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1.0
Purpose
The Clarkson University maintains an Institutional Review Board (IRB) with the primary mandate of protecting the rights and welfare of human subjects who participate in research.  The IRB is structured and operating under the guidance of The Belmont Report, The American Psychological Association's Ethical Principle's in the Conduct of Research with Human Subjects, and the requirements of Title 45 CFR Part 46, Protection of Human Subjects.

The IRB is responsible for reviewing, approving, and conducting ongoing oversight of all protocols involving human subjects research. 
This procedure provides a method for conducting proactive routine and for-cause audits of IRB records and research practices for completeness to verify compliance with approved protocols, federal regulations, and Clarkson University policies and procedures protecting human subjects in research.

2.0
Responsibility

This guideline applies to all individuals, not limited to IRB members and Principal Investigators (PIs), involved in the implementation and coordination of research involving human subjects.
3.0
Definitions
NA

4.0
Procedure

4.1
Scope and Frequency of Audits

 
4.1.1
Audits are conducted by IRB members, or other trained individuals, 



for verifying compliance in the following areas:

· IRB Protocol Review, Approval and Documentation

· Protocol Execution (by the PI)
4.1.2
At least one randomly selected protocol previously approved by the  
IRB is reviewed annually to verify that all requirements for 
documentation, reviewing, approving of a protocol have been met. 

4.1.3
At least one faculty and one student project are audited annually to 
verify 
that protocols are executed by the requirements of the protocol approved 
by the IRB. 
4.2
Audit Requirements


4.2.1
IRB Review, Approval and Documentation

4.2.1.1
Proposal Review:
4.2.1.1.1
Record of IRB review addressing the 




necessary components: Research Design; 



Subject Selection and Recruitment and 




Protection of Vulnerable Populations; Risks 



and Benefits to Subjects; Informed Consent; 



Confidentiality.
4.2.1.1.2
Documentation that information regarding IRB 



review was provided to the researcher in a 



timely fashion.

4.2.1.2
Final Proposal Documentation:
4.2.1.2.1
Complete final version of the proposal (paper 




or electronic), that includes the Informed 




Consent document and all necessary 





appendices.
4.2.1.2.2
The proposal is signed by all primary 




investigators.
4.2.1.2.3
The proposal is signed by the appropriate 



administrator, typically the Department Chair of 



the PI.
4.2.1.3 
Documentation of Final IRB Action: 
4.2.1.3.1
Approval letter 
4.2.1.3.2
Assigned IRB approval number.


4.2.1.4   At least once a year, a Project Modification Request is





audited to determine that it has been signed and the IRB 




response is documented.


4.2.1.5
At the end of every year, all Adverse Event Reports are 




reviewed and there is evidence of IRB review and 





response.

4.2.2
Protocol Execution (by the PI)

4.2.2.1

The IRB audits the implementation of research to





determine whether investigators are following their 






protocols and whether there are any unreasonable 






risks to subjects.

4.2.2.2

At the time of initial proposal approval, the IRB may opt 




for 
project audit during the upcoming year.

4.2.2.3  
In addition to the projects selected for audit, any 



proposal which has complaints, reported noncompliance 



or deviation from the approved project is subject to audit.

4.2.2.4  
The audit may be conducted by any member(s) of the 



IRB, including non-voting members. Audit may also 


be delegated to other trained personnel.

4.2.2.5
The audit includes any of the following that are




appropriate for that study:



4.2.2.5.1
Review of the protocol and all 







associated documentation.



4.2.2.5.2
Interview of researchers; this may 






address recruitment, protection of 






vulnerable subjects, the informed 







consent process, data collection, 







data processing or data storage as it 






impacts confidentiality. 



4.2.2.5.3
Interview of research subjects. 



4.2.2.5.4
Interview of any other personnel 







involved in the research.



4.2.2.5.5
Review of data as appropriate. This 






could be to confirm that subjects meet 






eligibility requirements, security of data.

4.2.2.6
The auditor prepares a report regarding its findings, 



and presents that report at the next IRB meeting.

4.2.2.7
The investigator is informed about the results of the audit.


4.2.2.8
In case of failure to follow protocol, the investigator 



must discontinue data collection until either the approved 



protocol is followed or a Project Modification Request has 


been approved. The only exception is when immediate 



changes are needed to protect subjects.

4.2.2.9
Suspension could occur if a project places subjects at 



more than minimal risk, if unreported deception is 




occurring, or if subjects have justified complaints about 



how they have been treated. In case of suspension, the 



researchers, Department Chair and University 




Administration are informed.


4.2.3
Audit Documentation



4.2.3.1     The audit process is documented by utilizing the IRB 



     
      Audit Report Form (Appendix A), or equivalent.
5.0
References

NA
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___________________________________________

Audit Report Form Last Revised: 11/15/07 

Audit of (project title): 

PI:

Advisor (if relevant): 

Auditor(s): 

Date Audit began

Type of project: ( Student
( Faculty
( Other: 

4.2.1
IRB Review, Approval and Documentation
4.2.1.1 Proposal Review:
Proposal submitted on (date): 

4.2.1.1.1
Record of IRB review on (date) 

Type of review: 
Expedited / Full

4.2.1.1.2
Response to the researcher on (date): 


4.2.1.2
Final Proposal Documentation:
4.2.1.2.1
Final version received (date): 

4.2.1.2.2
Final version signed by all PI:  
( Yes      ( No

4.2.1.2.3
Final version signed by Chair or advisor: 
( Yes      ( No

4.2.1.3 
Documentation of Final IRB Action: 
4.2.1.3.1
Approval letter sent on (date): 

4.2.1.3.2
Assigned IRB approval number: 

4.2.1.4   Any Project Modification Requests? 
( Yes      ( No

 If Yes, describe:

4.2.1.5
Any Adverse Event Reports? 
( Yes      ( No

 If Yes, describe:

Have any complaints from subjects been received? 
( Yes      ( No

If Yes, describe:

DOR has documentation of Human Subjects Research certification for all PI 

(or course instructor can provide upon request)?
( Yes      ( No

For any area determined to be a Problem, describe in more detail:

4.2.2
Protocol Execution 
4.2.2.5.1  Review of the protocol by auditor: 
( Yes      ( No

4.2.2.5.2  Interview of researchers: 
· recruitment, 
( No problem
( Problem

· protection of vulnerable subjects, 
( No problem
( Problem

· informed consent process, 
( No problem
( Problem

· data collection process, 
( No problem
( Problem

· data management (confidentiality)
( No problem
( Problem

For any area determined to be a Problem, describe in more detail:

4.2.2.5.3  Interview of research subjects. 
· Voluntary recruitment, 
( No problem
( Problem

· Informed consent process, 
( No problem
( Problem

· Implementation of research, 
( No problem
( Problem

· Debriefing (if relevant)   ( N/A 
( No problem
( Problem

For any area determined to be a Problem, describe in more detail:

4.2.2.5.4  Interview of other personnel involved in the research: 
· Interaction with subjects, 
( No problem
( Problem

· Data management (confidentiality), 
( No problem
( Problem

For any area determined to be a Problem, describe in more detail:

4.2.2.5.5  Review of data for subject eligibility & security of data.




( No problem
( Problem
Observation of data collection (if performed):


Summary: 

Major concerns:

Minor concerns:

Please check the appropriate recommendations/conclusions of the auditor:

· This project demonstrates no more than minor concerns which can be addressed by the researchers; subjects were not endangered
· No Project Modification Request recommended
· Project Modification Request is recommended

(
This project demonstrates major concerns and should be suspended until 
full IRB review and discussion

4.2.2.6 Auditor reported findings at IRB meeting on (date): 

4.2.2.7 Investigator informed of audit results on (date): 

Auditor signature: ___________________________   
Date: _______________

Auditor signature: ___________________________   
Date: _______________
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