
SUCCEED IN YOUR 
NITROSAMINES RISK 

ASSESSMENT



Following the detection of unexpected nitrosamine impurities in sartans and other 
medicines, European Medicines Agency (EMA) and other regulatory authorities 
worldwide requested all Marketing Authorization Holders (MAHs) to perform a risk 
analysis for the potential presence of nitrosamines in September 2019[1].

All marketed drug products are affected: chemicals and biologicals. Initially not 
considered as at risk, biological products have been recently included in the scope[2].

Risk assessments should be performed before March 31st, 2021, for chemical drug 
products and before July 01st, 2021, for biological drug products[3].

FDA recently published a guidance recommending drug product manufacturers to 
conduct a risk assessment of approved or marketed products within six months starting 
from the publication of the guidance (September 1st, 2020)[4].

Risk assessment is the fi rst step in the process. Once risk assessments are concluded, 
confi rmatory testing should be conducted for the drug products that have been identifi ed 
as at risk. If the presence of nitrosamines impurities is confi rmed, manufacturers must 
take appropriate actions to reduce and mitigate nitrosamine impurities in drugs. This 
will lead to variations in the marketing authorization dossier, which should be submitted 
to the authorities for approbation before September 26th, 2022, for chemicals and July 
01st, 2023, for biologicals (EMA deadlines) or September 2023 (FDA deadline).

Not only are MAHs involved in this process but also API manufacturers, excipients 
manufacturers or suppliers as well as drug products manufacturers.  Whatever your level 
of involvement in the process, you may face some diffi culties in carrying out a robust risk 
evaluation.

We can support you to fulfill the authorities’ requirements on time with optimized 
costs and workload flexibility while enabling you to focus on your core activities.
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[1] EMA/189634/2019 Information on nitrosamines for marketing authorization holders ; Health Canada: Information to Marketing 
     Authorization Holders (MAHs) of Human Pharmaceutical Products Regarding Nitrosamine Impurities. October 2, 2019 ; Swiss
     medic: ://www.swissmedic.ch/swissmedic/en/home/news/mitteilungen/aufforderung-zlinhaberinnen-ham.html
[2] EMA/369136/2020 publication dated June 25th 2020
[3] EMA/409815/2020 Questions and answers for marketing authorisation holders/applicants on the CHMP Opinion for the Article 
     5(3)  of Regulation (EC) No 726/2004 referral on nitrosamine impurities in human medicinal products
[4] FDA Control of Nitrosamine Impurities in Human Drugs Guidance for Industry September 2020



Solution Details

The Altran World Class Center for Compliance and Performance in Life Sciences has 
developed an expert approach addressing the authorities’ request:

Prioritization Plan

We rapidly establish an appropriate prioritization of products to be evaluated by 
collecting data from RCP and sales volume (the maximum daily dose, the duration 
of treatment, the therapeutic indication and the number of patients). Our analytics 
expertise can accelerate this approach.

Risk Evaluation

In the first step, our Life sciences consultants will manage data collection regarding 
your manufacturing processes. Our dedicated experts in nitrosamines mitigation 
will then help you identify the potential sources of nitrosamines and finalize your risk 
assessment. Our methodology helps you focus only on the identified risk and reduces 
efforts.

Variation Preparation

Once your confirmatory testing has been conducted and necessary changes have been 
identified, we bring dedicated CMC services for the preparation of your submission 
files which can include optimized timelines and costs by leveraging our agile near-
shore Regulatory Affairs Platforms. 

Project Management

We can ensure the end to end project management by defining the right KPIs, 
communication to all stakeholders (APIs, excipients and drug product manufacturers), 
linking with your regulatory affairs department, and reporting to health authorities.



Benefits

Meet Authorities’ Deadlines on Time

Our dedicated Nitrosamines team will allow you to conduct your risk evaluation at a 
worldwide level, on time, by submitting your dossier before the authorities’ deadline, 
without mobilizing your own resources.

Access to Rare in-Depth Expertise

Altran Nitrosamines risk assessment solution provides you the expertise you need in 
the nitrosamines topic. Our expert’s team has a proven track record in nitrosamines 
risk assessment and includes senior experts such as former health agency assessors. 

Be Compliant at Optimized Costs with Excellent Workload Flexibility

According to your specific needs, we can leverage our near-shore Regulatory Affairs  
Platforms to optimize costs and timelines.

Ensure Efficient Communication

Thanks to our consultant’s teams located in different countries, Altran Nitrosamines 
risk assessment solution helps you to ensure communication with all third parties 
involved in this exercise (APIs and drug product manufacturers on this exceptionally 
complex topic).



Why Altran

Deep Nitrosamines Expertise

With an in-depth knowledge of the nitrosamines problem and with 
senior experts such as former health agency assessors experienced 
in nitrosamines risk assessment, Altran has already supported major 

pharma players in this field

Complete Regulatory Compliance

We have an advanced understanding of the international health authorities’ 
requirements and CMC expertise on chemicals

Best-in-Class Approach

Our proven and reliable methodology tailored to our clients’ specific objectives and maturity 
managing progressive transformation, ensures business and compliance continuity

Dedicated World Class Center for Compliance and 
Performance in Life Sciences

With unique expertise in compliance management, regulatory affairs, and quality 
assurance, our World Class Center Life Sciences best practices in process excellence 

demonstrate measurable and robust results. We have a results-oriented approach from 
diagnosis to implementation, combining in-depth expertise in Pharmaceutical/MedTech 
Regulations and local capabilities in all major geographical areas to support our clients 

globally

Analytics Capabilities

We ensure rapid and efficient prioritization necessary for the 
launch of the risk assessment phase
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Altran is the world leader in engineering and R&D services. Altran offers its clients a unique 

value proposition to meet their transformation and innovation challenges. Altran supports 

its clients, from concept through industrialization, to develop the products and services of 

tomorrow and has been working for more than 35 years with major players in many sectors: 

Automotive, Aeronautics, Space, Defense & Naval, Rail, Infrastructure & Transport, Energy, 

Industrial & Consumer, Life Sciences, Communications, Semiconductor & Electronics, 

Software & Internet, Finance & Public Sector. Altran has more than 50,000 employees 

operating in over 30 countries.

Altran is an integral part of Capgemini, a global leader in consulting, digital transformation, 

technology and engineering services. The Group is at the forefront of innovation to address 

the entire breadth of clients’ opportunities in the evolving world of cloud, digital and 

platforms. Building on its strong 50-year+ heritage and deep industry-specifi c expertise, 

Capgemini enables organizations to realize their business ambitions through an array 

of services from strategy to operations. Capgemini is driven by the conviction that the 

business value of technology comes from and through people. Today, it is a multicultural 

company of 270,000 team members in almost 50 countries. With Altran, the Group 

reported 2019 combined revenues of €17billion.

To know more about our offer, please contact:
Frédéric BURGER - frederic.burger@altran.com

  World Class Center Director Compliance & Performance in Life Sciences

   Visit our World Class Center Webpage

https://www.altran.com/uk/en/next-core/compliance-performance/

