
UNIVERSITY OF BALTIMORE

Application for Approval of Research Involving Human Subjects

This form is to be completed by the investigator who will submit it to the Institutional Review Board (IRB) for review and approval. Answer all the questions completely and spell out any acronyms. Include a copy of any applicable survey instruments, consent documents, and training certificates with your application. When the IRB has approved the application, the investigator will be notified in writing. Any changes to an approved protocol must be re-submitted for review and approval.  Changes should be highlighted or typed in a different text color.
	
	Researcher 1
	Researcher 2

	Name
	
	

	UB ID #
	
	

	Department
	
	

	Address for Approval Letter
	
	

	Phone #
	
	

	Email
	
	

	Status

(Faculty/Staff/Student)
	
	

	If student, faculty sponsor name & email
	
	

	Check if this is:
	Student master’s thesis  [image: image1.wmf]       Doctoral dissertation research   [image: image2.wmf]
Class Project   [image: image3.wmf]   (Faculty should contact the IRB Coordinator before students submit applications for class projects.)

	
	

	Project Title


	

	Agency Sponsor        

(if applicable)
	

	PeopleSoft Project #

(if applicable)
	

	Project Duration
	Estimated Start Date
	
	Estimated End Date
	

	Submission Date
	

	Application Type 

Please select ONE application type only.  

(Complete checklists in Parts A & B below before making your selection.)

	[image: image4.wmf] Exempt

In order to be exempt, you must answer the questions and satisfy the criteria in Parts A and B below.  

	 [image: image5.wmf]  Expedited Review

Expedited review is possible only in one of two circumstances: 

1. There is minimal risk to the participants and the researcher is not requesting the IRB to waive the normally required informed consent procedures.  

or

2.  The IRB review is to evaluate minor changes in previously approved research.

	[image: image6.wmf] Full Board Review


It is possible that your research is exempt from IRB review. Please complete Parts A and B below, regardless of whether you believe your research is exempt.

	Part  A – Please check Yes or No for each item, To be considered exempt, all answers must be No.

	Yes
	No
	Item

	
	
	1
	Does the research involve as subjects prisoners, fetuses, pregnant women, the seriously ill, or mentally or cognitively compromised adults.

	
	
	2
	Does the research involve the collection or recording of behavior which, if known outside the research, could reasonably place subjects at risk of criminal or civil liability or be damaging to the subjects’ financial standing, employability, or reputation.

	
	
	3
	Does the research involve the collection of information regarding sensitive aspects of subjects’ behavior (e.g., drug or alcohol use, illegal conduct, sexual behavior)?

	
	
	4
	Does the research involve subjects under the age of 18 (except as they are participating in projects that fall under categories 1, 3, 4, and/or 5 in Part B)? Category B 2 studies that include minors should be submitted for expedited review.

	
	
	5
	Does the research involve deception? (see question C.5.)

	
	
	6
	Do the research procedures generate any evident or foreseeable risk to the subjects?


	Part  B – Exemption Categories

Please mark Yes or No for each item below, regardless of whether you believe your research is exempt.  To be considered exempt, at least one must be marked yes.

	Yes
	No
	Item

	
	
	1
	Will the research be conducted in established or commonly accepted educational settings and involve normal educational practices (e.g., research on regular and special education instructional strategies, research on the effectiveness of or comparison among instructional techniques, curricula, or classroom management methods)?
(Please note: The fact that the research is taking place in an educational setting [i.e. at a University by a student] is not a sufficient reason in and of itself to apply for this exemption.)

	
	
	2
	Will the research involve the use of educational tests (cognitive, diagnostic, aptitude, achievement), survey procedures, interview procedures or observation of public behavior?  If not, mark “No.” If so, mark “Yes” 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. 
If both (i) and (ii) are true, then mark “No.”


	
	
	3
	Will the research involve the use of educational tests (cognitive, diagnostic, aptitude, achievement), survey procedures, interview procedures, or observation of public behavior that is not exempt under question 2?  If not, mark “No.” If so, mark “Yes”, 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. (This is an unusual circumstance and documentation is required.)

	
	
	4
	If the research involves the collection or study of existing data, documents, records, pathological specimens, or diagnostic specimens then are these sources either 
a.) publicly available
 or 
b.) is the information being collected and recorded anonymously (i.e., in such a manner that subjects cannot be identified, directly or through identifiers linked to the subject)?



	
	
	5
	Is the research (including demonstration projects) being conducted by or subject to the approval of federal department or agency heads and is it designed to study, evaluate, or otherwise examine one or more of the following: (i) public benefit or service programs (e.g., social security, welfare, etc.); (ii) procedures for obtaining benefits or services under those programs; (iii) possible changes in or alternatives to those programs or procedures; or (iv) possible changes in methods or levels of payment for benefits or services under those programs?

	
	
	6
	Does the research involve taste or food quality evaluations or consumer acceptance studies and are the tested products wholesome foods without additives, or foods which contain additives at or below levels found to be safe by the EPA of the Food Safety and Inspection Service of the U.S. Department of Agriculture?


Is Your Research Exempt?

If your answers to Part A above are all No and at least one of your answers in Part B is  yes, then please select “Exempt” as the application type before continuing on.
 

Even if you believe you satisfy the criteria for exemption, the Institutional Review Board needs to review your proposal to confirm that. 
 

Therefore, whether or not you have indicated that you are seeking exempt status, please CONTINUE ON to answer the questions in Part C.
	Part C: About the Proposed Research – please answer all the questions in this section. Please be clear and concise, but provide enough detail so the Board can make an informed determination. 


	1. Describe the purpose of the proposed research and your research protocol. Avoid using acronyms or technical jargon, unless they are defined. Attach additional pages when necessary.


	2. Describe the human subject population (size, age, gender, and racial distribution) and how participants will be selected for inclusion in the research.  If you are limiting your study to certain specific groups, please justify why. 
What is your relationship to the subject population (fellow student, co-worker, supervisor, government agent, law enforcement)?  


	Yes
	No
	

	
	
	a. Does the research involve protected subjects including prisoners, pregnant women, minors?

	
	
	b. Does the research involve UB Students as subjects/participants?

	
	
	c. Does the research involve UB Faculty or Staff as subjects/participants?

	
	
	d. Will the human subject population be limited to participants 18 years of age or older?  (Studies involving minors will require consent from parents/legal guardians.)

	3. Describe the type of data you will be collecting and how it will be collected, e.g., survey, interview, focus group, record review, etc. (Attach a copy of the questionnaire, interview guide, stimulus materials, or other collection instruments.) 


	4. Does the research involve potential discomfiture or harassment to human subjects beyond levels encountered in daily life? Describe the potential discomfiture to the human subjects as the research is carried out. 


	5. If your answer to Part A, Question 5 was yes, then please describe the nature of the deception.



	6. Describe the potential benefits of the research. 




	7. Describe any applicable payments, inducements or incentives that will be offered to research participants. (i.e. gift cards, course extra credit, lotteries, etc.)


	8. Informed Consent Procedures  

	Yes
	No
	

	
	
	Is the researcher requesting that the IRB grant a waiver of the required informed consent procedures?

	 Describe here the informed consent procedures  and attach the consent  form(s) and script(s) (if applicable):  


	9. Might the disclosure of the subjects’ responses reasonably be expected to cause the subjects to feel embarrassed or that their privacy has been violated? Might disclosure place the subjects at risk of criminal or civil liability or potentially damage the subjects’ financial standing, employability, or reputation? 
If so, describe the procedures in place for protecting, privacy and prevent breach of confidentiality as well as the rights of the human subjects generally.


	10. What are the potential risks if an individual is identified with participating in the study? Explain how you are mitigating that risk.



	11. Describe how and where the data (original documents and electronic databases) will be stored and protected. 



	12. Describe who will have access to the data. 




Note: Any future additions or changes in procedures involving human subjects after the proposal has been approved must be brought to the attention of the IRB Chair and/or IRB Coordinator. 

I agree to provide proper surveillance of this project to ensure that the rights and welfare of the human subjects are properly protected and to notify the IRB Chair and/or IRB Coordinator immediately of any adverse events involving participants.

	
	

	Signed, Researcher 1                      (Date) 
	Signed Researcher 2                        (Date)

	
	

	Signed, Faculty Advisor*                  (Date)

(If Applicable)
	


* I have read and reviewed this proposal and certify that it is ready for review by the IRB. I have worked with the student to prepare this research protocol. I agree to mentor the student during the research project.
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