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Context

* The global regulatory environment is getting
increasingly complex

» Evaluating all relevant sources of information
that could impact your regulatory strategy has
never been more important

* The good news: obtaining regulatory
intelligence has never been easier
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I What is Regulatory Intelligence?

Regulatory Intelligence includes:

« gathering and analyzing publicly available
regulatory information

¢ communicating the implications of that
information

* monitoring the current regulatory environment

* looking for opportunities to shape future
regulations, guidance, policy, and legislation

Ref: Regulatory Intelligence Network Group, DIA RA SIAC

.org

I Role of Regulatory Intelligence

» Regulatory intelligence helps build device
development strategies by examining:
— Regulatory precedent
— Regulatory pathways for competitor products
— Data requirements
— Competitor’s labeling and promotion
— Competitor’s adverse events and recalls
— Company Press Releases
— Registration procedures & approval trends
— Review division/Reviewer profiles
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I Regulatory Intelligence Tools

* Newsletters

» Consultants
» Colleagues

» Health Authority websites

* Regulatory Intelligence Databases

» Regulatory Alerts/Updates
 Industry/Professional Association websites
» Professional journals

* Business Intelligence Services
» Discussion Groups/Forums/Blogs

.org

I The Regulatory Intelligence Process

So that's
where you
found it!

Figure 1: The Regulatory Intelligence Process

Regulatory Intelligence

Courtesy of Meredith Brown-Tuttle
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Health Authority Websites - FDA
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Radiation-Emitting Products b

Combination Products 5
* Mammagraphy

» Influenza Virus Vacoine
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= Clinical Triats Fellowship Program Report a Problem
*Pediatric Therapeutics Spotlight Archive *Drugs, Medical Devices.
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More Science & Research &
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Regulations & Laws. To Report an Emegency

*How ta Comment on Proposed
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*Code of Padieal Raguls
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*Federal Ragister
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=Recalls & Safety Alerts
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* Consumer Undates

RAPS KI5 ]
h Information
: Regisiration & Listing | Adverse Events | Recalls | PMA | Classification | Standards
CFR Title 21 | Radistion-Emitting Products | X-Ray Assembler | Medsun Reports | CLIA
Search 510(k) Database Download Files | More About 510(k)
510K Number K Type [=]
Model Cleared/Approved IVD Products [
Applicant Name Expedited Review |Z|
Device Name Third Party Reviewed [|
E Product Code
Decision Date to al Trials []
Sort by Decision Date (descending) |z|
For full-ext search, select Go To Simple Search button
10 E Records per Report Page | Go to Simple Search
RAPS KI5 ]
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Sample Report

@

HEEFEED

152 records meeting your search criteria returned - ProductCode: dyg

Mew Search EExnm‘t to Excel | Download Files | hMore About 510(k)
‘ Device f ‘ Applicant ' ‘ 510{k) f D;":?LO" f
Modification To Yigileo Arerial Pressur Edwards Lifesciences, Llc. 082308 12/09,2005
Transonic Costatus Cardiac Output System | Transonic Systems, Inc KOB0116 09082008
Co Cardiac Quput Monitor, Trucea | Omega Critical Care Limited KOB1776 0772272008
Nicorn Electrodes Cheetah tedical Inc KO7 1631 011872005
Infinity Picco Pod. Model hs16734 Draeger Medical Systems, Inc KO73113 010372005
Pulsion Picco-2, Model 8500 Fulsion Medical Systems Ag KO72735 10/1872007
Yigilen Arterial Pressure Cardiac Output Edwards Lifesciences, Lic FORZ134 OR/22/2006
Pulsion Picco Plus, Model 8100 Pulsion Medical Systems Ag KOB0B28 07 2672006
Ew200 System (Oxygen Saturation Monitori | Edwards Lifesciences, Lic KOBOEED 042552006
Presep And Pediasat Oximetry Catheters A | Edwards Lifesciences, Llc. K53E03 02/28,2006

Sample 510(k) Clearance

Mew Search

Back To Search Results

Device Classification Name
510(K) Number

Device Name

Applicant

Contact

Regulation Number
Classification Product Code
Subsequent Product Code
Date Received

ion Date

Classification Advisory
Committee

Review Advisory Com

Statement/Summary/Purged
Status

ttee

Reviewed By Third Party
Expedited Review

Cormputer, Diagnostic, Pre-Programmed, Single-Function
KOE2308

MODIFICATION TO WIGILEC ARTERIAL PRESSURE
CARDIAC OUTPUT/OXIMETRY MONITOR

EDWARDS LIFESCIEMCES, LLC.
One Edwards Way
Irvine, CA 92614

Jason Smith

B70.1435

DEG

DQE

08/13/2003

1210972008

Substantially Equivalent (SE)

Cardiovascular
Cardiovascular

Summary Only

Summary
Type 3 a
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PMA Example

Medtronic® Attain StarFix™ Model 4195 Lead - P060039 - s rosinn
This is a buief overview of Bformation related to FDA's approval to market this prodisct. See the ks below to the Semmnary of Safety snd Effectivencss ad product | ———t
Lsbrebog fion meve couplete mformation on thes product, s ndications for use, and the basis fow FDA's apgroval Pacesier

PMA Applicant: Mederonic, Inc
Address: 1015 Gramsie Road ¥

% b
o 8 —8
Product Name: Medtromic® Attain StarFix™ Model 4195 Lead [%i‘ t \3

Approval Letyér: hitp: v fda gon'cdrk'pdf pOS0039a pdf

L
What is it? TheMedonic & Ansin SeaFic™ Model 4192 Lead is 5 opically inplanted insulated wire thet is designed to be wsed a3 & past of a biventrkular paccsker g \"'
system. The 4195 lead Sdesigned to be mplanted in a branch-of e coronary vem that goes over the saface of the heart's kel ventsicle. The tip of the bead has lobes that |J °

open to help keep it i place. A small mount of stercad (beclmethsone dpropionate | at the Bp is itended to reduce inflammasion of the surounding isme. The ather end

of the lead connects to an implanted biventricular pacemaker or implantable cardioverter defbrilator (10D, so signals and electrical inspulses can be sent between that device and the left vessricle

How does it work? In some heart failure pasiests, the right and beft sides of the beast may not contract together, at the same fime. The 4195 lead as part of a biventricular system sends dhecrical imgulses to
the beart to promote sinmbtinecns contraction of both ventricles.

When is it used? The Modd 4195 lead is wsed with a coupabible mplmtable pacanake o mplmlable cardac defibvllator to provade chrome pacng and sensmg of the et ventricke. Addional leads m
ather hent charshers are used with the pacemaker to cocedinate the entire heart's ncticn nt & requlss, approgrinte rate

What will it accomplish? The Armain StarFec™ Model 4195 Lead, in conjunction vith an implanted pacing device and other keads, helps the heart chambers pump more efficiently by coordinating the timing
of costractions. This improved coordination may reduce the sympéoms of heart fadlure and is called cardinc resynchronization therapy, or CRT

When should it oot be used? The Attain StarFix™ Lead Model 4195 should not be used in patients with blocked or madequate blood vessels for placing beads, or in patisnts wio cansot tolerate a small

dose of beclomethasons dipropionate (30 ug
-Org

Additional infopiation: The Summary of Safety and Efectivensss and labeling ol be available at bipwaw

Other Key FDA Databases

« Guidance Documents

« Warning Letters

« Panel Meeting Summaries and Transcripts
* Recalls

New Transparency Website:

Total Product Life Cycle

De Novo Review Documentation

PMA Supplement Review Documentation
Post Approval Study Information

Proposed by FDA: deficiency letters, IDE
information and other information not currently
made public
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Free Newsletters/Alerts

Sign up for Free FDA E-mail Updates

Qur free e-mail alert service allows you to receive important FDA news and information Subscribe to
as it becomes available. To sign up. please select the topics that interest you below, or Multimedia:
wherever you come across the B envelope icon on FDA Web pages. = RSS Feeds jahat i

Prass Relesses

To subscribe, all you need is a valid e-mail address. Your e-mail will only be used to
deliver the requested information or to give you access to your subscription preferences.
Visit FDA's Privacy Policy for more details.

Topics on this Page:

= Animal and Veterinary Health = MedWatch

= Biologics = Medical Devices

= Consumer Health Information = [ews and Events

= Dietary Supplements = Pediatrics and Ethics

= Diseases and Conditions = Radiological Health

= Drugs = Recalls and Safety Alerts

= Food and Mutrition = Regulations. Laws and Standards
= Guidance Documents = Research

Clinical Trials.Gov

Advanced Search

Studies by Topic Studies on Map

Fill in any or all of the fields below.

Click on a label to the left for further explanation or read the Help.

Search Terms: Help
Recrui All Studi [=]

Study Resul All Studi [~]
Study Type: | All Studies [=]

Targeted Search:

Cond ns:

Interventions:
QOutcome Measures:
Lead Sponsors: [CIExact Match
Sponsors: [ClExact Match
Study 1Ds:
Locations:
State 1: —- Optional — El

Country 1: | - Optional - El

State 2: | --- Optional --- [=]

Country 2: | - Optional El
=1.0rg
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Key Additional Authority Websites

* Health Canada’s Medical Device Site:
http://www.hc-sc.gc.ca/dhp-mps/md-im/index-eng.php

» EU MedDev (Guidance on Medical Device Directive):
http://ec.europa.eu/consumers/sectors/medical-devices/documents/index_en.htm

« EU Harmonized Standards: http://ec.europa.eu/enterprise/policies/european-
standards/documents/harmonised-standards-legislation/

*China SFDA English Website: http://eng.sfda.gov.cn/eng/
China Medical Devices Information Network:
http://www.cmdi.gov.cn/cmdi/Imewen.nsf

«Japan PMDA English Website: http://www.pmda.go.jp/english/index.html
Japan Federation of Medical Devices Associations (JFMDA):
http://www.jfmda.qgr.jp/e/

Regulator Associations
« Global Harmonization Task Force
» Asia Harmonization Working Party
* ASEAN
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Trade/Standards Organizations

* Source of Information

» Conduit for advocacy and influencing
legislation, regulations, and guidance

» Joint working groups with regulators

» Opportunity for leadership positions;
building credibility with regulators

» Global alliances with other trade
associations and standards organizations

— AdvaMed
— MDMA

— Eucomed
— MEDEC
— NEMA

— AAMI
—1EC

— PhRMA
—-BIO

.org

Subscription Newsletters

“The Gray Sheet”
Fricay, September 11, 2003

FRONT PAGE ARCHIVE Elsevier BIPORTFOLIO

My P
-F

Advertising  Staff [l Rss

search | | A Text [l Se=rch [ More optior

=/ From the Weh

DAILY NEWS wiew all @
Antiviral medications nesded only in
uRcomman, resistant cases of fu .
Anderssn IndspandsntMail FDA Device Center Loses Another Top Staffer
09411/09 » 21:50 GMT CDRH's associate director for regulations and policy Kate Cook is leaving the device center, the

agency said Thursday. She reportediy will join FDA's biologics center  read more >
E-18 Corp. Announces Update to
Smallcapinsights.com Aicls
DiGiTALSD
09/11/08 » 21:42 GMT

TOP STORIES wizw all =

Six Major Radiology Certers Provide
Diagnostic Images to Rochester RHIO . . . .
Health Management Technalagy Abbott Gains Synchrony Accommodating IOL Via $400 Mil. Visiogen
09/1108 = 21:41 GMT Purchase

X Abbottwill strengthen its premium intraccular lens offerings and enter the accommaodating 1OL
égf:ﬁﬂizn Fwesp for caunty firms market for the first time through its $400 million purchase of Yisiogen, announced Sept. 2
0241108 = 2132 GMT read more

view all »

Boston Scientific Expects MADIT-CRT Results To Energize CRM Sales

for its cardiac resynchronization therapy devices based on the results of the MADIT-CRT trial

read more

Bostan Scientific is preparing a major sales and marketing effort to support an expanded indication
E org
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Subscription Services

4 i ma

Welcome to FDAweb
Login

Pay Per View Go I < = | rong 2
2 HUMAN & ANIMAL DRUGS " BIOLOGICS MEDICAL DEVICES.

THE INTERNET'S FASTEST FDA NEWS CENTER
EMAIL SUMMARIES EVERY EVENING™*

* except weekends and holidays

Fi RELATED NEWS

Free Items 1234567891011 12 13 14 15 16 17 18 19 20 Next > =
e LASIK Firms Have 100% MDR Violation Rate: L [408 Words]
EDA Notices irms Have olation Rate: Lawyer lords.

EDA Calendar 01/28/2011
fdaweb, comfi

a Attorneys Warn About Increased GMP Attention by FDA [452 Words]
01/28/2011

m

a DDMAC Letters Surged 27% Last Year [340 Words]
01/28/2011

FDA Whistleblowers

a FDA Grants IDE to Arteriocyte in Treating Limb Ischemia [114 Words]

m 01/28/2011

AAPS Weekly U

b OCTOERR 0k
Featured Arfce:

Drugmakers Callfor Price Controls in Europe:

8 us in esg St ra te g \ _'wneedo’mamiu:cnlewmmwaiu'wmphzmmu
and Regulatory

Iboughtard resald thote pices e sevnere. Mores

In This ssue...
NEWS UPCATES

8 Coughand Cod s AddWarrig for Youn)Chiden

Feglaoy Sty
18 Study Says Free Orug Sampls May Ham Children CEEE

45 Dzt
Pieparog Cncln 27D ubmisions
Roccrle, 1T

1B UK Encowrages Drugnakers fo CutPrcesfor N Drugs

RAPSENS
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Database Providers

Clinivation (www.clinivation.com)

IDRAC (www.idrac.com)

MediRegs (www.mediregs.com)
PharmaPendium (www.pharmapendium.com)
Tarius (www.tarius.com)

For details, see RAPS Focus Magazine, December 2007:

Article by Meredith Brown-Tuttle, 2007 Update on
Regulatory Intelligence Databases

.org

I Subscription Service Content

» National authorities’ regulations, laws, guidances, forms
* In national language, but English metadata available

« Summaries/Explanatory documents written by their
experts about the procedures and practicalities

* News service/email alert
» Structured archive of draft, current and superseded docs

* Enable upload of company documents and/or comments

.org
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What can a subscription service
NOT do?

» Subscription databases are not consultants

» Cannot tell what the implications will be for
your company of new regulatory legislation,
regulations and guidances

» Cannot advise of the best project strategy for
your company

People/Networking
» Your colleagues, consultants,
regulators, etc.
 Discussion groups/blogs:
— www.pharmalot.com
— www.pharmawebblog.com
— www.fdalawblog.net
— http://druganddevicelaw.blogspot.com/

2/23/2011
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Social Networking

Health & Human Services

[FDA uss. Food and Drug Administration 4-2 Index Search | @
Home | Food | Drugs | Medical Devices | Vaccines, Blood & Biologics | Animal & Weterinary | Cosmetics | Radiation-Emitting Products | Tobacco Products
Medical Devices Share B3 Email this page &2 Printthis page & Change Font Size =]
Home » fedical Devices » Mews & Events (iedical Devices)
News & Events (Medical Follow Us on Twitter
® ) CDRH twitker
b Follow Us on Twitter FDa's Center for Devices and Radiological Health is adding the social media site Twitter to its

communication and outreach program. CORH's main goal for Twitter is to reach regulated industry
and others interested in the business of the center in a way convenient to them. Messages on
Yideo News Twitter will include notices of upcoming meetings, releases of new and updated guidances
documents, new web postings, and highlights of the web site and the many tools available to
help users comply with regulations and understand and respond to health issues.

Mews (Medical Devices)

Workshops & Conferences
iMedical Devices)

Available Twitters

* FDacdrhIndustry - Helpful links, information, and news for industry related to medical device
and radiation emitting products,

Disclaimer

-org

Social Networking

Groups

rweoe - RAPS Wisconsin Chapter

Overview || Discussions || News | Jobs || Subgroups || More ~ || Manage Group Profile

[ H Share group

Discussions 5 Start & Discussion 1 Mew member
Recent Activity | Recent Discussions 1 mew discussion

¥ Featured Discussion
-' RAPS Annual Conference (Philadelphia,

September 13-16)
By Mark Kramer 1 morth sgo
Fallaw | Acd comment » The|Ladders’ Find $100K+ jobs in your area

n Announcement from RAPS Wisconsin Chapter

§250K

Brand Directo,

— Marketing Manay
$156K HR Director
51301

$160K

By Mark Kramet 7 days aoo
Following Stop | &dd comment »

Brand Directc

-org

My discussions | My comments | See all discussions »

2/23/2011
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Conclusion

I
\NFORMATION

e Tons of
information
available

» Choose wisely

 Make sure it still
has relevance

-org

Thank You!

» Special thanks to:
— Mary Overland (GE Healthcare)
— Nina Lindholst (Tarius)
— Linda Bowen (sanofi aventis)
For permission to adapt some of their slides

from a RAPS Wisconsin Chapter session on
Regulatory Intelligence

-org
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