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Investigator-Initiated Research Project Submission Form

Use your Tab or arrow (←, ↑, →, ↓) keys to move from field to field.
I.
Principal Investigator

A.
Name:      
B. 
Organization/Clinic:      
C. 
Telephone:      
D. 
Fax:      
E. 
Email:      
F. 
Preferred method of communication:      
G. 
Type of Research:


 FORMCHECKBOX 
 Pre-Clinical
 FORMCHECKBOX 
 Pilot
 FORMCHECKBOX 
 Clinical
   FORMCHECKBOX 
 Translational
 

 FORMCHECKBOX 
 Genetic/Genomic

H. 
Have you received training in the protection of human subjects?

 FORMCHECKBOX 
 Yes        FORMCHECKBOX 
 No         FORMCHECKBOX 
 N/A
I. 
Have you received training in animal research?

 FORMCHECKBOX 
 Yes        FORMCHECKBOX 
 No         FORMCHECKBOX 
 N/A
J. 
Do you have a current C/V on file with the Avera Research Institute?   

 FORMCHECKBOX 
 Yes
       FORMCHECKBOX 
 No (If No, please provide one to research staff.)
II.
Background

A.
Study Title:      
     
B.
Please provide a brief description/summary of the study you are proposing.

C.
What would be the benefit of performing this research study?


 FORMCHECKBOX 
 Evidence-based

 FORMCHECKBOX 
 Quality Improvement
 FORMCHECKBOX 
 Cost Effectiveness



 FORMCHECKBOX 
 Innovation

 FORMCHECKBOX 
 Safety/Efficacy

 FORMCHECKBOX 
 Patient Outcomes
D.
Have you identified collaborators?

 FORMCHECKBOX 
 Yes
       FORMCHECKBOX 
 No

If Yes, please list those identified: 


     
E.
What options for funding have you considered? 

     
F.
Please describe the history of the issue you wish to research. Include why it is 
important to study this particular issue, how research on this issue would affect the 
population, how many individuals are affected by this issue, and any other information 
you feel is pertinent to the project. Include information (data, sample size, outcomes, 
etc.) on similar studies that have been done on this topic. Please attach a minimum 
of three references.
     
III. Rationale & Specific Aims

A.
Study Type:
 FORMCHECKBOX 
 Interventional (go to III.B.)
 FORMCHECKBOX 
 Observational (go to III.C)
B.
Primary Purpose (for Interventional Study Types): 

 FORMCHECKBOX 
 Treatment
 FORMCHECKBOX 
 Preventive
 FORMCHECKBOX 
 Diagnostic
 FORMCHECKBOX 
 Supportive Care

 FORMCHECKBOX 
 Screening

 FORMCHECKBOX 
 Health Services Research

 FORMCHECKBOX 
 Basic Science
C.
Observational Model (for Observational Study Types): 


 FORMCHECKBOX 
 Cohort

 FORMCHECKBOX 
 Case-Control

 FORMCHECKBOX 
 Case-Only

 FORMCHECKBOX 
 Case-Crossover
 FORMCHECKBOX 
 Ecologic/Community
 FORMCHECKBOX 
 Family-Based

 FORMCHECKBOX 
 Other
D.
Number of Arms:      
E.
Masking:
 FORMCHECKBOX 
 Open Label
 FORMCHECKBOX 
 Single Blind
 FORMCHECKBOX 
 Double Blind

F.
Allocation: 
 FORMCHECKBOX 
 N/A

 FORMCHECKBOX 
 Randomized
 FORMCHECKBOX 
 Non-randomized

G.
Endpoint Classification:

 FORMCHECKBOX 
 N/A


 FORMCHECKBOX 
 Bio-availability

 FORMCHECKBOX 
 Bio-equivalence



 FORMCHECKBOX 
 Pharmacodynamics
 FORMCHECKBOX 
 Pharmacokinetics
 FORMCHECKBOX 
 Pharmacokinetics/dynamics


 FORMCHECKBOX 
 Safety


 FORMCHECKBOX 
 Efficacy


 FORMCHECKBOX 
 Safety/Efficacy
H.
Time Perspective:

 FORMCHECKBOX 
 Prospective
 FORMCHECKBOX 
 Retrospective
      FORMCHECKBOX 
 Cross-Sectional
    FORMCHECKBOX 
 Other
I.
Primary Outcome Measures


1.
     

2.
     

3.
     

4.
     

5.
     
J.
Secondary Outcome Measures


1.
     

2.
     

3.
     

4.
     

5.
     
IV. Enrollment/Randomization
A.
Number of Subjects:      
B.
Will you need the assistance of a biostatistician in determining sample size or 
conducting final statistical analysis?     FORMCHECKBOX 
 Yes
 FORMCHECKBOX 
 No

C.
Recruitment Methods: 



 FORMCHECKBOX 
 Chart/Database Review

 FORMCHECKBOX 
 Investigator’s Patients


 FORMCHECKBOX 
 Referrals



 FORMCHECKBOX 
 Direct Advertising


 FORMCHECKBOX 
 Other:      
V. Inclusion/Exclusion Criteria

A.
Gender Included:  FORMCHECKBOX 
 Both
   FORMCHECKBOX 
 Females
   FORMCHECKBOX 
 Males

B.
Age Limits Included: Minimum:      

Maximum:      
C.
Targeted Medical Condition(s):      
D. Inclusion Criteria:

·      
·      
·      
·      
·      
·      
E. Exclusion Criteria:

·      
·      
·      
·      
·      
·      
VI. Study Procedures
     
A.
Please provide a description of what study subjects will experience (e.g. a description of 
the instructions that will be given to the participants, study duration, number of study 
visits, activities in which they will engage, the length and timing of involvement, and the 
circumstances under which they will provide data). Please be specific (e.g. list specific 
labs, diagnostic tests, exams, etc.).
B.
Specimen Collection: 

 FORMCHECKBOX 
 None
 FORMCHECKBOX 
 Blood
  FORMCHECKBOX 
 Urine
   FORMCHECKBOX 
 Saliva

 FORMCHECKBOX 
 Other:      
C.
Amount (volume) of Specimen Required:      
D.
Specimen Retention:

 FORMCHECKBOX 
 None Retained        FORMCHECKBOX 
 Samples with DNA/RNA
    FORMCHECKBOX 
 Samples without DNA/RNA
     
E.
Please explain how participation in this study would benefit a study subject: 
F.
List any study procedures that may cause risk to the subjects (i.e. confidentiality, ethics, 
conflict of interest, etc.): 
     
G.
Will you need the assistance of Avera Research Institute staff in conducting any 
portion of the study visits?     FORMCHECKBOX 
 Yes
 FORMCHECKBOX 
 No


If yes, please indicate level of assistance you would require:

 FORMCHECKBOX 
 CNP (physical exam, medical history, etc.)


 FORMCHECKBOX 
 RN (study coordination, vital signs, specimen collection, etc.)


 FORMCHECKBOX 
 Regulatory (IRB submission, study regulation, etc.)


 FORMCHECKBOX 
 Subject recruitment


 FORMCHECKBOX 
 Financial (budget, subject reimbursement, etc.)


 FORMCHECKBOX 
 Grant writing


 FORMCHECKBOX 
 Other:      
VII. Avera Mission

A. 
It is Avera’s mission to make a positive impact in the lives and health of persons and communities by providing quality services guided by Christian values. Please describe what impact this project would have on the community that Avera serves: 
     
B.
Please describe what impact this project would potentially have on the patient care provided by Avera McKennan: 
     
Please return this form to Tammy at the Avera Research Institute by one of the following methods:

Mail to 2020 S. Norton Ave., Sioux Falls, SD 57105
Fax to (605) 322-3051

Email to tammy.jung@avera.org

Investigator-Initiated Research Project Submission Form

Instructions
Note: Use your Tab or arrow (←, ↑, →, ↓) keys to move from field to field.

I.
Principal Investigator

A.
Provide your full name and degree(s).

B. 
Provide the name of the organization/facility/clinic for which you work.
C. 
Provide a telephone number at which it is best to reach you.

D. 
Provide your fax number.

E. 
Provide your email address.

F. 
Please provide the method of communication by which you would like to be reached.
G. 
Type of Research:



Pre-Clinical – research at the cellular or molecular level.


Pilot – small-scale, preliminary research for project feasibility, data collection, etc.

Clinical – research conducted on human subjects.


Translational – translating scientific discoveries into practical clinical applications.


Genetic/Genomic – research involving genetic/genomic testing.

H. 
Check “Yes” if you have received training in the protection of human subjects; check 
“No” if you have not received this training. Check “N/A” if your project does not involve 
human subjects.

I. 
Check “Yes” if you have received training in animal research; check “No” if you have not 
received this training. Check “N/A” if your project does not involve animal research.

J. 
Check “Yes” if you have a current C/V on file with the Avera Research Institute; check 
“No” if you do not have a current C/V on file with the Avera Research Institute. If you 
checked “No,” please include a current C/V with this form.   

II.
Background

A.
Provide a title of your research project.
B.
Provide a brief description/summary of the study you are proposing.

C.
Indicate what area(s) would benefit from performing this research study.


Evidence-based – to provide evidence on a specific research question.


Quality Improvement – to demonstrate how a treatment, policy, etc. improve the 


quality of healthcare.


Cost Effectiveness – to demonstrate how a treatment, policy, etc. effect the cost of 


patient care.


Innovation – to demonstrate the effectiveness of a new technology, procedure, etc.


Safety/Efficacy – to measure the safety and/or effectiveness of a treatment, therapy, 


etc.


Patient Outcomes – to evaluate the effect a new technology, procedure, etc. has on 


patients (hospital length of stay, readmission, etc.).
D.
Check “Yes” if you have identified collaborators for this project; check “No” if you have 

not identified collaborators. If you have identified collaborators, please list their names, 
degrees, and role in the project.

E.
Indicate what options you have considered for funding.
F.
Please describe the history of the issue you wish to research. Include why it is important 
to study this particular issue, how research on this issue would affect the population, 
how many individuals are affected by this issue, and any other information you feel is 
pertinent to the project. Include information (data, sample size, outcomes, etc.) on 
similar studies that have been done on this topic. Please attach a minimum of 
three references.
III. Rationale & Specific Aims

A.
Please indicate if the research project is Interventional or Observational.

B.
If the research is Interventional, please indicate the primary purpose for the research:


Treatment – study to evaluate one or more interventions for treating a medical 



condition, disease, etc.


Preventive – study to assess one or more interventions aimed at preventing a medical 


condition or disease from developing.


Diagnostic – study to evaluate one or more interventions aimed at diagnosing or 


identifying a medical condition, disease, etc.


Supportive Care – study to evaluate one or more interventions aimed at minimizing 


side effects or maximizing a patient’s comfort, during a decline in a patient’s 


health.


Screening – study to examine the methods used in identifying a medical condition, 


disease, etc. in a population of patients not known to have the medical condition, 


disease, etc.; risk factors for a medical condition would be included.


Health Services Research – study to evaluate the delivery, management, processes, 


organization, financing, etc. of health care.


Basic Science – study to examine an intervention’s basic mechanism of action (e.g. 


physiology, biomechanics, etc.).
C.
If the research is Observational, please indicate the subject identification and follow-up: 


Cohort – defined group of individuals with common characteristics (age, condition, 


etc.) followed over a given period of time.


Case-Control – group of individuals with specific characteristics compared to a 



group(s) with different characteristics.


Case-Only – single group of individuals with specific characteristics.


Case-Crossover – study participants receive one intervention during the first phase of 

the study and receive a different treatment during the second phase of the study.

Ecologic/Community – populations defined by geographic criteria and compared on 


a variety of environmental measures (air pollution, etc.) that cannot be reduced 


to exposure on an individual level.


Family-Based – studies conducted among family members, such as genetic studies 


within families or twin studies of family environment.

D.
Indicate how many arms (groups) would be involved in the research.
E.
Indicate the masking of study participants:

Open Label – all individuals involved in the study know the assigned intervention.


Single Blind – either the study participant or the investigator is unaware of the 



assigned intervention.


Double Blind – two or more parties are unaware of the assigned intervention.
F.
Indicate how study participants will be assigned to study arms/groups:

N/A – single arm study


Randomized – participants are assigned to study arms/groups by chance.


Non-randomized – participants are assigned to study arms/groups through a non-


random method, such as physician choice.
G.
Indicate the type of primary endpoint or outcome that this project is hoping to evaluate:

N/A – not applicable.


Bio-availability – rate and extent to which a treatment is absorbed or otherwise 


available.


Bio-equivalence – scientific basis for comparing two treatments.


Pharmacodynamics – the action of treatments in living systems.


Pharmacokinetics – the action of the intervention in the body over a period of time, 


including the process of absorption, distribution within the body, and excretion.


Pharmacokinetics/dynamics – evaluate both pharmacokinetics and 




pharmacodynamics.


Safety – evaluate if the investigational product is safe for use.


Efficacy – measure the effect an intervention has on a medical condition, disease, etc.


Safety/Efficacy – evaluate both safety and efficacy.
H.
Indicate the temporal relationship of intervention/observation period to time of 
participant enrollment:


Prospective – using data/observations collected mainly from following the study 


subject through participation in the research.


Retrospective – using data/observations collected prior to a study subject’s selection 


and enrollment into the research study.


Cross-Sectional – observations or measurements made at a single point in time, 


usually at subject enrollment.


Other – please describe in your study summary (II.C).
I.
List the specific key measurements/observations you will use in either determining the 
effect of the study intervention or describing the patterns of disease.

J.
List other key measures that you will use to evaluate the intervention(s) or, for 
observational studies, that are a focus of the study.
IV. Enrollment/Randomization
A.
Indicate how many study subjects you anticipate needing for this project.
B.
If you will need the assistance of a biostatistician in determining sample size or 
conducting final statistical analysis, check “Yes.” If you will not need this assistance, 
check “No.”
C.
Indicate what method(s) you will use in recruiting subjects for this project. 
V. Inclusion/Exclusion Criteria

A.
Indicate what genders may participate in the study. Check “Both” if males and females 
may participate; check “Females” if only females may participate; or check “Males” if 
only males may participate. If one gender is excluded, please be prepared to justify the 
exclusion.
B.
Indicate the minimum and maximum ages (in years) of participants. If there is no limit, 
enter “N/A.”

C.
Indicate the targeted medical condition(s) or disease(s) that are being studied or are the 
focus of the study. Please indicate if healthy subjects may participate in the study. 

D.
List inclusion criteria (other than age and gender) for participant selection. Please be 
specific. 
E.
List criteria that would exclude an individual from participating in the research. 
VI. Study Procedures
A.
Please provide a description of what study subjects will experience (e.g. a description of 
the instructions that will be given to the participants, study duration, number of study 
visits, activities in which they will engage, the length and timing of involvement, and the 
circumstances under which they will provide data). Please be specific with labs, exams, 
diagnostic tests, etc.). If you need more space, please attach additional sheets.

B.
Indicate what specimen(s) will be collected throughout the duration of the study. If 
“Other,” please describe. 
C.
Indicate the amount of specimen that will be collected from an individual study subject.
D.
Indicate if any samples will be retained throughout the study or after study completion.

E.
Explain how participation in this study would benefit a study subject. Please be specific.
F.
List any study procedures that may cause risk to the subjects (i.e. confidentiality, ethics, 
conflict of interest, etc.). Please be specific and include what measures will be taken in 
an attempt to lessen or prevent these risks.
G.
Indicate if you will need the assistance of Avera Research Institute staff in conducting 
any portion of the study visits? If you will need assistance, please indicate the level of 
assistance you would require.
VII. Avera Mission
A.
Describe what impact this project would have on the community that Avera serves.

B.
Please describe what impact this project would potentially have on the patient care 
provided by Avera McKennan.
Please return this form to Tammy at the Avera Research Institute:

Mail: 2020 S. Norton Avenue, Sioux Falls, SD 57105

Email: tammy.jung@avera.org
Fax: (605) 322-3051
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