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Full Review Submission Materials

                                  Enclosed      N/A


	HSC Application Form  
	1 Signed Paper Original;  

2 Paper Copies; 

Electronic version (signed or unsigned)
	 FORMCHECKBOX 


	Study Protocol
	3 paper copies; Electronic version
	 FORMCHECKBOX 


	Scientific Review Checklist  (required if the investigator’s department provided the scientific merit review)


	3 paper copies; Electronic version
	 FORMCHECKBOX 
            FORMCHECKBOX 


	Investigator’s Brochure or Device Manual
	3 paper copies; Electronic version
	 FORMCHECKBOX 
            FORMCHECKBOX 


	Sponsor’s consent template

(if applicable)


	3 paper copies; Electronic version
	 FORMCHECKBOX 
            FORMCHECKBOX 


	KUMC Consent Form(s)


	3 paper copies; Electronic version
	 FORMCHECKBOX 
            FORMCHECKBOX 


	Recruitment materials

	3 paper copies; Electronic version
	 FORMCHECKBOX 
            FORMCHECKBOX 


	PRMC approval letter (required prior to HSC review for cancer-related studies)

	3 paper copies; Electronic version
	 FORMCHECKBOX 
            FORMCHECKBOX 


	SARC approval letter (required prior to HSC review for studies using the CTSU)

	3 paper copies; Electronic version
	 FORMCHECKBOX 
            FORMCHECKBOX 


	Complete Grant Application, if grant funded

	3 paper copies; Electronic version
	 FORMCHECKBOX 
            FORMCHECKBOX 


	When emailing to HSCsubmissions@kumc.edu, please identify the submission as a New Study and the PI’s name  [i.e., New Study – Jones].


I.
Study Information 
	Principal Investigator:      

	Department:      

	Email:      
	Phone:      
	Mail Stop:      

	Alternate Contact Person (e.g., Project Coordinator):            

	Email:      
	Phone:      
	Mail Stop:      

	Primary Contact for Continuing Review Reminders: 
	Name:

     
	Email:

     


Protocol Title: 

	     


Protocol Number, Version and/or Date :      
II.
Project Description 
(a) 
Protocol

Submit with this application a research protocol that includes the following:  rationale and specific aims of research, results of similar or related studies, benefits and risks of research, inclusion/exclusion criteria of subjects, study procedures, plan for monitoring and reporting  unanticipated problems, study withdrawal/discontinuation procedures, plan for assuring subjects’ privacy and confidentiality, follow-up, and record retention issues.
(b) 
Study Summary:  Provide the information below in succinct, non-technical language. 
What is your research question (hypothesis)?
	     


What prior studies or other preliminary evidence provide justification for conducting the proposed study?

	     


For Clinical Studies:
What is standard care for the patient population being studied?
	     


Why is the current standard of care not sufficient to meet treatment goals?

(alternatively:  Why is the research needed?  What is the knowledge gap?)

	     


Will subjects be withdrawn from standard care for the purpose of the study?  If so, provide rationale:
	     


How will subjects be cared for after the study is over?  

	     


III.    Subject Selection and Recruitment

(a)
Maximum Number of Persons to be Pre-Screened by the KUMC PI
     

Maximum Number of Persons to be Enrolled by the KUMC PI

     

Age Range 
     
(b)  Check all that apply to the target population for this study:

	 FORMCHECKBOX 

	Healthy volunteers
	 FORMCHECKBOX 

	Adults 65 years and older

	 FORMCHECKBOX 

	Patients
	 FORMCHECKBOX 

	Comatose/traumatized

	 FORMCHECKBOX 

	Children/Minors (under 7 years of age)
	 FORMCHECKBOX 

	Terminally ill

	 FORMCHECKBOX 

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

	Prisoners

	 FORMCHECKBOX 

	Pregnant women
	 FORMCHECKBOX 

	Homeless

	 FORMCHECKBOX 

	Fetuses/Neonates

	 FORMCHECKBOX 

	Persons w/ active psychiatric disease

	 FORMCHECKBOX 

	Cognitively impaired
	 FORMCHECKBOX 

	KUMC Employees

	 FORMCHECKBOX 

	Males only
	 FORMCHECKBOX 

	KUMC Students/Residents/Fellows

	 FORMCHECKBOX 

	Females only
	
	


(c)
If vulnerable populations (such as children, pregnant women, cognitively impaired, etc.) are targeted for the study, discuss the special protections being implemented to minimize risk of coercion or undue influence.   [Special protections may include parental permission and assent (for children); fulfillment of special conditions for research with pregnant women and fetuses (for pregnant women); assessment of cognitive status, use of surrogate decision-makers and assent (for cognitively impaired persons).  
	     


(d)
How are the inclusion/exclusion criteria designed to minimize risks of the study? 

(Do not list I/E criteria; instead, describe how they will help ensure safety.) 
	     


(e)
Explain how you will be able to recruit the required number of subjects in a timely manner.  
	     


(f)
For investigator-initiated studies only, explain how the sample size is sufficient to 
           achieve study aims.   
	     


(g)
Are proposed ads, flyers, recruitment scripts, etc. included in the submission materials?


(Submission at initial review is optional, but all recruitment materials must be 


HSC-approved prior to their use.)

 FORMCHECKBOX 

No  

 FORMCHECKBOX 

Yes;  Specify      
(h)    
Will you be providing payment to subjects?  

 FORMCHECKBOX 

No

 FORMCHECKBOX 

Yes   Total amount:          


         *Payments must be described in the consent form
(i)    
When will payments be disbursed?       
IV.
Drugs, Biologics, Devices 
Please check all that apply:  
(a)
 FORMCHECKBOX 

This study does not involve drugs, biologics or devices. Proceed to Section V.  
(b)
 FORMCHECKBOX 

This study involves vitamins, herbs, or supplements that are not regulated by 



FDA.

(c)
 FORMCHECKBOX 

This study involves FDA-approved drugs/drug combinations/biologics being 



used for the FDA-approved indication in the FDA-approved population.
(d)
 FORMCHECKBOX 

This study involves FDA-approved drugs, combinations or biologics being 


studied for an unapproved use (i.e., use is different from the FDA-approved 


indication and/or the FDA-approved population).
(e)
 FORMCHECKBOX 

This study involves investigational drugs, combinations, or biologics (i.e., not

approved by FDA for any use).
(f)
 FORMCHECKBOX 

This study involves an FDA-approved device. 
(g)
 FORMCHECKBOX 

This study involves an investigational device. 
(h)
 FORMCHECKBOX 

This study involves a Humanitarian Use device.

LIST DRUGS/BIOLOGICS THAT ARE BEING USED FOR THE FDA-APPROVED INDICATION IN THE FDA-APPROVED POPULATION
	Drug name              
	     Dose
	       Route of Administration

	     
	     
	     

	     
	     
	     

	     
	     
	     

	     
	     
	     

	     
	     
	     

	     
	     
	     


LIST UNAPPROVED USES AND INVESTIGATIONAL DRUGS/BIOLOGICS BELOW*
	Drug name              
	     IND#*
	       Sponsor of the IND*

	     
	     
	     

	     
	     
	     


*If the IND number is not stated in the study protocol, provide documentation of the IND number.  Submit either a copy of the FDA’s IND letter or documentation from the sponsor with confirmation.  

If there is no IND for an unapproved or investigational use, provide the explanation:       
PHARMACY INFORMATION – REQUIRED FOR DRUG OR BIOLOGIC TRIALS
Where will research subjects be seen?

 FORMCHECKBOX 
   Inpatient only

 FORMCHECKBOX 
   Outpatient only

 FORMCHECKBOX 
   Both Inpatient and Outpatient

Where will the drug or biologic be administered?

 FORMCHECKBOX 
  GCRC

 FORMCHECKBOX 
  Clinic; specify      
 FORMCHECKBOX 
  Inpatient hospital

 FORMCHECKBOX 
  Patient will take home and self-administer

 FORMCHECKBOX 
  Other; specify      
Who will dispense the drugs or biologics?

 FORMCHECKBOX 
  Study coordinator: Name      
 FORMCHECKBOX 
  Investigator: Name      
 FORMCHECKBOX 
  Other; specify      
Has the FDA issued a black box warning for a drug or biologic used in this study?

 FORMCHECKBOX 

No

 FORMCHECKBOX 

Yes  

If yes, specify the reason:      
If yes, what extra monitoring will be done to address these risks?       
Will you be using the Investigational Pharmacy? 

 FORMCHECKBOX 
  Yes  Proceed to Section IX. 

 FORMCHECKBOX 
  No   Complete additional questions below.  

Is sterile admixing required to prepare the drug or biologic? (i.e., such as for an intravenous infusion)

 FORMCHECKBOX 
  Yes

 FORMCHECKBOX 
  No

If yes, where will the drug or biologic be prepared?       
Does the drug/biologic require any special handling precautions?

 FORMCHECKBOX 
  No

 FORMCHECKBOX 
  Yes, it is cytotoxic and requires cytotoxic precautions

 FORMCHECKBOX 
  Yes, it is gene therapy and requires viral precautions

 FORMCHECKBOX 
  Yes, it is a C-II (controlled substance); will require a DEA 222 form to obtain drug

Does the drug/biologic have any special storage requirements in addition to the requirement that it be kept in a secured location?

 FORMCHECKBOX 
  No

 FORMCHECKBOX 
  Yes, it requires refrigerated storage (2-8oC) where continual documentation of temperature is needed

 FORMCHECKBOX 
  Yes, it requires frozen storage (-20oC) where continual documentation of temperature is needed

 FORMCHECKBOX 
  Yes, it requires deep frozen storage (-70oC) where continual documentation of temperature is needed

 FORMCHECKBOX 
  Yes, it requires room temperature storage where continual documentation of temperature is needed

 FORMCHECKBOX 
  Yes, other; specify      
How will secure storage be ensured? 

 FORMCHECKBOX 
  It will be kept in a locked cabinet or office

 FORMCHECKBOX 
  Other; specify      
Where will the drug/biologic be shipped?

 FORMCHECKBOX 
  Investigational pharmacy

 FORMCHECKBOX 
  Investigator’s office

 FORMCHECKBOX 
  Other: specify      
How will unused drug be destroyed?       
INSTRUCTIONS: The following information must be included on the labels for study medication that is dispensed for home use:  

· Institution name and address

· Name of investigator and contact number 

· Patient/subject name

· Date

· Statement “Caution:  New Drug Limited by Federal Law to Investigational Use”

· Directions for use

 FORMCHECKBOX 
   I confirm all the above information will be included in the label. 

 FORMCHECKBOX 
   One or more items will be omitted.   Specify the item and give a reason:      
If additional follow-up is needed regarding these questions or regarding drug/biologic use for this study, who is the appropriate person to contact?

 FORMCHECKBOX 
  Investigator

 FORMCHECKBOX 
  Study coordinator;  Name:      
 FORMCHECKBOX 
  Other: specify      
LIST FDA-APPROVED DEVICES BELOW:

	Device name              
	       Manufacturer

	     
	     

	     
	     

	     
	     


LIST INVESTIGATIONAL OR HUMANITARIAN USE DEVICES BELOW

	Device name
	     IDE# /HDE#
	       Sponsor of the IDE/HDE

	     
	     
	     

	     
	     
	     


Has this device been in use at KUMC prior to this proposal?  If yes, describe the purposes and extent of the use.    

	     


How have investigators and study team been trained on the use of this device?

	     


Who will cover the cost of the device and the surgery?  

	     


Where will devices be stored? 
	     


What is your plan for control and handling of study devices?

	     


V.
Study Procedures

Indicate whether this research project includes any of the following procedures.  

(a)
 FORMCHECKBOX 
  Yes   FORMCHECKBOX 
  No
Use of Radiation or a Radioisotope?  
If the study involves any form of radiation or use of a radioisotope, then complete the Radiation Safety Form RS06, posted on the RSC website: http://www2.kumc.edu/safety/forms.html
(b)
 FORMCHECKBOX 
  Yes   FORMCHECKBOX 
  No
HIV Testing?
(c)
 FORMCHECKBOX 
  Yes   FORMCHECKBOX 
  No
Testing for illegal drug use?
(d)
 FORMCHECKBOX 
  Yes   FORMCHECKBOX 
  No
Pregnancy Testing?
(e)
 FORMCHECKBOX 
  Yes   FORMCHECKBOX 
  No
Blood Draw(s) / Tissue Collection for use in this project?
(f)
 FORMCHECKBOX 
  Yes   FORMCHECKBOX 
  No
Genetic Testing?
(g) 
 FORMCHECKBOX 
  Yes   FORMCHECKBOX 
  No
Storage of Blood/Tissue for purposes not related to this project?
(h)
 FORMCHECKBOX 
  Yes   FORMCHECKBOX 
  No
Recombinant DNA/ Gene Transfer?
(i)
 FORMCHECKBOX 
  Yes   FORMCHECKBOX 
  No
Use of Placebo?
(j) 
 FORMCHECKBOX 
  Yes   FORMCHECKBOX 
  No
Investigational surgical procedures? 
(k) 
 FORMCHECKBOX 
  Yes   FORMCHECKBOX 
  No
Inpatient stay?  
(l) 
 FORMCHECKBOX 
  Yes   FORMCHECKBOX 
  No
Audio taping or videotaping?  (Address length of storage in the protocol)
VI.
Benefit/Risk Information

	What are the primary physical risks specific to this study? 
     

	How will these risks be minimized? 
     

	What are the primary psychological risks (such as emotional distress, embarrassment, stress of new diagnosis)? 
     

	How will these risks be minimized? 

     

	What are the primary economic risks (such as risk to employability, insurability, or professional status; financial risks related to study participation)? 

     

	How will these risks be minimized? 

     

	What are the primary social or legal risks (such as risk to reputation or social standing; legal jeopardy)? 
     

	How will these risks be minimized? 

     


(a)       Will your project minimize risks by re-using data or specimens that are already being               

            collected for treatment purposes?  If yes, specify. 
	     


(b)
How are the risks to subjects reasonable in relation to the potential benefits?  

Discuss both benefits that may accrue to the individual and those that may accrue to society.

	     


VII.
Safety Monitoring  
Describe below the plan to monitor the data collected to ensure the safety of subjects.  This may include monitoring by the principal investigator, members of the study team, consultants, supervisors, an independent data monitoring committee (IDMC), a data and safety monitoring board (DSMB), or other central monitoring entity.
(a) What type of safety monitoring is being proposed for this project?
 FORMCHECKBOX 
  Data and Safety Monitoring Board

 FORMCHECKBOX 
  Data Monitoring Committee

 FORMCHECKBOX 
  Other central monitoring entity; Specify      
 FORMCHECKBOX 
  Medical Monitor designated by the sponsor (for multi-center trials) 

 FORMCHECKBOX 
  Medical Monitor designated at the local level



Name:   
     


Affiliation: 
     
 FORMCHECKBOX 
  KUMC study team members only

(b) Describe the types of data and assessments that will be reviewed to evaluate the nature and frequency of adverse events.  
     
(c) What will be the frequency of this review?
     
(d) What safety-related triggers have been established for early conclusion or modification of the study as a whole? (For example, what events or endpoints are being monitored to determine whether the study should be stopped early because of clear efficacy or because of unacceptable risks?)   
     
VIII.
Informed Consent Process
(a) Specify the type of informed consent you propose to utilize in this research project.
 FORMCHECKBOX 

Written Consent (Submit the consent form(s) with this application.  If subjects are 
children, provide a parental consent form with a child assent.)

Consent Forms Included with this Submission:
 FORMCHECKBOX 
 Adult Participant



 FORMCHECKBOX 
  Surrogate Decision Maker Consent
 FORMCHECKBOX 
 Parental Permission


 FORMCHECKBOX 
 Withdrawal Follow-up Consent

       FORMCHECKBOX 
 Child Assent: Ages:      


 FORMCHECKBOX 
  Foreign language:      
 FORMCHECKBOX 
 Adolescent Assent: Ages:      

 FORMCHECKBOX 
 Tissue/serum repository


 FORMCHECKBOX 
 Genetic Testing



 FORMCHECKBOX 
 Other      
 FORMCHECKBOX 

Consent Document without a Signature   

Rationale for Requesting a Waiver of the Signature Requirement  
 FORMCHECKBOX 

A signed consent form would be the only record linking the subject and the 
research, the principal risk of a subject signing a consent form would be 
potential harm resulting from a breach of confidentiality, and the research is not 


subject to FDA regulations.

 FORMCHECKBOX 

The research presents no more than minimal risk of harm to subjects and involves 
no procedures for which written consent is normally required outside the research 
context.  

 FORMCHECKBOX 

Request for Waiver of Informed Consent (If checked, demonstrate that the research meets the federal criteria for waiving the informed consent requirement:)          
The research involves no more than minimal risk to subjects. 

     
The waiver will not adversely affect the rights and welfare of the subjects.

     
The research could not practicably be carried out without the waiver.

     
Whenever appropriate the subjects will be provided with additional pertinent information after participation.  

     
(b) How will subjects be informed about the possibility of research participation?
     
(c) Who will obtain informed consent? (List each member of the study team who will be approved to obtain informed consent)
     
(d) Where will the consent interview occur?
     
(e) Does the person/group obtaining consent have an existing relationship with the participants?
 FORMCHECKBOX 
   No

 FORMCHECKBOX 
   Yes

If yes, describe the relationship and how you will protect against undue influence or coercion.       
(f) How will you be sure there is sufficient opportunity for the subject to consider whether or not to join the study?    (Check all that apply) 
 FORMCHECKBOX 
   Subjects will be allowed to take home the unsigned consent for consideration before  

        reviewing it with study personnel during the in-person consent discussion.

 FORMCHECKBOX 
   Subjects will be allowed a waiting period of at least ____ hours to consider their 

        decision.

 FORMCHECKBOX 
   Other: specify      
(g) 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, assess adverse events, etc? 

FOR ADULT STUDIES ONLY:

(h) 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?

     
IX.
Privacy and Confidentiality 
(a) How will subjects be identified?  (Check all that apply)

 FORMCHECKBOX 

Selection during the course of usual clinical care

 FORMCHECKBOX 

Chart reviews by persons involved in the patients’ care

 FORMCHECKBOX 

Chart reviews by persons not involved in the patients’ care

 FORMCHECKBOX 

Self-referral in response to HSC-approved ads or Web-sites

 FORMCHECKBOX 
  Referrals from outside physicians

 FORMCHECKBOX 
  Database searches; specify the database:      
 FORMCHECKBOX 

HERON Data Repository

 FORMCHECKBOX 
  Frontiers Research Participant Registry

 FORMCHECKBOX 
  Other       
(b) By whom will initial contact with potential subjects take place?
	     


(c) What measures will you take to protect privacy during the recruitment and consenting process?
	     


(d) What measures will you take to protect the privacy interests of subjects during the conduct of the study?  

	     


(e) How will you protect the confidentiality of data?  Include information about where the data will be stored and persons who will have access to the data. 
	     


(f)
Indicate whether or not a Certificate of Confidentiality will be obtained for this study.  

A Certificate of Confidentiality may be appropriate in studies where sensitive information will be collected during the research (e.g., illicit drug use, illegal activities, genetic data, HIV status). 
 FORMCHECKBOX 
 No

 FORMCHECKBOX 
 Yes (If yes, provide a copy of the Certificate of Confidentiality.)
X.
Pediatric Studies Only 
All studies involving children must undergo a separate risk assessment.  Please indicate below your judgment of the research risks.   Check only one.  

 FORMCHECKBOX 

The research does not involve greater than minimal risk. (45 CFR 46.404)

Explain:       
 FORMCHECKBOX 

The research involves greater than minimal risk but presents the prospect of direct benefit to the individual subjects. (45 CFR 46.405)

Explain:       
 FORMCHECKBOX 

The research involves greater than minimal risk and no prospect of direct benefit to 
individual subjects, but is likely to yield generalizable knowledge about the subjects’ 
disorder or condition.    (45 CFR 46.406)

Explain:       
 FORMCHECKBOX 

The research is not otherwise approvable but presents an opportunity to understand, 
prevent, or alleviate a serious problem affecting the health or welfare of children. (45 
CFR 46.407)

Explain:       
What are your plans for child assent?


 FORMCHECKBOX 
  Subjects’ assent will be required for enrollment.

 FORMCHECKBOX 
  The study will be discussed with the child subject, but parental permission will 

       determine enrollment, due to the therapeutic nature of the trial.

 FORMCHECKBOX 
  Subjects will not be capable of providing assent. 

At what age will you obtain assent? 

 FORMCHECKBOX 
  Not applicable

 FORMCHECKBOX 
   7 - 17

 FORMCHECKBOX 
  12 - 17

 FORMCHECKBOX 
  Other:  Specify      
How do you propose to document assent?  
 FORMCHECKBOX 
  Not applicable

 FORMCHECKBOX 
  By obtaining the child’s/adolescent’s signature on an assent form 

 FORMCHECKBOX 
  By documenting verbal assent in the research or clinical record

 FORMCHECKBOX 
  Other:  Specify      
Will any of the study subjects be foster children or wards of the State or other agency?


  FORMCHECKBOX 
   No

  FORMCHECKBOX 
   Yes   Contact the HSC 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.    

XI.
Study Personnel 

List the study team members. In order for a research project to be approved, all members of the study team must demonstrate current training in human subjects protection.  Study personnel also must have on file a current conflict of interest disclosure.  

	Name and Credentials (MD, PhD. RN, etc.)
	KUMC Dept or Non-KUMC Employer/Entity
	Role (PI, Co-I, 

Coordinator, etc.)
	Responsibilities

(see a – m below)

	     
	     
	     
	     

	     
	     
	     
	     

	     
	     
	     
	     

	     
	     
	     
	     

	     
	     
	     
	     

	     
	     
	     
	     

	     
	     
	     
	     

	     
	     
	     
	     

	     
	     
	     
	     

	     
	     
	     
	     


Please use corresponding letters for responsibilities. If not listed, record responsibility in box.

a.
Conduct Informed consent interview

g.  Take vital signs, height, weight

b.   
Complete physical examination

h.  Review/sign laboratory reports

c.   
Determine eligibility



i.   Draw/collect laboratory specimens

d.    Review concomitant medications

j.   Perform tests, procedures, interventions, questionnaires

e.   
Complete study data forms


k.  Dispense/collect study medication

f.     Determine causality of SAEs


l.  Complete drug accountability forms

XII.
Funding Information 

Please indicate funding source.  Note: If this project was not submitted by the KUMC Research Institute (RI), a copy will be forwarded to the RI to confirm that certain institutional requirements are met.  Institutional requirements relate to contract, budgets and hospital billing arrangements, as applicable.  

(a)
 FORMCHECKBOX 

UNFUNDED: Check this box only if there will be no funding source for this 


project.

(b)
 FORMCHECKBOX 

SEEKING FUNDING from       (source)
(c)
 FORMCHECKBOX 

FUNDED

 FORMCHECKBOX 

UKP Funds

 FORMCHECKBOX 

KUEA Funds

 FORMCHECKBOX 

State Funds

 FORMCHECKBOX 

KUMC RI Funds: Grant #      
 FORMCHECKBOX 

Pharmaceutical/Private Funds:      
 FORMCHECKBOX 

Federal  Funds      
 FORMCHECKBOX 

Other      
For funded studies only:

Has the contract been submitted to the Research Institute?
 FORMCHECKBOX 
   Yes

 FORMCHECKBOX 
   No

 FORMCHECKBOX 
   N/A, e.g., NIH Cooperative Group Trials


Has the Hospital Billing Office approved the Cost section of the consent form?

 FORMCHECKBOX 
   Yes

 FORMCHECKBOX 
   No


Does the consent discussion about payment for injury match the contract provisions? 

 FORMCHECKBOX 
   Yes

 FORMCHECKBOX 
   No

XIII.
Locations of the Study

(a)

If this is a multi-site study, will the KUMC principal investigator oversee or coordinate the research being conducted at non-KUMC sites?

 FORMCHECKBOX 

No

 FORMCHECKBOX 

Yes  (Complete items (c)- (e) below)

 FORMCHECKBOX 

N/A – study only involves KUMC

(b)
Check all study locations under the KUMC principal investigator’s responsibility:

 FORMCHECKBOX 

Outpatient Clinics and Research Centers

 FORMCHECKBOX 

KUMC – 3901 Rainbow campus

 FORMCHECKBOX 

KUMC – Overland Park clinic 

 FORMCHECKBOX 
  Clinical and Translational Science Unit (CTSU) 

 FORMCHECKBOX 
  Landon Center on Aging

 FORMCHECKBOX 
  Hoglund Brain Imaging Center

 FORMCHECKBOX 
  Westwood Campus

 FORMCHECKBOX 
  Midwest Cancer Alliance sites

 FORMCHECKBOX 
  UK Hospital at KCCC

 FORMCHECKBOX 
  KU Lawrence campus clinic

 FORMCHECKBOX 

Other clinic or research center      
 FORMCHECKBOX 

Inpatient Setting

 FORMCHECKBOX 

University of Kansas Hospital 

If subjects will have an overnight stay in the KU Hospital, or if nursing services beyond standard care are requested for an inpatient study, submit a Nursing Impact Statement to Dept. of Nursing Services.  See form at: http://www2.kumc.edu/researchcompliance/forms/HSC_Nursing_Impact.doc
 FORMCHECKBOX 

Other Hospital      
 FORMCHECKBOX 
  Classroom setting

 FORMCHECKBOX 

KUMC campus-Kansas City

 FORMCHECKBOX 

KU Lawrence campus

 FORMCHECKBOX 

Other universities/Colleges      
 FORMCHECKBOX 

Elementary/Secondary Schools      
 FORMCHECKBOX 

International sites

 FORMCHECKBOX 

Other      
(c)
In what states will the KUMC principal investigator conduct the study? (Check all that 


apply)
 FORMCHECKBOX 

Kansas 


 FORMCHECKBOX 

Missouri


 FORMCHECKBOX 

Other states: Specify      
(d)
Provide details below on all non-KUMC study locations for which the KUMC principal investigator is responsible:

	Name of the Facility
	Primary Contact Name
	The site will rely on its own IRB
	IRB approval status at the site

	     
	     
	 FORMCHECKBOX 
 Yes     FORMCHECKBOX 
 No
	     

	     
	     
	 FORMCHECKBOX 
 Yes     FORMCHECKBOX 
 No
	     

	     
	     
	 FORMCHECKBOX 
 Yes     FORMCHECKBOX 
 No
	     

	     
	     
	 FORMCHECKBOX 
 Yes     FORMCHECKBOX 
 No
	     


(e)
If the KUMC principal investigator is responsible for study conduct at non-KUMC study locations, the HSC must ensure adequate plans for overall management of the study.  Describe the investigator’s oversight plans below:  

	Which study activities will non-KUMC personnel be performing?  
	     

	How will you ensure protocol compliance at the non-KUMC sites?
	     

	How will you obtain informed consent at the non-KUMC sites?
	     

	Who is responsible for communicating with the non-KUMC IRBs about changes to the protocol, adverse events, unanticipated problems, etc. (if applicable)? 
	     


XIV.
Conflict of Interest for All Study Team Members
Prior to HSC approval, an annual COI disclosure form must be on file for all KUMC study personnel.  The following questions relate to the study named in this application.  

NOTE: Principal Investigators are responsible for addressing these questions on behalf of the entire study team.   Non-KUMC collaborators may submit disclosures from their home institution or they may fill out the KUMC COI form for Non-KUMC collaborators in the Chalk system, by obtaining guest access. Guest access is available at: http://www2.kumc.edu/compliance/chalkcourtesyform.html
(a)
 FORMCHECKBOX 
  Yes   FORMCHECKBOX 
  No
Do any of the investigators or their immediate family (defined as 



spouse, children, siblings, parents, equivalents by marriage [in-



laws], or other household members) have financial arrangements 



with the sponsoring company or the products or services being 





evaluated,  including receipt of honoraria, income, or stock/stock 

options as payments in the past year or will be expected during the course of the project, that are not publicly traded, or whose value may be affected by the outcome of the research? 
(b)
 FORMCHECKBOX 
  Yes   FORMCHECKBOX 
  No
Do any investigators, study personnel, or their immediate family 




listed on this application have consulting agreements, management 

responsibilities, ownership interests, equity holdings or options (regardless of value) in the sponsoring company, the providers of the products or services being evaluated, vendors, provider(s) of goods, or subcontractors?
(c)
 FORMCHECKBOX 
  Yes   FORMCHECKBOX 
  No
Is any investigator, or their immediate family, a paid or unpaid 

member of an 
advisory or executive board or have a paid or 

unpaid executive relationship with the sponsoring company or the 

providers of the products or services being evaluated?

(d)
 FORMCHECKBOX 
  Yes   FORMCHECKBOX 
  No
Do any investigators or their immediate family receive gift funds, 




educational grants, subsidies or other remuneration from the 





sponsoring company? 





(e)
 FORMCHECKBOX 
  Yes   FORMCHECKBOX 
  No
Do any investigators or their immediate family have an ownership 




or royalty interest in any intellectual property utilized in this 




protocol? 

(f)
 FORMCHECKBOX 
  Yes   FORMCHECKBOX 
  No
Does KUMC or the KUMC Research Institute have an ownership 





or royalty interest in any intellectual property utilized in this 





protocol? 

(g)
If you answered “Yes” to any of the above, please describe in detail.  Affirmative 
answers will be forwarded to the KUMC Conflict of Interest Committee.  

	     


PI attestation:
I have confirmed the above information is accurate for all members of the study team.  

_______________________________________


____________________

Principal Investigator Signature




Date

XV.
Cancer and Cancer-Related Studies 

Does the proposed study relate to cancer or cancer prevention? 
 FORMCHECKBOX 

No

 FORMCHECKBOX 


Yes*
*Please note:  The initial submission of cancer-related studies must be sent directly to the KU Cancer Center Protocol Review and Monitoring Committee (PRMC). Submit electronically to PRMC-KUCC@kumc.edu.  Please refer to the PRMC submission instructions posted at: http://prmc.kumc.edu/submission.aspx.  
XVI. Clinical Trial Registration 
Does this study need to be registered on Clinicaltrials.gov?  For more information refer to: 
http://www2.kumc.edu/researchinstitute/cra/craforms/checklist_post_eval.pdf
 FORMCHECKBOX 

No

 FORMCHECKBOX 


Yes



If yes, who will register the trial?




 FORMCHECKBOX 

Multi-site Sponsor




 FORMCHECKBOX 

KUMC Research Institute  (Contact the RI to initiate the posting)



 FORMCHECKBOX 

KU Cancer Center Regulatory Affairs Office

XVII. Certifications 
Principal Investigator Certification

As Principal Investigator,

· I agree this application accurately reflects the proposed research plan.

· I confirm that I have adequate time, assistance, equipment, support services, and finances to safety conduct this study.  

· I accept responsibility for the scientific conduct of this study and for the rights and welfare of human subjects.

· I accept responsibility to ensure that all study personnel are adequately trained for their role.

· I agree to submit any amendments to the protocol or consent form to the HSC for approval prior to implementation.
· I agree to report any problems associated with the research, in accordance with university policy and sponsor requirements.

· I agree to maintain all required research records, including consent forms, during the study.  I recognize the authority of the HSC to inspect those records.

· I agree to archive research records in accordance with the KUMC Records Retention Policy.

· I agree I will not commence research activities without final HSC approval (and full executed contract, if applicable).
_______________________________________


____________________

Principal Investigator Signature




Date

Administrative Certification

As Department Chair or Chair representative/Division Director/Dean/Executive Administrator/Center Director, I approve the submission of this proposal.  The principal investigator is qualified, and adequate resources (in terms of time, assistance, equipment, support services and finances) are available to safely conduct the research.  

Method of Scientific Review (check all that apply)

 FORMCHECKBOX 
  The scientific review has already been accomplished:

The individuals/groups below have determined that the research uses procedures consistent with sound research design, which do not unnecessarily expose subjects to risk; the research is likely answer the proposed question; and the knowledge reasonably expected to result from the research has scientific importance.  

 FORMCHECKBOX 
  NIH
 FORMCHECKBOX 
  Other external review process:  Specify      
 FORMCHECKBOX 
  GCRC Advisory Committee

 FORMCHECKBOX 
  Master’s Thesis or Doctoral Dissertation Committee

 FORMCHECKBOX 
  KUMC Departmental Review Committee*
 FORMCHECKBOX 
  Department Chair/Director/Dean or a designee*

*Include a copy of the department scientific review checklist (attached) and any correspondence  between the investigator and the scientific reviewer.   

 FORMCHECKBOX 
  The proposal is being referred for scientific review by:

 FORMCHECKBOX 
  Protocol Review and Monitoring Committee (cancer and cancer-related proposals)

 FORMCHECKBOX 
  GCRC Advisory Committee 

_______________________________________


____________________

Chair/ Director/Designee Signature





Date

_______________________________________

Print Name 

DEPARTMENTAL OR CENTER REVIEW OF RESEARCH INVOLVING HUMAN SUBJECTS

DIRECTIONS:  Use this supplemental page only when the scientific merit is being determined by the KUMC Department or Center.  A similar form, developed for a particular department or division, can be substituted.  The scientific merit evaluation must be provided by an individual who is not part of the study team.  
Principal Investigator:      
Protocol Title:      
Protocol Version Number and/or Date:      
1. Is the rationale for the study clearly stated and is the rationale scientifically sound?
 FORMCHECKBOX 
Yes     FORMCHECKBOX 
 No
2. Are the specific aims and objectives of this study clearly stated and measurable?
 FORMCHECKBOX 
Yes     FORMCHECKBOX 
 No
3. Is the study design scientifically sound?
 FORMCHECKBOX 
Yes     FORMCHECKBOX 
 No

4. Does the research use procedures that are scientifically sound, that are appropriate to 
 FORMCHECKBOX 
Yes     FORMCHECKBOX 
 No

       the study, and that do not unnecessarily expose subjects to risk?

5. Is the study design adequate to achieve the specific objectives of this study?
 FORMCHECKBOX 
Yes     FORMCHECKBOX 
 No

6. Are the principal and any other investigators well qualified to conduct this study?
 FORMCHECKBOX 
Yes     FORMCHECKBOX 
 No

7. Are the data to be collected necessary to meet the objectives of the study? 
 FORMCHECKBOX 
Yes     FORMCHECKBOX 
 No

8. Are study facilities and resources adequate for safe conduct of the study? 
 FORMCHECKBOX 
Yes     FORMCHECKBOX 
 No

9. Are statistical considerations, including sample size, estimated accrual and 
 FORMCHECKBOX 
Yes     FORMCHECKBOX 
 No

duration, and statistical analysis clearly described, adequate, and appropriate  

for the study objectives?

10. Does the knowledge expected to be gained from this study have scientific importance?  
 FORMCHECKBOX 
Yes     FORMCHECKBOX 
 No

Based on this review, this proposal is:   

 FORMCHECKBOX 
 APPROVED          FORMCHECKBOX 
 DISAPPROVED
             

for HSC submission by the Department of: 
     
This review was conducted by:

 FORMCHECKBOX 
  Department Chair

 FORMCHECKBOX 
  Chair Designee

 FORMCHECKBOX 
  Departmental Research Committee

 FORMCHECKBOX 
  Center Director

 FORMCHECKBOX 
  Center Director Designee

Name of Reviewer:      
______________________________________                    ______________________________ 

Signature of Reviewer





Date 

Comments:      
KUMC Human Subjects Committee





Application For Full Committee Review of 


Human Subject Research





Instructions for this form are found at: � HYPERLINK "http://www2.kumc.edu/researchcompliance/hscforms.htm" ��http://www2.kumc.edu/researchcompliance/hscforms.htm�





*this form must be typed*
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