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~ o What should you be thinking about?
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= death, recalls ...

—— and perhaps

; shutting down
your company.
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E/armoles

PEERULSI— Company Went bankrupt
J&E-" Llens Solution — Stock Price decline
Vdrexycut — Liver damage
€ ddinal Swine Flu vaccine — 1978 nerve effects
T "D — Killed birds
'---" VIOXX Killed patients

News at 5:00
Law suits at 11:00
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The FOAHCIESNCE ESPENSIDIET

Ijg \/« UiF manuiacturingl facility — OR —
J Ol source to a contract manufacturer

0] rge €hains requiring proactive
= 314 party audits of suppliers of their

prlvate label products
° CVS
® Jarget
s \WalMart
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Pliblic record
o Czly atiorce recalls &/or shut you down

BBt they are understaffed
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—_— --—: Randem audits
— Auditor’s focus varies
— Complaints are always followed up

® You are STILL responsible
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SIESN(E00dIGPriachicES)

SMVETNED 101 ENSUre product safety
Ne0NL0I5 based on product risk
BBiomedical
=~ 21 CFR Part 210/211  Drugs
® 21 CFR Part 820 Medical Devices

o Computer systems (all products)
® 21 CFR Part 11
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SWIN@UBlity. System - documented

PR@AlIASYSstEemmiviante

Sindependence, Authority & Training
"Annual Product Reviews

& SHinternal Audits

= SICAPA System

& e Complaint Handling (FDA reporting, retains required)
® [Failure/Deviation Investigations
® Change control (SOPs, production)
® Rework/reprocessing
® Recalls/returns/salvages
e Stability testing (container orientation, environment)
e \/alidation (cleaning, processes)
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NEEIGIHES &L EqUIpmEnt
IEIGW, waste, chemicals, pest control, etc.
SSIPlant and equipment design
9Q/OQ/PQ for equipment
;"'4 — ®iSanitation & maintenance

o T—

—

-
—
"-'

i

=4 M terial control

- ® Receipt & inspection (or vendor qualification)
e [dentification & traceability

® Control & release

® Nonconforming material
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SMOEUICLHOR SyStem
WIProcess change control system
S81Batich production records
S Equipment qualification & maintenance
& s Retains/Reserve samples
~ e Stability testing — container orientations

-~ 8 Packaging system
e \/alidation, cleaning, contamination
e | abel control
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2 Lelngre]to)ny
PErsonnell gualification
SSiVethods & procedures
_.“-_"_'0 Chemicals, standards & solutions handling
= e/[logbooks — control & retention
s Equipment calibration & qualification
® Out of specification investigations (OOS)
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SNVElagement Controls
SSI@uality Policy, Quality Manual
SsiVianagement Representative

& s internal Audits
= #®Management Review
® Product Master Records — DMR, DHR
® Organization Responsibilities
® QA Independence
® Annual Review of Quality System
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Maclical BlaVieastrde|nits (caniticl)w

o Builelisiepa maleliliny
SVaintenance & Chemicals
SSNaste & Environmental Controls
WiPest Control, Lighting, Water, Washrooms

- urchasmg
= e Specifications (w/ microbiological criteria)
e Supplier audits & notification of changes
® Qualification of consultants, subcontractors
e Nonconforming material — ID, segregation
e [dentification, packaging & storage
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ealNDeviGEs reqmtsHEonta)T

S_,'U " CONCIFO .
-Verification & Validation
S Risk Analysis

“®iPesign Reviews & documentation

;ﬂﬂiecalls/Correctlons/ Removals
= ® Procedure
' e Mock Recall
® Reporting to FDA
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2 DoctiggieCGelglige
-Creation & Change Control
SSISOPs & Production Processes

S® Batch Records

: fﬂ%?ersonnel & Training
"_' ¢ Sanitation & Hygiene
' ~ ® Job Descriptions
e GMP & Job-specific Training
® Training Records
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PAVEVICE Identification/Iraceability
-At adll stages throughinstallation - status, too
SSDevice identification

“®iTracking file

;f'%&)rrectlve/ Preventive Actions
= s SOPs, CARS & PARS
' ~ » Nonconforming materials controls
® Failure investigation
® Root cause analysis
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Maclical BlaVieastrde|nits (caniticl)w

SAVEVICENVIastEr RECorA (IDVR
ISpecitications, formulations, drawings, etc.
SSIEGUipment installation & maintenance

t8iCalibration of QA devices used

ﬂ%ewce History Record (DHR)

= ® For each production lot
: e Date, # units, labeling
® Acceptance testing
® Product Release approval
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MEGICEINDEYIGES e d SO =a)™

SAYEZNS, AdVerse Events, Malflinctions &
Corglglelglis
BSNritten| procedure for management of event

= . Investigation & resolution
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& s/ Determine need to report
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= ®Vedical Device Reporting
_ s Written procedure for reporting (FDA)
® Root cause analysis
® Corrective actions
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o Proclietigsl cuProgcass Cogtgelse
RAcltding sterilization
SSN\/alidation protocol — equipment, process software
EIEGUIpment calibration & maintenance

——

g s Nonconformance adjustments

= - =
5 S

== SHACCeptance
=~ s Receipt of devices
® [n-process testing
® Release authorization (in DHR)

e \When is it “delivered??”
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2 Lzigoreieipy
®iEleanliness
SSN\/aste processing

& siMethods & standards
— s/Notebooks, sign-offs, tracking, preservation
' ¢ Equipment calibration & verification
® Reagents tested, expiry dates
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) \/al]r S0 Of COMPULET SyStems
BSpIeadsheet validation

| ctronlc signatures procedure/training
_ FDA notification
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"% Record retention
—® User access & change control
e Terminal locking
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Contact us at:

dierorise*Solutions, Inc.

Cziro) [A@ht & Jim Benz
STt 300
B=Y06 East Avenue
= Rochester, NY 14607
585 241 2090 (fax 585 241 2099)
WWW. esiresults.com
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