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Background

* Reprocessing breaches can result in patient exposure to bloodborne pathogens.

* [nfection Prevention was notified of a reprocessing breach that occurred during a four-
week period after a workflow change in reprocessing practices at a suburban clinic.

* |nitial assessment revealed that instruments were cleaned manually with enzymatic
detergent, ultrasonically washed, dried and packaged for sterilization. Prior to steam
sterilization, some unprocessed items were mistakenly restocked in exam rooms for
use. Instruments included speculums and one ring forceps.

 Chemical indicators were inconsistently checked at the point of use, so it was possible
that unprocessed instruments were used on patients.

Methods

e Checked all sterile storage for unprocessed items and removed them
e Limited entry to the reprocessing room to trained personnel only

e Provided education to all staff on the importance of checking chemical
indicators prior to use

e Placed reference posters for reading indicators where instruments are
stored

e Organized a team including risk management, medical director, site
eaders, system leaders, patient safety, lab, communications, state
oublic health and infection prevention

e Reviewed CDC framework for evaluating an infection control breach
e Focused on process failures over personnel mistakes

e Determined risk for bloodborne pathogen exposure
e Developed order set to mistake-proof lab ordering process
e Created Standard Work and script for nurse patient communication

e Used Plan, Do, Study, Act framework to determine and evaluate steps
in notification process

e Sent patient notifications via the Electronic Medical Record and mail

e Testing recommended for Hepatitis B, Hepatitis C and Human
Immunodeficiency virus (HIV)

Figure 1. Approach to an infection control breach with potential
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1) ldentification of infection control breach

= ldentify the nature of the breach, type of procedure, and biclogic substances invalred
= Review fhe recommended reprocessing methods or aseplic fechnique

= [nstitute corrective action as early as possible

2} Additional data gathering
= Determine the time frame of the breach and number of patients who were exposed
= ldentify exposed patients with evidence of HBY, HCV, or HIV infections through
medical records andior public health surveillance data
=  Conduct literature review and consult experts

3} Motify and involve key stakeholders
= Infection control professionals

= Risk management
= Local and State health deparments

= Affected healthcare providers
= Licensing or ofher regulatory agencies, if appropriate

4} Qualitative assessment of breach
If possible, classify breach as Category A or B:
= Category A invalves a gross error or demonsirated high-risk practice
= Category B involves a breach with lower likelihood of blood exposura

5) Decision regarding patient notification & testing

Iif Category B,
i Category A, Consider the following factors in the decision:
Patient notification & = Potential risk of transmission

festing is= wamanted «  Public concem
= Dty to wam vs. harm of notificafion

&) Communications & logistical issues
= Develop communication materials
= Consider post-exposure prophylaxis if appropriate
=  Determine who will conduct festing, obfain consent, and/or perform counseling,
if appropriate
=  Determine if follow-up testing needed
= Facilitate public inguiry and communication
=  Address media and legal issues

" (assumes no known cases of bloodbome pathogen transmission as a result of the breach)

https://www.cdc.gov/hai/outbreaks/steps for eval ic breach.html

particular person or persons.”

“The intent of an evaluation should be to discover the factor(s)

that led to the potential exposure and to protect patients from
adverse events, as appropriate, and not to assign blame to a

(Rutala, 2007)
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Results

78 patients notified of reprocessing breach

¢

23 patients (29.5%) completed recommended 6 week
and 4 month follow up testing*

No patients tested positive for HBV, HCV and HIV after
potential exposure

Lab cost of testing 23 patients was $13,892

Over 200 hours of time (estimated) was spent on the
response

*Response rate aligned with similar investigations per public health partners

Lessons Learned

* |nvestigating a reprocessing breach is time and resource intensive.

 Engaging a multidisciplinary team that included public health experts and using CDC
resources supported a patient-centered disclosure process.

e Standard Work, scripting, and FAQ’s helped staff feel prepared and confident in
responding to patient inquiries.

* This investigation was stressful for the clinical team. While maintaining transparency
builds trust, the possibility of bloodborne pathogen exposure was difficult news to

share with patients. Supportive resources should be shared with staff and a focus on
process improvements should be emphasized over mistakes.

* This investigation underscores the importance of infection prevention programs in
ambulatory care to support best practices, including:

 All staff play a role in providing safe patient care.

 Onboarding and annual training should include information about checking
chemical indicators and proper storage and handling of sterile instruments.
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