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Amendment to Approved Human Research v Feb 2019
Alternate Contact (These individuals will receive copies of this correspondence):
Name
Email Address
Phone Number
Type of Amendment
Are we adding/removing a PI or Co-PI? 
Please make sure to review the additional items that will be needed by the new PI's, HSPP Guidance.
Please provide department head approval or email confirmation that they have reviewed the reportable event. 
General Information 
Protocol Revisions
Are the additional documents attached revised versions of previously approved documents?
Please make sure to use the same file name that was listed on your approval with an updated version date. 
Are the additional documents attached new documents being added to this protocol?
Please make sure the file names do not match any previously approved documents. 
Questionnaire
Will this change also impact other sites for which the UA IRB is IRB of Record?
Is this project now becoming a multi-site project where the UA will be the IRB of Record?
*Complete and submit Appendix for Multi-Site study.
Has this amendment already been implemented? 
Will subjects be notified of these changes? 
Does the proposed amendment(s) increase overall risk of the study?
General Information 
Are the additional documents attached revised versions of previously approved documents?
Please make sure to use the same file name that was listed on your approval with an updated version date. 
Are the additional documents attached new documents being added to this protocol?
Please make sure the file names do not match any previously approved documents. 
Has the corrective action been performed?
Is this being reported to the IRB with 10 business days? Note: If this is an Unanticipated Problem (UP) that involves death, it must be reported within 24 hours of discovery. Please see Reporting Local Information guidance. 
Will subjects be notified of these changes? 
Modifying Research Personnel
Request
Name
Research Role
Please make sure to include the most current Research Personnel form.
Please complete the section below to reflect all NEW additions to the protocol 
General Information
Is this project strictly a review of data or specimens? No recruitment, interaction, or consent? 
Is the University of Arizona ceding IRB review to another IRB?
Will the University of Arizona be the coordinating center for a multi-site study?
*Complete and submit Appendix for Multi-Site study.
Will the University of Arizona be the IRB of Record for multiple sites?
*Complete and submit Appendix for Multi-Site study.
Does this project involve medical procedures which the PI is not licensed to conduct? 
Is this an Investigator-initiated study?
If the research is conducted at one of the Banner University Medical Center sites: Has the Payer Coverage Analysis (PCA) been completed by the University of Arizona Health Sciences Administration? If you are unsure, please contact crc@email.arizona.edu. 
Is this project a Clinical Trial? 
*A research study in which one or more human subjects are prospectively assigned to one or more interventions (which may include placebo or other control) to evaluate the effects of the interventions on biomedical or behavioral health-related outcomes.
Please complete the section below to reflect all NEW additions to the protocol 
Funding Information
Will the project be supported by any funding?
 If you need help locating any of the UAccess numbers, please call Sponsored Projects & Contracting Services at 520-626-6000.
Please review HSPP Guidance, Fees for Human Research, for more information.
 If you need help locating any of the UAccess numbers, please call Sponsored Projects & Contracting Services at 520-626-6000.
Please complete the section below to reflect all NEW additions to the protocol 
Location of Research
*Submit a copy of the UAHS Research feasibility review approval.
*Submit a copy of the Scientific Review Committee letter
*If the location is not your home department, you will need get Site Authorization from that department prior to submission.
*Please make sure that you have registered with the University International Travel Registry prior to submission.
*If research activities will take place at a private location, site authorization is required before approval can be granted. 
Please complete the section below to reflect all NEW additions to the protocol 
Financial Conflict of Interest Disclosure
In order to submit this application, each Investigator must complete the University's Conflict of Interest (“COI”) requirements.  
Investigator is defined in the University's Individual Conflict of Interest in Research Policy, and generally means anyone with responsibility for the design, conduct or reporting of the research.
If you are filling this out on behalf of other investigators, you will need to confirm the answers to this and any following COI questions in this form directly with each Investigator.  Each Investigator can log on to the COI Disclosure System to view the current status of their disclosures. For an overview of the COI disclosure process for IRB submissions, see the COI FAQ webpage.
 1. Is each Investigator on the project up-to-date with COI disclosures?
*To be up-to-date, an Investigator must have submitted a disclosure through the COI Disclosure System since the prior June 1.
This is a requirement that must be completed before this application and all its attachments can be sent to the IRB for review and approval.  
2. Has any Investigator disclosed any outside financial or personal interest though the COI Disclosure System?
Please list each investigator who has disclosed such an interest:
Name
For each Investigator listed above, the COI Program will review the application against the disclosed outside interest(s) to determine if a conflict exists. Until that determination is complete this application can not be submitted to the IRB.
2a. Is the application for (1) a non-sponsored project (i.e., you are not receiving  external funds to support it) or (2) part of an industry-funded clinical trial?
Each investigator listed above MUST manually add the project to his or her disclosure form.  Each Investigator can log on to the COI Disclosure System to add this project to their disclosure form. For instructions on how to do this, please visit the COI FAQ webpage.
2b. For all Investigators listed above, is the COI Review Process complete?
This is a requirement that must be completed before this application and all its attachments can be sent to the IRB for review and approval.  
3. Is a drug, device or other investigational product being used or evaluated in this project? 
3a. Do any Investigators have an interest in intellectual property rights (e.g., as inventor, owner, licensee, or assignee of a patent or copyright) that are the subject of the research, or have they received (or might they receive) royalties, licensing fees or other
 income from the sale of the drug or device? 
3b. With respect to the drug or device, does the University of Arizona (i) own a patent or other intellectual property rights, or (ii) hold or sponsor an “investigational new drug” (IND) 
application or “investigational device exemption” (IDE)?
Please complete the section below to reflect all NEW additions to the protocol 
Project Abstract
Please complete the section below to reflect all NEW additions to the protocol 
Population & Recruitment
Please check all the categories of participants that will be included in the research: 
Children (1-17 yrs old)
Prisoners
Cognitively Impaired Subjects
Refugees
Adults
UA Staff/ Faculty
Native Americans
UA Students		
Pregnant Woman/ Neonates (0-2 yrs old)
Other – please explain below
*Complete and submit Appendix for Vulnerable Populations 
Please select the methods that will be used to recruit individuals. Provide copies of documents, as applicable.
Email
Social Media
Flyers
Online Advertisements
TV, Radio, Print
SONA System
In Person Presentations
Phone Calls
Face to Face
Screening of the Electronic Medical Record (EMR)
Other – please explain below
*Complete and submit Appendix  for Waiver/Alteration of Consent or PHI.
Please complete the section below to reflect all NEW additions to the protocol 
Informed Consent
Please indicate the informed consent process(es) and/or document(s) to be used in the study.Check all that apply. Provide copies of documents, as applicable.
Informed Consent (ICF)– written form
Informed Consent – oral script/online/unsigned
Assent (participants under 18) – written form
Assent – oral script/online/unsigned
Parental Permission – written form
Parental Permission – oral script/online/unsigned
Translated Consent/Assent – written form(s)
 Translated Consent/ Assent- oral script/online/unsigned
Combined ICF/PHI Authorization- form
Waivers of consent or waiver or alteration of PHI
Exception From Informed Consent (EFIC) 
Broad Consent for future research
Debriefing Script
Protected Health Information (PHI) Authorization-written form
 Short Consent Form- written from
Other – please explain below
*Complete and submit Appendix for Vulnerable Populations.
*Complete and submit Appendix for Waiver/Alteration of Consent or PHI.
*Complete and submit Appendix for Exception From Informed Consent (EFIC).
How long will consents be maintained after conclusion of the project:
Please complete the section below to reflect all NEW additions to the protocol 
Data Collection Procedures
Please select the methods of data collection that will be employed in this study (select all that apply):
Audio/Video recording
Anthropometric measures (e.g., height, weight, waist circumference, etc.)
Benign Interventions
Biological Specimens (urine/feces, tissue, saliva, skin, hair, nails, nasal swab)
Biological Specimens- Blood Draws
Biological Specimens- Clinical discarded of blood or specimens
 Clinical Data Warehouse
Cognitive or behavioral measures, including daily diaries (Note- if surveys will also be administered,please select the appropriate option above.)
CT Scans
Data previously collected for research purposes
Deception
Data collected using other communication/electronic devices (e.g., cell phones, pagers and texting devices)
Interviews- Focus groups
Interviews- In person 
MRI/ Ultrasound with contrast
MRI/ Ultrasound without contrast 
Participant Observation
Non- invasive instruments(e.g. external sensors applied to the body)
Screening Data
Self health monitoring (e.g., pedometers, food diaries, etc.)
Surveys- Paper
Surveys- Internet (including online and email based data collection)
Surveys- Telephone
Randomization with Control and Experimental Groups
Records- Billing 
Records- Educational 
Records- Employee
Records- Lab, pathology and/or radiology results
Records- Medical Review
Records- Mental Health
Records- Physician/Clinical 
 Use of recombinant DNA
Use of Social Networking Sites
Use of Stem Cells
 X-rays Scans
Other activities or interventions- Describe below
Does this project involve investigating a Drug, Device or Biologic?
*Complete and submit the appropriate Appendix for Drugs and/or Appendix for Devices.
* Submit the appropriate approval from Radiation Safety Committee.
* Submit the appropriate approval from Biosafety Committee.
Please complete the section below to reflect all NEW additions to the protocol 
Benefits, Costs, Compensation & Risks
Please complete the section below to reflect all NEW additions to the protocol 
Privacy and Confidentiality
Will the research team be accessing medical records, educational records or employee records during the research? 
Please check all the elements that will be used in the research:
*The PI is responsible for accessing or using only the information that is the minimum necessary to accomplish your research.  The use, access and disclosure of the information will be limited to the research purposes described in the research protocol/application.  
REMEMBER: Access to information from a University of Arizona employee record this requires the written permission of the employee and is protected under Arizona Board of Regents policy  (e.g. medical residents, staff or faculty), ABOR Policy 6-912 .
Where will the data be stored?
REDCap
Clinical Data Warehouse
Box@UA Health 
Box@UA  
Password Protected Drive
Encrypted Drive
External Drive (USB, Flash drive)
Department Drive
Cloud Server 
UA Records Management & Archives
Departmental Office
Other – please explain below
Will you be transmitting/receiving any subject data to/from an outside group? 
Please complete the section below to reflect all NEW additions to the protocol 
Use of Data/Specimens
In which of the following formats will the data be stored?
Is there the possibility that the data could be re- identified?
Will data/ specimens be kept for future research, including unspecified future research, genetics  and/or whole genome sequencing?
Include a separate section in the informed consent that reflects the future use and storage. See HSPP Guidance, Storing research data and/or specimens for future use.  
Will subjects receive results for any future research?
Will the data /specimens be stored in a repository?
What repository will they be kept or stored in: 
Will the data/specimens be shared with collaborating entities?
Will the data/specimens be sold to pharmaceutical companies?
You have now completed this form.  Next steps: 
1) Please save a copy of this document for your records.
2) Email the form to the appropriate individuals for their approval. 
3) Once it is ready use the "Email IRB" button and attach all additional documents. Please review HSPP Guidance for any additional documents that are needed.  
Principal Investigator
 
I certify that the information I provide in this application is correct and complete in accordance to UA polices and procedures.
 Department Head/ Designee Approval
 
I have reviewed this form and determined that all departmental requirements are still met.         
Signature of Department/ Center/ Section Review
NOTE: Actual signature is not required. The HSPP Office will accept either email confirmation or an actual signature. This means that all signatures might not be on the same document. Attach email confirmations with your submission. 
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