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“It is not the strongest or the most 

intelligent who will survive but those who 

can best manage change.”
― Charles Darwin

Source: https://www.bluhmsysteme.com/blog/bompeln-fuer-smombies/
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• Provide an overview of regulatory intelligence 

(RI)

• Link RI to the existing quality systems

• Introduce the use of various ways to keep up-

to-date on regulatory intelligence

• Application of RI newsletters and RI sharing 

meeting

Course Overview
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References:

• https://www.raps.org/news-and-articles/news-articles/2019/1/proactive-

regulatory-intelligence-communication

• https://www.raps.org/news-and-articles/news-articles/2019/1/managing-

regulatory-intelligence-for-medical-devic

• https://www.pda.org/docs/default-source/website-document-

library/chapters/presentations/west-coast/regulatory-intelligence-

101.pdf?sfvrsn=4

• https://beinetworks.com/7-ways-to-stay-current-on-compliance-regulations/
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Regulatory Intelligence (RI) 



What is A.I.?

Source: http://www.aiiottalk.com/artificial-

intelligence/relation-between-data-science-and-ai/
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Information vs. Intelligence

• Information is the raw data used to create 

intelligence

• Intelligence is active and related to analysis

• The data analysis and integration into company 

practice and procedures produces regulatory 

intelligence
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The RI professional’s responsibilities are best 

summarized within the Drug Information Association 

Regulatory Intelligence Working Group definition of 

regulatory intelligence:

“The act of gathering and analyzing publicly available 

information. This includes communicating the 

implications of that information and monitoring the 

regulatory environment for opportunities to shape 

future regulations, guidance, policy and legislation.”

Definition of RI
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Regulatory 

Information

Company 

Practice and 

Procedures

Analysis

Regulatory Intelligence Process
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Source: https://screenrant.com/matrix-4-trinity-death-bad-fix/
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Why is Regulatory Intelligence 

Important?

• Identify opportunities

• Identify possible pitfalls

• Predict review times for product and/or change 

to product

• Answer specific development questions poised 

by team
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• Increase compliance

• Increase likelihood of marketing application approval

• Shorten time from filing to approval

• Increased efficiency

• Optimize study design for regulatory endpoints

• Optimize messaging about product benefit

• Maximize target market potential

Benefits of Regulatory Intelligence
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Federal government agencies issue thousands 

of rules every year. Congress enacts hundreds 

of laws annually. New regulations sometimes 

replace existing ones and sometimes they add 

more layers of compliance complexity. If your 

business is required to follow these regulations 

it can seem overwhelming keeping up with all 

the requirements.

What are We Facing to?
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What should we do?

Give up and cry alone?
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Regulatory Intelligence Operations

This function of RI typically conducts the following 

activities:

• regulatory research

• monitoring and surveillance of the regulatory 

landscape

• drug approval summaries

• news letters

• hot topics (analysis of regulatory trends)

• training

• knowledge management
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Regulatory Information

• Regulatory information is not usually found in 

one location

• You need to have various searching techniques 

to be able to address the scope and breadth of 

questions posed to you

• For each question put forth, there are 

numerous sources to begin your search or 

project
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More than Regulations and Guidance 

Documents

• Regulations and guidance documents tell part 

of the story

• Gray area in these sources are hard to follow

• Interpretation of guidance varies with SMEs, 

company, and sometimes even the regulatory 

inspectors
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Source: 

http://www.theregentstore.com/main.php?fid=04&page_name=prod

uct_detail&prod_id=14052 18
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Regulatory Intelligence Tools

One of the most important RI skills you can 

develop is……..

NETWORKING

Within your department, company, working groups 

and at industry/professional association meetings.
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Why Document RI?

• Constructing or documenting a formal written 

analysis of the regulatory strategy for personal 

use or presentation to the team allows future 

reference to determine why a decision was 

made at a particular time in the development 

timeline.

• In addition, it can serve as the foundation 

document for any future updates and analysis, 

as needed for that topic.
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Knowledge Management
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Knowledge Management

• Develop and maintain RI database

• Hot topics updates

• Internal regulatory workshops

• Conference participation

• Regulatory Library; Approvals, transcripts, 

videos, external course notes
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RI Sharing

Sharing can take many forms, depending on the 

company and their culture

– E‐mail

– Presentations

– Databases

– Newsletters

– Intranet

– Lunch meetings

Needs to be timely!
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Regulatory Intelligence 

Communications

• Proactive communication 

• Horizontal communication 

• Vertical  communication 

• Companywide communication 
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Archiving and Filing

• Once you do the research, and distribute it, what 

do you do with it next?

- Keep it hard copy in the filing cabinet

- Scan it and put it on an electronic shared drive

- Scan it and include it in an RI database

• How or where put it so that everyone can access 

it, if needed?
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Keeping Up-to-Date on 

Regulatory Intelligence



“An organization's ability to learn, and 
translate that learning into action rapidly, is 
the ultimate competitive advantage.“

― Jack Welch
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6 Ways to keep up-to-date 

on regulatory intelligence
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Make it a habit to regularly visit websites that 

post updated standards for your industry. FDA

and ECA sites offer many resources and 

provide regularly updated information on 

compliance standards.

1. Regularly check sites for updated 

standards
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Become a member of trade groups and 

associations connected with your industry. 

These organizations alert their membership to 

significant changes relevant to your business, 

and they usually can serve as a resource when 

you have compliance questions.

2. Join industry associations
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2. Join Industry Associations
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2. Join Industry Associations
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2. Join Industry Associations
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2. Join Industry Associations
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Whether online or in person, attend regulatory 

compliance training sessions and seminars as 

well as participate in conferences. You’ll 

expand your knowledge, learn new standards, 

get best practices for implementing the 

standards, and connect with industry peers.

3. Attend trainings, conferences, 

and seminars
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3. Attend trainings, conferences, 

and seminars
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3. Attend trainings, conferences, 

and seminars
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3. Attend trainings, conferences, 

and seminars
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Sign up for mailing lists and newsletters issued 

by regulatory agencies and other industry-

specific groups. Don’t forget to actually read 

those newsletters so you get alerted to 

changes in compliance standards.

4. Subscribe to newsletters

39



Consider appointing a designated person to 

handle your business’ compliance matters. At 

the least, designate a staff person tasked with 

regularly checking for updates to relevant 

regulations.

5. Designate a compliance officer
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Partner with a reputable vendor who can 

provide expertise and up-to-date knowledge in 

a specific area of compliance.  Define the 

responsibility in your quality agreement. 

6. Outsource with experts
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• Weekly RI News Letter

• Monthly RI Sharing meeting

How to do it in your company?
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Weekly RI News Letter

43



RI Newsletters

Non-Compliance News:

• Warning letters

• EU Non-compliance

• Recent 483s

• Import alert 

• Recent recalls

New/Revised Guidance and Regulations:
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 NON-COMPLIANCE
• Warning Letter 

 https://www.fda.gov/inspections-compliance-enforcement-and-criminal-
investigations/compliance-actions-and-activities/warning-letters

• EU Non-Compliance
 http://eudragmdp.ema.europa.eu/inspections/gmpc/searchGMPNonCompliance.do

• Recent 483s

• Import Alert
 https://www.accessdata.fda.gov/cms_ia/importalert_189.html (Import Alert 66-40)

 https://www.accessdata.fda.gov/cms_ia/importalert_521.html (Import Alert 99-32)

 Recent Recalls
 https://www.accessdata.fda.gov/scripts/ires/index.cfm

 New/Revised Guidance and Regulations
 https://www.fda.gov/regulatory-information/search-fda-guidance-documents/

Index of RI Newsletters
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• More than 4,700 Form 483s … with round-the-clock, 
unlimited access. New 483s are added as soon as we 
receive them from the FDA. 

• Searchable access to the 483s by the name of the 
company that received the Form 483, by the date of the 
inspection, by the inspector’s name, by region and 
by keywords.

• A weekly email update to alert you to any new 483s 
we’ve added, so you’re sure never to miss a thing. 

http://inspections.fdanews.com/

RI Newsletters – Recent 483
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RI Newsletters – Recent 483
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RI Newsletters - Warning letters
Google FDA
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RI Newsletters - Warning letters
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RI Newsletters - Warning letters
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RI Newsletters - EU Non-compliance

Google Eudra GMDP website
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RI Newsletters - EU Non-compliance
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RI Newsletters - EU Non-compliance
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RI Newsletters - EU Non-compliance
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RI Newsletters – Import Alert
Google FDA
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RI Newsletters – Import Alert

56



RI Newsletters – Import Alert
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RI Newsletters – Import Alert
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RI Newsletters – Import Alert
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RI Newsletters – Recent Recalls

Google FDA
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RI Newsletters – Recent Recalls
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RI Newsletters – Recent Recalls
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RI Newsletters – Recent Recalls
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RI Newsletters – Regulatory Information

Google FDA
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RI Newsletters – Regulatory Information
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RI Newsletters – Regulatory Information
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RI Newsletters – Regulatory Information
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RI Newsletters – Regulatory Information
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RI Sharing - GMP Newsletter 

Google ECA Academy
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RI Sharing - GMP Newsletter 
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RI Sharing - GMP Newsletter 
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RI Sharing Meeting 
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Pic source: https://sloanreview.mit.edu/article/the-surprising-science-behind-successful-remote-meetings/



⚫ Monthly RI Newsletter overview and discussion

⚫ Sharing of New/Revised Guidance and Regulations

⚫ Gap assessment

RI Sharing Meeting
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RI Sharing Meeting 
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Non-compliance discussion:

Observation review tips:

1. What is the rational of the citation?

2. What about our own practices?

3. What is trending now?



RI Sharing Meeting 
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Guidance Revision:

PIC/S Revised Annex 1 in Contamination Control Strategy (CCS), 

Cleanroom, and Environmental Monitoring



RI Sharing Meeting 
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New guidance



New Regulation Gap Analysis
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When Gaps are Identified

vs
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RI Gap Analysis

Linking the identified gaps in following quality systems:

⚫ CAPA

⚫ QIP

⚫ Quality Council

⚫ QRM 

Good Luck!
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Thank you for your attention

Questions?
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