoliation or if routine patient care indicates a need for extraction; permanent teeth if routine patient care indicates a need for extraction; excreta and external secretions (including sweat); uncannulated saliva collected either in an unstimulated fashion or, stimulated by chewing gum base or wax or, by applying a dilute citric solution to the tongue;  placenta removed at delivery; amniotic fluid obtained at the time of rupture of the membrane prior to or during labor;  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; mucosal and skin cells collected by buccal scraping or swab, skin swab, or mouth washings; sputum collected after saline mist nebulization.]  

· Expedited Category IV:  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:  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;  weighing or testing sensory acuity;  magnetic resonance imaging;  electrocardiography, electroencephalography, thermography, detection of naturally occurring radioactivity, electroretinography, ultrasound, diagnostic infrared imaging, doppler blood flow, and echocardiography; moderate exercise, muscular strength testing, body composition assessment, and flexibility testing where appropriate given the age, weight, and health of the individual.]   

· Expedited Category V:  Research involving materials (data, documents, records, or specimens) that have been collected, or will be collected solely for non-research 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.)   

· Expedited Category VI:  Collection of data from voice, video, digital, or image recordings made for research purposes. 
				 
· Expedited Category VII:  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.)  

· Expedited Category VIII:  Continuing review of research previously approved by the convened IRB as follows: 
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; or 
b. where no subjects have been enrolled and no additional risks have been identified; or 
c. where the remaining research activities are limited only to data analysis.  
 
· Expedited Category IX:  Continuing review of research, not conducted under an investigational new drug application or investigational device exemption where categories II - VIII 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.
Exempt Review Status
In accordance with 45 CFR 46.101, research activities in which the only involvement of human subjects are in one or more of the following categories may be exempt from IRB Full Board or Expedited Review. Determination of exempt status is made by the IRB Chairperson.
		Research Areas Exempt from Full Committee or Expedited Review
· Exempt Category I: 	Research conducted in established or commonly accepted educational settings, involving normal educational practices, such as research on regular and special education instructional strategies; or research on the effectiveness of or the comparison among instructional techniques, curricula, or classroom management methods.

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

· Exempt Category III: 	Research involving the use of educational tests (cognitive, diagnostic, aptitude, achievement), survey procedures, interview procedures, or observation of public behavior that if: (1) the human subjects are elected or appointed public officials or candidates for public office; or (2) federal statute(s) require(s) without exception that the confidentiality of the personally identifiable information will be maintained throughout the research and thereafter.

· Exempt Category IV: 	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.

· Exempt Category V: 	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:(1) Public benefit or service programs; (2) procedures for obtaining benefits or services under those programs; (3) possible changes in or alternatives to those programs or procedures; or (4) possible changes in methods or levels of payment for benefits or services under those programs.

· Exempt Category VI: 	Taste and food quality evaluation and consumer acceptance studies, (1) if wholesome foods without additives are consumed or (2) 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.




Request for Review of Review of Research Project

PRELIMINARY QUESTIONS to assist you with determining if your project qualifies for EXEMPT Status:
1. Will the research expose the participants to anything more than minimal risk?
“Minimal Risk means that  the probability and magnitude of harm or discomfort anticipated in the 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”  [45CFR45.102(i) and 21 CFR 56.102.(i).]
☐Yes	☐No

2. Will any of the research subjects be minors (under age 18)?
☐Yes	☐No

3. Will the research subjects be identifiable in the aggregate data set?
☐Yes	☐No
	
4. Will the research subjects’ responses to surveys or research questions be audio, video, or digitally recorded?
☐Yes	☐No

5. Are the research subjects prisoners?
☐Yes	☐No

6. Are the research subjects decisionally impaired?
☐Yes	☐No

7. Will any part of the research be conducted at foreign or international sites?
☐Yes	☐No

8. Will the project involve Taste Studies and/or Food Evaluation of products that are not FDA approved?
☐Yes	☐No

9. Will any part of the research involve the collection of protected health information (PHI) from the medical record of a HIPAA covered entity other than “Elements of Dates” and “Geographic Codes” less specific than stree address?
☐Yes	☐No


Please complete the following application and submit to the Office of Research.  If you answered “Yes” to any of the questions, then your project will require full committee review.   Otherwise, the IRB Chair will review your application to determine if it qualifies for Exempt or Expedited status.



PROJECT INFORMATION

1. Title of Research Activity:	Click here to enter text.


2. Name of Principal Investigator (Note: The P.I. should be a BCOM Faculty/Staff Member):
 Click here to enter text.

3. Contact Information for P.I.:	
	Department/Program	Click here to enter text.
	Telephone:			Click here to enter text.
	Email:				Click here to enter text.

4. Category of Research:	Choose an item.
Specify, if Other: Click or tap here to enter text.

	☐	Name(s) and Contact Information for Student Researcher(s) 
Click on (+) to at the end of the row to add more rows.
	Name of Student Researcher 
	Year
	Email Address
	Telephone



5. Other Study Personnel:
Click on (+) to at the end of the row to add more rows.
	Name
	Role in Project
	Department or Contact Address if non BCOM
	Email



6. Project Description:
State the objective(s) and describe the project and all procedures involved in this project in ways that the general public can understand.   Note: Incomplete or unclear information will delay IRB review and approval.  

	Click here to enter text.



7. Will data that can identify human subjects be collected? This includes all identifying or private information as defined by the Common Rule.
☐ Yes 	☐ No
      
      If Yes , then please answer questions A, B, and C:
A. Describe the types of human subject samples and/or data that will be obtained, and what identifying information will be collected (name, date of birth, medical records, etc.):
	Click here to enter text.			





B. Describe where the identifiable samples and/or data will be stored, who will have access, and security provisions for storing and maintaining the confidentiality of human subject data (password protection, encryption, etc.)
	Click here to enter text.			



C. Describe the disposition of the identifiable samples and/or data at the end of the study.  If the samples and/or data will be destroyed, describe how. Note that all research-related records must be securely maintained for at least a period of three (3) years from the study’s completion and are subject to audit.
	Click here to enter text.			



8. Will the project involve study of Educational Practices and Strategies?
☐ Yes	☐ No
	 (If Yes, please answer questions A, B, and C.)
A. Will the research involve normal educational practices (check all that apply)?
☐	Regular instructional strategies including those commonly used in a classroom.
☐	Special instructional strategies such as the use of a device for performing skill sets or exercises.
☐	Effectiveness of instructional techniques, curriculum, or classroom management methods.
☐	Comparison between/among instructional techniques, curriculum, or classroom management methods.
☐	Other (please describe)
	Click here to enter text.	



B. Will the research be conducted in an established or commonly accepted educational setting (college, university, or teaching hospital)?
☐ Yes 	☐ No
 If Yes, please indicate the name and address of the institution where the project will be conducted?
		Click here to enter text.		



C. Is the educational activity part of the research, or will it occur regardless of research?
☐	Yes, it is part of the research
☐	No, the practices are normal educational practices that will occur regardless of this research project.

9. Will the project involve a Survey or Interview Study?
☐ Yes	 ☐ No
	 (If Yes, please answer questions A, B, C, and D.)
A. Describe the source of the subject population:
	Click here to enter text.			


		
B. What is the age range of the subjects to be included in the survey or interview:
	From:  Click here to enter text.  To:    Click here to enter text.

C. Where will the survey/interview occur?  (Describe the location of the activity):
	Click here to enter text.	



D. Provide the date(s) the survey/interview will be conducted? (If more than one set of dates are used, click the + to the right of the field to add more dates)
From:    To :  

10.     Will the project involve a Retrospective Record or Chart Review?
☐ Yes 	☐ No
If Yes , then please answer questions A, B, C, D, E, F, and G:
A. Indicate the time period covered in the record review.
			From: Click here to enter a date.   To:  Click here to enter a date.
B. Will the project involve review of medical records?
			☐ Yes		☐ No
If Yes, please provide Name of Hospital(s) or Institution(s) from which records will be obtained: 
	Click here to enter text.


C. Will the project involve the review of employment records?
			☐ Yes		☐ No
			If Yes, please provide the source of the employment records.
	Click here to enter text.			


		
D. Will the project involve the review of student records?
			☐ Yes		☐ No
			If Yes, please provide source of the student records.
			Click here to enter text.



E. Will the project involve the review of other records?
			☐ Yes	☐ No
If Yes, please indicate what types of records will be reviewed, the source and location of the records.
	Click here to enter text.


F. Will the investigator(s) have access to study subject identifying information?
	☐ Yes	☐ No
	If Yes, please describe the information and how it will be protected.
	Click here to enter text.	



G.  	Will a “master list” of subject identifying information for this data set be kept by the investigator(s) or study administrator(s)?  
	☐ Yes	☐ No
If yes, please indicate how the information will be protected, the length of storage of information, and how the data will be destroyed.  Note:  If your protocol calls for a “master list” of identifiers, it might not qualify for exempt status.  Contact the Office of Research & Sponsored Programs for assistance.
	Click here to enter text.


11.    Will the project involve existing biological specimens?
☐ Yes		☐ No	
If Yes, provide information about the specimen including a source and description of the specimen.
	Click here to enter text.


If Yes, Provide the name of the contact name and address for the person(s) responsible for the sample storage. 
	Click here to enter text.

 
12.     Will the project involve analysis of Secondary Data Sets?
NOTE:  Secondary analysis involves the use of data that was collected for other studies to address a question that is distinct from the question(s) addressed by the original study.
	☐ Yes	☐No
	If Yes, identify the source of data and answer questions A, B, and C.
	Click here to enter text.

	
A. Were the data originally collected for research purposes?
		☐	Yes, by BCOM Affiliated Researchers
		☐	Yes, by Researchers not affiliated with BCOM
		☐	No
B. Is the Source of Secondary Data “publicly available?
NOTE:  “Publicly Available” means that the general public can obtain the data.  Sources are not considered “publicly available” if access is limited ONLY to researchers.
		☐	Yes 		☐ No
If Yes, provide a copy of the catalog or website indicating where the dataset can be obtained or located.
	Click here to enter text.


C. Does the secondary dataset contain personal identifiers?
		☐Yes		☐No
If Yes, please describe all types of identifying information linked to the data (e.g. name, SSN, address, medical record number, etc.)
	Click here to enter text.



13.    Will the project involve Public Benefit or Services Programs?
	☐ Yes		☐ No

14.     Is the study conducted or subject to approval by a federal department or federal agency head?
Yes	No
	
If Yes, please specify the agency
	



15.     Is the Project’s aim to study, evaluate, or otherwise examine one or more of the following (check all that apply):
	☐	Public Benefit or Service Programs (i.e., Social Security, Medicaid, Welfare).
	☐	Procedures for obtaining benefits or services under those programs.
☐	Possible changes in, or alternatives to, these programs or procedures.
☐	Possible changes  in methods/levels to, these programs or procedures.
☐	Possible changes in methods/levels of payment for benefits/services under those programs
	
16. 	Will this study involve taste evaluation and/or food quality assessment?
☐Yes	☐No
If Yes, then please answer A, B. and C.
A. Is the food approved by the Food and Drug Administration (FDA)
☐Yes	☐No 
	If Yes, then please list all food types to be consumed.
	



B. Will wholesome (no additives) food be consumed?
☐Yes	☐No
C. Are the food ingredients and/or additives at or below the level found to be safe by the FDA?
☐Yes 	☐No
17.	Do you ever intend to publish or present (oral, poster, or written) the results of this project?
☐Yes	☐No
If “Yes”, you may need to register your study with ClinicalTrials.gov (https://clinicaltrials.gov). The IRB does not enforce registration with ClinicalTrials.gov. However, many journals and conferences have adopted the “Final Rule” (https://clinicaltrials.gov/ct2/manage-recs/fdaaa) and – as a requirement for publication - require registration of “applicable clinical trials” no later than 21 days after enrollment of the first participant.
18.	Is an informed consent needed for this research?
☐Yes	☐No


19.	Please Attach the Following if Applicable
☐	Certificate of Human Subjects Training for all study personnel.
NOTE: If documentation is already on file for all key personnel, type your initials in the space provided. If you are not certain, please contact the research office.
 	Initial Here: Click here to enter text.  Date Here: Click or tap to enter a date. 
☐	Secondary Data Documentation, if answer to Question 12 is “Yes”
NOTE: Examples include website addresses or reference information for public use data files, letters of agreement from owners of the dataset, etc.).
☐	Copy of Survey or Interview Questions and any research statement or cover letters that are used as part of the study, if applicable.
☐	Consent Form if answer to Question 18 is “Yes”.
☐	Approval letter(s) from Institution(s) at which the research will be conducted.
NOTE: If research is conducted at Burrell College of Osteopathic Medicine, the Burrell College Research Office should be informed.
☐	If Burrell College Students are involved as investigators (Questions 4 and 5), the Director of Student Research needs to be informed.
☐	Optional: any other documentation that will assist in a timely review of the project.



SIGNATURES AND ASSURANCES
My signature certifies that I, the Principal Investigator, understand and accept responsibility to ensure that this research project and the actions of all project personnel involved in conducting the study will conform to the approved IRB protocol, all applicable BCOM policies and procedures, and all applicable federal regulations.  My typed name in the space provided serves as my official signature.  
PRINCIPAL INVESTIGATOR
Name: Click here to enter text.				Date: Click here to enter a date.


NOTE: If this is a "Student Project", the Principal Investigator signing above agrees to be fully responsible for all aspects of this project. Ordinarily this person will also serve as the Faculty Mentor/Advisor for the Student on this project.
If necessary, the Faculty MentorIAdvisor may designate an alternate Faculty member to assume
these responsibilities, on a temporary or permanent basis (as appropriate). In this event, the Office or Research and the IRB must be immediately notified of such a change immediately.


Student Investigator's Assurance:
My typed name signature certifies that I, the student investigator, accept and agree to the above applicable assurances, and that I will meet with my Faculty MentorIAdvisor on a regular basis for the purpose of monitoring study progress. If my Faculty MentorIAdvisor is unavailable, I will meet with his/her Faculty designee, who will assume his/her responsibilities. I also agree to notify the OCRP/HIRB of any change in status of my Faculty MentorIAdvisor.

Student Name:	Click here to enter text.				Date:	Click here to enter text.		
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