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Alverno College Institutional Review Board
New Study Application for IRB Review 
All research on human subjects located at Alverno or conducted by those affiliated with Alverno must complete an ethical review process approved by the Alverno College IRB. The researcher bears ultimate responsibility for ethically conducting his or her research, which includes engaging the appropriate collaborative review. 
Who Should Complete This New Study Application for IRB Review?

This form is applicable to investigators who are conducting research that requires either full or expedited Alverno IRB review.  Research is formally defined as a systematic investigation (including research development, testing, and evaluation) designed to develop or contribute to generalizable knowledge. 

The principal investigator’s completes this “New Study Application for IRB Review” form, unless one or more of the following exceptions apply:
Exceptions to required use of this particular form: 
· The research is a continuing study previously approved by the Alverno College IRB and undergoes continuing review instead (uses separate form).
· The research meets specific criteria for exemption from Alverno College IRB review and undergoes an Alverno IRB approved process for determining exemption (uses separate form).  
Instructions
Each section must be completed unless otherwise directed.  Incomplete forms will delay the IRB review process and may be returned to you.  
· Enter your information in the colored boxes. The boxes will expand to accommodate your text.
· Submit Required Documentation (below) to IRB Chair (Paul Smith). This includes:
· This completed “New Study Application for IRB Review” form and required supporting documentation to this form, which would include 
· draft of letter requesting any required permissions from institutions where participants affilliated or data is collected—see Section III
· any participant consent and assent forms—see Section VII.
· Separately completed “Research Protocol” form. and required supporting documentation, which includes:
· accompanying copy of measures
· recruitment materials (email, flyers, etc.).
\GO GREEN NOTE:  Researchers may submit via email with forms and accompanying documents attached, but the submission must come from the Principal Investigator’s email account at his or her educational institution (.edu).
New Study Application for IRB Review
Alverno College Institutional Review Board

	I. Applicant Status

	Date of submission: FILLIN   \* MERGEFORMAT 

	Formal Title of Proposed Research:

	Name of Principal Investigator:


	Co-investigator name(s) and affiliation(s): (if applicable)


	What is the Principal Investigator’s affiliation with Alverno, if any: 
[  ] STUDENT
[  ] FACULTY
[  ] ACADEMIC STAFF

[  ] OTHER specify ________________________

[  ] NONE if none, indicate below institution of affiliation and contact information:


	

	
	YES
	NO

	Is the Principal Investigator a student, faculty member, or staff member at Alverno?
	
	

	If no, please complete address contact information:

	INSTITUTION


	ADDRESS


	CITY 


	STATE

	ZIP CODE


	PHONE NUMBER

	EMAIL ADDRESS


	

	
	YES
	NO

	Is this a revision of a previous submission?
	
	

	If yes, indicate prior submission date:
 

	

	
	YES
	NO

	Is this a Student Project? 
	
	

	If yes, (1)  indicate faculty member who supervised completion of the proposal:_______-----------------------_
and (2) the type of project below: 

[  ] GRADUATE PRACTICE-BASED INQUIRY PROJECT

[  ] INDEPENDENT STUDY             [  ] OTHER COURSE (specify)__________________________

[  ] OTHER (specify)__________________________________


	II. Sources of Funding
	YES
	NO

	1. 
	Will your study be funded by any source other than yourself?
	
	

	Type 
	If yes, are any of the following funding sources?
	YES
	NO

	
	(a) Federal funding (e.g., NFS, FIPSE, NIH, FDA, DOE)
	
	

	
	(b) Foundation, industry, commercial, or private
	
	

	If Type :a” or “b”
	If yes, to “a” or “b,”

	
	Name of funding source(s)
	

	
	Title of grant(s)
	

	
	Address of funding source(s)
	

	
	If the sponsor(s) requires notification directly from the IRB, provide below the name and the method of transmission (address/fax/email) for the individual who requested notification. A letter will be forwarded.

	
	


	III. Study Location

Study locations affect the kinds and number of approvals needed.  For example, a study conducted at another college by a principal investigator from Alverno College would require approval from not only the Alverno College IRB, but also the other college’s IRB, if it has one.  Multi-site studies often need approval from IRB’s located at each site in addition to administrative approval by the institutions where data is collected.  Before you begin collection of any human research data, you must have received any approval needed by each organization and have sent documentation of this approval to the Alverno College IRB.

	1. 
	Describe the location(s) where the study will take place.  The location should not be limited to the site of data collection and any intervention.  Your description should also include location of data storage and sites of recruitment and in enrollment in the study.

	
	

	
	
	YES
	NO

	2.
	Will data be collected from participants affiliated with Alverno College?  

If yes, attach letter of institutional permission from Alverno College.
	
	

	
	
	YES
	NO

	3.
	Does this study collect data from a HIPAA covered entity?  Any organization or department that collects health information and bills an insurance company in relation to costs for diagnosis of treatment is likely to be a HIPAA protected entity. Hospitals, for example are a common HIPAA covered entity. In addition, payers or clearinghouses for these billable services are likely to be HIPAA covered entities.
	
	

	
	
	YES
	NO

	
	If yes, is “protected health information” accessed in the study?
	
	

	
	If yes, describe the status of any required HIPAA authorization from the relevant privacy board(s) and the use of any HIPAA approved strategies for de-identification of data (Appendix B describes what de-identification entails).  (Attach approval letters now if available.  Otherwise, send before starting)

	
	

	4.
	List any other IRB, review committee, or institutional permission needed for this study and describe the status of each.  (Attach approval letters now if available. Otherwise, send before starting) For example, “This study has also been submitted to UWM’s IRB and is awaiting approval.  Milwaukee Public School’s Research Committee has already approved (email documenting approval attached).  All instructors have given permission to survey their classes.”

	
	


	IV. Duration of Study

Approval of the study is not open-ended.  You will be given a completion date, and any data collection that would occur after that date will require re-approval. Any research taking over a year to complete requires re-approval as continuing research.

	

	1. 
	What is the expected start date for data collection?  Note: Neither data collection nor any study intervention may take place before Alverno IRB approval. A study intervention is defined as an intervention with one or more prospective participants that has been designed or substantively modified for the purpose of the study and that is expected to affect the participants in a way that will be observed in the study.

	
	

	2.
	What is the expected end date for data collection? Note your answer assists in planning for IRB continuing review and official IRB closure of the study.

	
	

	
	
	YES
	NO

	3.
	Do you expect to collect follow-up data later?  If yes, describe below.
	
	

	
	

	4.
	How long will collected data be kept?  Note: this is relevant to considerations for the long-term confidentiality of data. 

	
	

	5.
	What is the expected time-frame for analyses and reporting of results? Relates to IRB continuing review when participants are asked to provide sensitive data.

	
	


	V. Analysis of Participant Risks and Benefits 
The brief enumeration of some common sources of risk is intended to assist the principal investigator in his or her analysis of risks and benefits to participants associated with participation in the research. However, the list is not in any way exhaustive.  Moreover, the investigator’s analysis of risks is necessarily particular to the research study and is often conditioned by how various factors interrelate to create risks. Personal characteristics and circumstances may make participants especially sensitive to a particular intervention and also especially vulnerable to ill-advisably setting these risks aside when agreeing to participate. Investigators should consider the full range of physical, psychological, and social effects that arise directly from participation in the study. 

· Physical risks may be associated with participation in some research, especially in the context of health care. 

· Federal regulations call particular attention to increased risks associated with the use of radiation, investigational drugs, and investigational devices. 
· Elevated physical activity may involve significant risks, especially for some populations. 
· Other risks may be social or psychological. Of frequent concern is the accidental disclosure of information to a wider public. In this regard, regulations call particular attention to the inherent risks to participants when studying illegal or illicit activities.  The use of sexually explicit materials or questions about sexual experiences or abuse can also be particularly sensitive. Investigators often collect personal income and health data, which to varying degrees may also be sensitive. 

	
	YES
	NO

	1. 
	Will your investigation include any risks to participants (do not limit answer to those listed above)?
	
	

	
	If yes, describe (a) these risks,(b)  their likelihood, and (c) strategies that will be used to lessen them such as how confidentiality or anonymity will be ensured:

	
	

	
	YES
	NO

	2.
	Will participants have more than a minimal risk as a result of participation in the research? The minimal risk standard requires that the probability and magnitude of the harm or discomfort experienced be no greater than what is ordinarily encountered in daily life or during the performance of routine physical or psychological examinations or tests. 
	
	

	
	If yes, indicate why these risks are unavoidable in the context of the study questions.

	
	

	
	YES
	NO

	3.
	Will participants themselves receive any direct benefits from participation in the research?
	
	

	4A
	If yes to question 3, describe how participants directly benefit and their awareness of these benefits before they participate:

	
	

	
	YES
	NO

	4B
	If yes to question 3, could participants’ desire to receive these benefits be reasonably expected to induce them to consent to participate despite what they might otherwise recognize as more than a minimal risk from participation? If yes, how:
	
	

	
	


	VI. Factors Affecting Informed Consent and Vulnerability 
Will your investigation include any of the following? Answering “yes” generally implies further ethical considerations in participant enrollment and conduct of the study. 

	
	YES
	NO

	1.
	Do one or more participants or their guardians have English as a second language? 
	
	

	
	If yes, first (a) indicate what participants might not readily understand when reading the consent form, and then (b) indicate what strategies will be used before the consent form is signed to ensure each participant understands the consent form and can meaningfully evaluate the risks and benefits of participating in the research:

	
	

	
	YES
	NO

	2.
	Are any participants children (17 or younger)?  If yes, (a) describe the children’s ages and (b) indicate whether or not any are wards of the state. 
	
	

	
	

	 
	YES
	NO

	3.
	Does the research involve any other populations vulnerable to coercion (e.g., employees or subordinates of the investigator, prisoners, poor/uninsured, cognitively/emotionally impaired, psychiatrically impaired, limited/non-readers, wards of state—such as foster children— nursing home residents, terminally ill) 
	
	

	
	If yes to question 2 or 3, specify (a) the population, (b) your status relationship to the population, and (c) additional safeguards, including adjustments to informed consent. 

	
	

	
	
	YES
	NO

	4.
	Does the research include physical tasks, biological/medical interventions, or psychologically impactful stimuli that might put some participants at particular risk (e.g., elderly adults, pregnant women, severely traumatized individuals)?
	
	

	
	If yes, specify and describe how you will address any additional concerns that arise:

	
	

	
	YES
	NO

	5.
	Are any populations intentionally excluded from the research? 
	
	

	
	If yes, describe how is this justified in relation to purposes of the research and the risks and benefits to participants: 

	
	

	
	Note: if vulnerable populations are routinely excluded from research, they might thereby disproportionately fail to receive direct benefits from participation in research.

	
	YES
	NO

	6.
	Is there any deception, concealment, or intentional withholding of information?
	
	

	
	If yes, specify and then address any potential concerns in relation to (1) informed consent and (2) privacy: Also, indicate (3) how and when participants will be debriefed from the deception and informed of any withheld information.

	
	

	
	Disclosure provides participants with information they need to make an informed decision about participation, but should not overwhelm with details nor unnecessarily bias the research results. As one example, it is routine for researchers to withhold from participants, while they are completing an inventory, how particular responses will be scored.


	VII. Provision of Informed Consent, Permission, and Assent 
Indicate below how you will be addressing informed consent for adults and assent for minors.  (Check all that apply)

	CONSENT (For adults and guardians)



	Full written informed consent with signature by the participant or legal representative is required except under certain conditions.  Exceptions take into account the impracticality of otherwise conducting the research or the increased risks to participants that would result from documentation of their participation in the research.

	[  ]
	Providing for full written informed consent (see Appendix A) with signature by adult participant or legal representative of minor. For minors, informed parental permission from at least one parent (or legal guardian) is almost always required.  
Attach your study’s consent form(s) to your submission to the Alverno IRB (see Appendix A)

	[  ]
	Requesting waiver to obtaining informed consent. (e.g., for a secondary analysis) 
Attach completed “Request to Waive/ Alter Informed Consent and/or its Documentation”.

	[  ]
	Requesting alteration to required elements (see Appendix A) of informed consent.  

Attach completed “Request to Waive/ Alter Informed Consent and/or its Documentation”. 

	[  ]
	Requesting alteration to documentation of informed consent.  

Attach completed “Request to Waive/ Alter Informed Consent and/or its Documentation

	ASSENT (For minors)


	Note: Assent is a child’s “affirmative agreement to participate.” This means “the child must actively show his or her willingness to participate in the research, rather than just complying with directions to participate and not resisting in any way. “  

The child should be told what participation in the research involves in a way that is appropriate to his or her level of understanding.  Assent of a child is generally required if he or she is able to meaningfully give it.  In most circumstances children over six can be given a general sense of what participation involves. This would include how long it will take and what their experience will be like. For example, any pain or discomfort could be described in an age-appropriate way.  As an adolescent approaches the age of consent, the level of information given to the child about what is involved in his or her assent to participate would tend to approach that given with informed consent to an adult. However, note that documentation of each child’s assent is not required for most research at Alverno College.

	[  ]
	Providing for written and signed assent of minors. 
Attach your study’s written assent form(s) for minors.

	[  ]
	Providing participants with written information sheet to support their assent 
(A bulleted list is often appropriate).
Attach your study’s written assent form(s) document(s) for minors.

	[  ]
	Providing for oral assent from minors. 

If checked, describe protocol for obtaining oral assent.

	
	

	[  ]
	Assent is not appropriate or required. Most common for very young children, for example, under age 7. Other exceptions are uncommon at Alverno. Of these, the most likely might be prospect of direct benefit to the child’s well-being (or health) in a way not available outside of the research. 
If checked, explain.

	
	


	VIII. Request for Expedited IRB Review

To request expedited IRB review, check a qualifying category below.  (Check all that apply).  

The allowable categories for expedited review below conform to federal regulation 45 CFR 46.110 and 21CFR 56.110. Only research that has no more than minimal risk to participants qualifies for expedited review. If your research entails more than minimal risks skip to section IX. Studies where identification of the participants or their responses puts them at risk of criminal or civil liability are automatically disqualified from expedited review. 
Upon review, the Alverno IRB may change the requested type of review.  In the determination of eligibility for expedited IRB review close attention is given to any risks related to invasion of privacy and breach of confidentiality. It is often possible for researchers to address such concerns through the implementation of appropriate safeguards in the research protocol. With these safeguards taken into account, risks of damage to the participant’s financial standing, employability, insurability, reputation, or of being stigmatized must be no more than minimal.  Studies of vulnerable populations likewise require special attention.


	Check all that

apply
	Qualifying Categories for Expedited Review of a New Study
For social science research, Category 7 is the most common.  

	[  ]
	Category 1.  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 (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:
(a). From healthy, nonpregnant adults who weigh at least 110 pounds. For these participants, 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 children, considering the age, weight, and health of the participants, the collection procedure, the amount of blood to be collected, and the frequency with which it will be collected. For these participants, 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 participant or an invasion of the participant’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 also be exempt from the HHS regulations for the Protection of Human Subjects. 45 CFR 46.101(b)(2) and (b)(3). If so, the researcher may use the “General Request for Exemption Determination” form to instead request a decentralized review. 


	IX. Attesting to Researcher Responsibilities
This section documents the principal investigator’s understanding of his or her commitment to the ethical conduct of the research. 


	1.A.
	I attest, as principal investigator, that I have to the best of my knowledge and ability completed this form, and that I understand my continuing responsibility for the safe and ethical conduct of this research, including provision of informed consent as appropriate.  As part of my ethical commitment:
· I will not begin data collection before I receive written approval from the Alverno IRB Chair. 
· I understand that if any organization requires its institutional permission for me to collect data in this study (as described in Section III), I cannot begin collection of any human research data until I have received from the organization any needed approval.
· I will immediately notify the Alverno Institutional Review Board of any case of an undesirable and unintended effect on a research participant that results from his or her participation in the research or in an accompanying intervention. Note: Examples of an adverse reaction include (a) intense mental distress regarding subject matter or procedures, (b) physical injury, and (c) unexpected allergic/physical reactions. 
· I will immediately notify the Alverno IRB of any breach of confidentiality, such as access to data by unauthorized individuals. 
· I will promptly report to the Alverno IRB any findings that emerge during the course of the study that meaningfully alter estimation of the risks and benefits associated with participation in the study.
· I will obtain from the Alverno IRB prior written approval for modifications to my submitted research protocol that might reasonably be expected to increase risks or decrease anticipated benefits to participants in the study. 
· I will complete continuing review requirements as specified by the Alverno IRB in their written approval and as modified in the future.

	To be completed by principal investigator
	


	
	
	

	Principal Investigator signature
	
	Date


Appendix A: Required Elements of Informed Consent
Informed consent is the process of communicating to a prospective participant, in easy-to-understand language (usually sixth- to eighth-grade level), all that he or she needs to know about participating in a research project, and then obtaining the prospective participant's agreement to participate. The following ten elements of consent are widely recognized and, except under certain specific conditions, must be included in all consent processes and forms:
1. An explanation of the study, including goals, procedure, and a statement that the study is research. 
2. A description of what participants are expected to do and expected length of participation.
3. A description of any likely risks or discomforts for the participants. Potential harm should be explained in language that participants can understand and that relate to everyday life.
4. A description of any likely benefits to the participant or to others.
5. A disclosure of appropriate alternative procedures or courses of treatment, if any, that might be advantageous to the participant.
6. A statement describing the extent, if any, to which the confidentiality the records identifying the participant will be maintained.
7. An explanation of whom to contact for answers to questions about the research. When an Alverno student is the principal investigator, the name and phone number of a supervising faculty member is required.

8. An explanation of whom to contact for concerns about the participant’s privacy and rights, which for Alverno College is its acting IRB Chair (Paul Smith, 382-6363, paul.smith@alverno.edu).

9. For research involving more than minimal risk, a statement describing any compensation for injuries and an explanation whether any medical treatments are available and contact information. (Minimal risk is a risk of harm to the participant that is no greater than the risk encountered in normal, day-to-day activities or during routine physical or psychological examinations.)

 A statement that research participation is voluntary and the participant may withdraw from participation at any time, without penalty or loss of benefits to which the participant is otherwise entitled. If the participant is a patient or client receiving medical, psychological, counseling, or other treatment services, there should be a statement that withdrawal from the study will not jeopardize or otherwise affect any treatment or services the participant is currently receiving or may receive in the future. If a survey instrument or interview questions are used and some questions deal with sensitive issues, the participants should be told they may refuse to answer individual questions.

10. Appendix B: Alverno IRB De-Identification Standard for Information
Protecting the privacy of research participants is a general concern in the vast majority of research projects. Privacy refers to an individual’s control over the extent, timing, and circumstances of sharing of his or herself. The level of measures needed to ensure the participant’s right to privacy depends on the nature of the particular research, its setting, and the research participants. For especially sensitive data it may be most appropriate for the researcher to ensure anonymity, where no one—including the researcher—is ever able to link the participant with his or her responses. In other instances, researchers have a general obligation to reduce the risks of unintended disclosure of collected information about individual research participants. This confidentiality obligation extends to the design of the study itself.  The present standard for de-identification of a data set may assist in thinking about how to protect privacy even when this standard is not required or fully required. In this regard, the researcher should consider the following de-identification question when collecting and handling sensitive data.

Does the information I am accessing, recording, and/or disclosing contain identifiers? Simple access to information may be without concern, for example when the researcher is an employee who routinely handles the records in carrying out his or her position. But, the presence of identifiers in any recorded (or disclosed by researcher) information means this information does not meet the Alverno IRB standard for a de-indentified data set, which might affect eligibility for a Category 2 exemption or access to protected health information.  The Alverno IRB de-identification standard includes all 18 direct identifiers specified in the HIPAA Privacy Rule—45 CFR 164.514(b). Below are listed, in condensed format, specific direct and indirect identifiers related to de-identification of a data set.
Identifiers: Direct; Indirect

One way to distinguish between truly de-indentified information recorded in a data set from information in a data set that is being kept confidential by other means is to determine if the data set contains direct or indirect identifiers. Information in a data set with either direct or indirect identifiers is not de-identified.  

Direct Identifiers include:
· Names

· Addresses

· Telephone and fax numbers

· Email addresses, IP addresses, and URLs

· Social Security numbers

· Medical record numbers

· Account numbers, such as those associated with bank accounts or health plans

· License or certificate numbers, including driver's license numbers

· License plate numbers and other vehicle identifiers

· Fingerprints, voiceprints, or full-face photographic images

· Other unique characteristics or identification numbers (example student ID numbers)

Indirect Identifiers can be combined with publicly available information to identify individuals. The determination of indirect identifiers depends on the nature of the research participants. For example, in a study of residents of the state of Wisconsin, the information that someone graduated from one of the UW system schools probably would not be a unique identifier. However, in a study of small business leaders in Ithaca, New York, the same information might well apply to only one individual. In general, if any single variable in a data set applies to fewer than five participants, it is considered a potential indirect identifier. Examples of indirect identifiers include:
· Detailed geographical information, such as state, county, or census tract of residence

· Organizations to which participants belong

· Educational institutions from which participants graduated

· Exact occupations

· Places where participants grew up

· Many dates, including birth dates, hospital admission dates, high school or college graduation dates, etc.

· Detailed income information

· Offices or posts held by participants

