· No handwritten forms will be accepted.
	Project Title:
	

	
	

	

	Investigator

	Principal Investigator Name, Degree(s):
	

	Status/Rank:
	

	Department/Center/Section:
	 

	College:
	

	Contact phone: 
	
	Fax:
	

	Email:
	

	Mailing address:

(Campus PO Box/Mailstop)
	

	
	

	

	Advisor contact information (Required for all students and residents)

	Name, Degree(s):
	

	Contact phone: 
	
	Fax:
	

	Email:
	

	Mailing address:

(Campus PO Box/Mailstop)
	

	
	

	

	Alternate/Coordinator contact information

	Name:
	

	Contact phone: 
	
	Fax:
	

	Email:
	

	Mailing address:

(Campus PO Box/Mailstop)
	

	
	


	SECTION 1: REQUIRED SIGNATURES


1. Principal Investigator
I will conduct my research according to the University of Arizona HSPP Investigator Manual.
	
	
	
	
	

	
	
	
	
	

	Signature
	
	Date
	
	Print Name


2. Scientific/Scholarly Review
I have examined the proposal cited above, and find that the information contained therein is complete and that the scientific or scholarly validity of the project appears appropriate.  

	
	
	
	
	

	
	
	
	
	

	Signature
	
	Date
	
	Print Name

	
	
	

	Email
	
	Phone number
	
	


3. Department/Center/Section Review

I have reviewed this application and determined that all departmental requirements are met and that the investigator has adequate resources to conduct the Human Research.

	
	
	
	
	

	
	
	
	
	

	Signature
	
	Date
	
	Print Name


	SECTION 1b: SIGNATURES REQUIRED IF APPLICABLE


This page may be deleted if not applicable.
4. Advisor (for all students and residents acting as the pi)
I will oversee the student researcher according to the University of Arizona HSPP Investigator Manual.

	
	
	
	
	

	
	
	
	
	

	Signature
	
	Date
	
	Department


5. Responsible Physician (projects involving medical procedures which the pi is not authorized to conduct)
I am a physician licensed by the State of Arizona (or US license for the SAVAHCS). I will be responsible for ensuring that all procedures that are part of this project and that require the attendance of a licensed physician will have a suitable physician present during the procedures. If at any time this is not possible, I will inform the IRB before any procedures are conducted.

	
	
	
	
	

	
	
	
	
	

	Signature
	
	Date
	
	Print Name


6. Native American or International Indigenous Populations Review
Signature needed only if research takes place in Indian Country or among international Indigenous populations, actively recruits Native Americans or international Indigenous populations for enrollment, and/or requires stratification of Native Americans or international Indigenous populations as one of the statistical analyses or study aims. 
I have examined the proposal cited above and approve its conduct as described herein.  Further tribal/Indigenous government approval  FORMCHECKBOX 
 is  FORMCHECKBOX 
 is not necessary.
	
	
	
	
	

	
	
	
	
	

	Signature
	
	Date
	
	Print Name


7. SAVAHCS Authorization (projects recruiting or conducting research at the VA)
The undersigned certifies that this research may be conducted at the VA. 

	
	
	
	
	

	
	
	
	
	

	Signature
	
	Date
	
	Print Name


	SECTION 2: GENERAL INFORMATION

	1. How many Human Research studies is the PI involved in as key personnel?
	

	2. How many active subjects are there in the PI’s currently open Human Research study/ies?
	

	3. How many investigators are involved on the PI’s currently open Human Research studies?
	

	4. How many research coordinators are involved on the PI’s currently open Human Research studies?
	

	5. What is the expected length of this project?
	

	6. Where will the original signed consent and PHI Authorization documents be stored (building and room)?
	

	7. Where will research data be stored during the study (building and room)?
	

	8. Is there or will there be a Certificate of Confidentiality?
	
	 FORMCHECKBOX 
 Yes
	 FORMCHECKBOX 
 No

	9. Is this an emergency research study as defined by 21 CFR §50.24?
	 FORMCHECKBOX 
 Yes
	 FORMCHECKBOX 
 No

	10. Is this an Investigator-initiated clinical study?
	 FORMCHECKBOX 
 Yes
	 FORMCHECKBOX 
 No

	11. Is this a multi-center study?
	 FORMCHECKBOX 
 Yes
	 FORMCHECKBOX 
 No

	12. Are you the lead investigator of the multi-center study?
	 FORMCHECKBOX 
 Yes
	 FORMCHECKBOX 
 No

	13. If the Human Research project is funded, identify all sponsoring entity/ies):
	

	14. Do any sponsoring entities belong to a Common Rule Agency 
(click here for a list of Common Rule agencies)
	 FORMCHECKBOX 
 Yes
	 FORMCHECKBOX 
 No

	15. If funding support is from a federal agency (such as a training grant, infrastructure grant, salary support, project grant, etc.), list federal agency and grant number
	

	16. Who is administering local funds?
	 FORMCHECKBOX 
 N/A
	 FORMCHECKBOX 
 UA
	 FORMCHECKBOX 
 BRFSA (VA)
	 FORMCHECKBOX 
 UMC

	17. Total funding amount OR per subject amount:
	

	18. The Principal Investigator hereby affirms that ALL UA employees, students and trainees responsible for design, conduct, analysis, reporting or approval of this research (“Covered Individuals”) have submitted the appropriate form to the Conflict of Interest Office.
	 FORMCHECKBOX 
 Yes

	19. Please also select the appropriate statement below:

 FORMCHECKBOX 

No Covered Individual has reported a financial interest related to this research;

OR

 FORMCHECKBOX 

One or more Covered Individuals have reported financial interest(s) related to this research.
	

	20. Are you aware of any UA ownership or licensing rights in any company, intellectual property, technology or material relevant to this project?
If Yes, submit documentation of Institutional Conflict Of Interest resolution.
	 FORMCHECKBOX 
 Yes
	 FORMCHECKBOX 
 No

	21. Are either a or b below true?
	 FORMCHECKBOX 
 Yes
	 FORMCHECKBOX 
 No

	a. the local PI is the sponsor of the clinical trial (including NIH-funded clinical trials where the local PI is the funding recipient OR IND holder); 
OR
b. The PI has been designated by a sponsor, contractor, grantee, or awardee to register the clinical trial to ClinicalTrials.gov, is the Responsible Party (responsible for conducting the trial, and has sufficient data rights).
If Yes, Public Law 110-85 (FDA Amendments Act) requires registration of clinical trials.  Indicate which of the following is true:

 FORMCHECKBOX 

ClincialTrials.gov “NCT” number for this trial (define):

 FORMCHECKBOX 

Registration pending

 FORMCHECKBOX 

Clinical trial does not require registration (click above to see what studies qualify)


	Section 3.  PROJECT NARRATIVE


Delete the red text prior to submitting this form to the IRB.
Do not be concerned by the length of this section. It is long only because it contains guidance and explanations which you will delete as appropriate.
Please provide a lay summary for all items below. You may reference the title and page numbers for any items described in the sponsor’s protocol or other documents submitted with the application. 

1) Project Title
2) Investigator
3) Background
Provide the scientific or scholarly background for the proposed Human Research.  Discuss relevant prior experience or preliminary data (e.g., existing literature).  This section should describe the purpose, specific aims, objectives, questions to be answered, hypotheses, and/or primary and secondary study endpoints of the Human Research.
4) Lay Summary (approximately 400 words)
5) Setting of the Human Research
This section should discuss the setting and location in which the Human Research is to be conducted.
If any research involving human subjects will be conducted off a University of Arizona campus (Tucson, Phoenix, Sierra Vista) or outside Tucson, AZ, describe site-specific regulations or customs affecting the research, local scientific and/or ethical review structures that differ, and if community advisory boards are involved.  If so, describe their composition and involvement.
6) Resources available to conduct the Human Research 
This section should describe the resources (personnel, facilities, time, emergency resources, etc.) that are available to recruit, consent, conduct study procedures, and analyze data.  Remember that the IRB may not be familiar with the facility in which you are conducting research.  If specialized equipment is necessary to complete your research, include a description of your access to the equipment.
Describe your process to ensure that all persons assisting with the study (e.g., school teachers or floor nurses) will receive appropriate training for their study-related duties and functions.
7) Study Population
This section should give a general description of who is in the study and how many of them are anticipated to be recruited and consented, including any vulnerable populations.  The populations described here should reflect all the populations being recruited and asked to consent.

If a power analysis is applicable to your study, this section should include the expected number of subjects needed to complete this study and how many subjects will need to be consented in order to get the expected number needed to complete the research.

Give specific inclusion criteria and/or exclusion criteria, as applicable.  

8) Vulnerable populations

a) If the study involves individuals who are vulnerable due to increase risk of coercion or undue influence, describe additional safeguards included to protect their rights and welfare.
b) If the study involves children review Appendix E-1 and address each of the criteria for approval in this section.

c) If the study involves pregnant women review Appendix E-2 and address each of the criteria for approval in this section.

d) If the study involves neonates of uncertain viability or non-viable neonates review Appendix E-3 and address each of the criteria for approval in this section.

e) If the study involves prisoners review Appendix E-4 and address each of the criteria for approval in this section.

f) If the study involves cognitively impaired adults review Appendix E-5 and address each of the criteria for approval in this section.
If another IRB has determined that certain regulatory criteria have been met, discuss that determination in this section and reference the attached documentation.

9) Recruitment Methods
This section should describe how potential subjects will be identified, where recruitment will take place, when recruitment will occur, and the methods that will be used to recruit.
If any documents will be used to recruit subjects directly (such as recruitment scripts, emails, print/audio/visual advertisements, or online notices), copies must be included with the application. 
See the Investigator Manual,  Recruitment of study subjects for more information on recruitment.  
For VA research: If non-veterans will be enrolled, include under what conditions they will be enrolled and why this must be done.  This does NOT need to be done if there are the university and the VA are both participating in the research and each are treated as a separate site (with separate consenting instruments) under the same protocol.
10) Consent/Permission/Assent process 
Consent/permission/assent (hereafter referred to as consent) includes the initial consent process and how subjects will be notified of updates throughout the Human Research.  The details of the consent process, such as language (including oral and written processes for people who do not speak and/or read English), setting, time (given to the consent discussion and given to the potential subject to make a decision), and whom will be involved should be discussed.  Include a discussion of how consent will be documented, especially if consent will only be obtained orally, and procedures that minimize the potential for coercion or undue influence. See the Investigator Manual, Informed consent for more information on informed consent.  
Different regulations may apply in certain situations where consent will not be documented (oral consent obtained), where consent will not be obtained at all (waiver of consent), where children are subjects, or where subjects are unable to consent.  See the Investigator Manual, Appendix D, for more information on consent in these situations.  
11) Procedures involved in the Human Research
This section should explain the research in lay language, using formats such as narration, flowchart, tables, and including the timeline.

Discuss all procedures involved in the Human Research.  Procedures may be direct interactions, like surveys, questionnaires, audio recordings, video recordings, photographs, blood draws, or medical exams.  Procedures may not include direct interactions, such as records review and data analysis.  
Describe what information will be collected, including for screening and long-term follow-up.  This should include a description of information collected on other documents that study staff use to collect data (see the Submission list for F200).  If records will be accessed to collect information about subjects, this section should discuss to whom the records belong and how the records will be made accessible to the researcher.
For VA projects only: If the project includes a VA data repository, include in this section all the elements found in VHA Handbook 1200.12; section 14.c.
12) Risks to subjects

Risks may be physical, psychological, social, legal, and or economic.  If known, discuss their probability, magnitude and expected duration.  Risks related to interactions, interventions or procedures that will occur regardless of the subject’s participation in the Human Research should NOT be included. 
If studies have procedures that may present risk to an embryo or fetus and involve a population that are or could become pregnant, these risks should be included.
If applicable to the Human Research, discuss what steps have been taken to minimize risk to subjects.

13) Potential benefits to subjects 
Benefits may be educational, psychological, physical, and/or medical.  If applicable, indicate the probability, magnitude, and duration of the benefit.  Please note that compensation to subjects is not a benefit and may not be listed in this section.
14) Provisions to protect the privacy of subjects 
Describe steps, if any, to protect the privacy of the subject during the recruitment process, consent process, and/or research procedures.
15) Provisions to maintain the confidentiality of data 
Describe steps, if any, to protect identifiable information.  Discuss the process for storing such information, securing access to information (including who may have access to the information), what security measures are in place to protect electronic data (such as file encryption), how long the information will be stored, and any other relevant processes.

Delete any of the following sections if not applicable to the Human Research
16) Cost to subjects 
Describe any costs, monetary and non-monetary, that subjects may incur. The information in this section should match what appears in the consent documents.
17) Subject compensation

Discuss the amount and timing, including a description of any proration, of any compensation (monetary and/or non-monetary).  Address the potential for undue influence.  See the Investigator Manual, Compensation of Subjects, for more information on consent in these situations.  
18) Medical care and compensation for injury 

If the research involves more than minimal risk to subjects, describe the provisions for medical care and available compensation in the event of research related injury.  If the Human Research has a clinical trial agreement, this language should reflect what is stated in the agreement. The information in this section should be reflected in the consenting instruments.  However, due to the technical nature of the agreement, the actual wording in the consent form may be different.
19) Monitoring the data for subject safety 

This section is only required when the Human Research involves more than minimal risk to subjects.  If this is the case, provide a brief lay discussion of this plan and reference the document for details.
This section should include how the data will be periodically evaluated to ensure that the participating subjects are safe.  A timeline of when the review will occur, who will review the information, and what information will be reviewed should be included.

If this application is based on a separate protocol, the monitoring of safety data may already be discussed at length. 
For all VA projects only: include all the elements of a data and safety monitoring plan found in VHA Handbook 1200.05; section 10.e.
20) Withdrawal of subjects

Discuss how, when and why subjects may be removed from the study.  If abrupt withdrawal could cause risk, discuss how they will be withdrawn so that they are not put at increased risk.

Discuss what happens if a subject is withdrawn from one part of the study, but asked to continue with other parts, such as ongoing follow-up.
21) Sharing of results with subjects 
Discuss how immediate and/or long term study results will be shared with subjects, families, and/or the institution.
If subjects or their insurance company will be billed for research procedures, discuss when and how procedure and billing information will be made available to the subject.
22) Information management 

If your funding agency requires a plan to manage data, discuss that plan in this section.
If you will be distributing information, including specimens, to collaborating entities see the Investigator Manual, section Storing research data and/or specimens for future use.  If such information will be kept for research beyond this Human Research project, indicate in what repository it will be held and include the University of Arizona IRB project number and project title.  If the repository is not held by the University of Arizona, indicate who holds the repository and what information will be sent to the repository.

23) Drugs, Devices, and Gases 
If the Human Research involves drugs or device, describe your plans to control those drugs or devices so that they will be used only on subjects and be used only by authorized investigators. Include in the description the following:
a) Name of drug/device(s)
b) Indicate what the approval status of the drug/device(s) is/are.
i) Approved Drug for Use in Approved Indication (include approved drug/device prescribing information/product insert)
ii) Approved Drug for Use in an Unapproved Indication (include IND number or state IND exempt per FDA guidance and include FDA letter)
iii) Investigational Drug (include IND number and FDA letter) 
iv) Approved Device for use in its approved indication
v) Significant Risk Device - determined by the Sponsor or FDA (include IDE number)
vi) Non-Significant Risk (NSR) Device.  The investigator must provide the following information in this section supporting this classification.  The IRB will determine whether the device qualifies as a NSR device.  If it is determined that the device is significant risk, FDA approval or exemption must be sought.
(a) Is not intended as an implant and presents a potential for serious risk to the health, safety, or welfare of a subject.
(b) Is not purported or represented to be for a use in supporting or sustaining human life and presents a potential for serious risk to the health, safety, or welfare of a subject.
(c) Is for a use of substantial importance in diagnosing, curing, mitigating, or treating disease, or otherwise preventing impairment of human health and presents a potential for serious risk to the health, safety, or welfare of a subject.
(d) Otherwise presents a potential for serious risk to the health, safety, or welfare of a subject.
vii) Device with 510(k) Clearance (include 510(k) number and copy of FDA letter)
c) Who holds the IND/IDE
d) Who will control the drug/device(s).  If the drug/device will not be controlled by a pharmacy, describe the following information:
i) Where the drug will be stored (include description, building and room).
ii) Whether proposed storage is consistent with the recommended storage of the drug/device(s).
iii) How the storage conditions will be recorded and maintained.
iv) How access to the drug/device(s) will be controlled and tracked.
v) Who will dispense the drug/device(s)
vi) How drug/device(s) will be disposed of.
If the Human Research involves the use of gases, describe your plans to control those gases so that they will be used only on subjects and be used only by authorized investigators. Include in the description the following:
a) Name of gas(es)
b) Approval status of the gas(es)
24) Multi-site Human Research

A multi-site study is a study that involves multiple institutions that are engaged in research.  Studies where the University of Arizona is going to multiple locations (such as schools) but no personnel at the location is acting as study personnel are NOT considered to be multi-site Human Research.
If this is a multi-site study where you are the lead investigator, describe the management of information (e.g., results, new information, unanticipated problems involving risk to subjects or others, or protocol modifications) among sites to protect subjects.
If a site(s) is requesting that the University of IRB be the IRB of record and is not University Healthcare or the SAVAHCS (see Question 14 above), include a discussion of the following items for each site:
i) Name of site

ii) Anticipated scope of the institution’s or population’s involvement in the research activities
iii) The types of participant populations likely to be involved
iv) The size and complexity of the institution or population
v) Any Institutional commitments, regulations, and/or applicable laws specific to the institutions or population
vi) Standards of professional conduct and practice at the institution
vii) Language(s) understood by prospective participants
Submission List for F200: Application for Human Research
Required items:

· VOTF – F107: Verification of Training Form

· Current PI/Co-PI CVs or biosketch, if not included with copy of grant application
· Conflict of Interest Review documentation

Other Approvals that may be required before submission:

· Scientific Review Committee letter (for cancer related projects – AZCC SRC; other units as applicable if the unit has a scientific review committee)

· Biosafety Review letter (for UA - Institutional Biosafety Committee)

· Compressed Gases Review letter (for UA – Research Instrumentation)

· Export Control Review

· Radiation Safety Review letter

· UMC Site Review Authority letter

· Other Approval letters (e.g., school districts, Tribal, other IRB approvals, any other access to external sites for research purposes and/or access to administrative records/samples)

Other Items as applicable:

· Informed Consent/Permission/Assent Form(s) – including study specific release of information documents, DHHS approved sample consent forms.  If consent will not be documented in writing, a script of information to be provided orally to subjects

· PHI Authorization Form(s)

· Recruitment Materials – telephone scripts, flyers, brochures, websites, email texts, radio/television spots, newspaper advertisements, press releases, etc.

· Participant Materials – All written materials to be provided to or meant to be seen or heard by subjects (e.g. study newsletter, physician to participant letter, wallet cards, incentive items, holiday/birthday cards, certificates, instructional videos/written guides, calendars, certification of achievement, etc.)

· Data Collection Tools – surveys, questionnaires, diaries not included in the protocol, data abstraction form for records review

· Protocol – including all amendments/revisions, sub- or extension-studies

· Contract – complete or draft copy of contract including budget

· Grant Application(s) – complete copy of grant, regardless of home institution or funding agency, and a copy of the Notice of Grant Award

· Drug/Device information – Investigator’s Brochure, drug product sheet, device manual, user’s manual, instructions for use, package insert, IND/IDE documentation, FDA 1572 form, 510k indication, FDA exemption, sponsor determination of device risk, etc.

· Data monitoring Charter and Plan 

· Use of retrospective research samples and/or data – IRB approval letter, original consent under which samples/data were collected, letter allowing access to samples

· Certificate of Confidentiality
· Site Authorizations
· Supplemental site information (for sites engaged in research where the UA is the IRB of record)  

· CV and medical license (if applicable) of site PI

· Site-specific VOTF

· Copy of the site’s human subjects training policy

· Copy of any approvals granted from that site

· Supplemental site information (for sites engaged in research where the UA is the IRB of record but the site has its own IRB)  

· Current site IRB approval letter

For VA projects ONLY:

· Research Privacy Review checklist

· Data security checklist

· SAVAHCS Conflict of Interest Statement

· PHI Authorization form on 10-1086 (stamped by VA Privacy Officer)

· VA Consent Forms on 10-1086

· Form 10-1223
· Form 10-9012 (for drug studies)
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