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Context

• The global regulatory environment is gettingThe 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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What is Regulatory Intelligence?

Regulatory Intelligence includes:

• gathering and analyzing publicly available 
regulatory information

• communicating the implications of that 
information

• monitoring the current regulatory environmentmonitoring the current regulatory environment
• looking for opportunities to shape future 

regulations, guidance, policy, and legislation 

Ref: Regulatory Intelligence Network Group, DIA RA SIAC

Role of Regulatory Intelligence

• Regulatory intelligence helps build device 
development strategies by examining:p g y g
– 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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Regulatory Intelligence Tools

• Health Authority websites
• Regulatory Intelligence Databasesg y g
• Regulatory Alerts/Updates
• Industry/Professional Association websites
• Professional journals
• Newsletters
• Business Intelligence ServicesBusiness Intelligence Services
• Discussion Groups/Forums/Blogs
• Consultants
• Colleagues

The Regulatory Intelligence Process

So that’s 
where you 
found it!

Courtesy of Meredith Brown-Tuttle
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Health Authority Websites - FDA

fdwww.fda.gov

Search Information
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Sample Report

Sample 510(k) Clearance
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PMA Example

Other Key FDA Databases

• Guidance Documents
• Warning LettersWarning 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

Clinical Trials.Gov
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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: 

h // di / di/l fhttp://www.cmdi.gov.cn/cmdi/lmewen.nsf

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

Regulator Associations

• Global Harmonization Task ForceGlobal Harmonization Task Force

• Asia Harmonization Working Party

• ASEAN
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Trade/Standards Organizations

• Source of Information – AdvaMed

– MDMA
• Conduit for advocacy and influencing 

legislation, regulations, and guidance

• Joint working groups with regulators

• Opportunity for leadership positions;

MDMA

– Eucomed

– MEDEC

– NEMA

– AAMI
• Opportunity for leadership positions; 

building credibility with regulators  

• Global alliances with other trade 
associations and standards organizations 

– IEC

– PhRMA

– BIO

Subscription Newsletters
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Subscription Services

Membership Newsletters/Magazines
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Database Providers

• Clinivation (www.clinivation.com)
• IDRAC (www idrac 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:For details, see RAPS Focus Magazine, December 2007: 
Article by Meredith Brown-Tuttle, 2007 Update on 
Regulatory Intelligence Databases

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
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What can a subscription service 
NOT do?

• Subscription databases are not consultantsSubscription 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 etcregulators, etc.

• Discussion groups/blogs:
– www.pharmalot.com
– www.pharmawebblog.com
– www.fdalawblog.net
– http://druganddevicelaw.blogspot.com/
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Social Networking

Social Networking
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Conclusion

• Tons ofTons of 
information 
available

• Choose wisely
• Make sure it still 

has relevance  

Thank You!

• Special thanks to:
– Mary Overland (GE Healthcare)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


