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This form can be found at the following link:

http://www2.kumc.edu/researchcompliance/hscforms.htm

I.
Study Information 

	Principal Investigator:      

	Department:      

	E-mail:      
	Phone:      
	Mail Stop:      

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

	E-mail:      
	Phone:      
	Mail Stop:      


Protocol Title: 
	     


Protocol Number, Version and/or Date: 

	     


II.
Exempt Classification

Indicate, by checking the appropriate space(s), the category or categories which may apply to your research.  

If your research is not within one of the following six (6) categories, stop here and instead complete (as appropriate) an application either for Expedited or Full Committee review.
 1)  FORMCHECKBOX 


Research conducted in established or commonly accepted educational settings, involving normal educational practices, such as 

(i) research on regular and special educational instructional strategies, or 

(ii) research on the effectiveness of or the comparison among instructional techniques, curricula, or classroom management methods.

2)  FORMCHECKBOX 

  
Research involving the use of educational tests (cognitive, diagnostic, aptitude, achievement), survey procedures, interview procedures or observation of public behavior, unless: 

(i) information obtained is recorded in such a manner that human subjects can be identified, directly or through identifiers linked to the subjects; and 

(ii) any disclosure of the human subjects' responses outside the research could reasonably place the subjects at risk of criminal or civil liability; or be damaging to the subjects' financial standing, employability, or reputation.
PLEASE NOTE: the only research activities involving children that may fall under this exemption are those involving educational tests or observation of public behavior where the investigators do not participate in the activity being observed. To be exempt, these activities must also meet the condition that the data are recorded without individual identifiers, or the condition that disclosure of the recorded responses would not place the subjects at risk of criminal or civil liability or be damaging to their financial standing, employability, or reputation. 



3)  FORMCHECKBOX 

  
Research involving the use of educational tests (cognitive, diagnostic, aptitude, achievement), survey procedures, interview procedures, or observation of public behavior that is not exempt under category (b) of this section, if: 

(i)
the human subjects are elected or appointed public officials or candidates for public office; or 

(ii) 
federal statute(s) require(s) without exception that the confidentiality of the personally identifiable information will be maintained throughout the research and thereafter.





4)  

5)  FORMCHECKBOX 

  
Research and demonstration projects which are conducted by or subject to the approval of department or agency heads, and which are designed to study, evaluate, or otherwise examine: 

(i) 
public benefit or service programs; 

(ii) 
procedures for obtaining benefits or services under those programs;

programs; 

(iii) 
possible changes in or alternatives to those programs or procedures; or 

(iv) 
possible changes in methods or levels of payment for benefits or services under those programs.

6)  FORMCHECKBOX 

  
Taste and food quality evaluation and consumer acceptance studies:


(i) 
if wholesome foods without additives are consumed or 


(ii) 
if a food is consumed that contains a food ingredient at or below the level and for a use found to be safe, or agricultural chemical or environmental contaminant at or below the level found to be safe, by the Food and Drug Administration or approved by the Environmental Protection Agency or the Food Safety and Inspection Service of the U.S. Department of Agriculture.

III.
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
	Department 
	Role (PI, Co-I, Coordinator, etc.)
	Responsibilities (see a – n below)

	     
	     
	     
	     

	     
	     
	     
	     

	     
	     
	     
	     

	     
	     
	     
	     

	     
	     
	     
	     

	     
	     
	     
	     

	     
	     
	     
	     

	     
	     
	     
	     

	     
	     
	     
	     


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

a.     Conduct Informed consent interview

h    Take vital signs, height, weight

b.     Complete physical examination

i.    Review/sign laboratory reports

c.     Obtain medical/surgical history

j.    Draw/collect laboratory specimens

d.     Complete source documents


k.   Perform tests, procedures, interventions, questionnaires

e.     Complete study data forms


l.    Dispense/collect study medication

f.     Assess unanticipated problems


m.  Complete drug accountability forms

g. Review concomitant medications

n.    Manage study database
IV.
Funding Information 

Please indicate funding source.  Note: Federal regulations require the Human Subjects Committee to review the complete grant application.  

(a)
 FORMCHECKBOX 

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


project.
(b)
 FORMCHECKBOX 

FUNDED

 FORMCHECKBOX 

KUPI Funds

 FORMCHECKBOX 

KUEA Funds

 FORMCHECKBOX 

State Funds

 FORMCHECKBOX 

KUMC RI Funds: Grant #      
 FORMCHECKBOX 

Pharmaceutical/Private Funds      
 FORMCHECKBOX 

Federal Funds 
(c)
 FORMCHECKBOX 

SEEKING FUNDING from       (source)
V.
Conflict of Interest

Please note that 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.  Principal investigators are responsible for addressing these questions on behalf of the study team.  
(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.  

	     


VI.
Project Information
Study Protocol:  Submit with this application a research protocol that includes the following:  
· Purpose of the Research

· Background/Literature Review

· Hypotheses

· Specific Aims

· Subject Selection Criteria and Sample Size Justification

· Methods and Measurement Tools

· Statistical Analyses

· Data Security 
· References  

VII.
Cancer and Cancer-Related Studies 

Does the proposed study relate to cancer or cancer prevention? 

 FORMCHECKBOX 

No

 FORMCHECKBOX 

Yes  

If yes, indicate one of the four study types below and use the Ancillary Form for PRMC Submissions.  Cancer-related studies will be reviewed by the PRMC prior to the HSC review.

 FORMCHECKBOX 

Therapeutic: Clinical trials with therapeutic intent using drugs, radiation, 


surgery, and/or biological agents.

 FORMCHECKBOX 

Prevention: Clinical trials for the modulation of cancer risk and inhibition 

of cancer progression using nutrition, dietary or chemoprevention 



interventions.

 FORMCHECKBOX 

Screening, Early Detection, or diagnostic: Clinical trials directly testing 
the efficacy of devices, techniques, procedures or tests for earlier/more 
accurate detection or diagnosis of disease.

 FORMCHECKBOX 

Supportive Care: Studies in which an intervention is used to improve the

 comfort and quality of life for the patient.

 FORMCHECKBOX 

Epidemiologic/Observational: Studies among cancer patients and healthy 
populations that involved no intervention or alteration in the status of the

 participants e.g.; surveillance, risk assessment, environmental and 
behavioral studies etc.

 FORMCHECKBOX 

Ancillary or Companion: Auxiliary studies that are stimulated by but not
 
a required part of a main clinical trial/study, and that utilize patient or 
other resources of the main trial to generate information relevant to it. 
Companion or ancillary studies included must be linked to an active trial 
or epidemiologic or other observational study (screening, early detection,

 diagnostic, therapeutic; or prevention) and should include only patients 
accrued to that trial or study.

 FORMCHECKBOX 

Correlative: Laboratory based studies using specimens to assess cancer 
risk, clinical outcomes, response to therapies, etc.

VIII.
Certifications

Principal Investigator Certification

As Principal Investigator,

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

· 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 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).

_______________________________________


____________________

Signature







Date
Administrative Certification

As Department Chair or Chair representative/Division Director /Dean/Executive Administrator/Center Director/Academic Advisor, I approve the submission of this application.  The principal investigator is qualified, and adequate resources are available to conduct the proposed research.

_______________________________________


____________________

Signature







Date

	     


Type/Print Name 

KUMC Human Subjects Committee





Application For Exempt Review of 


Human Subject Research





Research involving the collection or study of existing data, documents, records, pathological specimens, or diagnostic specimens, if these sources are publicly available or if the information is recorded by the investigator in such a manner that subjects cannot be identified, directly or through identifiers linked to the subjects.  PLEASE NOTE: To qualify for this exemption the data, documents, records, or specimens must be in existence before the project begins.  





DO NOT USE THIS CATEGORY.  Please submit the application specific to Retrospective Research posted at: � HYPERLINK "http://www2.kumc.edu/researchcompliance/hscforms.htm" ��http://www2.kumc.edu/researchcompliance/hscforms.htm�
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