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Goals:

Develop a customized risk management system based on the
RAPDM" platform to provide automation solutions in the fields
of:

Risk predication: identify potential failure modes, hazards
Complaint analysis: analyze FDA Maude data

Root cause analysis: discern potential failure causes

Risk mitigation: discovery potential mitigation actions

Doc remediation: convert legacy docs to new template

Risk training: randomly create question and score answers
FMEA/PHA: electronical FMEA and Hazard Analysis worksheets
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Webpage Layout

https.//yvouwebpage.com/risk-management

Risk Prediction Complaint Analysis Root Cause Analysis Risk Mitigation Doc Remediation Risk Training FMEA/HA

STATEMENTS Failure_Mode Hazard Hazardous_Situation Harm_Severity

Demo Feedback Hints
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Section 1: Risk Predication

= Use scenario: when working on FMEA worksheets, users need to predict potential failure
modes, hazards, hazardous situations, harms, and severity levels.

= Operation: user only need to copy a requirement/function from FMEA/HA, paste to the
left below, and pick up potential results.

Risk Prediction Complaint Analysis Root Cause Analysis Risk Mitigation Doc Remediation Risk Training FMEA/HA
STATEMENTS Failure_Mode Hazard Hazardous_Situation Harm_Severity
it was reported that, on an unspecified i
date, the tubing involved in the event particulate presented particulates infusing particulates outside of pulmonary embolism 4
was noficed to have unknown the vessel
impurities in the fluid path of the
patient. there was unknown patient exposure to toxins (e g. failure to deliver embolization into the vascular stroke 4
involvement reported. no additional pyrogens cytokines system
information is known at this time. Andatavine =
drug with altered activity device difficult to setup or air infused into the body while myocardial infarction 4
prepare connected to pump
biological contaminants occlusion within device patient receives less infusion thrombophlebitis 5

solution/fluid than intended

sharp edge medication error patient blood loss due to death 5
backflow of blood into

entldruisrn

Demo Feedback Hints
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Section 2: Complaint Analysis

= Use scenario: when working on periodic risk file review, users need to predict potential
failure modes, hazards, hazardous situations, harms from FDA Maude database.

= Operation: users collect event statements in a excel file and upload to system, and final
results shall be popup to screen and able to save to desktop.

Risk Prediction Complaint Analysis Root Cause Analysis Risk Mitigation Doc Remediation Risk Training FMEA/HA
DETECT INPUT From_CSY Failura Moda
Report Titke | From_C5W w Choosa Fba | FDA Maude r

I Demo Feedback Hints
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Section 3: Root Cause Analysis

= Use scenario: when working on product failure analysis, users need to dig out potential
failure causes on specific customer complaints.

= Operation: users copy complaint statement on the left table, system direct users to
predict potent failure causes along the path of harm->hazardous situation->failure mode.

Risk Prediction Complaint Analysis Root Cause Analysis Risk Mitigation Doc Remediation Risk Training FMEA/HA
STATEMENTS Harm_Severity Hazardous_Situation Failure_Mode Failure_Cause
he svent involved a.c.onnector that had death 5 air infused into the body while hazardous fluids/fumes ial def
a leak of an unspecified chemotherapy ; ) Material defect
connected to pump released into environment

where a 0.5ml to 1ml droplet was found
on a chux pad that resulted in
hazardous drug exposure. the device congestive 3 air infused into the body allergenic substances connector broken
was connected to a syninge for v push
administration. the set was primed

according to instructions and there was thrombophlebitis 5 air infused into the body in open fluid path hiooing damased
no hole, cut, tears or any defect noted gravity mode PPINg 8
on the connector. a small bubble was
noted outside the usual fluid path within . -
the device which leaked out through the moderate loxic effects such &9 exposure to physical injury at caustic substances user error
small opening. seizures abdominal pain infusion site
organ injury 4 exposure to hazardous airin line air in line due to broken,
fluids/fumes

loose, unsealed fluid path
Demo Feedback Hints
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Section 4: Risk Mitigation

= Use scenario: when working on FMEA worksheet, users need to define different levels of
risk mitigations for those unacceptable risk items.

= Operation: users input any statement (require./spec./complaint), system provides
potential lists of ‘safety by design’,  protective measures’, ‘info for safety’ at one time.

Risk Prediction Complaint Analysis Root Cause Analysis Risk Mitigation Doc Remediation Risk Training FMEA/HA

STATEMENTS Safety_by_Design Protective_Measures Information_for_Safety

the event involved a connector that had
a leak of an unspecified chemotherapy material selection production inspection
where a 0.5ml to 1ml droplet was found
on a ghux pad that resulted in
hazardous drug exposure. the device

label: warning

_ _ leaking test material certificate IFU: precaution
was connected to a syringe for iv push
administration. the set was primed
according to instructions and there was ) ] _
no hole, cut, tears or any defect noted verification test sampling test IFU: inspect leak before
on the connector. a small bubble was use
noted outside the usual fluid path within
the device .\-'."hICh leaked out through the environmental test Fonnec_tlon loose User training
small opening. inspection
aging test shipping report

IFU: tight connection
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Section 5: Document Remediation

= Use scenario: when working on FMEA remediation, users need to convert legacy risk files
into new templates due to standard new revision, EU MDR, audit action.

= Operation: users upload the legacy risk files (e.g. Excel, word) to system, data will be
dumped accordingly.

DFMEA Worksheet
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Section 6: Risk Training

= Use scenario: by using the system, users are able to update their risk assessment skills
routinely.

= Operation: system randomly generates questions, interacts with users to predict risks,
scores the results, and demos the correct answers.

Risk Prediction Complaint Analysis Root Cause Analysis Risk Mitigation Doc Remediation Risk Training FMEA/HA
STATEMENT FAILURE MODE HAZARD HAZARD SITUATION HARM / SEVERITY
sterile barrier system shall be designed open fluid path particulates infusing particulates outside pulmonary embolism
to keep the product sterile and of the vessel 4

contamination free

exposure to toxins (e.g.
pyrogens cytokines
endotoxins)

drug with altered activity

biological contaminants

device difficult to setup or
prepare

failure to deliver

occlusion within device

particulate presented

medication error

new sample || answers | 25%
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embolization into the vascular
system

death

incorrect setup of parenteral
therapy

air infused into the body while
connected to pump

patient blood loss due to
backflow of blood into
set/device

death

stroke

myocardial infarction




Section 7: FMEA and Hazard Analysis

= Operation: by integrating electronical FMEA worksheet with risk search engine, users are
able to run entire risk analysis on one page and save risk results to database.
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Your challenges inspire our solutions,
please let us know how we can help...
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