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¢ FDA Authority, Regulations, and Guidance
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— Audit: Cleseout: Meetings: & Eindings
— Audit Reports & Agency: Conclusions

¢ FDA Enforcement Tools

¢ Accredited Persons -= 3" Party/




EDA Authority

¢ Regulatory

— Federal Food Drug and Cesmetic Act

+ Mishranded! Device
o _alheling Ealse or Misieading
¢ Fallure te) provide adeguate directions ok Use

¢ FallUre 16 repokt mandatery, deViCe reports




FDA Authority

¢ Adulterated Device

— Contains filthy, putrid, decomposed substance
— Dees not conform te perfermance standards
— | 1t Is & hanned! device

— Not manuiactured tunder Quality, System
Regulation [GIVIPSs]

— [t has noetveen appreVvedi e marketing anci noit
ieuUnRE supstantialy/eqgunvalient URder premanzet
netilcation andisS el exempi URcderan
InvestigaticnalfDevicer Exempition (1DE)




REGULATIONS

¢ 21 Code of Federal Regulations [CER]
RParts 800 te 1299

¢ 21 CER 820 Quality System Regulation
[current Good Manufacturing Practices -cGMP]

— 21 CER 803 Medical Device Reporting

— 21 CERI 806 Medical Devices; reports oilf Corrections
and remoevails

— 21 CERI G621 Medical device tracking requiremenits

o 21 CER 809 In vitro diaghestic preducts fer human
use
. WWW.accessdata.fda.gov/scripts/cdrh/cfdocs/chFR/CFSearch.fm




Inspectional Guidance

¢ IOM - Investigations Operations Manual
WWW. fda.goev/ora/inspect-ref/iom/default. hitm

o Compliance Program: CP 7382.845
Inspection off Medical Device Manufacturers
(June 15, 2006)

WAL 02 g eV/era/cpgm/deiault RithAdevices

¢ GuUIde to) Inspections ol @uallty: Systemis:
uality: Systemsi Inspecen Iechnigues

WAV A2 @ eV/Gra/inspect-rel/igs/alist: hibal
www.fda.gov/ora/inspect_ref/igs/qsit/qsitguiﬁm
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Inspections/Audits Process

¢ Biennial (every 2 years)
— Pre - announced audits for firms that gualify

& Quality System Regulation Inspections/Audiits:
Survelllance audits, Premarket approvails,
Pestmarket approvals, and! ether Special
InVestigations
— Level |
— Level Il ? .

— Level 111 .
— Special

¢ Viest device audits use: the EDA @uality, System
IRSpectien iechnigue -- @S] g




Level |
Abbreviated Inspection

& Covers 2 subsystems

—Corrective & Preventive Actions
[CAPA]

eMust be covered In each audit

—Predlction) & PHRECESS Conitrels [P &
PC] or Design Contrels

s Alterater coveragereachrauali




Level Il
Baseline (Camprehensive) Inspection

4 Major Subsystems % Linked To 3 Other
 \

1.

Management
Controls

Design Conitrols

Corrective and
Preventive Actions

Production and
Process Controls

r.
94

5.

Subsystems

Materials Control

EFacility, & Equip.
Controls

Records/Documents
/Change Controls

buiud
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Level |l
Compliance Follow-up Inspection

¢ Official Action Indicated [OAI] Follow up

¢ Follow up on previeus Warning Letter

— Verilty that adeguate corrections have: or have
not been implemented to the guality system
problems previeusly identified

— | cerrections Were: not Implemented), Verify/
Vvielations continue te exist, and previde
ddeguate evidence: te) SUppert: a pPessihle
regulatery, actieon

— [FRew sitbaen 4 Iems: are icuncl == follow to
thelFconciisSienrand cecuiERtY/oul; ——
HREIgs




Specilal Inspection - For Cause

¢ More Iin-depth than the QSIT approach

¢ Directed teward regulatory development
activities

— Einding and decumenting evidence of system
falnlure i mvestigating, ldentii/ing, and
COrrecting system: preplems: [Feet cause]

— Einding and decumeniting evidence of
distrlien Gl NER=CORTGRMING PredUCES




Inspection Closeout Meeting

¢ Closeout meeting with upper
management

— [ssue Audit Findings
o EDA 4835, Inspectional Olhservations

— Notihy firm in WrIting of clhservations,
conditions, and/er practices that are
ReRcoiormIties wWith regulated products or

PrEECESSES Inspected [Pursuanit te Section
704(19) ED&C Act]




Inspection Closeout Meeting

¢ Closeout meeting with upper
management Con't

¢ Inferm management that the 483 contalns
ehservations: that (In your Judgment) are
ohjectionable conditiens that: may, aliter
UFtREr review. by the agency, e considered
Vielatiens el the' EDr&: € ACE:




Annotation for Device Audits

¢ Device firms are given the
opportunity to annotate the FIDA 483,

Inspectional Observations

o Firm teldl about the voeluntary annoetation
optien prior te the close-out discussion
s Anpotation limited te specific Werading
— Reported corrected, not verified
— Corrected and veriiied
— Promised e cerrect [y, ==+ datce]
— Under consideratieon

s \\/ernener reguests et terannetate
observations




Audits Findings

¢ Quality System Regulation/GMP
deviations

» Non-Confermity with:
— Medical Device Reporting (21 CER 803)

— Reports off Conrections and Remoevails
(21 CER 806)

—Viedicall Device liracking (21 CERTE21)

— Premarket Noetfication (5100 ar PVA)
s INoete: simust have ChRIE approval




Audit Reports
¢ Audit Report

— Establishment Inspection Report [EIR]

¢ Eollow Instructions In 1OM, ‘
compliance program, &
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¢ AUitemated itrer Progam: Eormait
— CompuUter generated




Agency Conclusions

¢ Audit Reports reviewed by:  /

— Auditor’s superviser and district
compliance: officer for recommended
regulatery, action

— CIDRE compliance: rFevIeEWw: ek Certain
dgEncy  regulateR/ achion/s




Agency Conclusions
¢ Audit Report Classifications

—NAI - No Action Indicated

— VAl - Veluntary: Action lndicated
¢ Situatien Il

— OAIl - Official Action Indicated
¢ Situation |




Audit Conclusions

¢ Situation 1

— Documented evidence of one or more major
deficiencies with the Quality System Regulation

— Jotal falure tor iImplement a quality: system or
one of the 7 subsystems

— [DEeficIency/ IR GReE or more element ol the
Susystems

— EXISTIERCE Of Products WhHICH cer NG cComiply.
With thErmanticCtlierr S SpPECIcationS




Audit Conclusions

¢ Situation | con’t

— Noncorrection or Inadeguate correction of
major deficiencies from previous Inspection

— Repeat deficiencies ofi same or similar
deficiencies frem previeus iInspection

¢ Situation 11

— @S deficIencies) i a guantity, aned/er ype te
conciude theres minnmal prepaeiicy, the fiFm
WillFprediice NeReoniGrming and/er delective
JEVICES




Audit Report & Audit Conclusions

& A copy of the completed EIR IS
sent te the firm when the
Inspection Is “closed™ (21 CER
20056745

¢ Closed™ means after any pending
legall oK reguiatery, acticns have BEEn
finIShied and Corrective achion IS
SAbISTaCLoNY/




FDA Enforcement Tools

¢ \Warning letter
— Voluntary compliance

¢ Seizure of Product
— Administrative Detention

¢ Injunction
— StoPS PUSINESS OpPerations

¢ Import Alerts
— [Detention: Steps) devices! frem entering ULS.

¢ Criminal Prosecution
— Jail and/or Fines




FDA Enforcement Tools

¢ Civil Penalties

¢ FDA reguested recall

» FDA mandated recall

Volun itary correc LIONI A
JFJCIEJJFJ of administrati\




ACCREDIATED PERSONS
AUDIT PROGRAM




WHAT IS AN AP?

Accredited Persons (AP) -- third party
recognized by FDA to:

¢ Assess Quality System of eligible manufacturers of
Class Il and Il devices under 21 CER Part 820

¢ [Determine compliance withr other device
requirements 1n the act and regulations

¢ Prepare andistibmit reports tor EIDA == 1o EFIDATO
miake the: final compliance assessimeni

WANAN. fdal. gov/cdrrh/aprinspection/ap-inspection. hitml
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Accredited Persons [AP] Audit
Program Key Dates

10/26/02 — MDUEMA signed Into law.

& Medical Device User Fee and Modernization Act

10/25/03 — Top 15 AP’s listed

1/12/04 — EDA AP Training

04/26/04 — New: AP applicatieons; accepted
05/16/05 - EDATAPHIrAIRING

20Oy - Awalting any VIDUEMASUREaLES e
CongRess




Accredited Persons Audit Program

¢ 4 candidates [from 2 firms] need to complete the
classroom training phase

» 44 AP’s [firom 15 firms] are in the Joint EDA/AP
audit training phase

o 13 AP’s frem 7 firms
— May conduct Independent audiits fior EDA

¢ S of the 13 AP’s completed S perfermance audits
under the MRA [IMutuallRecognition Agreement]l and MEEt
AP requiremenits

Data above as of 5/2007




Summary.

¢ ldentified FDA’s Authority
¢ Discussed FDA’s Device Inspection/Audit Process
¢ Described FDA Enforcement TTools

¢ Presented information on the Accredited Persons
program

» Eor additienal mifermatien go te:
A fefelef0)/

WM EICCESSE atiel-id 2. geV/Sehpits/Calil/Cidees/chiStandardsy.
Seakchlchim
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