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If you’re in the life sciences industry, you know compliance isn’t just another item on the to-do list—it’s the 
backbone of everything you do. From developing new drugs and medical devices to marketing them, you’re 
constantly dancing on a tightrope of regulations governed by agencies like the Food and Drug Administration 
(FDA) and Federal Trade Commission (FTC) they’re strict, but for a good reason. Let’s be honest, these aren’t mere 
hurdles but necessary steps to ensure whatever you’re putting out there is both effective and safe for public use.

Compliance: The invisible shield
Compliance is a complex issue that touches every part of your business. It’s not just something for the legal 
team to worry about; it’s something that affects your research and developement (R&D), marketing team 
and even your data management. After all, neglect or miscalculation isn’t simply a matter of penalties; it can 
also put the well-being of people at risk. With regulatory compliance, you’re not merely ticking boxes; you’re 
constructing an invisible yet impenetrable shield around every facet of your business. 

This is especially important in an industry where the ultimate goal is to improve and even save lives. Missing the 
mark on compliance isn’t just a legal headache—it can have real-world consequences.

This eBook aims to make understanding compliance in the life sciences industry straightforward. It’s designed to 
give you the insights and tools you need to navigate the complex world of regulatory requirements.
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The regulatory custodians: 
FDA and FTC
The FDA and the FTC play pivotal roles in shaping and safeguarding the life sciences industry in the United 
States. While they share a common goal—to protect consumers—they go about it in different ways and have 
distinct areas of focus.

The FDA is the gatekeeper for the safety, efficacy and security of human and veterinary drugs, medical devices 
and other products like food and cosmetics. It has the power to take action against companies that don’t 
comply with its regulations. If your company is involved in manufacturing or marketing pharmaceuticals or 
medical devices, you’re going to be interacting with the FDA—there’s no way around it.

The FDA’s team of inspectors works tirelessly to ensure product safety. The FDA’s responsibility goes beyond 
approving new products. It also monitors products after they are on the market. So, if new safety information 
comes to light after a drug or device has hit the market, the FDA can take regulatory actions, including labeling 
changes, usage restrictions or in extreme cases, product removal from the market.

Whereas the FDA asks, “Is it safe?” the FTC questions, “Is it honestly represented?” This agency polices 
marketing practices and tackles antitrust issues, ensuring both consumer protection and market competitiveness.

The convergence and adaptability of regulations
Much like the overlapping jurisdictions within the magical world, the FDA and FTC sometimes cross paths, 
especially in the advertising and promotion of over-the-counter drugs. As technologies and medical 
advancements evolve, both agencies adapt their guidelines to encompass new forms of products and 
increasingly stringent examinations.

International implications: Regulatory scrutiny is not confined to the U.S. alone. Companies often have to 
navigate a labyrinth of international laws and regulations, especially when they operate in multiple countries. 
While the FDA and FTC are U.S.-based agencies, their policies often set a precedent that is adopted or 
adapted by regulatory bodies in other countries.

So, whether you are looking at product development, manufacturing, marketing or even post-market 
surveillance, it’s crucial to understand the roles and regulations set forth by the FDA and FTC. Not only will this 
help you remain compliant but it will also ensure that you are prepared for any audits, inspections or inquiries 
that may come your way.

https://www.fda.gov/
https://www.ftc.gov/


Maintaining compliance in Life Sciences /  4

GMP: Your blueprint for 
compliance and quality 
Good Manufacturing Practices (GMP) falls under the FDA’s watchful eye. GMPs are not just a set of 
guidelines; they are the bedrock on which companies build their operations. Just think of GMP as the ‘book 
of spells’ for manufacturing.

Why GMP matters
From consumer safety to brand reputation, adherence to GMP is not a choice but a mandate. Without it, your 
product simply won’t make it to market. Even if it does, lack of compliance could lead to recalls, legal issues and 
damage to your brand’s reputation.

GMP doesn’t just focus on the end product; it’s a comprehensive approach that covers the entire 
manufacturing process. This includes the quality of raw materials, the integrity of the manufacturing facility, 
employee training and even the systems used to track various production stages. Think of GMP as a quality 
assurance system that spans from the procurement of raw materials to the monitoring of post-market 
product performance.

Record-keeping: The backbone of GMP
Detailed GMP records are essential for audits, traceability and quality assurance. If there’s a problem with 
a product, detailed records enable your company to pinpoint exactly where things went wrong. And during 
audits, these records serve as evidence of compliance. It’s not just about having records but ensuring they are 
accurate and easily retrievable. Sophisticated document management solutions can help you store, index and 
retrieve these records quickly and securely.

Inspection 
protocols
Inspections evaluate everything from the 
cleanliness of a facility to the accuracy of 
documentation. 
 
Given the high stakes, companies should treat 
these as ongoing, rather than one-time events, 
constantly reviewing and updating their practices 
to meet the latest guidelines.

https://www.gov.uk/guidance/good-manufacturing-practice-and-good-distribution-practice
https://www.fda.gov/media/118202/download
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Charms and curses:   
The intricacies of data protection
 
The importance of email
The record-keeping spell “preservo” may become handy for email 
correspondence as it functions as verifiable documentation. Emails 
therefore need to be secure, easily accessible and well-documented 
to facilitate inspections. By staying updated on email regulations, 
organizations can maintain trust and avoid legal repercussions. 

Emails can serve as a potential audit trail by showing timelines of events, 
decisions made and persons involved. Therefore, organizations must ensure 
their email systems are secure, easily searchable and well-archived. 

Protective spells: CAN-SPAM, HIPAA, and GDPR 
Whether it’s CAN-SPAM’s ‘veil’ against unwanted emails 
or HIPAA’s ‘invisibility shield’ safeguarding medical records, 
compliance is the key to maintaining trust and avoiding 
legal issues.

And while CAN-SPAM, HIPAA, and GDPR serve different 
purposes and apply in different contexts, they all 
emphasize the importance of secure, transparent and 
respectful email communications. Email systems must 
therefore be designed with compliance to these laws 
in mind, incorporating features like encryption and 
robust data protection measures to safeguard sensitive 
information. 
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Communication and timing during 
drug development 
In the high-stakes game of drug development, a slight miscommunication can have a profound impact on 
the timelines, success and lead to serious consequences. Every interaction with regulatory bodies like the FDA 
is crucial. It needs to be approached carefully, well-documented and responded to quickly to ensure your 
place in the industry.

The FDA places a high priority on responding to safety-related inquiries. Given the public health implications 
any question or issue related to the safety profile of the drug under investigation will usually receive immediate 
attention. This prioritization underscores the importance of clarity and precision in communicating any safety 
data or concerns to the regulatory authorities.

Methods of communication can vary from telephone calls for more straightforward queries to emails for matters 
that require documentation and formal meetings for high-stakes or complex issues. Regardless of the medium, 
timely communication is essential. 

Delays in queries or responses can cause setbacks that extend the already long timeline of drug 
development, potentially impacting patient access to critical therapies.

Documentation is not just a regulatory requirement but also a crucial tool for mutual understanding 
and accountability. Every interaction should be meticulously documented to create an auditable 
trail, capturing the essence of discussions, agreements, disagreements and timelines. This can prove 
invaluable during internal audits, subsequent phases of drug development or during inspections by 
regulatory authorities.

Practical tips for regulatory success
1. Standardized templates 

Standardized templates simplify the documentation process, ensuring that all necessary data points are 
captured consistently. 

2. Compliance manuals 
Continuously update these tomes as the laws and regulations evolve.

3. Regular training 
Equip staff with both theoretical knowledge and practical skills to handle compliance challenges.
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Best practices for communication and 
timing during drug development 

1. Firstly, it’s essential to establish a dedicated representative to interact with the FDA. This ensures that 
queries and issues can be addressed swiftly and effectively, like the flick of a wand.

2. Secondly, the FDA’s focus on safety-related inquiries necessitates that any safety data or incidents 
be communicated immediately and clearly. The FDA recommends that complex regulatory or 
scientific questions be discussed in formal settings. Such formal communication offers a platform 
where experts from both sides can delve deep into the issues at hand, armed with the necessary 
data and prepared arguments. 

3. Lastly, adhering to agreed-upon timelines for submissions and responses is critical. Regulatory bodies 
often run a clock tighter than a Gringotts vault and delays can have cascading effects on drug 
development timelines. 

Best practices for the management 
of documents and records

 � Archival system 
Implement a robust email archival system that captures all relevant communications. This system should 
be able to index, search and retrieve emails efficiently, ensuring nothing gets lost.

 � Retention policies  
Establish clear retention policies that outline how long emails should be retained. GMP regulations often 
specify minimum document retention periods and companies should comply accordingly.

 � Access controls  
Maintain strict access controls to prevent unauthorized alterations or deletions of archived emails.  
Only authorized personnel should have the ability to modify or delete records.

 � Data integrity 
Ensure the integrity of archived emails by implementing measures to prevent 
tampering or corruption. Timestamps, digital signatures and encryption can 
contribute to data authenticity.

 � The book of knowledge 
Educate employees about the significance of GMP compliance. 

 � Regular audits 
Periodically review the email archival process to ensure its effectiveness and identify 
any areas for improvement. An internal audit can help address issues before they 
become problematic during inspections.
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Documenting communications  
and submissions 
FDA Regulatory Project Managers (RPMs) often send courtesy copies of essential correspondence through 
secure email channels. However, for the official record and for compliance purposes, all formal submissions 
should still follow established, often more traditional, channels such as electronic common technical document 
(eCTD) submissions.

Given the critical nature of these communications, a comprehensive system for documenting all interactions 
with the FDA is vital. This should include not just official correspondence but also summaries of telephone 
conversations, emails and meeting minutes. Such documentation helps to avoid misunderstandings and 
provides a clear audit trail that can be invaluable during future regulatory inspections or internal reviews. 

The magic of email management 
A proficient email management system is not just an added bonus but an essential tool covering compliance, 
risk reduction, productivity and operational efficiency in highly regulated industries. Poor email management 
can not only lead to non-compliance but also to inefficiencies that can hamper a company’s ability to 
function smoothly.

Emails often contain essential 
information that may be required 

during internal reviews or 
regulatory inspections.

A sophisticated email 
management system should 

feature high-level security 
measures to protect sensitive 
information, particularly if the 

emails contain intellectual 
property or personal data.

A well-managed email system 
facilitates quick and easy 

document retrieval, helping to 
streamline these processes.

Given the regulatory 
importance of emails, they 

should be archived in a manner 
that maintains their integrity, 

ensuring that they can be 
retrieved exactly as they were 

sent or received.

Properly managed emails serve 
as an auditable trail of decision-

making processes, which can prove 
indispensable when questions 

arise about the rationale behind 
certain actions or decisions.

Companies should consider 
integrating their email system with 

tools like SharePoint and integrated 
solutions such as Ideagen Mail 
Manager. Such integration can 

significantly enhance for managing 
and sharing information and also 

cross-functional efficiency.
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The benefits of centralized information
A single source of truth can benefit all life science organizations.

It’s a concept based on bringing all information together, ensuring everyone in an organization has access to 
everything they need before making any business decisions. Secure and efficient collaboration on documents 
and content from a single source of truth ensures real-time access to data and empowers teams to reduce 
inspection time, thanks to a streamlined process.

Benefits of centralized information include: 

 � Your data becomes discoverable

 � Eliminate human error through automated workflows

 � Establish version control

 � Reduce time wasted on searching for and recreating lost 
documents

 � Increased transparency and traceability

 � Comply with regulatory and legal requirements
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ROI of investing in email management
The return on investment (ROI) for companies that invest in robust email management 
can be substantial. On the surface the financial benefits may not be immediately 
apparent, however a closer look reveals that the advantages—both financial and 
operational—often far outweigh the expenditures.

The average worker spends about five hours weekly on work emails and an additional 
10 hours weekly on personal emails during work hours. This amounts to roughly three 
hours per workday spent on email, leading to significant productivity losses. 

Implementing an email management system can save three hours per week per 
employee at a cost savings of £15 per hour. Monthly, this adds up to £180 saved 
per employee. For an organization with 100 employees, that would be monthly 
savings of £18,000.

Why implement an email management solution?
1. Firstly, robust email management solutions improve operational efficiency. Your team no longer needs to 

spend excessive time searching for specific emails or attachments, freeing them up to focus on tasks that 
add direct value to the business. This improvement in productivity can translate to significant financial 
gains in the long run.

2. Secondly, email management systems can substantially reduce the risk of non-compliance with various 
industry regulations, helping to avoid costly fines and legal issues. 

3. Thirdly, an effective email management system can play a crucial role in safeguarding a company’s 
intellectual property and sensitive data, mitigating the risks associated with data breaches or leaks. The 
costs associated with a data breach can be astronomical, both in terms of immediate financial loss and 
long-term reputational damage.

Overall, while there may be upfront costs when implementing a high-quality email management system, the 

long-term ROI is often highly favorable when considering the financial, operational and risk-mitigating benefits.

 
Ideagen Mail Manager helps companies like
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How Ideagen Mail Manager assists 
in regulatory compliance
Ideagen Mail Manager is your magical cabinet of wonders, designed to assist your organization in achieving 
and maintaining compliance. One of its standout features is its secure archiving capability, which allows 
companies to retain emails and attachments in an encrypted, indexed and easily searchable format. 

Our solution’s robust indexing features makes it simple to categorize and retrieve emails, even among tens 
of thousands of records in just 2 seconds. This kind of efficient indexing is vital during audits or regulatory 
inspections where time is of the essence.

Everything you send is being filed straightaway and 
you’re doing it as you go. It’s easier to file than not to. 
I also think the search function is very good. The search 
filters make it really easier to view correspondence by 
location, time, project and more.

- Martin McKeith, Architectural Adviser, Health Service Executive

“

https://www.mailmanager.com/life-sciences
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Your enchanted tool for regulatory compliance for regulatory compliance

Request free trial

By simplifying the tasks associated with email archiving, indexing and retention, Ideagen Mail Manager 
effectively reduces the risk associated with regulatory non-compliance. It allows companies to focus 
more on their core operations, confident in the knowledge that their email management is not only 
efficient but also in strict adherence to relevant legal requirements.

Remember, regulatory compliance isn’t just a set of hoops to jump through. It’s the very foundation of 
your business—providing you with the framework to develop magical solutions that can heal, protect 
and even save lives in the Muggle world.

e: sales@mailmanager.com   |  w: mailmanager.com
Copyright © Ideagen Limited

https://www.mailmanager.com/free-trial?hsCtaTracking=da3d40fb-df7e-4f8f-93a2-68c782f31c15%7C8bd1afe1-883c-400c-8ed4-7c9169e803f1

