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Disclaimer 

 The views expressed in this 
presentation are personal views  

of the author and do not 
necessarily represent the views of  

Sanofi U.S., a Sanofi Company 
 



Definition of Regulatory Intelligence 

 Regulatory Intelligence is the act of gathering and 
analyzing publicly available regulatory 
information.  This includes communicating the 
implications of that information, and monitoring 
the current regulatory environment for 
opportunities to shape future regulations, 
guidance, policy, and legislation.  

 
 Ref: Regulatory Intelligence Network Group, DIA RA 

Community 



Creating a RI Department - Basics 

• Identify 
• your customer/target audience 
• the process of communicating information to your 

customer 
• the process of how new information will be 

evaluated against prior information 
• the process by which new information will be 

integrated into current processes 
• storage media for incoming information, retention, 

and access to archives. 



Creating a RI Department - Basics 

• Identify  
• which research tools will be used (databases, 
websites, social media, tracking software, 
consultants, etc.) 

• who will conduct the analysis and what level 
of detail is needed 

• what and how frequently to monitor 



What RI does for the company 
• Provides value-added analysis and impact 
assessment on the changing regulatory 
environment for maximizing the company’s 
preparedness to regulatory changes. 
 

• There is a need to take a proactive and integrated 
approach for ensuring good Regulatory Intelligence.  

 
• To adjust internal processes and organization to comply 

with new or revised regulatory requirements 
• Lack of anticipation is one of the biggest compliance 

pitfalls that may have a negative impact on availability of 
medicines 



What can a structured regulatory 
intelligence function provide? 

• Services often include: 
• News/Newsletters 
• Shaping the regulatory environment 
• Ad hoc requests 
• Due Diligence preparation for the RA team  
• Support for regulatory strategists 
• Knowledge management 



A Survey of RI Functions - News 

• Distribution of news via email 
• Distribution of news via newsletter 
• Distribution of news via email or newsletter with 
analysis and impact statement for group* 

• Distribution of news with analysis and impact via 
workshops or seminars 

• Scheduled reports (monthly, quarterly, yearly) 
 

*Important to archive for future reference 
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Social Media 

“…refers to the means of interactions among people in which they create, 
share, and exchange information and ideas in virtual communities and 
networks.” 

Ahlqvist et al (2008) 

RI? 



A Survey of RI Functions – Shaping the 
regulatory environment (commenting) 

• Coordination of the internal commenting process 
for draft guidance documents and regulations 
• Identify experts 
• Track the progress 
• Send in the response 
• Archive the data 
• Maintain repository 
• Commenting metrics 



A Survey of RI Functions – Shaping the 
regulatory environment  

• Active participation in trade associations such as PhRMA, 
BIO, EFPIA, CHPA, Rx&D and BIO.  
 

• Volunteer opportunities in professional associations such 
as RAPS, CAPRA, DIA, and TOPRA. Can include 
leadership roles, committee member for annual 
conferences, session leaders, panelists or speakers.   
 



A Survey of RI Functions –  
Ad hoc requests 

• Requests, most often from members of the 
regulatory affairs function,  to support general 
regulatory knowledge, projects, due diligence… 

• Response includes analysis of an issue, with 
supporting documentation, which is archived. 

• Important to remember that these requests are 
a “snapshot in time”. 



A Survey of RI Functions – Due Diligence 

• The regulatory information and analysis/ 
intelligence we can provide in advance for the 
regulatory team is dependent on the type of 
transaction (merger, acquisition, joint venture), 
product (in development, under HA review, or 
marketed) and geographic area. 



A Survey of RI Functions – Support for 
Regulatory Strategists 

• Help build development strategies by 
analyzing: 
• Regulatory precedent 
• Regulatory profiles of Competitor products  
• Competitor’s labeling 
• Company Press Releases 
• Registration procedures & approval trends 
• Review division/Reviewer profiles 



A Survey of RI Functions – Support for 
Regulatory Strategists 

• Participation on  
• Development teams 
• Life Cycle Management teams 
• Due diligence teams 

 
• Your regulatory development and life-cycle 
management plans must include a look to the 
past (precedent), while keeping current 
(monitoring and surveillance) & predicting the 
future. 



A Survey of RI Functions – Support for 
Regulatory Strategists 
• Allow strategy to be dynamic and change as: 

• the company focus changes 
• The regulatory landscape shifts (new legislation, regulation 

or guidance documents) 
• More is known about the compound and the indication 

chosen 
• Emerging nonclinical study results or Serious Adverse Events 
• Competitor/class of drug information emerges 

• Update as issues evolve; view strategy as a process 
that grows and changes with the development of a 
product. 



A Survey of RI Functions – Knowledge 
Management 

• Hot Topics Updates 
• Conducting internal regulatory seminars/ 
workshops on newly issued legislative or 
health authority documents 

• Conference participation 
• Regulatory Library; Approvals, AC briefing 
packages, transcripts, videos, external course 
notes 



 
Transparency and Access 

to Information  



Is the information you gather  timely? 

 
When gathering information keep in 

mind the legislative/political, 
regulatory and scientific environment 

at the time of information 
dissemination 



Health Authority Websites 

http://www.pmda.go.jp/english/index.html  

http://www.ema.europa.eu/ema/  

http://www.hc-sc.gc.ca/dhp-mps/index-eng.php  

http://www.fda.gov/  

http://www.tga.gov.au/index.htm  

And many others 

http://www.pmda.go.jp/english/index.html
http://www.ema.europa.eu/ema/
http://www.hc-sc.gc.ca/dhp-mps/index-eng.php
http://www.fda.gov/
http://www.tga.gov.au/index.htm


 Presentations - Health Authorities 

• FDA 
• Office of Women’s Health 
• External meeting library (CDER) 
• Clinical Trials Course 
• Rare Diseases 
• Electronic Submissions (CDER) 
• OPDP Presentations (CDER) 
• Pediatrics 

http://www.fda.gov/ScienceResearch/SpecialTopics/WomensHealthResearch/ucm201358.htm
http://www.fda.gov/AboutFDA/CentersOffices/OfficeofMedicalProductsandTobacco/CDER/ucm074833.htm
http://www.fda.gov/Training/ClinicalInvestigatorTrainingCourse/default.htm
http://www.fda.gov/ForIndustry/DevelopingProductsforRareDiseasesConditions/OOPDNewsArchive/ucm292660.htm
http://www.fda.gov/Drugs/DevelopmentApprovalProcess/FormsSubmissionRequirements/ElectronicSubmissions/ucm229642.htm
http://www.fda.gov/AboutFDA/CentersOffices/OfficeofMedicalProductsandTobacco/CDER/ucm095949.htm
http://www.fda.gov/ScienceResearch/SpecialTopics/PediatricTherapeuticsResearch/ucm189227.htm


Important to remember what  
is NOT already “publicly available” 

• FDA generally does not disclose any information about the 
existence, status, or contents of an application submitted to 
the Agency, until the product has been approved, licensed, or 
cleared.  Statutes and FDA regulations generally prohibit the 
release of information from or about an unapproved 
application. This includes: 
• INDs or IDEs 
• INDs or IDEs on clinical hold 
• Marketing applications and supplements (NDA, ANDA, BLA…) 
• Refusal to file information 
• Issuance of a complete response letter 
• Unapproved drug or uncleared 510k that has been withdrawn 
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Drugs@FDA 

http://www.accessdata.fda.gov/scripts/cder/drugsatfda/index.cfm  

•Approval Letter 
•Labeling 
•Summary Review 
•Approval package 
 

•Approval Letter 
•Officer/Employee List 
•Officer/Director Memo 
•Cross Discipline Team Leader Review 
•Printed Labeling 
•Medical Review 
•Microbiology Review 
•Chemistry Review 
•Pharmacology Review 
•Clinical Pharmacology Biopharmaceutics 
Review  
•Statistical Review 
•Administrative Document & Correspondence  

http://www.accessdata.fda.gov/scripts/cder/drugsatfda/index.cfm


Drugs@FDA 

•Approval Letter: 
• Timeline from submission to approval 
• Review cycles 
• Postmarketing requirements and 
commitments 

• Pediatric commitments  
• Risk Management Plans 



Drugs@FDA  

•Labeling: 
• Archive of changes (also available from 
DailyMed) 

• Approved Indications 
• Warnings 
• Summary of non-clinical and clinical 

http://dailymed.nlm.nih.gov/dailymed/about.cfm?CFID=40560489&CFTOKEN=ff2612bfb554ffd6-276A06F2-D3B9-0D0C-2B85A3F636DCC752&jsessionid=84309e1f208c71fad9392b508059623f4d22


• Administrative and Correspondence Section 
• Background information and regulatory history 
• Meeting minutes; discussion points/responses 
• Timeline and progression from Phase-to-Phase 
• Proprietary Name Review Issues (DMETS) 
• Scheduling  
• Reviewer profiles 
• Executive Summary 
• Expert Opinions 
• Previous Action Letters 

Summary Basis of Approval 



Others Parts of the SBoA 

• Chemistry Review 
• Pharmacology Review 
• Medical Review 
• Statistical Review 
• Microbiology Review 
• Clinical Pharmacology  
 & Biopharmaceutics Review   

•Endpoints 
•Pivotal Studies 
•Target Population 
•Demographics 
•Adverse reactions 
•Data sources 
•Investigator names 
•Review strategy 
•Review names & opinions 



• Chemistry Review 
• Pharmacology Review 
• Medical Review 
• Statistical Review 
• Microbiology Review 
• Clinical Pharmacology  
 & Biopharmaceutics Review   

•Study design 
•Data analysis 
•Reviewer names 

Others Parts of the SBoA 



• Medical Device Databases  
• Premarket approvals database search  
• 510k PreMarket Notifications  
• CDRH cleared (510k) devices 
• CBER cleared (510k) devices 
• CDRH approved PMAs 

Medical Device Approvals 

http://www.fda.gov/MedicalDevices/DeviceRegulationandGuidance/Databases/default.htm
http://www.accessdata.fda.gov/scripts/cdrh/cfdocs/cfPMA/pma.cfm
http://www.accessdata.fda.gov/scripts/cdrh/cfdocs/cfPMN/pmn.cfm
http://www.fda.gov/MedicalDevices/ProductsandMedicalProcedures/DeviceApprovalsandClearances/510kClearances/default.htm
http://www.fda.gov/BiologicsBloodVaccines/DevelopmentApprovalProcess/510kProcess/ucm133429.htm
http://www.fda.gov/MedicalDevices/ProductsandMedicalProcedures/DeviceApprovalsandClearances/PMAApprovals/default.htm


• An important source of information, especially for 
products NOT approved after an Advisory 
Committee meeting.  

• FDA’s first public discussion about the safety and 
efficacy of the data in your filing. 

Advisory Committee Info 



• The Postmarketing Requirements and Commitments 
Database. 
 

• Can filter by  
• Applicant 
• Product 
• NDA/ANDA/sNDA number 
• Status (Ongoing, Pending, Delayed…) 
• Required Under (Accelerated Approval, Animal 
Efficacy, PREA, FDAAA Section 505(o)(3) 
 
 

 

Postmarketing Requirements and 
Commitments Database  

http://www.accessdata.fda.gov/scripts/cder/pmc/index.cfm


 
• Pediatric Therapeutics 

 
• Pediatric Information Labeling Database 
• List of exclusivity determinations 
• Written requests and determinations 

• FDASIA 
• FDAAA 

 
• Medical, Statistical, and Clinical Pharmacology Reviews 

of Pediatric Studies 
• FDASIA 
• FDAAA 
• 2002-2008 

 
  

Information from PREA and BPCA 

http://www.fda.gov/ScienceResearch/SpecialTopics/PediatricTherapeuticsResearch/default.htm
http://www.fda.gov/ScienceResearch/SpecialTopics/PediatricTherapeuticsResearch/default.htm
http://www.accessdata.fda.gov/scripts/sda/sdNavigation.cfm?sd=labelingdatabase
http://www.fda.gov/downloads/Drugs/DevelopmentApprovalProcess/DevelopmentResources/UCM223058.pdf
http://www.fda.gov/Drugs/DevelopmentApprovalProcess/DevelopmentResources/ucm049997.htm
http://www.fda.gov/Drugs/DevelopmentApprovalProcess/DevelopmentResources/ucm316937.htm
http://www.fda.gov/Drugs/DevelopmentApprovalProcess/DevelopmentResources/ucm049872.htm
http://www.fda.gov/Drugs/DevelopmentApprovalProcess/DevelopmentResources/ucm161894.htm


• Orange Book 
• Includes products approved under FD&C Act 
Section 505 (no biologics) 

• Patent information 
• Exclusivity information 

 
• Reference Listed Drug (RLD) named 
• Therapeutic equivalence Codes 
 

Patent and Exclusivity Information 

http://www.accessdata.fda.gov/scripts/cder/ob/default.cfm


• NIH/NLM Clinical Trials registry and results 
database (www.clinicaltrials.gov) 

• Why important? IND information not released by 
FDA 

Clinical Trial Disclosure 

http://www.clinicaltrials.gov/


• By submitting a "Request for Designation" (RFD), a 
company may obtain a formal agency determination of a 
combination product’s primary mode of action and of 
assignment of the lead agency center for the product’s 
premarket review and regulation, or of the agency 
component that will have jurisdiction for any drug, device, or 
biological product where such jurisdiction is unclear or in 
dispute.  
• Redacted Decision Letters 
• Capsular descriptions of jurisdictional determinations for products 

that have been approved  

Requests for Designation 

http://www.fda.gov/CombinationProducts/JurisdictionalInformation/RFDJurisdictionalDecisions/RedactedDecisionLetters/default.htm
http://www.fda.gov/CombinationProducts/JurisdictionalInformation/RFDJurisdictionalDecisions/CapsularDescriptions“One-Liners”/default.htm


Compliance Issues 
• ORA Reading Room (483s) 
• Warning Letters 
• GMP Inspections Database 
• Clinical Investigators - Disqualification 
Proceedings (NIDPOE, NOOH)  

• Clinical Investigator Inspection List 
• FDA Debarment List 
• Untitled/Notice of Violation Letters  
• PREA Non-compliance letters 

http://www.fda.gov/AboutFDA/CentersOffices/OfficeofGlobalRegulatoryOperationsandPolicy/ORA/ORAElectronicReadingRoom/default.htm
http://www.fda.gov/ICECI/EnforcementActions/WarningLetters/default.htm
http://www.accessdata.fda.gov/scripts/inspsearch
http://www.accessdata.fda.gov/scripts/inspsearch
http://www.accessdata.fda.gov/scripts/inspsearch
http://www.accessdata.fda.gov/scripts/SDA/sdNavigation.cfm?sd=clinicalinvestigatorsdisqualificationproceedings&previewMode=true&displayAll=true
http://www.fda.gov/ICECI/EnforcementActions/FDADebarmentList/default.htm
http://www.fda.gov/Drugs/GuidanceComplianceRegulatoryInformation/EnforcementActivitiesbyFDA/WarningLettersandNoticeofViolationLetterstoPharmaceuticalCompanies/ucm339597.htm
http://www.fda.gov/Drugs/DevelopmentApprovalProcess/DevelopmentResources/ucm343203.htm?source=govdelivery&utm_medium=email&utm_source=govdelivery


Development of Regulations  

• Executive Order 12866 and the Regulatory Flexibility Act (5 
U.S.C. 602) require that agencies publish semiannual 
regulatory agenda describing regulatory actions they are 
developing or have recently completed. 
 

• The agendas are published in the Federal Register, in the 
Spring and Fall each year, as part of the Unified Agenda of 
Federal Regulatory and Deregulatory Actions. 

http://resources.regulations.gov/public/custom/jsp/navigation/main.jsp
http://resources.regulations.gov/public/custom/jsp/navigation/main.jsp


Guidance Development  
• As part of FDA's effort to ensure meaningful interaction with 

the public regarding guidance documents, the agency 
committed to publishing an annual guidance document 
agenda of possible guidance topics or documents for 
development or revision during the coming year and 
soliciting public input regarding these and additional ideas for 
new topics or revisions to existing guidance documents 

• Good Guidance Practices  
• 21 CFR 10.115 
• December 2011 report 

• Guidance Agenda  
• CDER 
• CBER 
• CDRH 

 
 
 

http://www.accessdata.fda.gov/scripts/cdrh/cfdocs/cfcfr/CFRSearch.cfm?fr=10.115
http://www.fda.gov/downloads/AboutFDA/Transparency/TransparencyInitiative/UCM285124.pdf
http://www.fda.gov/downloads/Drugs/GuidanceComplianceRegulatoryInformation/Guidances/UCM314767.pdf
http://www.fda.gov/downloads/BiologicsBloodVaccines/GuidanceComplianceRegulatoryInformation/Guidances/UCM338498.pdf
http://www.fda.gov/MedicalDevices/DeviceRegulationandGuidance/Overview/MDUFAIII/ucm321367.htm


Commenting Process 
• “Notice-and-Comment" rulemaking is governed by legal 

standards of fairness and impartiality which are set out in the 
Administrative Procedure Act and apply to substantive 
rulemakings by federal agencies. 

• In the "notice-and-comment" process all parties stand on 
equal footing before the agency 

• The agency must consider all comments in its decision-
making process and must respond to all comments when 
issuing its final rule 

• Comments to proposed rules and draft guidance documents, 
Citizen’s Petitions, and Suitability Petitions are publicly 
available at the Federal Dockets Management System at 
www.regulations.gov 
 

http://www.regulations.gov/


FDA Track (Metrics) 
• FDA-TRACK (Transparency Results 
Accountability Credibility Knowledge Sharing) 
is a new agency-wide program performance 
management system that monitors over 100 
FDA program offices through key performance 
measures. These measures are developed by 
the program offices across the FDA and 
reported on a monthly basis. Each quarter, 
monthly performance data is analyzed and 
senior managers present this data to FDA 
senior leadership. Launched April 2010. 

http://www.fda.gov/AboutFDA/Transparency/track/default.htm


FOIA on line request 

http://www.accessdata.fda.gov/scripts/foi/FOIRequest/requestinfo.cfm  

http://www.accessdata.fda.gov/scripts/foi/FOIRequest/requestinfo.cfm


 
CANADA 
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Important to remember what  
is NOT already “publicly available” 

• Detailed organizational charts 
• Health Canada (TPD, BGTD, NHPD) does not disclose  

information about the existence, status, or contents of an 
application submitted to the Agency, until the product has 
been approved. 
• Clinical Trial Applications (CTA) 
• New and Abbreviated Drug Submissions (NDS/ANDS), supplements 
• Notifiable Changes 
• Screening Deficiency Notice 
• Notice of Deficiency 
• Notice of Noncompliance 
• Clarification Requests (Clarifax)  
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Availability of Approval Information from Health 
Canada 

• Drug Products Database 
• Notice of Compliance (NOC) list/database 
• Summary Basis of Decision for drugs and devices 
• Licensed Natural Health Products Database 
• Medical Device Active License Search 
• Device Establishment Licenses Listing 
    Product Monographs 
    Notice of Compliance with Conditions NOC/c) list 

 

http://webprod5.hc-sc.gc.ca/dpd-bdpp/index-eng.jsp
http://webprod5.hc-sc.gc.ca/noc-ac/index-eng.jsp
http://www.hc-sc.gc.ca/dhp-mps/prodpharma/sbd-smd/index-eng.php
http://webprod3.hc-sc.gc.ca/lnhpd-bdpsnh/index-eng.jsp
http://webprod5.hc-sc.gc.ca/mdll-limh/prepareSearch-preparerRecherche.do?type=active&lang=eng
http://webprod5.hc-sc.gc.ca/el-le/prepare-search-recherche-mdel-lepim.do?lang=eng
http://www.hc-sc.gc.ca/dhp-mps/prodpharma/notices-avis/conditions/index-eng.php


Other Information disclosed on the Health Canada 
website 

Canada Vigilance Adverse Reaction Online Database 
Recalls and Safety Alerts 
Drug Establishment Licenses Listing 
Cosmetic Ingredient Hotlist 
Register of Innovative Drugs ((exclusivity) 
Patent Register 
Clinical Trials Database 

 
 
 

http://webprod3.hc-sc.gc.ca/arquery-rechercheei/index-eng.jsp
http://webprod3.hc-sc.gc.ca/arquery-rechercheei/index-eng.jsp
http://www.hc-sc.gc.ca/dhp-mps/medeff/advisories-avis/index-eng.php
http://webprod5.hc-sc.gc.ca/el-le/prepare-search-recherche-del-leppp.do?lang=eng
http://www.hc-sc.gc.ca/cps-spc/cosmet-person/indust/hot-list-critique/hotlist-liste-eng.php
http://www.hc-sc.gc.ca/dhp-mps/prodpharma/applic-demande/regist/reg_innov_dr-eng.php
http://pr-rdb.hc-sc.gc.ca/pr-rdb/index-eng.jsp
http://pr-rdb.hc-sc.gc.ca/pr-rdb/index-eng.jsp
http://ctdb-bdec.hc-sc.gc.ca/ctdb-bdec/index-eng.jsp


Access to Information Requests Completed 
ATI Requests Completed - HC 
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Beginning 
1/1/2012,  

summaries 
posted within 30 
calendar days 
after the end of 

each month 
during which the 

responses to 
requests were 

issued  



ATI Requests Completed 8/2013 
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Consulting with Canadians 
Current Consultations Health Canada 
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The future - Product Register 

The Health Products and Food Branch currently 
publishes a considerable amount of regulatory 
product information including Directives and 
guidance for industry on the Health Canada website. 
The current approach is both ineffective (not client-
centric and difficult to navigate, fragmented, and has 
inconsistent search tools and formatting) and 
inefficient (to publish and maintain). 

49 Vikesh Srivastava 



What is the Product Register? 
• First public demo given at the RAPS Annual Conference, 

Tuesday 01 October 2013, in the Session on Transparency 
and Access to Information by Vikesh Srivastava, Associate 
Director,  Business Informatics Division, Resource 
Management and Operations Directorate, HPFB, Health 
Canada. 
 

• The product register is a client-centric, “one stop shopping” 
experience for Canadians to access HPFB’s published 
information and data-sets. 
 

• All content will be efficiently and effectively maintained and 
published in a client-centric manner from a centralised, 
consolidated repository. 
 

Vikesh Srivastava 



What is the Product Register? 
• Information will be organised and structured by 

product and product lifecycle or by category for 
directive information (e.g. policies, guidance, fact 
sheets, procedures and forms). 
 

• A subscription based service for users will be 
incorporated to facilitate the e-distribution and updates 
of all Product Register content. 
 

• Release 1.0 will be featured in Wave 2 of the 
Government of Canada Web Renewal Action Plan 
scheduled for Spring 2014. 

 
Potential Benefit: Reduction of custom built external facing applications 

 

Vikesh Srivastava 



How it would work 
• The Product Register will receive all data and information to be published from all 

HPFB native (trusted) sources. 
 

• The information and data will be housed in a centrally managed repository that will 
be organised by product and lifecycle or by category for non-product information 
and would be efficient to manage, maintain, update and publish. 
 

• Channels of Delivery 
• Information (eChannels): Internal stakeholders, Canadian citizens, Industry, others 
• Data sets (Open Data Portal data.gc.ca):  Software business, Researchers, others 

 
• Publication / Presentation layers include the Health Canada and Healthy 

Canadians websites, data.gc.ca and other mechanisms. 
 

• The responsibility for both the Channels of Delivery and the Publication / 
Presentation layers are currently under review by the GoC. 
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Vikesh Srivastava 
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• 2010: EMA publishes policy on Access to Documents 
based on Regulation 1049/2001 (access to documents 
of EU bodies/inst.) 

Scope 
Reactive disclosure (written requests) 

Proactive disclosure (EMA registries/other sources) 

General 
Principles 

1. Very clear exceptions to granting access (Art. 4 1049/2001); 
2. Partial access contemplated; 
3. Redacting of documents can be applied; 
4. Overriding public health needs can trigger access; 
5. Liaison with applicant for access to align on expectations. 

EMA Access to Documents 



Status in EU EMA Access to Documents 

Exceptions to Access (1049/2001) 

Art. 4.1 

Undermines the protection of: 
 

• public interest (public security, 
defence and military matters, 
international relations, the 
financial, monetary or economic 
policy of the EC or a MS); 

• privacy and the integrity of the 
individual, in particular in 
accordance with Community 
legislation regarding the 
protection of personal data. 

 
 

Art. 4.3 
Access to a document, drawn up by 
an institution for internal use or 
received by an institution, which 
relates to a matter where the 
decision has not been taken by the 
institution, shall be refused if 
disclosure of the document would 
seriously undermine the 
institution's decision-making 
process, unless there is an 
overriding public interest in 
disclosure. 

Art. 4.2 

Undermines the protection of: 
 

• commercial interests of a 
natural or legal person, 
including intellectual property, 

• court proceedings and legal 
advice, 

• the purpose of inspections, 
investigations and audits. 
 
 

 
 

Unless there is an overriding 
public interest in disclosure. 



EMA Access to Documents 
Sp

ec
ifi

c 
Pr

in
ci

pl
es

 

Specific Interests 

Private/ Public 
Interests 

Internal Protection 

Third-Party 
Consultation 

• respect confidentiality agreements with non-EU regulatory bodies; 
• respect international relationships with third contries/organizations; 
• natural/legal person protection (EC 45/2001) 

• Balance CCI 

• No interferences with decision-making 
• Access when procedure is finalized 
• Exception only on public health grounds 

• Informing the originator when third-party documents are requested 
• In case of doubt related to CCI, third-party can be consulted 
• EMA ultimately decides on the access 

« …any information which is not in the public domain or publicly 
available and where disclosure may undermine the economic 
interest or competitive position of the owner of the information. »  



EMA Access to Documents 

General and Specific Principles Output of the EMA Policy 

• Outlines translation of the policy in regards to EMA documents 



EMA Access to Documents 

General and Specific Principles Output of the EMA Policy 

• Outlines translation of the policy in regards to EMA documents 



EMA Access to Documents 
• EMA/HMA Guidance on CCI/PPD identification in MA 

Dossier (after MA was granted) 

• 2010: EMA/HMA Working Group on the identification of CCI 
to enhance transparency efforts; 

• Guidance to be applied to centralized, MRP, DCP and 
national procedures; 

• After MA is granted. 

 

« Information encompassing non-clinical and 
clinical development of the medicinal 
product and the subsequent assessment by 
Competent Authorities is not per se 
commercially confidential. » 



EMA Access to Documents 
• EMA/HMA Guidance on CCI/PPD identification in MA 

Dossier (after MA was granted) 

CBR – « can be released » 



EMA Access to Documents 
• SOP/EMA/0041 on « Handling Requests for Access to Documents »; 

• EMA receives a clear request via info@ema.europa.eu; 

• Request is sent to relevant Sector/Section of the EMA; 

• Legal deadline: 15 days (can be extended to 30 days for large 
documents or agreed informally with the applicant); 

• Third-party consultation: 

– MSs/EU Bodies/Other bodies: at least 5 days minimum to respond; 

– Industry (originator): is kept to a minimum and has at least 5 days to 
respond; 

• Document is classified, redacted (mostly PPD in clinical data) and sent to 
the applicant. 

• Possible to contact Advisory Group on Access to Documents (ADAG); 

mailto:info@ema.europa.eu


EMA Access to Documents 

• In case of a negative decision to grant access: 

 - the applicant can appeal directly to the EMA 
Executive Director; 

 - the EMA Executive Director arbitrates on the legal 
grounds available; 

 - if further disagreement persists, the applicant can file 
a complaint for the EU Ombudsman (also valid in case 
of maladministration, i.e. failing timelines) justifying the 
position. 

 



EMA Access to Documents 

Source: EMA Annual Report 2011 

Approx. 50% of 
the requests 
come from the 
industry/legal 

Approx. 9% of the 
requests come 
from 
patients/public 



EMA Access to Documents 

Source: EMA Annual Report 2011 

• Burdening process for EMA; 

• Statistics defy the notion that increased transparency will benefit directly the general 
population/patients (more attractive to the industry); 

• The AtD procedure is planned to carry on even if further developments on transparency are 
implemented by the EMA. 

• SOP due for revision in late 2013. 

 



Available Product Information from the EU 

• Centralized Procedure - applications for new human 
medicines under evaluation 

• Pending EC decisions 
• European Public Assessment Reports (EPARs) 
• Withdrawn applications 
• Referrals 
• Orphan designations 
• Opinions and decisions on PIP applications  
• Marketing Authorization Withdrawals & Suspensions 
• Refusal Assessment Report in case of negative CHMP 

opinion 
• MRI-Product Index (products not approved via the 

centralized procedure) 
 

http://www.ema.europa.eu/ema/index.jsp?curl=pages/medicines/document_listing/document_listing_000349.jsp&mid=WC0b01ac05805083eb
http://www.ema.europa.eu/ema/index.jsp?curl=pages/medicines/landing/smop_search.jsp&mid=WC0b01ac058001d127
http://www.ema.europa.eu/ema/index.jsp?curl=pages/medicines/landing/epar_search.jsp&mid=WC0b01ac058001d125
http://www.ema.europa.eu/ema/index.jsp?curl=pages/medicines/landing/wapp_search.jsp&mid=WC0b01ac058001d128
http://www.ema.europa.eu/ema/index.jsp?curl=pages/medicines/landing/referral_search.jsp&mid=WC0b01ac05805c516f
http://www.ema.europa.eu/ema/index.jsp?curl=pages/medicines/landing/orphan_search.jsp&mid=WC0b01ac058001d12b
http://www.ema.europa.eu/ema/index.jsp?curl=pages/medicines/landing/pip_search.jsp&mid=WC0b01ac058001d129
http://mri.medagencies.org/Human


European Public Assessment Reports 

• Summary for the Public (multilingual) 
• List of authorized presentations 
• Product information 

• SPC 
• Labeling and package leaflet 

• Scientific discussion 
• Background Material/Procedural steps 



Scientific Discussion 

• Introduction 
• Quality Aspects 
• Nonclinical reports 

• Pharmacokinetics 
• Toxicology 

• Clinical aspects 
• Pharmacovigilance 
• Overall Conclusions 

 

Similar to SBoA       
medical review  



MRI-Product Index 

• MRI-Product Index 
• Contains approx. 11,000 medicinal products 
which have been granted a marketing 
authorization through the Mutual Recognition or 
Decentralised procedures 

• Product Locator contains multiple search 
capabilities; can search for products with SPC, 
PIL, NPAR (Public Assessment Report) 

• Links updated by Reference Member State 
 

http://mri.medagencies.org/Human


Specialized databases 
• Side effects of medicines (www.adrreports.eu) 

Information on suspected side effect reports, which can be 
sorted by aged group, sex type of side effect and outcome. 

• Clinical trials (www.clinicaltrialsregister.eu) 
Access to information on interventional clinical trials for 
medicines authorised in the EU, as well as Iceland, 
Liechtenstein and Norway, and trials authorised to be carried 
out outside the EU as part of a paediatric investigation plan 

• Manufacturing inspection EudraGMP 
(http://eudragmp.ema.europa.eu) 

Information on inspection of the manufacturing sites for 
medicines performed by regulatory authorities in the EU, 
Iceland, Liechtenstein and Norway. 
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http://www.adrreports.eu/
http://www.clinicaltrialsregister.eu/
http://eudragmp.ema.europa.eu/


Comparison - Approval Packages 

• All three regulatory authorities provide summary  
information on drug/biologic approvals: 
 
• EMA:  Summary of Opinion, European Public 

Assessment Reports (EPAR) and CMD(h) MRI-Product 
Index 

• FDA:  Summary Basis of Approval (SBoA); can include 
FDA meeting minutes not previously released for public 
viewing (Drugs@FDA) 

• Health Canada: Notice of Decision (NOD) and 
Summary Basis of Decision (SBD) 
 
 
 



Comparison –  
Negative Decisions & Withdrawals 

• Health Canada: Negative decisions such as the 
content of Notices of Deficiency/Notices of Non-
compliance, and clarifaxes – are not made public. 

• EMA: Positive and negative opinions with reasons; 
Information on  withdrawn applications; Public 
Assessment Reports for positive and negative 
opinions, and for withdrawn applications 

• FDA: Negative decisions such as Refusal to File and 
Complete Response Letters – are not made public. 
Sponsor withdrawn applications are published in the 
Federal Register. 



Comparison - Clinical Trial Disclosure 

• Evolving issue 
• Clinical trial portals 

• Health Canada: Database and not registry 
• EMA – EU Clinical trials Register 
• FDA – Clinicaltrials.gov (registry) 

• EMA: Draft policy on publication and access to 
clinical trial data, comment period closed. 

• FDA: Request for comments on the Availability 
of Masked and De-identified Non-Summary 
Safety and Efficacy Data (05-Aug) - extended 
 
 

http://ctdb-bdec.hc-sc.gc.ca/ctdb-bdec/index-eng.jsp
https://www.clinicaltrialsregister.eu/ctr-search/search
http://www.clinicaltrials.gov/


Approval Information - Japan 

• Information in English: 
 
• Lists of approved products 
• English Translation of Review Reports 
• Kusuri-no-Shiori (Drug Information Sheet) 
• Japanese Pharmaceutical Reference 
• PMDA Risk Communications 
 
 

http://www.pmda.go.jp/english/service/list_s.html
http://www.pmda.go.jp/english/service/drugs.html
http://www.rad-ar.or.jp/siori/english
http://www.e-search.ne.jp/favicon.ico
http://www.pmda.go.jp/english/service/risk.html
http://secure.flymeflag.com/store/default/index.php?main_page=product_info&cPath=5&products_id=150&zenid=89b33fb2a0c82dccd50ed8c5d57448a6


Approval Information - Australia 

• Australian Register of Therapeutic Goods (ARTG) 
• Australian Public Assessment Reports (AusPAR): 
compiled using info that is part of the TGA’s 
evaluation process 
 
• Assessment summaries of quality, safety, efficacy 
• Pharmacovigilance requirements 
• Risk/Benefits 
• PI 

https://www.ebs.tga.gov.au/ebs/home.nsf/NewsRSS.xml
http://www.tga.gov.au/industry/pm-auspar.htm


Questions? 
 

Special thanks to João da Silva Duarte and 
Vikesh Srivastava for use of previously presented 
information on the EU and Canada, respectively. 

 

Linda.Bowen@sanofi.com  
908-981-4876 

 
 

mailto:Linda.Bowen@sanofi.com
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