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By Mary Nteris, PhD 
 
Global regulatory projects can be complex to manage. This article describes 
considerations and best practices in managing such projects. 
 
Introduction 
 
Global regulatory projects offer multiple layers of complexity. The differing 
regulatory requirements must be navigated, expert advice provided and 
volumes of information must be brought together in carefully planned logistical 
succession. The push and pull of global versus local regulatory needs, 
documentation of the regulatory strategy and plan and project reflections and 
learnings are just some best practices in ensuring the success of global 
regulatory projects. This article provides four hypothetical case studies to 
highlight some of the best practices based on the author’s experience. 
 
It is a misnomer to consider global therapeutics regulation as a single, uniform 
paradigm. While the fundamentals of quality, safety and efficacy are common 
across all regions, how these principles are reflected in laws, regulations and 
guidances differ vastly.  
 
Layer in also the logistical complexities in managing large data sets and pulling 
together information from a variety of sources into an ideal ‘dossier,’ one can 
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appreciate just how difficult it can be to successfully manage a global regulatory 
project. 
 
This article highlights some best practices to facilitate roll-out of global 
regulatory strategies. 
 
The Importance of a Regulatory Strategy 
 
Whether your organization operates on a global scale supported by a large 
regulatory function or for a smaller organization with more limited regulatory 
resources, having a clear regulatory strategy is a must. The reasons for this may 
sound obvious—a strategy provides clarity and a frame of reference for the 
regulatory function and also to the broader organization. However, it is 
surprising how little such strategies are communicated and how often the 
documented strategy often does not evolve with developments. 
 
A global regulatory strategy should clearly identify the core data set expected to 
be applicable to global markets. The core data set often relates to clinical and 
nonclinical data, but also tends to capture aspects of 
Chemistry/Manufacturing/Control (CMC) data.  
 
A global regulatory strategy also would: 
 

• clarify the scope 

• clarify scope exclusions, such as sub-regions, pack sizes or 
presentations, etc. 

• identify key milestones to enable planning 

• identify roll-out phases to facilitate understanding of dependencies or 
impacts of prior regulatory approvals 

• highlight key risks and assumptions 

• incorporate regional input. Even with generally-accepted standards such 
as those created by International Council for Harmonisation of Technical 
Requirements for Pharmaceuticals for Human Use (ICH), unless 
regulators have a mutual recognition-type arrangement with another 
regulator, they may well have different interpretations of the same 
guideline. 

 
Once the global strategy has been prepared, regional strategies, containing 
more detail and exploring local regulatory options, may be prepared. 
 
One might ask—can a regional regulatory strategy be prepared in parallel with 
the global strategy? The answer is yes, it may, albeit slightly lagging behind the 
global strategy to ensure the global direction can be adequately considered. In 
fact, it may even be incorporated into the global strategy document, perhaps 
included in an appendix, even if in short form.  
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Understanding the Regulators 
 
Many regulatory professionals encounter the challenges of operating across 
differing regulatory requirements. The utopia of a single regulatory data set 
being easily applicable to all markets is usually not realized, that is unless data 
sets are developed with the most stringent requirements in mind, and in doing 
so taking a very conservative approach. 
 
For the Market Authorization Holder (MAH), core data sets reduce the time and 
effort in preparing dossiers, facilitating earlier regulatory submissions and 
approvals. Core data sets also facilitate internal information management and 
are easier to remember and to communicate across the organization. In a world 
where publicly available information can easily be accessed across jurisdictions, 
core data sets also may help reduce confusion to external stakeholders such as 
healthcare professionals. 
 
There are gains, also, for regulators in accepting core data sets. Even with the 
backdrop of differing political systems and independent decision-making, many 
regulators do seek information about prior regulatory approvals, and when 
these approvals are based on differing data sets the resulting explanation may 
complicate the regulatory process.  
 
Invariably, though, regulatory professionals are tasked with managing data sets 
which only partly meet the regulators expectations. In such situations, try the 
following, as also described in Figure 1. 
 
Figure 1. Managing Challenges With Core Data Sets 
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• Identify the aspects of the core data set which differ from the 
regulator’s expectations. 

• Understand how much of a challenge this will pose to your organization. 

• If the challenge is significant, broaden your thinking—re-read the 
relevant guidance or regulation, consult a colleague or your manager. It 
is important you challenge yourself and your thinking before you revert 
to your organization with an unexpected position on a critical strategic 
point. 

• Communicate assumptions and risks. 
 
Planning 
 
From a bullet-point list or spreadsheet, to an all-encompassing project 
management tool, the process of planning a global regulatory application can 
excite or exhaust a regulatory professional. In fact, it often accomplishes both. 
 
If key milestones, dependencies, actionees and task status are all captured in a 
plan, why would it matter which format or platform is used? The following are 
some thoughts to consider: 
 
Bullet point lists might help an individual plan their activities, though rarely 
suffice for capturing a global initiative. 
 
Spreadsheets are often used in lieu of a project management tool and can be 
effective. Spreadsheets often have features allowing for data to be presented in 
different formats as well as auto calculation capabilities. These features may 
reduce the level of manual input and oversight somewhat from what might 
otherwise be overly labor-intensive to manage. However, there still remains 
significant manual input and oversight and limitations in matters, such as 
identifying dependencies and depicting concurrent tasks, still remain.  
The value of project management tools is in their ability to synchronize various 
tasks, identify tasks on a critical path (delays to which may significantly delay 
the overall project), automate alerts, status reports and push notification, and in 
the transparency, it provides to those with access. Project management tools 
are typically considered when there is sufficient regulatory activity to warrant 
the investment and realize operational efficiency. 
 
Irrespective of which tool is used for planning, what is most important is that 
there is a documented plan, with key milestones shared and agreed with 
relevant stakeholders.  
 
The following are some additional considerations: 
 

• Ensure assumptions, unknowns and risks are clear.  

• In mapping timelines associated with individual tasks, previous ‘actuals’ 
and ‘lessons learned’ as a guide. If the expectation is to set aspirational 
timelines, do so in parallel with exploring how such aspirational 
timelines may be achieved. For example, would ways of working need 
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to change or would it simply entail meeting more frequently with a 
particular stakeholder? 

• Many tasks will depend on information or data from other functions, 
such as manufacturing or marketing. Typically, each function is 
responsible for its deliverables and the associated planning, and the 
regulatory plan would capture the overall deliverable dates, such as 
provision of the manufacturing method. Do ensure that cross-functional 
roles, responsibilities and accountabilities are clarified.  

• Only capture relevant information and data—detailed spreadsheets or 
complex database fields do not necessarily translate to valuable 
information or efficient process. 

• Keep the plan relevant—poor planning data yields a poor plan; regular 
plan updates are imperative. 

 
Two important regulatory milestones are regulatory filing date and date of 
regulatory approval, assuming both are relevant to a particular regulatory 
approach. Both dates should align with the over-arching organizational 
objective. Also, important to not lose focus of the project objective when 
determining the regulatory filing and approval milestones. For example, if the 
goal is to gain approval of all indications or intended uses, it may be prudent to 
allow an extra month in the lead up to filing to ensure key risks are 
appropriately managed in the regulatory application. In another example, if 
meeting a specific approval date is paramount, consider whether the scope of 
the application (such as indications, presentations) may be adjusted to facilitate 
meeting the filing date and also the subsequent regulator review. 
 
Delivering to Plan and Objective 
 
There would be a multitude of reasons contributing to revisions in timelines or 
even in the overall regulatory approach. 
 
There may be factors outside your control which may impact your approach, 
such as a new regulatory guidance or expectation or workload clashes with 
other projects. There also may be instances of a missed opportunity or risk 
needing to be communicated or advice previously provided needing be 
corrected. 
 
As a general rule: 
 

• For challenges outside your control, inform early. 

• For challenges within your control, act early. 
 
Lessons Learned 
 
Reflections and ‘lessons learned’ exercises can be incredibly valuable if 
undertaken at the right time. Waiting until the conclusion of a long project to 
share learnings not only delays implementation of process improvements, but 
also allows any team dynamic challenges to fester and potentially deepen. 
Rather, consider also undertaking such reviews during the project, at times 
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which do not clash with significant project milestones. Of course, such reviews 
do not replace constructive, open correspondence on a day to day basis.  
 
Reflections and ‘lessons learned’ exercises may already be incorporated at a 
project level. If so, consider also undertaking a more regulatory-focused 
reflection within the regulatory function. Questions considered would ideally be 
deeper and more specific than ‘what worked well’ and ‘what should we do 
differently next time.’ Identify topics of focus—resist the temptation to optimize 
everything—and explore not only whether timelines were met but also the 
quality of the key deliverables (for example, were reports of an appropriate 
standard or did they need re-work?) 
 
Case Studies 
 
Four hypothetical examples of global regulatory roll-outs are provided below, 
with each hypothetical being supplemented with an analysis of the challenge 
faced and the key learnings.  
 
Case Study A: New Generic Medicine 
 

Regulatory Objective Global registration of the new generic medicine. 

Regulatory Strategy Prepared at a global level and shared with the 
relevant regional regulatory team members. 

Regulatory Plan High-level target submission and approval timelines 
were prepared by the global regulatory team and 
shared with the relevant regional regulatory team 
members. 

Regulatory Risks In some cases, risks were identified after filing by the 
relevant regulatory team members. 

Regulatory Outcome Regulatory applications were filed on time, many 
regulatory approvals were obtained significantly after 
the target approval date, impacting product launch. 
Product launch was not pursued in five markets. 

  
The Challenge 
 
This hypothetical highlights the importance of consultation both within the 
regulatory function and also across the organization.  
 
Local regulatory expertise was not sought in creating the global strategy. While 
the target submission dates were met, many resulting approvals were 
significantly delayed due the constrained filing dates allowing little room for 
adequate dossier review prior to filing. 
 
Additionally, the regulatory function operated under the assumption that the 
commercial function had agreed to the product launch plan. 
 
 
 



regulatoryfocus.org October 2019 7 

 

 

 

Key Learnings 
 

• Ensure regional regulatory input is obtained in developing the global 
regulatory strategy. 

 

• Communicate significant strategies and plans with relevant stakeholders 
across the organization. 

 
Case Study B: New Biologic Medicine 
 

Regulatory Objective Global registration of the new novel biologic 
medicine. 

Regulatory Strategy Prepared at a global level, with consult from relevant 
regional regulatory team members. Regional 
strategies also prepared. 

Regulatory Plan Prepared through a project management tool, linking 
key dependencies. Tracking to plan monitored 
regularly status shared with the executive team. 

Regulatory Risks Identified prior to filing. 

Regulatory Outcome
  

Regulator decisions varied, including approvals, 
approval of only some of the indications and non-
approval. 

 
The Challenge 
 
Being novel, this medicine quite rightly attracts attention from senior 
organizational executives, and the regulatory function dedicated time and effort 
into developing regulatory the strategy and plan. While risks were identified, 
with the novelty of the product contributing to many of those risks, the 
relatively high number of part- or non-approvals did not meet organizational 
expectations and questions were asked about the appropriateness of the 
regulatory strategy. 
 
Key Learnings 
 
Challenge the thinking and assumptions which feed into a regulatory strategy. 
Ensure regulatory strategy risks are communicated and accepted. 
 
Case Study C: New Generation Medical Device 
 

Regulatory Objective Global approval of a new generation Class III medical 
device.  

Regulatory Strategy Prepared and shared. 

Regulatory Plan Prepared and shared. 

Regulatory Risks Known but not documented. 

Regulatory Outcome
  

Significant delay in obtaining approval from the 
Notified Body, impacting other regulatory filings and 
launch. 
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The Challenge 
 
While the newer features of the medical device were largely endorsed, the 
Notified Body unexpectedly raised challenges with the underlying platform. 
Ultimately, these challenges were addressed by a further upgrade prior to the 
Notified Body granting approval. 
 
Key Learnings 
 
Expect regulators and regulatory bodies will review all the information supplied 
them and may ask questions about an item which previously has not presented 
as a challenge. 
 
Case Study D: Change to Manufacturing Site 
 

Regulatory Objective Approval of a new third-party manufacturing site. 

Regulatory Strategy Prepared and shared. 

Regulatory Plan Prepared and shared. 

Regulatory Risks Identified and shared. 

Regulatory Outcome
  

Regulatory approvals achieved at differing times, 
complicating logistical measures in transitioning from 
the former site to the new site. 

 
The Challenge 
 
In this hypothetical, the regulatory strategy was quite focused and well 
communicated. Ideally, all regulatory approvals would have been received at 
the same time, allowing for a ‘clean’ and efficient change-over. Where a 
manufacturing site covers multiple products or product intermediates, and the 
products are registered in many markets, regulatory approvals are unlikely to be 
received at the same time, and that is assuming the applications are filed 
concurrently. Such circumstances offer challenges to the functions involved in 
contractual or supply chain management. A good regulatory approach would 
ensure stakeholders are well-informed throughout the project to enable 
appropriate planning and management by others.  
 
Key Learnings 
 
Consult stakeholders and keep stakeholders informed. 
 
Conclusion 
 
There are multiple layers of complexity in global regulatory projects. The 
differing regulatory requirements must be navigated, expert advice provided 
and volumes of information must be pulled together in carefully planned 
logistical succession. Regulatory functions across organizations differ in their 
size and their organizational structure and also in interactions with 
stakeholders. Regulatory professionals are often predominantly exposed to a 
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part of the global regulatory process and plan. The principles and best practices 
described in this article can help regulatory professionals appreciate the less-
familiar activities. 
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