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I.
Study Information 

	Principal Investigator:      


	Protocol Title:        
Clinical Research Start Up (UKHSRR) ID #         (if available)
If required, To obtain a Clinical Research Start Up (UKHSRR) # go to https://redcap.kumc.edu/surveys/?s=KFJYK87MAJ.  If you have any questions, please contact OCTA@kumc.edu.    



II.
Confirming Eligibility*
Before submitting this request, you must confirm eligibility for flexible review. 

If any of the answers below are “yes” please STOP HERE and select the applicable exempt, expedited, secondary research or full-board project description.  Those forms are posted at:  https://www.kumc.edu/research/research-administration/institutional-review-board/forms-templates-and-resources/forms-and-templates.html 
Do any of the criteria below apply to your request?  
  No 
Funded by a direct federal grant
  Yes  
  No 
Funded through a sub-award or pilot grant associated with federal dollars
  Yes  
  No 
Includes personnel on a federally-funded training grant 
  Yes  
  No 
Research conducted under a no-cost extension
  Yes  
  No 
Data will be used to support an application for FDA approval or a grant application (e.g., data collection in response to a scored grant submission with plans to re-submit)
  Yes  
  No 
Involves delivery of an FDA-regulated product or a dietary supplement
  Yes  
  No 
Involves data collection about FDA-regulated products
  Yes  
  No 
Conducted under a contract that requires the investigator to adhere to federal human subjects regulations (e.g., 45 CFR 46, 34 CFR 97 or other references to the HHS Common Rule)
  Yes  
  No 
Involves any services that could be billed to a federal program
  Yes  
*Principal investigators (PIs) are responsible for notifying the IRB if there is a change in funding or any other change in the eligibility criteria that would cause the project to no longer qualify for flexible review.  If this occurs, PIs must revise the protocol and comply with all elements of federal regulations.  
III.
Types of Research that Qualify for Flexible IRB Review 

Behavioral Study Activities

Secondary analysis of data or specimens

If this project only involves secondary analysis of data or specimens, STOP HERE.  

Please complete the application form for Secondary Research on the IRB website. 


Minimal Risk Biomedical Study Activities

Behavioral Study Activities
	
	Research conducted in established or commonly accepted educational settings, involving normal educational practices.  
This category may include research on effectiveness as well as comparisons about educational strategies, techniques, curricula or classroom management.  

Educational tests, such as cognitive, diagnostic, aptitude, achievement tests 

Notes:
· The research must not adversely impact students’ opportunity to learn required educational content.  
· The research must not adversely impact the assessment of educators who provide instruction.

· An information sheet or abbreviated consent document may be used


	
	Benign research on perception, cognition, motivation, communication, social behavior, behavioral games or minimal risk performance tasks.   
Notes:

· The term “benign” describes activities that are not expected to cause physical or emotional harm, persistent discomfort, be experienced by the subject as embarrassing, or be offensive.  

· An information sheet or abbreviated consent document may be used.  


	
	Surveys, interviews or focus groups with adults or children, covering benign topics. 

Notes:

· The term “benign” describes activities that are not expected to cause physical or emotional harm, persistent discomfort, be experienced by the subject as embarrassing, or be offensive.  

· An information sheet or abbreviated consent document may be used.  


	
	Minimal risk behavioral tests, performance tasks, surveys, interviews or focus groups that involve participants with cognitive impairment, potentially sensitive topics or use of videotaping.  

Notes:

· During the review, the IRB will confirm that appropriate consenting and data protections are in place


	
	Observations of public behavior
Notes:

· Public behavior may involve behavior observed in person.  It may also involve behavior occurring through social media.
· This category involves behavior that is not influenced by the investigators.  



General Notes:

The above research may involve randomization between groups if disclosed to participants. 

The above research may involve deception, if the subject agrees and the IRB approves the debriefing script.  

The above research may be audiotaped, if the subject agrees and if identities are not shared.  

Biomedical Study Activities

	
	Non-invasive procedures such as ultrasound, MRI without contrast, Doppler, MEG, EEGs, ECGs, eye tracking


	
	Moderate exercise in healthy adults 


	
	Non-invasive collection of biospecimens 



	
	Non-invasive tests (body composition, BP, pulse) 



	
	Collection of blood for research purposes only from heel stick, ear stick, finger stick or indwelling catheter already in place for clinical purposes, provided:
· Total amounts in healthy adults do not exceed 550 ml in an 8 week period; frequency and volume must be consistent with standard clinical practice

· For other adults and children, considering the age, weight and health of participants and collection procedure, the total amount drawn does not exceed the lesser of 50 ml or 3 ml per kg in an 8 week period and does not occur more frequently than two times per week.  


	
	Skin biopsies without sutures


	
	Additional collection of blood, CSF, bone marrow, GI biopsy samples or cervical biopsy samples during clinically indicated procedures, provided the additional collection does not significant extend anesthesia, sedation or operating room time


	
	Collection of data in adults from a single exposure to ionizing radiation (e.g., a standard chest x-ray or standard dexa scan, <100mrem/yr (1 Sv) 



For this group of studies: 

Number of Persons Planned to be Enrolled at KUMC:      
Will any of the research results be returned to the participants?

 FORMCHECKBOX 
   No

 FORMCHECKBOX 
   Yes

If yes, provide details.  
Will any of the research results be clinically relevant?

 FORMCHECKBOX 
   No

 FORMCHECKBOX 
   Yes


If yes, provide details.  

If yes, do you plan to put results in the participants’ medical records?
 FORMCHECKBOX 
   No

 FORMCHECKBOX 
   Yes

IV.    Vulnerable Populations 
Check any vulnerable populations that are being specifically selected for enrollment.

If none, proceed to Section V.
 FORMCHECKBOX 
  Children/Minors (under 7 years of age) 
 FORMCHECKBOX 
  KUMC Employees

 FORMCHECKBOX 
  Children/Minors (7 – 17 years of age)
 FORMCHECKBOX 
  Economically/educationally disadvantaged 

 FORMCHECKBOX 
  Pregnant women 



 FORMCHECKBOX 
  KUMC Students/Residents/Fellows

 FORMCHECKBOX 
  Persons with impaired decision-making 

V. Permission from Participants 

(a) How do you plan to inform potential participants about the study and obtain their agreement to participate?   (Check all that apply)
 FORMCHECKBOX 
  Letter to participants*
 FORMCHECKBOX 
  Consent by phone
 FORMCHECKBOX 
  Introductory information at the beginning of a survey*
 FORMCHECKBOX 
  Information sheet*
 FORMCHECKBOX 
  Letter or consent document with subject signature* 

 FORMCHECKBOX 
  Other:  Specify      

*Refer to sample information sheets and consent documents posted on the IRB’s Flexibility webpage. Consent documents can be significantly abbreviated.  Signature is required for studies involving PHI or  videotaping.  The signature requirement may be waived for circumstances where participation is sufficient evidence of agreement or for studies addressing sensitive topics.    
(b) Do you anticipate enrolling subjects whose primary language is not English? 

 FORMCHECKBOX 
   No

 FORMCHECKBOX 
   Yes

If yes, how will you obtain informed consent in the language of those participants? 


If yes, who will be present during study visits to translate instructions, evaluate problems, etc? 


(c) Will all adult subjects be able to consent for themselves?

(a)  FORMCHECKBOX 

Yes

(b)  FORMCHECKBOX 

No.  It is expected that all subjects will need a 

                    surrogate decision-maker

(c)  FORMCHECKBOX 

No.  It is expected that some subjects may need a 

                    surrogate decision-maker

If (c), how will study personnel assess the capacity of the subject to consent and to comprehend the consent?          
If (b) or (c), do you plan to obtain written assent from the subjects?        
FOR STUDIES ENROLLING CHILDREN ONLY:
(d) What are your plans for child assent?


 FORMCHECKBOX 
  Subjects’ assent will be sought
 FORMCHECKBOX 
  Subjects will not be capable of providing assent. 

(e) Will any of the study subjects be foster children or wards of the State or other agency?


  FORMCHECKBOX 
   No

  FORMCHECKBOX 
   Yes   Contact the IRB Office for guidance if subjects will be foster children or wards and the research offers no prospect of direct benefit to the child.  Additional state requirements may apply.    

REQUEST FOR WAIVER OF HIPAA AUTHORIZATION 
(Complete the questions below if your study involves protected health information and you are not planning to obtain permission from participants)
	 Explain why the research could not practicably be conducted without access to and use of the protected health information


	     

	Describe the plan to protect identifiers from improper use and disclosure.

	     

	Describe the plan to destroy the identifiers at the earliest opportunity consistent with the conduct of the research (how and when identifiers will be destroyed).  If there is a health or research justification for retaining the identifiers or such retention is otherwise required by law, provide the reason to retain identifiers:


	     

	Describe the plan to ensure that identifiable health information will not be reused or disclosed to unauthorized persons or entities. 


	     

	Explain why the research could not be practicably carried out without a waiver of privacy authorization (i.e., why it is not practicable to obtain written authorization from the patient). 


	     



VI.
External Research Locations or External Personnel 

“External research locations” refers to non-KUMC locations where the KUMC study team will conduct any aspect of the research.  These locations are not part of the KUMC campuses in Kansas City or Wichita.  Further, this category includes locations at which the principal investigator or study team member would not ordinarily have privileges to conduct or oversee research.  Examples include nursing homes, schools, private clinics, camps or other locations that are providing their facilities for the conduct of a KUMC study.  

(a) Please List External Research Locations Here; (these should also be entered into the myIRB system)       
NOTE: External research locations typically provide a letter of support giving permission for KUMC to conduct research on their premises.

(b) Please list external study team members who will interact with participants or access identifiable data 
	Name and Credentials (MD, PhD, RN, etc.)
	Non-KUMC Employer/Entity

	Role (Co-I, Research Assistant., etc.)

	     
	     
	     

	     
	     
	     

	     
	     
	     

	     
	     
	     

	     
	     
	     



VII.
Data Privacy/Security 
**Please note: Starred responses will require review by KUMC Information Security

(a) Will you maintain a subject list that has direct identifiers linked to a unique study ID/code? 

  No  Yes  
If yes, how will you secure the linking list?      
(b) Will KUMC study personnel electronically transmit identifiable data or identifiable samples to a non-KUMC recipient? 

 FORMCHECKBOX 

No

 FORMCHECKBOX 

Yes  

If yes, describe the type of data and the plans for secure transmission: 
(c) Where will electronic study data be housed?  
 High Risk Data - [Note:  High risk means any identifiable research data.  The five options listed below are the only approved locations for research data that has not been stripped of the 18 HIPAA identifiers.  See the KUMC Data Classification Policy/Guidance for more information.]  

  Server hosted by a research sponsor or data coordinating center, with which KUMC has an approved research agreement. 

  KUMC VELOS/CRIS System

  KUMC REDCap server

kumc-security@kumc.edu  KUMC P: drive (Request a P: drive location by emailing )

itswichita@kumc.edu  KUSM-Wichita P: drive (The principal investigator should request a P: drive location by emailing ) 

 Low to Moderate Risk Data - [Note:  Low or moderate risk data means data that has all 18 HIPAA identifiers removed. See the KUMC Data Classification Policy/Guidance for more information.]

  KUMC department network drive (e.g., G, K, R, or S drive) 

  KUMC REDCap server

  KUSM -Wichita department network drives

  Encrypted CDs/DVDs – for imaging studies only
  Other servers, devices or drives**
Specify:      
Detailed Description of the Technology that will be used During the Course of the Study to Capture, Record, or Transmit Data 

Please select which technology(ies) will be used in this study (check all that apply and answer the questions in the relevant required section).  If all answers are “no” proceed to section VIII.
	
	Technology Type
	Examples

(Descriptions of the technology are offered in the respective sections below)
	If Yes, Answer the Required Questions

	  No  Yes  
	Mobile technology 


	For example, e-diary, iPhone, Android devices, iPods, tablets, or other wireless devices.     
	Complete section (d) below

	  No  Yes  
	Website survey, or similar tool



	For example, REDCap survey, surveys on external websites
	Complete section (e) below

	  No  Yes  
	Cloud based storage


	Cloud storage is a cloud computing model in which data is stored on remote servers accessed from the internet, or "cloud." Examples include Dropbox, Google Drive and other Google services, iCloud, Amazon Web Services, Microsoft Azure, etc.  (This category does not apply to servers hosted data coordinating centers.)  
	Complete section (f) below

	  No  Yes  
	Wearable Technology 


	Examples of wearable biosensors include accelerometers, activity trackers, wireless heart rate monitors, pulse oximetry sensors, and glucose sensors.


	Complete section (g) below

	  No  Yes  
	Phone, Video or Web Conferencing



	Examples include Zoom, Adobe Connect, Skype for Business, Facetime, Acano, etc. 




	Complete section (h) below

	  No  Yes  
	Text messaging/secure messaging


	Examples include MyChart, Outlook, text, etc. 




	Complete section (i) below

	  No  Yes  
	Mobile Applications 


	Examples include electronic patient-reported outcomes (ePRO), Apple health, Garmin connect, Fitbit, etc. 



	Complete section (j) below


(d) MOBILE TECHNOLOGY 

Electronic devices that allow for offsite or remote data capture directly from study participants. For example, e-diary, iPhone, Android devices, iPods, tablets, or other wireless devices.     
Also complete the mobile app section below if a mobile app will be used with the mobile technology

 Yes; who does the mobile technology belong to?

   Sponsor provided device, not owned by KUMC 

   Study participant owned device 

   KUMC provided device** 

· Is the mobile technology password protected? 

   No     

   Yes, password protected 

(e) WEBSITE SURVEY, OR SIMILAR TOOL




· Name of the website survey, or similar tool you are using:      
· Who developed the site, survey, or tool? 

 Commercially available  

 Sponsor   

 Internal (KUMC)    

 Principal Investigator  

      Other (specify): 
(f) CLOUD BASED STORAGE** 
Name of the cloud based solution:      
Examples include Dropbox, Google Drive and other Google services, iCloud, Amazon Web Services, Microsoft Azure, etc.  (This category does not apply to servers hosted by pharmaceutical sponsors or data coordinating centers.)  

Note:  The University does not currently have an approved cloud based storage solution. In order to use this type of technology, additional review by KUMC Information Security will need to occur. Review may take up to 30 days. 

(g) WEARABLE TECHNOLOGY 

Wearable technology is anything that is worn (on the wrist, clipped to a belt, even imbedded in clothing) that contains sensors that pair with a web connection or Bluetooth to connect wirelessly with a mobile technology. Examples of wearable biosensors include accelerometers, activity trackers, wireless heart rate monitors, pulse oximetry sensors, and glucose sensors.

Also complete the mobile app section below if a mobile app will be used with the wearable device

· Name of the device     
· What information must the participant provide when the wearable is registered to them?       

· What type of data will be collected and provided to the researcher?      
· What type of data will be collected and provided to the company?      
· Is the data encrypted at rest?    
No**   Yes 
· Is the data encrypted in transit?    
No**   Yes 
· When and how will the wearable be de-activated from the user      
· The study team has reviewed the terms of agreement and/or privacy policy and will inform participants on how their data will be collected via the wearable. 

   Yes     

   No 

(h) PHONE, VIDEO OR WEB CONFERENCING


Examples include Zoom, Adobe Connect, Skype for Business, Facetime, Acano, etc. 




· Name of the conferencing system:      
· The recordings capture:    audio 
video      images 
   
· Will recordings be transmitted over the Internet?   No    
 Yes   
· How will recordings be secured to protect against unauthorized viewing or recording:      
(i) TEXT MESSAGING/SECURE MESSAGING

Examples include MyChart, Outlook, text, etc. 






· What type of messaging will be used:   Other
  Email    Text 
· How will the messaging be delivered: 

 Standard text messaging on a mobile device  

      Separate application; name of the application 
 Secure email 

 Unsecure email 

      Other**
· What is the purpose of the messaging:        

(j) MOBILE APPLICATIONS 

Software applications that can be run on a mobile device (i.e., a handheld commercial off-the-shelf computing platform, with or without wireless connectivity) or a web-based software application that is tailored to a mobile platform but is executed on a server. Examples include electronic patient-reported outcomes (ePRO), Apple health, Garmin connect, Fitbit, etc. 


· Name of the application:      
· Who developed the mobile application? 

 Internal (KUMC) **                                  
 Sponsor   Commercially available  
      other (specify):  Principal Investigator**  
· Explain how the app will be used in the study:       

· What type of data will be collected within the app and provided to the study team?      
· If applicable, what type of data will be collected and provided to the company?      
· When and how will the data be securely wiped from the device       

· The study team has reviewed the app terms of agreement and privacy policy and will inform participants on how their data will be collected via the mobile app 

   No     

   Yes 

VIII.
Conflict of Interest 
(a)
Does the Principal Investigator, any study personnel and /or immediate family (spouse and dependent children) and personal household members, or the institution hold a potential conflict interest related to this project? (Potential COIs may relate to equity, remuneration, intellectual property rights, sponsored travel or fiduciary positions in a sponsor of the study or in a company with a proprietary interest in drugs, devices, or IP being utilized in the study.)

  No

  Yes  
            If yes, explain:       
Instructions for completing your IRB submission.

Please Note:  Incomplete submissions will be returned without review

	Principal Investigator is a KUMC faculty member
	


	List all individuals who will interact with participants or access identifiable records in the Study Team Members section of myIRB.     


	               

	Ensure the Following Documents are Uploaded in myIRB:


	

	Study Protocol 

Investigators may use their own protocol versions.  If needed, a generic protocol template is available at: https://www.kumc.edu/documents/ri/irb/Protocol-Template-with-Guidance.doc 

	               

	Consent Form(s) (if applicable) 

The IRB provides consent templates that are specifically designed and streamlined for studies under Flexible Review.  Templates are posted at: https://www.kumc.edu/research/research-administration/institutional-review-board/forms-templates-and-resources/forms-and-templates.html#flexibility 
Because this is a Flex study, we do not put the federal stamp on the bottom of the consent form.  To keep this from happening, please categorize your consent form(s) as Subject Instructions, Diaries, etc. when you upload the documents in myIRB.  
	               

	Recruitment materials (if applicable)

Examples include emails, letters, flyers, posters, radio/tv ads, etc.


	               

	Surveys, scripts, guides (if applicable)

Examples include focus group scripts, interview guides, surveys.


	               

	Data Collection Sheet (if abstracting data from medical records or other sources)
(The data collection sheet is a list of the data elements that will be collected and analyzed for research purposes.  Word or Excel documents are accepted; alternatively, a printout of the REDCap data collection sheet can be submitted.)


	

	Submit a letter of support if the research involves external locations as described in Section VI of this document.

	               

	Wichita scientific merit and/or administrative certification (if applicable)

	  


Thank you for your submission. If you have any questions, please contact the KUMC IRB office at IRBHelp@kumc.edu or call (913) 588-1240
KUMC INSTITUTIONAL REVIEW BOARD





REQUEST FOR FLEXIBLE IRB REVIEW 


Directions:  


confirm applicability of this request form 


download, complete and save this form to your desktop/ files. 


access the myIRB system at: �HYPERLINK "https://kumcmyIRB.huronresearchsuite.com"�https://kumcmyIRB.huronresearchsuite.com� 


upload your study protocol in the “Basic Information” tab of the electronic application.


complete the requested information in the other application tabs.


upload the following in the “Local Site Documents” tab:


This completed form


Data collection sheets, verbal consent scripts, consent forms, recruitment materials and other study documents


to avoid delay in review, ensure that everyone on the study team is current on human subjects training and conflict of interest disclosures. 


review the checklist at the end of this document to confirm your submission is complete.
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