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Emory University
L —

# Founded as Oxford College (1836)

Located in Atlanta, GA

* 14, 513 enrolled students (2013)
* Main campus spans over 600 acres

* g individual schools within the
University

* 16 major research buildings

*  Approximately 500 Pls and
1500 laboratory spaces

*  Multiple satellite campuses



NIH-OBA Site Visit
—

* Emory University had not been through
a NIH-OBA site visit previously.

National Institutes of Health

>

%~ Office of

S Biotechnology
* Were we ready for the site visit? Activities

* How did we proactively prepare for the site
visit?



Timeline...




INIH Self-Assessment Tool...

* We identified the
inspection check list on
OBA website

* Tool for the Self-Assessment of the
Institutional Biosafety Committee
and Program of Oversight of
Recombinant DNA Research

* We used the check list as
the first step to identify the
gaps in our program

* We developed a scoring
system for our biosafety
program review

http://oba.od.nih.gov/rdna_ibc/ibc.html



Program Scoring...

* We used an internal scoring \

system to calculate an overall
program score

* Each line item received a score:
* 1 =fully compliant
# 2 =in process (partially compliant)

* 3 =nothing in place

* Each line item received a
justification for each score
provided




Results from Gap Analyses...

* Training on NIH rDNA
Guidelines for Pls/researchers

e Autoclave Validation Program;
training for animal handlers

e rDNA Classification for all
protocols




Our Response...

S

+ ldentify gaps in the program
* Use a systematic approach
* Management Systems
* Focus on those gaps
+ Benefits of gap analysis:
* More resources needed?
* Upper management buy-in?
* Additional FTE?
* Other?




The Next Step: Implementation...
R

Example: Biosafety Protocols

* rDNA classification D
e More comprehensive
Renewal/Notice of Intent
/
\

e Approval Letter

e Addendum (Containment,

Vaccinations, Agents, Animals,
Approvals s Rt

J




INIH OBA to Visit Emory...

L —

Emory received a notice from NIH OBA
announcing their visit in March 2014

Emory provided the requested
documentation- E.G.
 List of all rDNA protocols
e IBCCharter
* Committee Meeting Minutes
* Incident Reports

.

NOTICE

NIH OBA will visit
Emory University on
Tuesday March 18, 2014

P




Preparing for the site visit...

+ Requested Documentation:\’

+ Overall Prep Time = ~1 hour

* How were we able to do this so quickly??
* NIH OBA Self-Assessment Tool
* Program Management
* Management Systems




+ Before the Site Visit \

* NIH OBA sent a list of Pls to interview from the protocol
list

+ BSO meeting with those Pls
* ZERO knowledge of talking points

* My advice to Pls: Be honest with your opinion -working
relationship with BSO and our services

* During the Site Visit
* NIH OBA meeting with selected Pls




NIH OBA Site Vasit Results...

* Final Outcome: Beautiful!
* Only minor recommendations

+ Future Plans:
* Do not stop!

Continue to review documents, SOPs, etc. CALM

*

+ Make changes where needed AND
* Biosafety Stewardship BE
*

New DURC Policy PREPARED




Lessons Learned from Emory’s

NIH OBA Site Visit...
\

+ Systematic Management of Programs
* BABY STEPS!

+ |dentify gaps and address them
systematically

+ Always be prepared

+ Keys to a successful Biosafety Program:
* Proactive approach
+ Systematically address gaps
* Continue to evaluate programs
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* Meagan Fitzpatrick
* Michele Edenfield
+ Patty Olinger
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* Kalpana Rengarajan, PhD, MPH, RBP

* Emory University, Associate Director, Biosafety Officer W EMORY
* krengar@emory.edu Cods



