@ Problem

CONTAMINATION FOUND IN NIH

What Problem(s)
When Date

Different, unusual, unique
Where Facility, site

Task being performed

Impact to the Goals
Patient Safety

Compliance

Patient Services
Schedule/ Operations
Property/ Equipment
Labor/ Time

Contamination found in drugs produced for NIH use
Discovered in April 2015 PHARMACY Cause Map
?
NIH Clinical Center in Bethesda, MD
Creation of drugs for clinical studies
6 unknowingly given potentially contaminated drugs
Some knowingly using potentially contaminated drugs
Facilities not compliant with standards
Treatment potentially delayed
Clinical trials potentially delayed
Facility upgrades required
Investigation and corrective actions required
Unique doses of
—No othglr ztl)urce medication used Basic Level Cause Map - Start with simple Why questions.
available for clinical trials
Solution:
AND ! 6 unknowingly Drugs were Cause ‘
Pau}entsl are Patient Safety given potentially pot%mia"y SoiE
seriously | Goal Impacted contjrrnénsated contaminated
Some knowingly . .
q . y Patients don't
Patient Safety using potentially want to stop/ AND

contaminated
drugs

Evidence: Statements
by NIH

Goal Impacted

delay treatment

Potential for

Labor/ Time

Goal Impacted

cause-and-effect relationships supported with evidence

CAUSE MAPPING

Cause Mapping is a Root Cause Analysis method that captures basic

Problem Solving « Incident Investigation + Root Cause Analysis

Schedule/ Clinical trials
Operations potentially (€
Goal Impacted delayed
AND
Patient Treatment Investigation and
Services Goal potentially corrective  [€—
Impacted delayed actions required

Drugs potentially ¢
contaminated

6 unknowingly

| | given potentially le|

contaminated
drugs

Evidence: Statements
by NIH
AND

Patient Safety

Goal Impacted

phrase "Was Caused By" in place of each arrow.

NOTE: Read the Cause Map from left to right with the

What's the
Step ° Problem Problem? Drugs part of
treatment plan
. Why did it
Step Analysis TERReT
For a free copy of our Root Cause Analysis Template in Microsoft
Excel, used to create this page, visit our web site.
What will be - -
Step done? Reliability
Investigate Problems. Prevent Problems.
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Why? Copyright ThinkReliability 2015
Effect [«— Cause
Property/
Equipment Goal

Impacted

Compliance

Goal Impacted

Evidence:
Contamination in
batch not identified
prior to use of some
vials

AND/OR

Facility not

Facilities
upgrades
required

compliant with
standards

Inadequate air
handling system

Evidence: Findings
from FDA inspection
in May 2015

Missing screen
on air handling
system

AND

serious More Detailed Cause Map - Add detail as information becomes available
complications
without treatment
6 vials from Contamination Inadequate
same batch were not identified Pl s
given to patients prior to use P :
Inadequate work Protective gear Inadequate
processes? worn improperly training?
AND
Evidence: Inspectors
'saw employees with
AND/OR lexposed skin and
facial hair working with
sterile products
Contamination I
N nadequate
— was foundin 2 lit trol?
vials quality control?

No differential air|
pressure to

Design of system|

ensure
AND cleanliness
Possible sources
Inadequate of contamination
cleanliness identified in clean
rooms

Evidence: Inspectors
found that sterile work
areas were not physically
iseparated by doors to
allow differential air
pressure

Evidence: Insects
\were found in 2 of 5
clean room ceiling
light bays




