_/C m National Institutes of Health
”"’a ‘w Program on Biosecurity and Biosafety Policy

Incident Reporting:
Lessons (Re)Learned

Kathryn L. Harris, Ph.D., RBP
Senior Outreach and Education Specialist




NIH PBBP

NIH Program on Biosecurity
and Biosafety Policy

The biosecurity and biosafety responsibilities
formerly carried out by the NIH Office of
Biotechnology Activities (OBA) are now being
conducted by the NIH PBBP




Incident Reporting Requirements
under the NIH Guidelines

= Under the NIH Guidelines "...any significant
problems, violations of the NIH Guidelines, or
any significant research-related accidents and
illnesses"” must be reported to NIH within 30

days

= Certain types of accidents must be immediately
reported to NIH:

o Spills or accidents in BL2 laboratories
resulting in an overt exposure

o Spills or accidents occurring in high
containment (BL3 or BL4) laboratories
resulting in an overt or potential exposure




Importance of Incident Reporting

= Keeps institutions aware of and
accountable for safety-related problems

" Provides NIH PBBP an opportunity to
educate institutions about optimal
responses to safety events

= Allows NIH PBBP to identify patterns of
safety problems at particular institutions,
possibly pointing to a need for
o Broad-based training
a Interventions in particular laboratories




Importance of Incident Reporting

= Allows NIH PBBP to identify
patterns of safety problems
nationwide which may need
broader educational outreach

o Issues with particular practices

o Safety challenges with particular
agents

o Points of emphasis in NIH PBBP
educational programs

o Areas where the NIH Guidelines may
need clarification or amendment




Frequently Asked Questions for Labs Conducting Recombinant or
Syntheric Nucleic Acid Research

L. Whatkinds of incidents invohing research subject to the NTH Guidelines must be
reported to the NIH PREP?
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Incident Reporting Template

National Institutes of Health
Program on Biosecurity and Biosafety Policy

Template for Reporting Incidents Related to Research Subject to the
NIH Guidelines for Research Involving Recombinant or Synthetic Nucleic Acids
to the National Institutes of Health (NIH)

Program on Biosecurity and Biosafety Policy (PBBP)

Completed reports may be sent via U.S. mail, courier service, e-mail, or facsimile to:

Attention: Incident Reports

NIH Program on Biosecurity and Biosafety Policy

6705 Rockledge Drive, Suite 750

Bethesda, Maryland 20892-7985
(For all non-USPS deliveries use Zip Code 20817)

Telephone 301-496-9838
Fax 301-496-9839
E-mail: PBBP@od.nih.gov
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IBCs Registered with NIH PBBP
(October 2014)

Hospital/Clinic
32%

10%

Total = 883



Incident Reports by
Institutional Type (2010 — 2014%*)

Research Institute =
3%

Commerical = 1%

N Government = 5%

___Hospital = 10%

Academia =81%

*Through July 2014



Reported Incidents by Type (2010 - 2013)

Exposure (Parenteral)

LAl = 1% - 170,
() Other=17% - 359%

Potential LAl = 1%

Occular=3%

\

Bite = 5%

Spill = 10%

Exposure (Other) =
10%

No IBC Approval =
18%

“Other” includes: equipment failure, loss of containment, etc.



Exposure Incidents by Type (2010 - 2013)

Occular =

6%
|

Bite = 9%

Other =19%

Parenteral =
66%



Institutions Reporting Incidents*
2010-2012

M Institutions that have been site-visited

M Institutions that have NOT been site-visited

*(Excluding Failure to Obtain IBC Approval)



Top 10 Agents Reported 2010-2013
(60% of Total Exposures Reported)

Vaccinia Bruiella AAV
5% 5% 11%

HIV
~  Mycobacterium 6% Adenovirus
tuberculosis 10%

7%

E.coli
Yersinia pesti 8%

5%

Retrovirus
8%

Lentivirus
35%



Incidents reported to OBA by
Biosafety Level (2010 - 2012)




Incidents Reported to OBA (2010-2012)

L
wBL1
W BL2
BL
- 3
L= E —]
/: e I_J
Animal Bite Ocular Parenteral  Splash/Spill Other*

Exposure Exposure

Includes: equipment failure, containment violation, potential exposure,

etc. (excluding failure to obtain IBC approval)




Parenteral Exposures (2010 - 2012)

Other (e.g.
glassware, vials,
equipment)

0,
Dissection Tools 9% Needles

10% .' | 70%

Pipettes
11%

Approximately 30% of parenteral exposures
occurred while handling a live animal




Animal Bites (2010 - 2012)

Non-human Dog
Primates 5%
10%

Ferrets
9%

Rodents
76%



Mustela putorius furo (Jack ‘n’ Jill)




We know you know.... But...

= Ensure proper PPE use at all times,
ESPECIALLY EYEWEAR

" Legs and feet should be covered

= Ensure proper posting of signage for
potential hazards, SOPs, and emergency
response procedures

" Be constantly aware of all types of
experiments being conducted, whether
they have been approved, and whether
they are being conducted at the
appropriate containment level




We know you know ... But ...

10.

Common Sharps Sense — Top 10

Conduct frequent training on proper sharps use and disposal.
Pay special attention when using sharps, avoid recapping needles

Empty sharps disposal containers regularly. Don’t compact with
hands or try to overstuff when full.

Don’t place sharps disposal containers next to regular trash cans.
Don’t “retrieve” items from sharps containers.

Ensure animals are properly restrained or anesthetized before
attempting an injection.

Use plastic rather than glass, or sharps with built in safety
features when possible

Inspect glassware carefully before use.
Tidy up breakages and equipment.

Avoid multiple researchers working in close proximity with
sharps if possible.



We know you know ... But...

= Make sure THEY know

a Training ...training ... and more
training

a Provide specific examples of what can
go/has gone wrong

o Stress importance of reporting and
requirements to do so (and that it’s
not punitive)




Contact PBBP

Program on Biosecurity and Biosafety Policy
Office of the Director

National Institutes of Health

Suite 750

6705 Rockledge Drive,

Bethesda, MD 20892-7985

Phone (301) 496-9838
Fax (301) 496-9839

é/‘i PBBP@od.nih.gov
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