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Define Post Approval Monitoring



Biomedical Research in the 1970’s

Public Funding 

NIH

Universities 

Private Funding

FDA/EPA

Pharmaceutical & 
Chemical Companies



 Tuskeegee Syphilis Study
Willowbrook Hepatitis Study
 Fernald State School Trials



 Industrial Biotest Laboratories

 G.D. Searle & Company
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Beneficence
 

Justice Respect





IACUC





2011
“PAM is considered here in the broadest 
sense, consisting of all types of protocol 
monitoring after the IACUC’s initial protocol 
approval.” 



Research 
Compliance

IIACUCIBC

IRB



Next to doing the right thing,  
the most important thing is to 
let people know your’re doing 
the right thing.   J.D Rockefellar



Post Approval 
Monitoring:
Are we doing what we said 
we’d do?

Amy Robison – Interim Biosafety Officer



Disclaimer

The opinions expressed are those of the presenters 
and may not necessarily reflect Montana State 
University.





PAM Objectives
• Internal process

• Support and guidance

• Targeted researcher education

• Educational needs

• Identification of strengths

• Preparation for external audits



Benefits of PAM
Build 
relationships

Animal 
welfare

Safety of human subjects

Biosafety and Biosecurity

Recommendations

Education

Individualized information

Communication



POLICE

What the PAM is not?!
Research police

Replacement for 
the committee

Required by 
sponsors or federal 
agencies (USDA, 
PHS, CDC, APHIS, 
etc.)

A funded mandate

New ground or a 
new regulation
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•Prepare

•Engage

•Show interest

•Observe

•Attitude is Everything! 

Visiting Labs





Continue the 
loop



Is your PAM working?



Identify



Hello Dr. xxx,

Your IACUC protocol xxx has been selected to be reviewed through the IACUC’s Post 
Approval Monitoring (PAM) process.  This monitoring is simply one method whereby the 
IACUC, through the conduct of periodic reviews of programs and procedures, ensures that 
animal studies are being performed in compliance with approved protocols as dictated by 
the federal Animal Welfare Act and the Guide for the Care and Use of Laboratory Animals.

IACUC representative(s) would like to meet with you and key members of your staff to 
discuss your protocol, review records and monitor animal procedures associated with the 
protocol.

Could you please supply us with a few days and times within the next three weeks that are 
amenable to such meetings and/or monitoring? We would like to meet in a conference room 
or office initially, and then observe some animal procedures.  Thank you for your 
cooperation and support to help strengthen MSU's animal programs.

Attached is the PAM Checklist we will use for reviewing your protocol.

Regards,

Notify



Schedule



Prepare



Interview/Observe



Results Letter



CAPs



Amendments



Follow-up



Conclusion

Amy Robison – Interim Biosafety Officer
amanda.robison@montana.edu
406-994-6733

Thank you!

mailto:amanda.robison@montana.edu
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