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Applied Practicum Consultation Form
	Applied Practicum Information:



	Federal, state, local and LG Health policies require studies that meet the definition of human subject research to be reviewed and approved by the IRB. Most academic projects meet the definition of human subject research. However, some academic practicums may not meet the definition and therefore may not require review the by the IRB. This form is to provide the necessary information, to determine if IRB approval is required. Please note, this is the initial process and should not be deemed or interpreted as the IRB approval process or approval. 
When you have completed the form, please attached a copy of your applied practicum proposal/protocol and all additional documents (i.e. surveys, questionnaires, consent forms, etc.). All submission must be emailed to Shawn Lehmann at slehmann2@lghealth.org. Consultation forms will not be accepted without the information highlighted above. 

Instructions:  Please carefully read all questions and answer to the best of your ability. 


	A. Research 

As defined by Department of Health and Human Services (DHHS) regulations: “a systematic investigation, including research development, testing and evaluation, designed to develop or contribution to generalizable knowledge.”

Continue to next section.



	1. ☐ Yes   ☐ No     Is the activity an investigation? (Investigation: a searching inquiry for ascertaining       

                            facts; detailed or careful examination).

2. ☐ Yes  ☐ No     Is the investigation systematic? (Systematic: having or involving a system, method, or

                               plan). 

3. ☐  Yes  ☐ No     Is the systematic investigation designed to develop or contribute to knowledge? 

                              (Designed: done with purpose and intent. Develop: to elaborate or expand in detail.

                               Contribute: to be an important factor in; help to cause. Knowledge: truths, facts 

                               information).

4. ☐ Yes   ☐ No     Is the knowledge generalizable? (Generalizable: universally applicable). 




	B.1.Human Subject defined by DHHS:

“A living individual, about whom an investigator (whether professional or student) conducting research obtains (1) Data through intervention or interaction with the individual, or (2) Identifiable private information.”



	1. ☐ Yes  ☐ No   The investigator will gather data about living individuals through intervention OR

                            interaction. (For example: Intervention: physical procedures or manipulations of 

                            individuals or the environment. Interaction: communication or interpersonal contact 

                            with the individuals.

2. ☐ Yes  ☐ No    The investigator will gather data about living individuals that is private. 

                             (Private: recording or observing an individual’s behavior that occurs in a context in  

                              which the individual reasonably expects no recording or observation is taking place.

                              Also for which the individual can reasonably expect the recording and/or

                              observation not made public). 

3. ☐ Yes  ☐ No     The investigator will gather data about living individuals that is identifiable. 

                              (Identifiable: participant’s identity is or may be readily ascertained by the 

                              investigator, or will be associated with the information; the research involves 

                              coded data/specimens). 




	C. Coded Data

A living individual’s identifiable information such as name or social security number has been replaced by a code, such as a number, letter or combination thereof and there is a key to link the code to the identifiable information of that individual. Coded data is considered identifiable under the Common Rule. 

	If research involves the use of coded data/specimens, that were NOT collected specially for the proposed research activity through an interaction or intervention with living individuals, then one of the following must be true:

1. ☐ Yes  ☐ No       The provider of the data/specimen will remove the code before sending the data/

                                specimen to the researcher, 
                                                                           OR

2. ☐ Yes  ☐ No       The holder of the key and investigator enter into an agreement prohibiting the 

                                release of the key to the investigator under any circumstances. 

                                (A copy of this agreement must be provided).
                                                                          OR
3. ☐ Yes  ☐ No        The investigator has documentation of written policies and operating procedures

                                 from a repository or data management center that prohibits the release of the key

                                 to the investigators under any circumstances. 

                                 (A copy of this documentation must be provided).

OR

4. ☐ Yes  ☐ No         There are other legal requirements prohibiting the release of the key to the 

                                  investigator. 


Submission Check List:
Prior to submitting to HRPP/IRB office did you complete the following:

☐
Complete all questions.

☐
Attach proposal, protocol or brief description of Applied Practicum 
project; that includes the purpose of my project, population to be 
included, method/theory for data collect & analysis. 

☐         Included any questionnaires, interview questions, etc. (if applicable).

☐         Contact Information: Name and email address.



​​​​​​​​​​​​​​​​​​​​​​​To be completed by HRPP/IRB office only:

All questions completed: 
Y: ☐

N: ☐
Comments:Click here to enter text.
Protocol, proposal, summary of project attached:





Y: ☐

N: ☐ 
Comments:Click here to enter text.
Does this project meet the definition of human subject research and need IRB review/approval? 





Y: ☐

N: ☐ 
Comments:Click here to enter text.
Date received: Click here to enter text.
Date reviewed:Click here to enter text.
CITI Training – Social & Behavior Module completed.  Y: ☐       N: ☐
Financial Disclosure Completed


       Y: ☐
 N: ☐ 


Protocol Template and IRB Manager Sign on 
       Y: ☐
N: ☐
Research Institute Screening Application
                                                   Version date: August 13, 2018
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