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	Daemen College HSRRC (IRB)

Application for Expedited or Full Review



	
	
	
	
	

	Type of Proposal (Please check one):
	
	New
	
	Revision1,2
	
	Renewal1

	

	1If revision or renewal, please indicate date of last submission (for revision) or approval (for renewal):
	
	

	2If a revision, please highlight in yellow all changes from original submission
	

	

	Review Requested (Please check one):  
	
	FULL, or
	
	EXPEDITED

	

	Date Submitted to IRB:
	[Insert Date of Submission Here]

	Submitted by: 
	[Name of Principal Investigator or Student who will be responsible for the project and all IRB correspondence]

	e-mail address: 
	

	Phone:
	

	Mailing Address:
	

	
	

	Associate Investigators:
	[Please type the full name of each investigator in addition to the Principal]

	Course: 
	[Course for which student(s) is/are conducting research]

	Faculty Sponsor:
	[Name of faculty member(s) overseeing research (required for all student research projects)]

	Supervisor Campus Address:
	

	Supervisor Phone:
	

	Supervisor e-mail
	

	Title of Project: [Should be appropriate for Proposal, but does not have to match title on consent if it reveals expected results or might otherwise bias responses]

	


	Before submitting this proposal, both the researcher and the faculty sponsor (if the researcher is a student) must indicate with initials that each of the following elements of the proposal is complete and correct. The questions that follow must also be answered. Your signatures at the end of this application indicate that you have read and reviewed this proposal and that it includes everything required. One hard copy of this completed application (with initials and signatures) must be submitted to the Chairperson of the HSRRC, and one e-version must be emailed to the Chairperson of the HSRRC before this application can be reviewed by the committee. If your application requires a full review, please submit the application at least 2 weeks prior to the HSRRC meeting you expect your review to take place.


	
	
	
	
	

	
	Student Researcher
	
	Faculty Advisor
	

	
	
	
	
	

	
	
	
	
	I have read the HSRRC guidelines to find out the appropriate category for my research.

	
	
	
	
	

	
	
	
	
	I have appended Informed Consent/Assent form(s) that follow(s) the HSRRC guidelines.

	
	
	
	
	

	
	
	
	
	If my research will be conducted at an institution other than Daemen College, I have enclosed a letter from an administrator of that institution giving me permission to conduct the research. If the other institution requires Daemen College HSRRC approval before giving permission, or has its own IRB, I understand that I must submit evidence of approval from that institution before I may begin my research.

	
	
	
	
	

	
	
	
	
	I have prepared and sent an electronic version of this proposal to the HSRR chairperson with the file name format <LastNameFirstInitial__HSRR__schoolyear>; for example, DoeJ_HSRR_0607

	
	
	
	
	


	This checklist is used to determine whether this proposal is in the Expedited or Full Review category. Answer “Yes” or “No” to EACH of the following questions. Please note: If you check YES to any of the following items in this section, your proposal requires a FULL review. 


	
	YES
	
	NO
	
	
	


	1.
	
	
	
	
	
	Will the proposed project subject participants to more than minimal risk? Minimal Risk is defined when the risks of harm anticipated in the proposed research are not greater considering the probability and magnitude than those encountered in daily life or during performance of routine physical or psychological examinations or tests.

	
	
	
	
	
	
	


	2.
	
	
	
	
	
	Will the populations studied be defined as consisting of any of the following: Minors (under 18), pregnant women, prisoners, mentally retarded, mentally disabled (including persons with dementia). If YES, HIGHLIGHT all that apply.

	
	
	
	
	
	
	

	
	YES
	
	NO
	
	
	


	3.
	
	
	
	
	
	Will persons participating or queried in this investigation be subjected to physical discomfort, pain, aversive stimuli, or the threat of any of these? (If YES, HIGHLIGHT all that apply.)

	
	
	
	
	
	
	


	4.
	
	
	
	
	
	Does the investigation use procedures designed to induce embarrassment, humiliation, lowered self-esteem, guilt, conflict, anger, discouragement, or other emotional reactions? (If YES, HIGHLIGHT all that apply.)

	
	
	
	
	
	
	


	5.
	
	
	
	
	
	Will participants be induced to disclose information of an intimate or otherwise sensitive nature?

	
	
	
	
	
	
	


	6.
	
	
	
	
	
	Will participants engage in strenuous or unaccustomed physical activity?

	
	
	
	
	
	
	


	7.
	
	
	
	
	
	Will participants be deceived (actively misled) in any manner?

	
	
	
	
	
	
	


	8.
	
	
	
	
	
	Will participants be exposed to electromagnetic radiation (X-rays), lasers, high-frequency sound waves, surgery, drugs, or chemical agents? Will the research involve the collection of blood samples or other bodily fluids in any amount?

	
	
	
	
	
	
	


	9.
	
	
	
	
	
	Will participants be exposed to any physical or psychological risks not indicated above? (If YES, briefly explain below and carefully outline such procedures in the Description of the Research Plan in this application.)

	
	
	
	
	
	
	


	


APPLICATION DIRECTIONS: Please be sure to edit the header on this document to include the information indicated. Please answer all questions as they apply to your project. As you complete this application, please refer to in text and label (A, B, C...) all appendixes in the order they are referred to. At the end of your document, please label, give each a meaningful title, and append them in the same order that they are referred to (i.e., A, B, C…). 

	Funding:   

	

	1.
	Please identify all sources of the funding for the present study:

	

	
	
	Unfunded
	

	
	
	
	

	
	
	Governmental Agency/ies:
	

	

	
	
	Foundation(s):
	

	

	
	
	Corporation(s):
	

	

	
	
	Organization(s):
	

	

	
	
	Daemen College Administrative Office:
	

	

	
	
	Daemen College Department:
	

	

	
	
	Individual(s):
	

	

	
	
	Other:
	

	

	2.
	Is this proposal part of a grant?
	
	Yes
	
	No

	

	
	If YES, please answer the following questions:

	
	

	
	a.
	Name of grant:
	

	


	
	b.
	Name of institute or agency that awarded the grant:
	

	
	
	
	

	
	c.
	Principal Investigator listed on the grant:
	

	
	

	
	

	Coordination with other Institutional Review Boards OR Institutions:


	1.
	Subjects from other institutions:

	
	

	a.
	Will participants be from other institutions, such as other hospitals, primary or secondary schools, or other universities?  

	

	
	
	Yes
	
	No

	

	
	b.
	Name of involved institution or school:
	

	

	

	
	

	2.
	Has this proposal been or will it be submitted to other Human Subjects Review Boards (IRB Committees), departmental committees, or community agencies for review and approval?

	
	
	

	
	
	Yes
	
	No

	

	
	If yes, please list the agencies below and append approval letters from these agencies:  NOTE: pdf files of approval letters on official letterhead with signatures are acceptable.

	
	

	
	
	

	

	Location of Research:



	1.
	Where will research be physically conducted?
	

	
	

	2.
	If coordination is required for an off-campus laboratory, school, clinical space, supervision, or medical assistance (etc.), a signed Letter of Agreement on company letterhead from each official must accompany this application.  (NOTE: pdf files of signed letters of agreement on official letterhead are acceptable. Please append these to your application.)  The letter should be written so the HSRRC has a record that the official acknowledges an understanding of general protocol/recruitment procedures (these should be briefly included in the letter) and indicate approval to recruit and/or conduct the study at that location.

	

	Participants:



	1.
	Types of participants and controls:

	
	a.
	Please check if you are planning to study any of the following populations:

	
	

	
	
	
	Minors
	
	Pregnant Women
	
	Prisoners
	
	Mentally Disabled Individuals

	
	
	
	

	
	b.
	Age range of participants:
	

	
	
	
	

	
	c.
	Population from which participants will be derived:
	

	
	
	
	

	
	d.
	Inclusion criteria for participants and controls:
	

	
	
	
	

	
	e.
	Exclusion criteria for participants and controls:

(include any age, sex, physical, mental and/or health restrictions)
	

	

	2.
	Recruitment:

	
	

	
	a.
	Describe the specific steps to be used to identify prospective participants:

	
	
	

	
	
	

	
	
	

	
	b.
	Describe how you have access to potential participants:

	
	
	

	
	
	

	
	
	

	
	c.
	Describe the specific steps to be used to contact prospective participants. Recruitment telephone and/or e-mail scripts and advertisements must be appended to the end of this application.  If recruitment will take at a location other than the college, the text of an official letter must be appended to this application. The original copy (on signed letterhead) from the appropriate authority must accompany the hard copy of this application. The letter should acknowledge an understanding of general protocol/recruitment procedures and indicate approval to recruit and/or conduct the study at that location. Please note, if the population to be studied is vulnerable (i.e., if you checked any of 1a above), recruitment procedures/text of both the target sample and appropriate guardians (e.g., parent/guardian, if minors are to be studied) must be included.

	
	
	

	
	
	

	
	
	

	3.
	Screening Procedures:

	
	

	
	
	Describe any screening procedures you will use to determine if participants are able to participate in your study. Specifically explain how the results of your screening procedures will be used to identify participants who are eligible to participate, and identify persons who are ineligible. Append questionnaires or screening forms you will use.

	
	
	

	
	
	

	

	4.
	Will participants be compensated in any way for their participation? (Please check one)

	
	

	
	
	
	Yes
	
	No

	
	

	
	If yes, please explain below how and when the participants will be compensated.

	
	

	
	
	

	

	Study Duration

	

	1.
	Expected duration of study (e.g., March 2010 – May 2010):
	

	

	2.
	Total expected time commitment of each participant:
	

	

	
	If this application is approved, the approval process is for a period of time not to exceed one year from the date of the approval. A report requesting an extension is required for all research that exceeds one year. Additionally, the Principal Investigator is responsible for providing the IRB with findings and/ or notification of the status of the research at the completion of the project.


	

	Description of the Research Plan

	

	Please be sure to address all of the following questions using lay language. Please write in complete sentences.

	

	1.
	Project Background: Please write a single brief paragraph that includes a background summary of the literature that funnels to the research question or hypothesis and the need for the study.

	
	

	
	

	

	2.
	What is the purpose of the project?

	
	

	
	

	

	3.
	Please describe your study design and identify your variables (if applicable):

	
	

	
	

	

	4.
	Materials

	
	
	

	
	As you complete this section, please refer to in your text and label all appendixes in the order they are referred to. At the end of your document, please label, give each a meaningful title, and append them in the same order that they are referred to (i.e., A, B, C…) throughout this application.
 

	
	a.
	Please describe separately any surveys, tests, questionnaires and/or instruments you will use in your study protocol. Append all written materials along with the instructions that will be given to the participants in the form that will be presented to participants. If a measure is used that is not retrievable in the public domain, please append appropriate permission for use of such an instrument, and provide an original copy of the measure to the committee chair only.

	
	

	
	
	

	
	

	
	b.
	Please list below each appendix that relates to this (materials) section and include the title of each, following the example below. 

	
	
	

	
	
	Appendix X. [Please Type in Descriptive Title Here] 

Appendix Y. [Please Type in Descriptive Title Here]
Appendix Z. [Please Type in Descriptive Title Here]

	
	

	5.
	Informed Consent/Assent

	
	
	

	
	The consent form must be written in age-appropriate and understandable lay language (i.e., 8th grade level for adult participants). In the case of vulnerable participants, consent must also be obtained from appropriate authority(ies). Please be sure the consent form contains the minimal necessary information as required by the Daemen College IRB (http://www.daemen.edu/academics/policiesandprocedures/Documents/research_review_policy.pdf).
Please note that all procedures must be included in the consent form unless deception is planned. It is recommended that you consult with the committee chair if you are not clear of guidelines for the use of deception in human subjects’ research.
Assent is also required for minors (in addition to consent of the appropriate authorities). Assent language must also be age –appropriate, which varies depending on the age of the minor (e.g., an assent for a 15-year old participants will use older language than an assent for 7 year-old participants). As a general rule, written documentation of assent must be obtained for minors 7 years of age or older.

Consent/Assent forms must be labeled and given a title and appended in the appropriate order to the end of this document.

	
	

	
	a.
	Are you requesting a waiver of documentation of 
	
	YES
	
	NO (If you answered "NO", skip to item b. below)

	
	
	informed consent?
	
	
	
	

	
	
	

	
	
	(Please CFR 46.117(c)  for requirements for a waiver of informed consent.)



	
	
	

	
	
	If you answered "YES" to 5a, please justify this request:



	
	
	
	

	
	
	

	
	
	If you answered "YES" to 5a, please explain how you will ensure that participants understand the study and will provide consent in the absence of written informed consent:

	
	
	
	

	
	
	

	
	
	When will consent be obtained?  (If a longitudinal study, please indicate how often consent will be obtained.)

	
	
	
	

	
	
	

	
	b.
	In the box below, list the name(s) of the individual(s) who will obtain voluntary and informed consent from study participants:

	
	
	
	

	
	
	
	

	
	
	
	

	
	c.
	If you are NOT requesting a waiver of documentation of consent, please describe the process you will undergo to obtain consent (including re-consent if applicable):

	
	
	
	

	
	
	

	
	
	
	

	
	d.
	 If you are NOT requesting a waiver of documentation of consent, When will consent be obtained?  (If a longitudinal study, please indicate how often consent will be obtained.)

	
	
	
	

	
	
	

	
	
	
	

	
	e.
	If you are NOT requesting a waiver of documentation of consent, How will you verify that the participant fully understands the consent?  (Note the participant's signature does not ensure this.)

	
	
	
	

	
	
	

	
	
	
	

	6.
	Procedures
	

	
	
	

	
	Please describe your full methodology, step by step. Include steps for obtaining consent. Be sure to refer to consent form (and letter of invitation if utilizing a survey only or information letter if recruiting by mail/e-mail) and append the document(s) to this application. 

	

	
	

	
	
	

	7.
	Deception
	

	
	
	

	
	a.
	Does the protocol involve any deception? (Please check one)
	
	Yes
	
	No

	
	

	
	b.
	If YES, please justify the deception:

	
	
	

	
	
	

	
	
	

	
	c.
	If YES, please fully describe the debriefing process and append a copy of the debriefing script:

	

	
	
	

	

	8.
	Risks and Benefits:  Please note that most expedited types of proposals, by definition, do not carry more than minimal risk, and if such should indicate so.

	
	

	
	a.
	Please list and describe any real or perceived risk involving invasive procedures or otherwise involving more than minimal risk (e.g., physical, psychological, economic and/or social) to participants:

	

	
	
	

	

	
	b.
	Describe the procedures and precautions that will be taken to minimize or avoid (to the extent that is possible) each of these risks:

	

	
	
	

	

	
	c.
	Please list and describe any real benefits to the participants:

	

	
	
	

	

	
	d.
	If appropriate, describe any withholding of normal treatment and/or alternative treatments:

	

	
	
	

	

	
	e.
	Explain the conditions under which you would discontinue the participation of any or all participants:

	

	
	
	

	

	Reporting of Unexpected and/or Serious Adverse Events

	

	
	Please see http://www.research.ucsf.edu/CHR/Guide/Adverse_Events_Guidelines.asp#4 for definitions of and procedures for reporting of adverse events.

Please note: EXPECTED adverse events must be addressed in this proposal and in the consent form.



	
	In the case of an unexpected and/or serious adverse event you must do the following:

	
	
	

	
	a.
	Immediately report the event by telephone to the Chair of the IRB.

	
	b.
	Terminate the research project if there has been serious harm to subjects.

	
	c.
	Submit a written report of the event to the chair of the IRB within three (3) working days.

	
	d.
	In some circumstances you may be required to report any adverse events to the sponsoring agency and the appropriate state and federal agencies.

	
	
	
	

	Privacy, Confidentiality, & Data Management

	

	
	a.
	Participant Privacy: When gathering data, what measures will you take to protect your participants? Examples include interviewing subjects individually in a closed room, interviewing over the phone, or e-mailing a questionnaire in such a way that the e-mail addresses or other identifying information of other potential participants cannot be seen by any others. For mass testing, seating individuals at specified intervals, etcetera.

	

	
	
	

	

	
	b.
	Participant Confidentiality: Will any identifying information (name, date of birth, company working for, etc.) or protected academic or health information (example, QPA, transcripts, health status) be collected from participants or their records?  (Note – if you are obtaining signed consent, you will have to check "YES" for identifying information.

	
	
	
	

	
	
	Identifying Information:
	
	
	Yes
	
	No

	
	
	

	
	
	Protected Information:
	
	
	Yes
	
	No

	
	
	
	
	

	
	
	If you answered YES to either, please describe the methods of protecting confidentiality prior to, during, and after data are collected. Describe your coding system to ensure that your participants’ identities and data remain confidential.

	
	
	
	

	
	
	

	
	
	
	

	
	
	
	REMEMBER: If you protect identity, presentations and publications (including theses/dissertations) must not contain any information that would reveal identity of the participants.

	

	
	c.
	Data Confidentiality and Management: Will you be audio or video recording participants?  (Please check one.)

	

	
	
	
	
	Yes
	
	No

	
	
	
	

	
	
	1.
	If you answered YES, please explain why this is necessary:

	

	
	
	
	

	
	
	
	

	
	
	2.
	Please explain how you will protect the identities of the participants you will record. (The usual procedure is to transcribe and then immediately destroy or delete original recordings.)

	

	
	
	
	

	
	
	
	

	
	d.
	Data Storage:

	

	
	
	1.
	How long will you store your data? (You must store data a minimum of 3 years per federal regulations. Data from student projects not intended for publication must be stored for a minimum of one year.)
	

	
	
	
	

	
	
	2.
	Describe specifically how will you dispose of your data at the end of the storage period?

	
	
	
	

	
	
	
	

	

	
	
	3.
	Where will you store your data (please be specific)?

	

	
	
	
	

	
	
	
	

	
	
	4.
	Please explain who will have access to the data and under what circumstances, and how you will protect the data from unauthorized access:   (Note all individuals below must appear as co-investigators on this application).

	
	
	
	

	
	
	
	

	
	
	
	

	**Compliance with HIPAA Privacy Regulations**

It is expected that all studies approved by the Daemen College IRB comply with other federal regulations including HIPAA.

In accordance with the provisions of the Health Insurance Portability and Accountability Act of 1996 (HIPAA), investigators shall respect the confidential nature of all information that they may have access to, including but not limited to the subjects’ personal health information provided to them orally or contained in medical records in written or electronic form.

	
	
	
	

	IF YOU SEND YOUR APPLICATION FROM YOUR DAEMEN.EDU E-MAIL ACCOUNT TO HSRRC.CHAIR@DAEMEN.EDU, THE FOLLOWING SIGNATURES ARE NOT NECESSARY. STUDENT INVESTIGATORS MUST CC: FACULTY ADVISORS WHEN SUBMITTING ELECTRONIC APPLICATIONS.  ALL PROPOSALS MUST INCLUDE CC: TO ALL ASSOCIATE INVESTIGATORS.

	CERTIFICATION:

	

	My signature below indicates that I will operate in accordance with all professional, federal and Daemen College regulations governing research involving human subjects as stated in the IRB guidelines for the protection of human subjects.

I certify that I will follow the study protocol and the method of obtaining informed consent as approved by the IRB during the period of the research project. I will submit any change of protocol, investigator, consent and/or recruiting of participants to the IRB and receive IRB approval before implementing any changes. I will prepare and submit an Annual Progress Report for studies lasting longer than one year, and submit a continuing review for such protocols. At the conclusion of this study, I will submit a Final Report. I will report any adverse reactions or subject complaints will be reported within 48 hours to the Chair of the IRB. I will maintain all records of this research as required by the Daemen College Institutional Review Board.


	Principal Investigator:
	
	
	Date:
	

	

	Principal Faculty Advisor’s Statement (for student projects only):

	

	I, ________________________________________________________, am the faculty advisor for the principal student investigator stated on this application. My signature below indicates that I have read and approved the attached protocol and have verified that the content meets IRB guidelines.

	

	Faculty Advisor:
	
	
	Date:
	

	Associate Investigators:

	

	Associate Investigator:
	
	
	Date:
	

	Associate Investigator:
	
	
	Date:
	

	Associate Investigator:
	
	
	Date:
	

	Associate Investigator:
	
	
	Date:
	

	Associate Investigator:
	
	
	Date:
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