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Creighton University Institutional Review Board
2500 California Plaza, Omaha, NE 68178 ( Phone: 402-280-2126 ( Fax: 402-280-4766

Campus Address: Criss 1, Room 104
Email: irb@creighton.edu
Application for

Initial IRB Review Biomedical: IRB-01
IRB #:       
Please email the EXACT title of the protocol and the name of the Principal Investigator to irb@creighton.edu and an IRB number will be generated from the IRB database.
Check appropriate box for type of review:

 FORMCHECKBOX 
  
Convened Meeting (Full Board)
 FORMCHECKBOX 

Expedited Review (On Attachment A, check the category that would allow this type of review, and attach to this application) 

For Office Use Only  

Date and Time of Convened Meeting:  









1) Contact and Study Information

	Study Title: (Please list title exactly as it appears on the protocol and consent documents)
	

	Principal Investigator (include degree/credentials): 
	       

	Phone: 
	     
	E-mail: 
	     

	Department & School: 
	     

	Name and Address to mail IRB correspondence to: 
	     

	Person(s) Responsible for Regulatory Documents: 
	 FORMCHECKBOX 
  Same as PI or

     

	Phone: 
	     
	E-mail: 
	     


Study Responsibilities

	1
	Obtain Informed Consent*

	6
	Obtain and record medical and surgical history*
	11
	Assess causality for adverse events*

	2
	Make subject eligibility/enrollment decisions*
	7
	Data entry for individually identifiable information**
	12
	Consultant only

	3
	Prepare and dispense Investigational Product*
	8
	Perform study-related assessments*
	13
	Other (please specify)

	4
	Perform Investigational Product accountability activities*
	9
	Maintain documentation for Investigator site file
	14
	Community Partner (for Community-Based Participatory Research)***

	5
	Administer study drug*
	10
	Complete and submit reportable new information form (including adverse events)*
	
	

	 * Requires Protection of Human Subject Certification (Certification MUST be renewed every three years. If you have any questions regarding education requirements, please see the Education and Training page or call the Research Education Coordinator at 402-280-2680. 

** Requires completion of the CITI HIPAA Research training course 

*** For training requirements, see IRB Policy 133, “Community-Based Research” 



	Investigator/Study Personnel Name (include degree/credentials )
	Email address
	Department/

School
	Role in the Study (Investigator, Coordinator, Data Entry, Technician, Student Investigator)
	Responsibilities (list the number from the Study Responsibilities table above)

	Please note: if study personnel will be involved in the consent process, they must be listed as an investigator on the consent/permission/assent documents.

	     
	     
	     
	     
	     

	     
	     
	     
	     
	     

	     
	     
	     
	     
	     

	     
	     
	     
	     
	     

	     
	     
	     
	     
	     

	     
	     
	     
	     
	     

	     
	     
	     
	     
	     

	     
	     
	     
	     
	     

	     
	     
	     
	     
	     

	     
	     
	     
	     
	     

	     
	     
	     
	     
	     

	     
	     
	     
	     
	     

	     
	     
	     
	     
	     


· All Personnel who are not Creighton University, Missouri Valley Cancer Consortium, or Alegent Creighton Health personnel must provide with this application a curriculum vitae and certificate of training for the Protection of Human Subjects, if certified outside of Creighton University.

2) Project Sites
	 FORMCHECKBOX 

Creighton University  


	 FORMCHECKBOX 

Alegent Creighton Health (ACH) or Alegent Creighton Clinic (ACC) (requires Research Feasibility Review Committee approval)
      Specific Facility:        
      Submit this IRB application with all packet materials to Research@alegent.org . If questions, call the ACH Contracts and Budget Coordinator at 402-715-4741

	 FORMCHECKBOX 
  Missouri Valley Cancer Consortium



	 FORMCHECKBOX 

Other  (please specify):         


	 FORMCHECKBOX 
  The study is being conducted at a non-Creighton affiliated site that does not have IRB oversight, an agreement between that site and the Creighton IRB must be completed prior to starting the project. (See the letter of agreement template)


For multi-institution projects for which Creighton University is the lead institution: This project is being conducted at the following subcontracted sites that provide their own IRB oversight for the project: 

	 FORMCHECKBOX 

Institution name and location:
	     

	 FORMCHECKBOX 

Institution name and location:
	     

	 FORMCHECKBOX 

Institution name and location:
	     

	If the study is being conducted at a subcontracted site that provides its own IRB oversight, the Creighton University IRB office must obtain an agreement between that site and Creighton University prior to starting the project. Contact the IRB office at 402-280-3586 for more information. 


3) Funding Information 
Who is funding this study?

 FORMCHECKBOX 
  Industry
 FORMCHECKBOX 
  Federal   FORMCHECKBOX 
  State   FORMCHECKBOX 
  Private Funder   FORMCHECKBOX 
  Creighton University Awards   
 FORMCHECKBOX 
  Internal Department     FORMCHECKBOX 
  Student Project   FORMCHECKBOX 
  Other, specify       

IRB Review Fees 
	 FORMCHECKBOX 
  IRB fees attached

	 FORMCHECKBOX 
  Account to be withdrawn from 
	Fund:      
	Org:      

	 FORMCHECKBOX 
  Name and Address to be billed to:         

	 FORMCHECKBOX 
 Request to waive IRB review fees.  State  rationale:      


4) Name of Drug(s)/Supplement(s) Under Investigation in This Protocol (include licensed and unlicensed products) 

	Does the FDA have oversight on this research requiring a 1571 or 1572 or equivalent?  IND #:       
	 FORMCHECKBOX 
  Yes  FORMCHECKBOX 
  No

	Does the IRB office have a current CV with medical license on file for the PI?  If not, submit electronically to irb@creighton.edu 
	 FORMCHECKBOX 
  Yes  FORMCHECKBOX 
  No

	Compound Name/# or Generic Name
	Trade name (if available)
	Manufacturer

	     
	     
	     

	     
	     
	     

	     
	     
	     

	     
	     
	     

	Will the research involve placebo drug or procedure?   FORMCHECKBOX 
  Yes   FORMCHECKBOX 
  No

	Where will the Investigational Product be stored and how will it be dispensed?      



5) Investigational Device—If an investigational device will be used, complete Attachment F 
6) Conflict of Interest:  (The University is required to have annual financial disclosures or an update within 30 days (if disclosure changes) on file with the Research and Compliance Office/ See the Creighton University Conflict of Interest website)
	Do any investigators have a financial relationship with the sponsor or with any manufacturer that provides a drug/device for this study?
	 FORMCHECKBOX 
 Yes

	 FORMCHECKBOX 
 No

	If yes:
Name of the investigator who has the conflict:         
Name of agency with which the conflict exists:      
Submit the Protocol and Consent to the Research and Compliance Office at COI@creighton.edu.  If you have questions about COI call 402-280-2322


7) Laboratory Procedures (If you are performing safety labs in your office (e.g., urine dipstick testing, pregnancy testing, hemoglobin, etc.) your office must hold the appropriate CLIA certificate (often a certificate of waiver).  If your office does not hold a current CLIA certificate or the test you intend to perform does not fall under the current CLIA certificate, contact Alegent Creighton Clinic at 402-280-5848 if your office is an ACC clinic or the Creighton Associate General Counsel at 420-280-2107 if your office is a Creighton-retained research office.)
	Please list ALL laboratories and/or clinics (laboratories need to be included as a recipient on the HIPAA Authorization). 
 FORMCHECKBOX 
 N/A
	CLIA/CAP

	     
	 FORMCHECKBOX 
 Yes
	 FORMCHECKBOX 
 No

	     
	 FORMCHECKBOX 
 Yes
	 FORMCHECKBOX 
 No

	     
	 FORMCHECKBOX 
 Yes
	 FORMCHECKBOX 
 No

	     
	 FORMCHECKBOX 
 Yes
	 FORMCHECKBOX 
 No

	     
	 FORMCHECKBOX 
 Yes
	 FORMCHECKBOX 
 No


8) Possible Additional Requirements

	 FORMCHECKBOX 
  U.S. Department of Defense: see IRB Policy 126, “Additional Department of Defense Requirements”

	 FORMCHECKBOX 
  U.S.Department of Education (USDE) Conducted at a school that receives funding from the USDE or the project is directly funded by the USDE/ see IRB Policy 116, “Vulnerable Research Populations,” Section 3, for information about complying with the Protection of Pupil Rights Amendment, and IRB Policy 118, “Informed Consent (Including Permission/Assent),” Section 6.1.4, for information about complying with the Family Educational Rights and Privacy Act (FERPA).

	 FORMCHECKBOX 
  Radiation Safety Committee (RSC)—reviews use of radioisotopes in humans or any exposure of human participants to radiation. If the project requires additional exposure that is greater than Standard of Care, the RSC must review prior to IRB final approval. Questions? Contact the Radiation Safety Officer at 402-280-5570.

	 FORMCHECKBOX 
  Radioactive Drug Research Committee—reviews use of radioactive drugs in human participants. Questions? Contact the Radiation Safety Officer at 402-280-5570.

	 FORMCHECKBOX 
   Institutional Biosafety Committee—reviews the research use of biohazardous materials (recombinant DNA and/or infectious biological agents). Questions? Contact the Institutional Biosafety Office at 402-280-3074.

	 FORMCHECKBOX 
   Scientific Review  (check one)
 FORMCHECKBOX 
 This project had an external scientific review. 

 FORMCHECKBOX 
 This project had an internal scientific review (Form 108.1 is attached). An internal peer review from appropriate disciplinary and content expert(s) is required before the project can be reviewed by the IRB. (See IRB Policy 108, “Scientific/Methodological Review of Investigator-Initiated Research”)

 FORMCHECKBOX 
 Project presents no more than minimal risk and additional peer review was not performed.

	 FORMCHECKBOX 
  Clinicaltrials.gov registration:  Registration is required for any research study that: 
1) Prospectively assigns human participants to intervention and at least one concurrent control or comparison group; 
2) Uses a drug, biologic, or device as the intervention or control/comparison; 
3) Studies the safety, efficacy, or cause-and-effect relationship between an intervention and a health outcome. 
Trials must be registered prior to enrollment of first subject, as per journal standards

.      Registration #         


Risk Category (to be provided by the PI) — (select all that apply) 

 FORMCHECKBOX 
 Adults (check perceived risk)
        FORMCHECKBOX 
 Minimal risk (risks no greater than one would encounter in daily life)
Rationale:      
        FORMCHECKBOX 
 Greater than minimal risk
Rationale:      
Describe the plan to minimize risks as defined by protocol procedures:      
 FORMCHECKBOX 
  Children <19 years of age; including neonates (Submit Attachment B)
 FORMCHECKBOX 
  Pregnant women or fetuses (Submit Attachment C)
 FORMCHECKBOX 
  Prisoners (Submit Attachment D)
 FORMCHECKBOX 
  Adults with diminished decision-making capacity (Submit Attachment E)
9) Privacy—Describe the procedures you will use to respect and protect the participant’s privacy (physically, behaviorally, or intellectually) while in the study. (Privacy refers to persons and their interest in controlling the extent, timing, and circumstances of sharing themselves (physically, behaviorally, or intellectually) with others.)
     
Describe the time and location where participants will give information.
     
Describe who will be present during study visits and what information will be given during these visits.

     
10) Confidentiality of Data
Will your data have human subject identifiers such as name (including on a signed consent form), Social Security number, date of birth, student number, or any identifier that could link the data to a specific individual?   FORMCHECKBOX 
 Yes  FORMCHECKBOX 
  No  

If yes, is the information considered Protected Health Information (PHI)?  FORMCHECKBOX 
 Yes 
 FORMCHECKBOX 
  No
If yes, a separate HIPAA authorization is required.
If no, will the anonymized data be gathered via
 FORMCHECKBOX 
  Creighton University Blue Q (IP tracking must be disabled when preparing the survey)

 FORMCHECKBOX 
  Companies such as Survey Monkey (IP tracking must be disabled when preparing the survey)  

 FORMCHECKBOX 
  Paper data collection only 
 FORMCHECKBOX 
  Other:      
****If collecting anonymized data only, skip the rest of this section and go to Question 12.****
Who has access to identifiable data (select all that apply) 

 FORMCHECKBOX 
  The Principal Investigator  

 FORMCHECKBOX 
  The research staff listed in this application   

 FORMCHECKBOX 
  Others not categorized above: specify        
Is data from your study transmitted, in any fashion outside of investigator’s area (i.e. paper, email, FTP, USB flash drives, US Postal Service, courier, etc)? 

 FORMCHECKBOX 
 If yes, describe          
 FORMCHECKBOX 
  No
How long will you store this data after study completion? 
 FORMCHECKBOX 
  Minimum (3 years; 6 years if collecting PHI) 
 FORMCHECKBOX 
  As per contract or funding agency requirement; state # of years         

 FORMCHECKBOX 
  Indefinitely

How will the identifiable data be stored?

 FORMCHECKBOX 
  Paper  

 FORMCHECKBOX 
  Electronic   

 FORMCHECKBOX 
  Both
Paper Data
Where will data be stored while the project is active ?
 FORMCHECKBOX 
 Creighton University/Alegent Creighton Health/Clinic  

 FORMCHECKBOX 
 Other, list      
Where will data be stored long term after completion of the project?
 FORMCHECKBOX 
  Creighton University/Alegent Creighton Health/Clinic  
 FORMCHECKBOX 
  Creighton University/Alegent Creighton Health/Clinic contracted storage vendor  

 FORMCHECKBOX 
  All paper data converted electronically and paper will be destroyed

 FORMCHECKBOX 
  Other, list      
Electronic Data
Who maintains the computer(s)?  
 FORMCHECKBOX 
  DoIt or Alegent Creighton Health/Clinic  

 FORMCHECKBOX 
  Other, specify name of person      
How is electronic data protected?

 FORMCHECKBOX 
  Password protected

 FORMCHECKBOX 
  Encrypted computer

 FORMCHECKBOX 
  Don’t know 

 FORMCHECKBOX 
  Other       
Where will electronic data be stored while the study is active?
 FORMCHECKBOX 
  On a network server in a Creighton University/Alegent Creighton Health/Clinic

 FORMCHECKBOX 
  On the C drive of the computer in office(s)
 FORMCHECKBOX 
  Don’t know 

 FORMCHECKBOX 
  On a sponsor database

 FORMCHECKBOX 
  On a laptop  

 FORMCHECKBOX 
  Other, specify        
Where will electronic data be stored long term after completion of the project?
 FORMCHECKBOX 
  On a network server in a Creighton University/Alegent Creighton Health/Clinic

 FORMCHECKBOX 
  On the C drive of the computer in office(s)

 FORMCHECKBOX 
  Don’t know 

 FORMCHECKBOX 
  On a sponsor database

 FORMCHECKBOX 
  On a laptop  

 FORMCHECKBOX 
  Other, specify        






Describe the precautions you have in place to protect the identifiers from improper use and/or disclosure:
       FORMCHECKBOX 
  Access to identifiable information is stored in a locked office where only research         team has access.

 FORMCHECKBOX 
  Identifiable information is not stored on personal computers or devices

 FORMCHECKBOX 
  Identifiable information is not shared or taken off-site

 FORMCHECKBOX 
  Other: Describe:      
11) Consent/Permission/Assent Process—Per Creighton University policy, only investigators are allowed to participate in the consent process. Investigators must be listed on the consent form and on page 2 of this application. See IRB Policy 118, “Informed Consent (Including Permission/Assent)” 


Describe your consent/permission/assent process, including waiting periods, mailings, need for interpreters/translators, etc.).
     
Who will provide consent/permission/assent (e.g., participant, participant’s legally authorized representative, participant’s surrogate, parent/guardian of participant)?

     
Are you requesting a waiver of documentation of consent OR a waiver of consent?  FORMCHECKBOX 
 Yes     FORMCHECKBOX 
 No
(If yes, complete Attachment G and attach to this application)
12) Compensation—If a stipend is to be paid, please describe amount and distribution (per visit and total amount) of the stipend during the study:      
13) Recruitment Process
13) What is the age range of participants?       
13) Are you recruiting females of childbearing potential?   FORMCHECKBOX 
 Yes     FORMCHECKBOX 
 No
13) How many participants will be enrolled at this site?       
13) If a multi-center project, how many participants will be enrolled at all sites?       
13) Will any of the following populations be enrolled?
 FORMCHECKBOX 

Children (<19 years of age per State of Nebraska Law) (Attachment B)
 FORMCHECKBOX 

Pregnant women, fetuses, or neonates (Attachment C)
 FORMCHECKBOX 

Adults who have diminished decision-making capacity (e.g., cognitive disabilities, severe mental illness, comatose or severely traumatized) (Attachment E)
 FORMCHECKBOX 

Prisoners (Please note that all research involving prisoners must be reviewed at a convened meeting) (Attachment D)
13) Will any of the following vulnerable populations be targeted for this research? See IRB Policy 116, “Vulnerable Research Populations”
	 FORMCHECKBOX 
 Employees



	 FORMCHECKBOX 
 Students
	 FORMCHECKBOX 
 Healthy volunteers

	 FORMCHECKBOX 
 Cognitive disabilities
	 FORMCHECKBOX 
 Severe mental illness
	

	 FORMCHECKBOX 
 Racial and ethnic minorities
	 FORMCHECKBOX 
 Rural and urban poor
	 FORMCHECKBOX 
 Undocumented immigrants

	 FORMCHECKBOX 
 People with disabilities or multiple chronic conditions
	 FORMCHECKBOX 
 Members of Native American Tribes (must also submit Tribal approval)
	 FORMCHECKBOX 
 Any person with whom any investigator on the project has a personal relationship

	 FORMCHECKBOX 
 Patient with whom any investigator on the project has had a clinical relationship during the past 5 years


If you are recruiting any of the above vulnerable populations, describe how the selection of participants is equitable in relation to the research, and describe outreach programs:
     
13) Describe how you will minimize coercion or undue influence over participants. 
     
13) How and where will you be recruiting for this study, please describe?:         (All recruitment material must be submitted and approved prior to use)
You are encouraged to post all opportunities for participation in research to the Creighton University Research Participant Information web site. A separate electronic submission is required. 
 FORMCHECKBOX 
  Recruitment Material/Advertisement: (For multiple advertisements, assign a number and title to each document)
Describe how and where you will advertise; be specific with each recruitment document:        

	Document # (add this number to the corresponding document)
	Type of Recruitment Material (e.g., poster, flyer, brochure, pamphlet)
	Title of Document
	Version Date (if applicable)

	     
	     
	     
	     

	     
	     
	     
	     

	     
	     
	     
	     

	     
	     
	     
	     


If recruiting outside of Creighton University, additional approvals may be required. See list below:

 FORMCHECKBOX 
 Sponsor-provided advertisements (PR approval not needed)

 FORMCHECKBOX 
 Investigator-developed advertisements (must be approved by the University Public Relations prior to IRB review. Advertisements can be sent via email to Kim Manning in PR). 

Date of PR approval:       (Attach PR correspondence)  

 FORMCHECKBOX 
 If recruiting at an Alegent Creighton Site include all recruitment material with submission to the Research Feasibility Review Committee
 FORMCHECKBOX 
  Gifts for Recruitment/Retention:



 FORMCHECKBOX 
 Describe and list approximate value (the actual gift should not be submitted):      
 FORMCHECKBOX 
  Information to be distributed to Enrolled Subjects:
	Document # (add this number to the corresponding document)
	Type of Material (e.g., diary cards, appointment cards, instructions)
	Title of Document
	Version Date (if applicable)

	     
	     
	     
	     

	     
	     
	     
	     

	     
	     
	     
	     

	     
	     
	     
	     


14) Data and Safety Monitoring Plan 
 FORMCHECKBOX 
  This project presents no more than minimal risk, and no data monitoring is planned (Minimal risk means that the probability and magnitude of harm or discomfort anticipated in the research are not greater in and of themselves than those ordinarily encountered in daily life or during the performance of routine physical or psychological examinations or tests. [45 CFR 46.102(i) and 21 CFR 56.102(i)])
 FORMCHECKBOX 
  This project is interventional clinical research (Any prospective study involving human participants that is designed to answer specific questions about the effects or impact of a particular biomedical or behavioral intervention (i.e., drugs, devices, treatments or procedures, behavioral or nutritional strategies), or designed to answer specific questions about human physiology.)
The following must be completed for all interventional clinical research:
14) Describe what type of data or events will be captured under the monitoring plan (e.g., adverse events, stopping points, etc.):       
14) Who will be responsible for monitoring the data collected? (must check one category)
 FORMCHECKBOX 
  The investigator(s)
Name(s):      
 FORMCHECKBOX 
  The research sponsor – Specify:      
 FORMCHECKBOX 
  A coordinating or statistical center

 FORMCHECKBOX 
  An independent medical monitor
 FORMCHECKBOX 
  A Data Safety Monitoring Board/Data Monitoring Committee

 FORMCHECKBOX 
  Other – Describe:      
14) Describe the time frames for reporting adverse events and unanticipated problems to the monitoring entity:      
14) How often will assessments of data or events be captured by the monitoring plan (e.g., points in time or after a specific number of participants are enrolled)?      
14) Define the specific triggers or stopping rules that will dictate when sponsor action is required regarding safety of the study:       (Stopping rules are predetermined guidelines that are used to determine that the study should be altered or stopped, based on review of study-related events that occur during the conduct of the study. Stopping rules should be specific about the endpoints that will be used and the decisions that will be made. Studies may be stopped, for example, when there is a greater than expected rate of morbidity or mortality or when the experimental arm of a head-to-head comparison study is shown to be better or worse statistically than the standard care arm.)
14) Define the participant discontinuation criteria:      
14) Describe the procedures for communicating to the IRB, the study sponsor, and other appropriate entities the outcome of the reviews by the monitoring entity:      
15) Submission Requirements 

 FORMCHECKBOX 

If submitted for review at a convened meeting, submit a single-sided original and five (5) double-sided copies of the documents in the list below to the Biomedical IRB, and send an electronic copy of all documents, including protocols, consents, permissions, assents, HIPAA authorizations, and other documents submitted in the paper form, to the IRB office at irb@creighton.edu. Identify the documents with the assigned IRB number.

OR
 FORMCHECKBOX 

If submitted for expedited review, submit an original and an electronic copy of the application and all other documents, including protocols, consents, permissions, assents, HIPAA authorizations, and other documents submitted in the paper form, to the IRB office at irb@creighton.edu. Identify the documents with the assigned IRB number.
AND/OR

 FORMCHECKBOX 

If using Alegent Creighton Health/Clinics this IRB application with all packet materials have been sent to Research@alegent.org .  
	 FORMCHECKBOX 

Completed Application 

	 FORMCHECKBOX 

Attachment A, Expedited Review 

	 FORMCHECKBOX 

Attachment B, Research Involving Children 

	 FORMCHECKBOX 

Attachment C, Research Involving Pregnant Women or Fetuses

	 FORMCHECKBOX 

Attachment D, Research Involving Prisoners

	 FORMCHECKBOX 

Attachment E, Research Involving Adults with Diminished Decision-making Capacity

	 FORMCHECKBOX 

Attachment F, Research Involving an Investigational Device

	 FORMCHECKBOX 

Attachment G, Waiver of Consent or Documentation of Consent

	 FORMCHECKBOX 

Informed consent document (See consent checklist to ensure all elements of consent are included)

	 FORMCHECKBOX 

Parental permission document, if children younger than 19 years of age are involved

	 FORMCHECKBOX 

Assent document for children ages 7-11 years

	 FORMCHECKBOX 

Assent document for children ages 12-18 years

	 FORMCHECKBOX 

Genetic consent (Primary Genetic)

	 FORMCHECKBOX 

Genetic consent (Secondary Genetic)

	 FORMCHECKBOX 

Genetic storage consent for possible genetic testing

	 FORMCHECKBOX 

HIPAA Authorization if the project involves protected health information (PHI) (see HIPAA Authorization Template)

	 FORMCHECKBOX 

Protocol or study design (please date)

 FORMCHECKBOX 
        Entire Grant Proposal

	 FORMCHECKBOX 

Questionnaires/surveys

	 FORMCHECKBOX 

Interview questions

	 FORMCHECKBOX 

Diary cards

	 FORMCHECKBOX 

Advertising materials:
	     

	 FORMCHECKBOX 

Gifts (other than stipends):
	     

	 FORMCHECKBOX 

Other participant handouts:
	                                                                                                                        

	 FORMCHECKBOX 

Other (explain):
	     


Submit one copy of each of the following, as applicable (this does not need to be submitted electronically): 

	 FORMCHECKBOX 

Investigator’s brochure or device manual (for pharmaceutical agents or devices)

	 FORMCHECKBOX 

Signed 1571 or 1572 form or Investigator Agreement (for pharmaceutical agents)

	 FORMCHECKBOX 

If the research project being submitted has been previously reviewed by a local IRB other than the Creighton IRB, a copy of the approval or disapproval letter from that IRB

	 FORMCHECKBOX 

Package inserts

	 FORMCHECKBOX 

If a project is conducted off-campus, include a letter of agreement from the site where the research is being conducted


16) Principal Investigator’s Assurance 

The following signature certifies that the principal investigator (PI) understands and accepts the following obligations to protect the rights of research participants. It is the PI’s responsibility to:

a. Ensure that the submitted protocol provides a complete description of the proposed research (contains adequate information regarding participants’ rights and welfare and ensures that all applicable laws and regulations will be followed).
b. Ensure that risks to participants are minimized by using procedures that are consistent with sound research design and that do not unnecessarily expose participants to risk.
c. Ensure that the consent/permission/assent documents meet all requirements set forth by applicable federal regulations (DHHS, FDA) and Creighton University IRB policies.

d. Educate all involved project personnel as to the research responsibilities associated with the project and the process of informed consent in accordance with all applicable federal and Creighton University guidelines.

e. Ensure that all study personnel who have delegated responsibilities are qualified and have received proper training to fulfill their roles in the study.

f. Ensure that, throughout the course of the study, all research personnel involved in the project conform to the applicable federal regulations and Creighton University IRB policies when conducting the research.

g. Ensure that all valid informed consent/permission/assent documents are obtained from the participants prior to the participants’ involvement in the study.

h. Ensure that only personnel identified as investigators in the IRB-approved protocol obtain informed consent from the potential participants.

i. Secure all research-related records on file and acknowledge that the IRB may review these records at any time.

j. Promptly inform the IRB (and any other applicable agency) of any unanticipated problems involving risk to participants or others (including adverse events) associated with the research project as soon as the unanticipated problem is made known. 

k. Promptly report any proposed modifications to the research project (e.g., amendments, addenda, updates) to the IRB. Modifications will not be initiated until such modifications have been reviewed and approved by the IRB, except to eliminate immediate hazards to participants.

l. Inform the IRB immediately of any information that may negatively influence the risk/benefit ratio of participants enrolled in the study.

I understand that failure to comply with applicable federal regulations and Creighton University IRB policies and procedures could result in suspension or termination of the research project.

Signature of Principal Investigator

Date

(Signature must be from the Principal Investigator; the PI may not delegate to other investigators. Signature must be original [not a stamped signature]; a faxed or scanned original is acceptable.)
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