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Overall Points to Consider—.. ——. .—

. ‘Consultation” = Meeting to d SCUSS,decide,

. or pkm (Webster’s DicIionavJ

} cmusotes more than comments

) gocd cpporiunity for ongoing dialogue

II ●
Recognitim of CDRH’S Improvements

● FWUS of 406(b) Development of PlarI” bringing
(he Secrem~ info comp[mtce wilh each oJ!he
Ob/l@O)M urrdf’r fhis AC/‘“

II8 Need for strong FDA

I{IMA.........

Industry’s Specific Recommendations-.—.. —. ———.. —...-.—--”.-. —

Ma~imi:ing Infer-motiofrobour Review Process

. Publish flow chart of internal prncesses for all submissions

. Make available more templates, prototypes, exsmples

● Work with industry to prorno!e better understanding
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. Collaboration

. More “user-fiendly” FDA

● Serious commitment to lime

● Reduced regulatory burden

● Focus on promotion of publi

Industrv’s Gerscl

● Link function to risks to be pn

(WIXUis !h@p~blic kalrh baeJ51 q

● Determine cost-benefit of func

● Determine if alternate mechan

● Stop functions with no or little

● “’Stick to the knitting”

. Align resources appropriate y

. Give initiatives time to work

Moxirnizing Informaio-——.-.——.———

●

●

●

New prnduct prnmotion nnt a fi

FDA’s role: to refer inquiries

} professional sncieti es

} physicians
} comprmies

Consider intemet hyperlinks

Iemes of FDAMA.—.

les

[Ith

ecommendations

:xists

.Off

IHMA

w Mrv Producfs—...——..——

m for FDA

IHHMA
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!.
implementing Inspection and Posensarkef Monitoring

. .. Provisions of the Acf

I Irrspeclio}Lr

1● Support current stratification based onpast

history, risk of product, etc.

! } FDAshould consider ISOcertitications

in prioritizing and should ultimately
harmonize

i

!

I

HIMA.—.......

I
i Posfsnarke: Monitoring-. .

II
. SuppOrt Seniinel System

} Apotentially valuable tool for synergistic

learning among all 3 parties

} Recommend fndustry-FDA-User Facility

Working Group (Design/Funding)

) Resource Shift

} Clear Vision needed

I ● Suppoff greater useofsumm~ reporting

HIMA---------

I Postsnarkd Issues—. .“——..-——. —-. —-—..- .-.

Tracking

● Base prnducts to be backed onwdidsted risk model

● Pmvidcoppmtunityt ocomment prior totmcking order

Inqdesnenting Inspection andPom ivmrket Monitoring
fovisions of the A d

—-.—— ..—

Inspections:

●

I

SupporI current systemic appr h

} preinspection prepamtion

● Support education /joint traini

Ir} better mfg. understanding o riteria

} more focused inspectors

I Posernarkd Surveillance: H{j v to Make it Work.—

. Limit progm.m to achievable purpos 3
1

● Reduce number of subject products [Rescission notice?)
I
$

I . Better communication txtween 0S1 and ODE re: deice
t

I

~ Point Use posmtorket tools 10 reduce, :*wnarkt-r requirememr

,

;
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Ensuring Access 10 ScienSiJic and 1.~hnicaf Expertise —.

●

●

I
Appropriate human resource m ement

Greater use of cnnssdtants

Deal with conflicts of interest disclosure

Company ttmxials

Vendor days / Reviewer site visi

Greater communication with pro sional
accieties and other organizations

Graduate student internships

ljluA
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I
Ensuring Access to Scientsflc and Technical

Expem”se - conf

I

● Optimal use of scientific advisory panels (well
trained, balanced, clearly defined)

. Use of FDAMA tools

} Sec 408 (Education and Training)
~ Sec 409 (Centers tm E&uatm md Rwarch m Therapeti)
~ Sec 414 (Interagency Collaboration)
} Sec 415 (Contrads for Expml Review)

● Recognition of limitations of staff

● fndustry$DA Working Group
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Establishing Mechantinsc
II (bc 7/lJ’99) for Meeting Subrrdssion Tirrw Frames

I
!’ fmproved submissions through better

communication of FDA’s expectations

1

t guidmrce documents
) proto~~s & examples on web si[e

$* Standards emphasis

I
) Expanded role of industry& FDA
) More standards-based guidsnce documents

I~
● Elimination of unneces~ functions

I

1. Calculation of FDA Review Time

Ii
● fndus!ry-FDA Working Group HIMA.........

C0rrch4sion... . ... . ..-. .-... -— .—

I
I

. Use & evolve FDAMA/Reengineering tools

I

● Work synergistically with industry/others

\
Focus activities on high pay-offs for public health

1’
,
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EsIaJ ,1ishing Mechanisms
(by 7/lf19) for MeetingSubn im“n Time Frames

. New FDAMA & Reengineer :Tuols

Slqk) pamdigm
modular PMA
exemptions
risk-based classificaiic ,-

premarket vs. postmar 4:1
general vs. specific
third paw review
(add more devicesto Iisg 1ak e processclear)

HIMA.........

Establishnsenl Registn iIion, Device Listing
Database— .——c

. Internal FDA management issue

● Detemsination of cos!-benefit

b . Consider whether real purpose ca be achieved thru
other means (e.g., notification of i orthopedic

manufactures thm FDA’s web sitt f generic problem is
identified)
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