
Ramesh Subramanian, Ph.D.
VP, Strategic Marketing and Global Head, 
Business Development, Piramal Discovery Solutions

Over the last  
few years, CDMOs  
have entered  
strategic partnerships 
and completed  
acquisitions to  
enable proximity  
to clients and  
their end markets. 

Easy accessibility to the manufacturing site, F2F discussions with the CDMO team 
and tax or other benefits of outsourcing locally increases the ease of doing business. 
Maintaining an excellent track record with global regulatory agencies is also a requisite 
for CDMOs to easily facilitate launch of drug products across different regions globally. 
Access to facilities in Asia and in the West to provide economical solutions to the client 
is an added advantage. Overall, service providers must have a positive impact on  
the flexibility and efficiency of pharmaceutical firms. Piramal has created a global 
network of development and manufacturing facilities located in North 
America, Europe and Asia that offer a multitude of services covering 
the entire drug life cycle, from Drug Discovery & Development to 
Commercial Manufacturing of Active Pharmaceutical Ingredients 
and Finished Dosage Forms. Our development centers and 
manufacturing sites have accreditations from regulatory bodies  
in the U.S., Europe and Japan.
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While our clients are all over the globe, our manufacturing units for intermediates and 
APIs in France, Belgium, Germany and the U.S. are regulated locally from the labor and 
SHE point of view. cGMP regulations are national (local health authorities) and global 
(ICH Q7). In order to properly serve international clients, we rely on experienced project 
managers for client interactions on a technical level. These project managers are located 
at the manufacturing plants to ensure tracking of project details with the local team 
on a daily basis and interaction with the client on at least a weekly basis. Key account 
managers handle commercial aspects and do not necessarily have to be located at 
a plant, but instead are traveling frequently to visit clients and attend trade shows.

Business is global,  
technology is local.

Stefan Peterli, Ph.D.
Vice President of Strategic Business  
Development, Minafin S.P.R.L.

What do CROs/CDMOs need 
to do to ensure that they 
provide effective global 
support but with locally 
oriented services?QQ LOCAL VS.  GLOBAL MANUFACTUR ING



Scenario One
Look to establish CDMO-owned centers in 

the global areas of interest. The areas to be 

looked at would obviously be based on the 

area with the best reach to their customer 

base. This scenario gives the CDMO the  

best control of their own destiny but can  

be costlier upfront.

Scenario Two
Develop regional centers globally through 

partnerships or collaborations with existing 

CMO entities in the region. This may provide 

the ability to establish presence in the global 

market with lower infrastructure costs, but 

will require clearly negotiated agreement 

for items such as regulatory responsibility, 

governing quality system, etc.

Considerations for Either Scenario
• Specific global areas to be targeted  

based on customer reach and need

• Local regulatory and government 

requirements

• Site-logistic access

• Workforce stability

• In the case of partnerships, the partner’s 

financial stability, covered through due 

diligence

• Cost effectiveness — in terms of 

investment, cost of goods, infrastructure, 

local incentives
William J. Monteith    
Chief Operating Officer, PCT

For a CRO or  
CDMO to do this 
effectively they 
would need to look 
at two scenarios  
and then, based on 
the level of funding 
and resources 
available, choose 
one of the two 
scenarios.

Source: 2017 Nice Insight CDMO Survey

ATTRIBUTES THAT FACTOR INTO INITIAL CDMO SELECTION (2017)

PCI Pharma Services provides 
services for products destined 
for over 100 countries around the 
world, which includes manufacturing 
services, clinical trial supplies 
and commercial packaging 
services. This creates a need 
for robust understanding of the 
local regulations, import/export 
requirements and other cultural 
concerns and considerations. 
Likewise, supplying such a multitude 
of locations also brings significant 
regulatory requirements and auditing 
from individual countries’ regulatory 
agencies. As a full-service CMO, 
we have to strike the right balance 
in ensuring our staff and facilities 
are very geographically accessible 
to the pharmaceutical and biotech 
clients we serve, as well as staying 
oriented to the geographies and 
end markets for which our products 
are destined. Furthermore, the 
global pharmaceutical supply chain 
continues to evolve as the global 
economy evolves, affecting both 
upstream and downstream supply.  
Our best strategy is to constantly 
take inventory of market trends  
and stay continually engaged with  
our customers to stay ahead  
of the curve.

Justin Schroeder
Executive Director of Marketing,  
Business Development & Design,  
PCI Pharma Services
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Regulatory Compliance 72%

CDMO/CMO Understands the Customer’s Requirements 72%

Operational, Methodological & Therapeutic Experience 72%

Financial Stability 71%

CDMO/CMO Industry Reputation 71%

Cost 71%

Contractual Approach — Assured IP Protection 70%

Risk Adherence 70%

Supply Chain Transparency & Logistics Management Capabilities 69%

Geographic Convenience — CDMO/CMO Location Proximity 68%

Size and Structure of CDMO/CMO 68%

Cultural Fit with the CDMO/CMO 67%

References from Colleagues or Coworkers 65%

Global Presence 63% 

One Stop Shop — Provides Complete Spectrum of Services R&D to Commercial 57%



OVER THE LAST 10 
YEARS, GLOBALIZING 
CLINICAL TRIALS  
INTO EMERGING 
MARKETS HAS SEEN  
A STEADY INCLINE. 
 
Despite an increase in the number of 
trials in areas like Asia Pacific, Eastern 
Europe and Latin America, conducting 
these studies outside of a more 
established market can prove challenging.

China has become the second-largest 
pharmaceutical market in the world, 
home to 17% of the world’s population. 
It is an ideal region for study recruitment 
and accelerated trial start-up times. 
Top pharmaceutical companies are 
taking advantage of this by placing 
project management teams in China to 
oversee trials being conducted there. 
It is important that sponsors look for 
CRO partners that have global capability 
support while also demonstrating a 
strong localized presence in the  
targeted areas.

With multiple sites in the U.S. and 
China, Frontage has delivered optimal 
value to our clients by addressing the 
diverse challenges inherent in these 
studies. We are well-known in China as a 
bridge to assist our partners forwarding 
their products to the international and 
China markets. We possess dedicated 
resources in DMPK, CMC, bioanalytical 
and early-stage clinical services on  
both continents. We have adapted our 
processes to adhere to local regulatory 
and oversight requirements.

Song Li
CEO, Frontage Labs

Establishing a global supply solution is  

one of the important topics of discussion  

in the industry, and certainly one that our 

customers (and in particular the larger 

pharma companies) are talking about.  

Pharmaceutical companies face many 

potential roadblocks that cannot necessar-

ily be addressed without involving multiple 

capabilities, which often means accessing 

skills and technologies in different geo-

graphic locations. The key is for CDMOs to 

offer a wide breadth of capabilities, while 

still delivering a locally oriented service. 

In Europe, markets are so fragmented 

that a supply chain model without at least 

a packaging step in Europe can prove to be 

very inflexible and, in most cases, unable 

to address needs from multiple commercial 

channels. Mandatory retesting of products 

manufactured outside of Europe, as well as 

serialization requirements, are adding addi-

tional layers of complexity that are not easy 

to handle remotely without reducing the 

chance of meeting customer expectations.

The U.S. market requires large-volume 

products that can be formulated in vari-

ous geographic locations, providing that 

manufacturing sites have been inspected 

and approved by the FDA. Although a wide 

range of options are offered by CDMOs and 

much development work and commercial 

manufacturing is taking place in Europe, 

we observe that many customers are opting 

for U.S.-based solutions principally for 

clinical supply, but also for the packaging 

step of commercial demand.

As the Japanese and Korean markets 

require a particularly high level of quality 

that is not necessarily delivered by most 

manufacturing sites, many companies 

located in these markets are looking for at 

least a local packaging step to guarantee 

that requirements are met.

In terms of emerging markets, several 

countries now require that a good manufac-

turing practice (GMP) certificate is granted 

to pharmaceutical manufacturers by their 

own administrations before a marketing 

authorization request can be submitted for 

a new product. Such GMP certificates may 

take multiple years to obtain. 

Likewise, other countries are restricting 

import licenses for products that can  

technically be manufactured locally.  

In some other markets, only locally made  

products have access to government  

tenders or can benefit from higher  

subsidized prices. 

Finally, some countries are suffering  

from unstable currency or high import tax-

es that make localization a valuable option. 

As many markets are too small to support 

an investment in production by a single 

pharmaceutical company, CDMOs that  

can pool together a number of customer  

requirements into a single facility are a 

more viable option. 

In order to help our customers achieve 

high-quality products in a cost-effective 

way, Recipharm is focused on offering 

solutions to address all of these 

constraints and has a global, experienced 

team that is committed to delivering 

locally oriented services. By combining a 

wide range of capabilities with scale and 

a global presence, we can minimize the 

risks associated with working with multiple 

partners in multiple locations. 

Mark Quick
Executive Vice President of Corporate  
Development, Recipharm

Jean-Francois Hilaire
Executive Vice President, Head of Strategy  
& Global Integration, Recipharm

Q: What do CROs/CDMOs need to do to ensure 
that they provide effective global support but 
with locally oriented services?
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The Minakem GMP factories provide drug 
substance according to client specifications in  
the case of custom manufacturing contracts, 
or in the case of generic APIs according to 
pharmacopeia standards (e.g., EP or USP). API 
delivered with appropriate certficiation (e.g., a 
CEP) gives the client the certainty that the API 
has been produced according to international 
standards as defined by the ICH Q7 guideline. 
While the Minakem group is not currently 
producing drug product, it certainly recognizes 
the need for local drug-product manufacturing in 
factories adjusted to local market size. Such local 
factories are, in certain countries, mandated by 
the local government to be allowed to sell drugs in 
that country. They should, however, always be at  
the highest quality and  
compliance standards.

I think that one of the biggest factors impacting facility and 
equipment design is the regulatory need to assure that the 
product can be produced the same at every location, cost-
effectively. For that reason, the cell therapy industry is evolving 
towards modular design of facilities for maximum flexibility 
while still providing design consistency, automated processes to 
reduce operator error and minimize process variability, and —  
in the case of sterile manufacture — closed-system processing.

* Note: Answered in terms of cell therapy manufacturing,  
not pharmaceuticals.

Stefan Peterli, Ph.D.
Vice President of Strategic 
Business Development, 
Minafin S.P.R.L.

Ramesh Subramanian, Ph.D.
VP, Strategic Marketing and Global 
Head, Business Development,  
Piramal Discovery Solutions

How is the need to 
provide local drug-
product supply in 
multiple regions 
around the world 
impacting 
pharmaceutical 
manufacturing 
facility and 
equipment design? 

QQ

WE SEE THE BIGGEST IMPACT COMING FROM THE 
REQUIREMENTS OF INDIVIDUAL COUNTRY REGULATORY 
AGENCIES. For example, requirements brought forth by countries 
such as Turkey or Brazil may not necessarily be areas of focus for 
the FDA or MHRA/EMEA. These specific export country regulatory 
requirements can considerably affect workflows, infrastructure 
and operational design for our sites. Being a supplier to so many 
countries, we have to ensure our operations are compliant for the 
many markets for which our products are destined.

Supply chain has always been the  

backbone of the global pharma-

ceutical industry and all firms 

strive to ensure on-time delivery 

of drugs. New product approvals, 

pandemic threats, low-dose drugs, 

multiple dosage forms, uncertain 

market demand and geographic 

spread are driving the demand for 

customized manufacturing and 

supply solutions. Focus has now 

shifted from large-volume drugs 

to low-volume highly potent drugs 

treating rare and orphan diseases. 

To be able to cater to specific 

requirements, manufacturers must 

implement lean, adaptable facilities 

that can switch quickly between 

multiple products in multiple dosage 

forms. Criteria to be considered 

while designing a manufacturing 

facility include adequate space for 

orderly placement of equipment and 

materials to prevent mix-ups and 

contamination as well as suitable 

size, construction and location to 

facilitate cleaning, maintenance and 

proper operations. Above all, proper 

adherence to GMP regulations 

must be kept in mind even before 

designing and engineering the 

pharmaceutical manufacturing 

facilities to be approved as 

compliant — this is in the best 

interest of manufacturers to avoid 

approval delays with local authorities 

in regions where they intend to  

market their drug products.

Justin Schroeder
Executive Director of Marketing, Business Development & Design, 
PCI Pharma Services
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William J. Monteith
Chief Operating Officer, PCT

LOCAL VS.  GLOBAL
MANUFACTURING

S
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Stefan Peterli, Ph.D.
Vice President of Strategic 
Business Development, 
Minafin S.P.R.L.

Cloud computing will help us to become more 
efficient and focus on our core business of delivering 
APIs while externalizing certain tasks such as mail, 
domain controller, web hosting and payment solutions. 
IT in support of core activities such as production and 
analytics will continue to be operated in-house for 
performance and confidentiality reasons.
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I think the principal impact of 

the move to the cloud for many 

applications and services is the 

flexibility it adds to organizations 

to adapt to their clients’ needs. Without the need for 

large legacy systems, and with the proliferation of 

offerings available, cloud computing provides agility 

to CROs that has not been seen before. The historical 

evolution of CRO systems has been a very slow, on-

premise, waterfall progression. All of a sudden, these 

legacy systems are being replaced by one or multiple 

vendors that offer what are — in the CRO world — 

revolutionary developments. Furthermore, the advent 

of SaaS models allows the smaller player to be able 

to offer the same level of computing services as their 

much larger rivals from the start, something that was 

previously almost impossible. Likewise, the large CROs 

also have greater flexibility in what they can offer 

their clients. There is no requirement to invest a large 

amount in their own infrastructure in anticipation of the 

market; the infrastructure is already available, and this 

provides the CRO with the ability to service clients and 

requirements that were previously out of reach. Cloud 

computing is a game-changer and it is here to stay.

Simon Lane  
Vice President, Information 
Technology, Altasciences Clinical 
Research

What impact do you think the move to  
cloud computing will have on the ability of 
contract service organizations to better 
meet the needs of their customers? 

QQ

Paul Labas 
Director, IT Compliance and CSV,  
IPS-Integrated Project Services, LLC

Utilizing cloud computing would allow 
CROs to provide their customers with more 
comprehensive, flexible, targeted and  
faster services for a fraction of a cost of  
going a non-cloud route. 
Cloud computing offers CROs the ability to select their solutions from 
a wide array of existing choices; begin using cloud infrastructure or 
systems without the need of going through (often cumbersome) builds 
and implementations; scale the solution delivery and costs according 
to the current needs; utilize existing vendor controls such as disaster 
recovery, security, automated updates, etc.; and allow access to data 
and systems from any connected device, etc. 
The cloud computing business model of investing heavily into building 
sophisticated computing infrastructure and systems, and providing 
users with access to such resources for a fraction of the total cost, 
clearly benefits cloud users and allows them to pass improved services 
and lower costs to their customers. 
The benefits of using cloud computing in the CRO space are  
not any different from utilizing the cloud in any 
other space, and can be safely achieved as long 
as the CRO remains vigilant when addressing 
considerations and challenges that are unique to 
life sciences–regulated environments.

ROUNDTABLE
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We are excited about the benefits that  
cloud computing can bring.
Primarily it will offer greater flexibility and access to numerous  

IT applications used by customers, in addition to the potential  

to significantly improve data transfer. Applications will be more 

scalable, which will benefit everyone, and there will no longer  

be a need to build up an expensive infrastructure if your demand  

is increasing. There are the added benefits of being able  

to book high-demand systems and, of course,  

that system and/or version updates can be 

planned and performed externally. Overall 

it will help reduce the IT administration 

burden, especially on backup and  

hosting maintenance, etc.

Ralf Liedke 
IT Director Germany, Aesica

It has established a presence in project management appli-
cations and information sharing, training and compliance 
applications and the emergence of many others. From a 
corporate IT perspective, being a highly regulated industry, 
there is always strong consideration for risk mitigation and 
application of robust data security for situations where 
the use of the cloud is an off-network third-party option. 
That is why cloud computing has probably seen slower 
adoption in our market as compared to more progressive 
technology-driven businesses. That being said, probably 
the biggest application we see for true third-party cloud 
computing is in logistical supply chain management. Our 
services are one facet of a complex supply chain, and 
cloud computing helps connect the dots to help provide 
end-to-end visibility.

One application in the clinical trial space is in Interactive 
Response Technology (IRT). IRT is commonly the  
interconnected hub of information that allows clinical  
trial stakeholders to monitor and progress the execution  
of clinical trials. The IRT system provides the central  
pathway for individual investigational sites, CROs who are 
administering the trial and collecting data; clinical supply 
companies like PCI Clinical Services who are preparing and 
delivering the medicines; courier companies; and sponsor 
companies to exchange information, monitor patients, 
order and enable transactions for supplies, share data, 
etc. These various groups and locations are commonly all 
over the world, and it is necessary to ensure that the data 
being exchanged is blinded (and often randomized) to 
guarantee the integrity of the trial. IRT is the central  
connected hub network that ensures that trials are  
executed efficiently and effectively 
with a multitude of touch points.

CLOUD COMPUTING IS 
CERTAINLY A GROWING 
TREND IN TECHNOLOGY 
AND MAKING HEADWAY 
INTO THE CONTRACT 
PHARMACEUTICAL-
SERVICES MARKET.  

Justin Schroeder 
Executive Director of  
Marketing, Business  
Development & Design,  
PCI Pharma Services

Ramesh Subramanian, Ph.D. 
VP, Strategic Marketing and Global 
Head, Business Development, 
Piramal Discovery Solutions

CCloud computing has been around for a while. However, its 
adoption by the pharmaceutical industry has taken longer 
than expected. Cloud computing has changed the way service 
providers and sponsor companies work, especially in terms 
of data transfer and security. Service providers have been 
challenged over the years to handle large volumes of data and 
documents associated with client projects. Due to increased 
outsourcing over the last decade, considerable efforts were 
required to maintain documents for each project, including 
those spanning various clinical phases. Cloud-based solutions 
allow for continuous and transparent content management. They 
facilitate sequencing of information based on timelines, dates 
and versions, while also assuring data integrity over the long run. 
They also allow for customers to access these documents at 
any point in time, thereby easing the burden during regulatory 
audits. Customers can also access cloud platforms 2-3 years 
after the completion of a project. This helps minimize any 
discontinuity that may arise due to the exit of a team member. At 
Piramal, we have implemented cloud-based solutions for some 
customers and found that they simplified 
the data management process for both 
our collaborators and our project 
management teams. 
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Challenges for installing cloud-based 
solutions include the time that is 
required to implement such a  
change, and potential reluctance  
from the client’s end. 
Customers may prefer traditional options of using emails, 
password-protected mechanisms, server-based tools, local 
proxy, etc. Generally clients feel that time-tested formats 
are more reliable, considering the fact that such business 
documents are very crucial, and they prefer having control 
of such tools for safekeeping, transfer and IP protection. 
For some, the comfort and convenience of using time-
tested, existing models overrides the potential benefits 
of moving to new cloud systems. At times, IT policies at 
the clients’ end could be a hindrance — they usually have 
restrictions and aren’t flexible enough to provide access to 
cloud-based tools to their employees working on projects. 
This increases the turnaround time and lowers ease of use.

We at Piramal, though, have been fortunate enough to 
be engaged with customers who are willing to implement 
cloud computing and are proactive enough to initiate such 
system-level changes. We have been supporting companies 
globally with our development and manufacturing sites 
across regions connected to secure clouds. Once initiated 
by the client, our site teams promptly align themselves with 
the client’s cloud-based systems and use 
them regularly for regulatory needs and 
project planning purposes.

Paul Labas 
Director, IT Compliance and CSV,  
IPS-Integrated Project Services, LLC

Ramesh Subramanian, Ph.D. 
VP, Strategic Marketing and Global 
Head, Business Development, Piramal 
Discovery Solutions

Data protection, systems availability, adequate disaster 

recovery, network speeds and systems performance, change 

control — all of these considerations must be identified and 

addressed within every cloud service. In addition to the above, 

CROs and their clients are tasked with meeting complex 

regulations relevant to the use of computerized systems and 

electronic data within life sciences industries. These unique 

challenges include compliance with such regulations as FDA 

21 CFR Part 11, computerized systems validation, vendor 

and sub-vendor management, long-term data retention and 

availability, etc. It is the system users and data owners, not 

the cloud services providers, who are ultimately responsible 

for regulatory compliance and data integrity. However, a 

compliant cloud ecosystem can only be established and 

maintained through definition, communication,  

documentation and fulfillment of specific 

responsibilities by all key players — 

regulated client organizations, CROs and 

the cloud providers.

FROM SHARING PERSONAL PHOTOS 
ON AMAZON WEB SERVICES TO 
COMPLEX COMPUTATIONS WITHIN 
NASA’S NEBULA CLOUD COMPUTING 
PLATFORM, THERE ARE CERTAIN 
CONCERNS THAT ARE COMMON 
TO CLOUD COMPUTING MODELS IN 
EVERY INDUSTRY.

QQ What challenges are associated with   
implementing cloud computing 
within CROs/CDMOs? 

CLOUD COMPUTING

ROUNDTABLE



Qualification and validation activities also need to be reviewed to ensure 
that they remain compliant. Within this, evaluation of both supplier  
and host is important, and solution suppliers need to be auditable.  
Cybersecurity is also vital to protect against external system attacks. 
Cloud computing does also increase demands on certain IT infrastructure; 
for example, there may be a requirement to enhance certain elements 
such as bandwidth if not already sufficient. Finally, disaster strategies 
will need to be reworked to incorporate cloud 
solutions, which will require more than just backup/
restore procedures for internal servers. Redundancy 
of connection lines needs to be built in, as well as 
additional network availability to external sources.
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Ralf Liedke 
IT Director Germany, Aesica

Stefan Peterli, Ph.D.
Vice President of Strategic 
Business Development, 
Minafin S.P.R.L.

From a regulatory compliance point of view, 
we need to have access to our archived 
data 10 years back. Depending on the cloud 
partner, this can become difficult in the case of 
switching to a different host or when we would 
like to internalize the data.

For solutions such as Office 365, which is being 
gradually phased in, we experience bandwidth 
problems using the online application and local 
files. We therefore prefer to install the heavy 
client for every user locally to avoid too much 
dependence on a wide bandwidth.

When we use hosting in the cloud, we insist on 
servers located in Europe. In fact, for mail and 
domain controllers we use a private 
cloud solution located in France.

As with any solution, security and risk management is 
paramount. Once the decision has been made to utilize a 
secure and robust cloud solution, much of the challenge 
can be the interactivity with various ERP systems, company-
specific processes and industry vernacular. Each company or 
node in the supply chain operates differently, so sometimes 
applications can really take on a life of their own in the process 
of integrating supply chains. For example, a third-party cloud 
application developer may have already executed integration 
with your particular brand of EPR system, but in actuality the 
use of that ERP system from one company to another may 
vary considerably and be much more complex for integration, 
causing considerable scope creep and additional product 
development. Ensuring that there are enough resources and 
ownership from all parties in the execution of the integration  
is a critical step for success, so that all parties experience  
a seamless cloud solution integration.

Justin Schroeder 
Executive Director of Marketing, 
Business Development & Design, 
PCI Pharma Services

The challenges with cloud computing are closely related to the 
advantages it offers. It offers flexibility and agility, but these have still 
to be tempered by the traditional CRO requirements of data integrity 
and control. There may be a tendency to create a parallel IT, or to 
forgo the IT group completely due to the apparent simplicity of the 
offerings, but this could be a mistake. While the traditional IT group 
may not always be adapted to the cloud computing world, there are 
still some fundamentals that are required: security (confidentiality), 
interoperability and availability. These features or basics are readily 
available in most cloud offerings, but thought and process still 
have to be applied to the implementation of these essentials, and 
unfortunately — because of the ease of the initial setup of a SaaS 
offering — these are often overlooked until much later when they 
have become problematic. The challenge with cloud computing is 
therefore to ensure that the requisite discipline in structure and 
usage is maintained as it would be for a legacy application. The 
backend development may have been completed for the CRO, but 
the requirement for operational discipline has not gone away.

Simon Lane  
Vice President, Information 
Technology, Altasciences 
Clinical Research

CDMOs NEED TO EVALUATE THE 
RISK AROUND THEIR INTELLECTUAL 
PROPERTY THAT CLOUD COMPUTING 
IMPOSES AND ENSURE THE SECURITY 
OF THE IP OF THEIR CUSTOMERS.



The impact will be on time 
and cost both. Currently, as 
far as FDA submissions of 
finished forms are concerned, 
the need is to have U.S. DMF-
approved excipients.
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As an excipient supplier, this change is bringing more 
consistency and alignment in requirements from the drug 
manufacturers, and an opportunity to further enhance our 
service model. Changes related to Good Manufacturing 
Practices (GMP) and supply chain have been further 
enhanced by the release of standards specifically for 
excipient manufacture, such as NSF/IPEC/ANSI 363–2014 
GMP for Pharmaceutical Excipients. 

Dirk Hair  
Technology & Innovation Manager, 
Product Development Medical and 
Pharmaceutical, Celanese

The need to generate full supply 
chain transparency will lead to 
increased scrutiny of excipient 
suppliers’ supply chains. The level 
of involvement and oversight required 
to get excipient suppliers to provide 
the right transparency depends on the 
specific characteristics of the suppliers. 
Adapting to the new standards might 
be more challenging for smaller or  
nondedicated pharmaceutical 
excipient suppliers (many suppliers 
also have food, cosmetic, etc. products 
in their portfolio) and will require a 
more involved approach from the 
drug manufacturer. In the end the 
new requirements will force drug 
manufacturers and excipient suppliers 
to work together more closely in solid, 
open partnerships.

William van den 
Bremer 
Global Supply 
Chain Manager, 
DFE Pharma

Drug manufacturers need to gain a higher 
level of understanding of their total 
excipient supply chain, more so than they 
have in the past, which requires more 
knowledge of supplier manufacturing 
practices, quality programs, regulatory 
capabilities, logistics, etc. Risk assessments 
must be performed to determine the 
appropriate level of expectations based on 
each excipient and its intended end use. 
Suppliers must then be evaluated to identify 
any gaps and mutually agreed plans developed 
to address them. Such activities require close 
cooperation between suppliers and their 
pharmaceutical industry customers. Formal 
quality agreements are often one end result.
The industry has also been active with 

respect to the development of clear 
guidelines and tools to facilitate the process 
and help suppliers and drug manufacturers 
systematically perform these assessments, put 
appropriate practices in place and document 
their activities. One direction that needs 
to be worked on is standardized supplier 
information packages such as questionnaires 
and quality agreements that can eventually be 
developed to further 
simplify and harmonize 
the process for both 
parties.

So in a way the quality and GMP aspect is 

taken care of. But beyond ensuring that 

the source is a U.S. DMF-approved source, 

the formulation manufacturer has limited 

knowledge of the supply chain for the 

[excipients]. Deeper understanding of the 

supply chain here will help manage the 

supply of finished dosages well. The same 

becomes critical when it comes to a global 

project when there are a limited number 

of suppliers for excipients that cater 

to the GMP and quality standards of a 

wider regulatory requirement of different 

countries. It is only prudent to consider 

the excipients of primary packaging 

material in the same context. Usually, 

this is an oligopoly market with fewer 

large suppliers controlling this market — 

examples: resins, polymers, etc.

Ramesh Subramanian, Ph.D. 
VP, Strategic Marketing and Global Head, Business 
Development, Piramal Discovery Solutions
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What will be the 
impact of the 
requirements 
that drug 
manufacturers 
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of supply chain 
understanding for 
excipients as they 
must have for APIs?
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Connect Upstream for Increased Titers    
Achieve high titers by developing your own optimized medium and feed strategy in 5 months: 
Our CHOptimizer® media optimization tool box combines the ambr® 15 with an integrated DoE
approach for efficient testing of different media mixtures and spent media analysis. A media 
expert will guide you through this process.   www.connect-upstream.com

Speed to Clinic Robust ProductionQuality by DesignIncreased Titers
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Excipients represent a broad diversity of substances. 

Therefore, appropriate Good Manufacturing 

Practices, based on IPEC guidelines or equivalent, 

should always be considered and preferably coupled 

with using a risk-based approach in order to meet 

current and future industries’ expectations. Many 

excipients are also handled by distributors, and it 

can be challenging to establish full traceability in 

order to ensure product integrity. Consequently, 

it is necessary for drug companies to assess the 

quality of the supply chain depending on the type of 

supplier, the excipient technology, the distribution 

channels and the intended use. While they may 

Patricia Rafidison 
Global Regulatory Compliance 
Manager, Dow Corning

These requirements are resulting in an increased  
number of audits by the drug manufacturers’ audit 
teams, with increased scope. As an excipient supplier 
that is highly responsive to emerging requirements,  
this change provides further 
evidence that our customer-
driven engagement model  
meets or exceeds these 
evolving requirements.

Dirk Hair  
Technology & Innovation 
Manager, Product Development 
Medical and Pharmaceutical, Celanese

purchase many excipients from multiple 

suppliers, a one-size-fits-all approach isn’t, in 

many cases, practical. In addition, suppliers 

will be carefully considering any actions they 

must pursue that require extensive investment.  

Finally, lack of harmonization of requirements 

around the world adds significant complexity 

for excipient suppliers and drug manufacturers 

alike. Overcoming these challenges requires 

good cooperation and two-way communication 

between both parties, which in turn requires 

building of trust — something that does not occur 

quickly or easily.

William van den Bremer 
Global Supply Chain Manager, DFE Pharma

PER THE IPEC GUIDELINES, ALL 
PARTIES IN THE SUPPLY CHAIN 
SHARE THE RESPONSIBILITY TO 
ENSURE THE QUALITY AND SAFETY 
OF MATERIALS AND PRODUCTS. 
However, in the end, the drug 

manufacturers have the responsibility 

for setting up a risk-management 

program that assesses risks in their 

downstream supply chain. The large 

and globally extended networks of 

suppliers make it a challenge for drug 

manufactures to implement risk-

management programs efficiently 

across their supplier base. Working with 

fewer preferred suppliers that can offer 

full control and transparency over their 

downstream supply chain 

can decrease the effort required to 

meet the new requirements for drug 

manufacturers. However, it can also 

restrict the availability of excipient 

suppliers meeting the standard. An 

additional trend is the increased 

regulatory focus on drug availability 

that is pushing drug manufacturers to 

critically assess business continuity 

with their critical suppliers. DFE 

Pharma supports drug manufacturers 

by having our own business continuity 

plan, including supply 

chain mapping and 

risk assessments for 

our manufacturing 

network and 

suppliers.

There are various challenges ranging from batch 
sizes and minimum order quantity to quality 
inspection and financial stability of these 
companies. The greatest of all would be supply 
chain issues of low-volume excipients where the 
manufacturers have set campaigns in the year and 
any miscalculation would be detrimental for supply 
in the market. Identifying these excipients to have 
a supply chain risk mitigation or de-risking plan in 
place is critical for a drug manufacturer.

Ramesh Subramanian, Ph.D. 
VP, Strategic Marketing  
and Global Head, Business 
Development, Piramal  
Discovery Solutions
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Nice Symposium, a new industry think 
tank forum for leaders of outsourced 
pharmaceutical service providers and
their customers, was held January 31, 
2017, in Durham, NC.

We are already planning for two new symposia in 2018.  
Responding to industry interest in exploring these topics 
with experts and customers, we have prepared to host the 
following:

Nice Symposium January 2018 – Small Molecule

We will continue and expand the dialogue around the key 
outcomes of the 2017 event. New York-New Jersey Area

Nice Symposium February 2018 – Large Molecule

Covering the spectrum of novel biologics and manufacturing 
advances,as well as cell and gene therapies.  
Boston-Cambridge Area
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Nice Symposium
Oral Solid Dose
Thank You to Our 
2017 Sponsors
BY NIGEL WALKER, THAT’S NICE LLC/NICE INSIGHT


