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Regulatory Environment
Identifying Appropriate-Quality Raw Materials in an Evolving

Douglas Bowman, Program Manager, Emprove® Program, 
Merck KGaA, Darmstadt, Germany

Contamination, in particular, is a concern 
for the raw materials used in early steps of 
manufacturing and may impact drug safety 
and efcacy. However, while quality 
attributes for materials used in later 
manufacturing steps – those steps close to 
the nal drug product – are well-dened, 
regulations for raw materials are still 
evolving. 

In recent years, pharmaceuticals have 
become more complex, progressing from 
primarily small molecule drugs to an 
increasing array of recombinant proteins, 
monoclonal antibodies and cell and gene 
therapies. This has led to necessary changes 
in regulations to accommodate new, more 
complex manufacturing processes that have 
more steps and are more sensitive to 
variability and contamination.

At the same time, the supply chains for 
materials needed for manufacturing have 
also increased in complexity. The materials 
t h e m s e l v e s  a r e  m o r e  d i f  c u l t  t o 
characterize, distribution systems are 
changing and expanding,  and new 
suppliers are emerging.

All these factors require manufacturers to 
ensure that the raw materials they use meet 
regulatory requirements and can be 
demonstrated to have appropriate, 
consistent and documented quality that 
mitigates risk and is traceable throughout 
the supply chain.
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Over the past several years, regulations for 
drug manufacturing have been updated to 
adapt to the emergence of new and more 
complex pharmaceuticals. Some of the recent 
regulations address aspects of raw material 
sourcing that are relevant to this discussion.

ICH Q11 Development and Manufacture of 
Drug Substances

The guidance states that drug manufacturers

ICH Q11 addresses risk assessment 
recommendations for raw materials used in 
drug manufacturing and has been adopted 
as a guideline by the European Medicines 
Agency (EMA), the U.S. Food and Drug 
Adminis t ra t ion  (FDA)  and  Japan ' s 
Pharmaceuticals and Medical Devices 
Agency (MHLW/PMDA). It describes the 
need for manufacturers to do a thorough risk 
assessment of the entire drug product 
manufacturing process and applies concepts 
that are becoming ubiquitous – risk 
management, quality by design and critical 
control parameters.

Regulatory environment for raw materials

should be documented as part of the 
pharmaceutical quality system. The level of 
supervision should be proportionate to the 

EudraLex vol 4, part 1, chapter 5 is a revision 
of the EU rules governing GMP for 
medicinal products, related to production. It 
adds str ict  guidance for  s teps that 
manufacturers should take to qualify 
suppliers of starting materials. For example, 
it states that ”the selection, qualication, 
approval and maintenance of suppliers of 
starting materials …

must have a deep understanding of their 
entire development and manufacturing 
process and the parameters that critically 
impact drug quality. It also makes it the drug 
manufacturers' responsibility to understand 
and dene raw material attributes to control 
variability and risk of contamination by 
impuri t ies .  Al though the  ICH Q11 
specically states the need to include raw 
and starting materials in this assessment, 
highlighting biological processes, it does not 
set specic quality standards for them.

EudraLex vol 4, part 1, chapter 5
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EU 2015/C95/02

r i s k s  p o s e d  b y  t h e  i n d i v i d u a l 
materials,taking account of their source, 
manufacturing process, supply chain 
complexity and the nal use.1 Quality 
requirements should be discussed and 
agreed upon with the suppliers, and 
appropriate quality aspects documented in 
a quality agreement or specication. 
Supporting documentation for each 
supplier and approved material should be 
maintained.

EMA/CHMP/BWP/187338/2014

EU 2015/C95/02 is a European guideline 
that addresses the quality attributes of 
excipients, and was recently adopted by the 
Pharmaceutical Inspection Co-operation 
Scheme (PIC/S) as a guidance document 
for the PIC/S Participating Authorities.3 

EMA/CHMP/BWP/187338/2014 is an 
EMA guideline on process validation for 
the manufacture of biotechnology-derived 
active substances and the data to be 
provided in the regulatory submission. 
With regard to raw materials, it provides 
guidance on risk assessment, supported by 
documentation, to control the impact of 
raw materials on the quality of the nal 
drug substance. The guidance recommends 
that ”in the light of the variability (e.g., 
intrinsic to the material, related to change in 
supplier) of certain rawmaterials and based 
on their potential inuence on the quality of 
the product, the impact of these materials 
should be addressed as early as possible in 
the development process.2

It provides guidance on the formalized 
risk assessment for appropriate good 
manufacturing practice for excipients of 
medicinal products for human use. 
M a n u f a c t u r e r s  m u s t  d e  n e  t h e 
appropriate GMP for their process and 
then ensure that the excipient meets those 
standards. This guideline is also relevant 
to the discussion of raw materials because 
manufacturers may want to apply some of 
these principles to how they manage the 
quality of all raw materials. For example, 
required characteristics of excipients vary 
due to many factors including dosage 
form, route of administration,dosage 
quant i ty  and f requency,  poss ib le 
interactions with the API and formulation 
t e c h n o l o g y  –  b u t  o n l y  t h e  d r u g 
manufacturer knows all these details. 
Therefore, only the drug manufacturer is 
in the position to determine the correct 
quality for each excipient used.

assessment should be performed and 
documented in a formal way and the 
documentation prepared and available for 
review during regulatory authority

Excipient suppliers cannot warrant their 
products as ”suitable for a particular 
appl icat ion but  they do have the 
responsibility to follow established 
guidel ines  (e .g . ,  IPEC-PQG GMP, 
EXCiPACT™) and to provide data and 
documentation to support the drug 
manufacturers' risk assessments. The risk

I t  i s  recommended that  the  drug 
manufacturer engage with the excipient 
supplier to work together to support 
continuous improvement and process 

inspections.
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raw material attributes and supply chains. 
However, although general regulatory 
guidance is given for ”non-regulated or 
”evolving regulation raw materials, no 
detailed quality attributes are currently 
described, and manufacturers must 
develop their own strategies for risk 

Ÿ Selection, qualication, approval and 
maintenance of suppliers of starting 
materials should be documented as part 
of the pharmaceutical quality system 
with a level of supervision proportionate 
to the risk of the material.

Ÿ The regulatory approach to quality 
attributes of excipients may be a helpful 
model for establishing similar strategies 
for selection of raw materials.

Risk assessment and quality by design are 
important topics for regulatory agencies, 
and manufacturers must stay current on 
recommendations for appropriate selection 
of raw materials and selection of suppliers. 
Control  of  manufactur ing process 
parameters and raw material quality is 
necessary to mitigate risks. This risk 
assessment process demands a deep 
understanding by the drug manufacturer of

Ÿ D r u g  m a n u f a c t u r e r s  h a v e  t h e 
responsibility to understand and dene 
raw material attributes to control 
variability and risk of contamination by 
impurities. Specic quality standards are 
not dened.

Ÿ Risk assessments to control the impact of 
raw materials on the quality of the nal 
drug substance should be addressed as 
early in the development process as 
possible.

Raw material and supplier selection, 
qualication and approval roadmap

optimization. Similarly, this model of 
formalized risk assessment for excipients 
can also be applied to the selection of other 
critical raw materials as many of the same 
risks apply. 

Ensuring Sufcient Quality for Raw 
Materials
Ÿ Raw materials' attributes: Understand & 

dene raw materials' attributes to control 
variability & contamination

Ÿ Impact on quality of nal drug: Address 
r isk  assessments  to  control  raw 
materials' impact on nal drug's quality

Ÿ Supplier information: Appropriately 
document qualication & maintenance 
of suppliers

Ÿ Excipient model:  Use regulatory 
approach for excipient quality as a model

This concept paper, developed by a 
biopharmaceutical industry consortium, 
”discusses background information related 
to raw materials regulatory requirements 
and industry challenges,  and then 
highlights key principles to consider in 
setting up a risk-based raw material 
management approach and control 
strategy ... then provides an example of 
how to translate those key principles into a 
detailed RM risk assessment methodology, 
and how to apply this methodology to 
specic raw materials.4 This document is 
effectively the rst industry ”how-to 
translation of the various regulations 
relevant to qualication of raw materials.

European Biopharmaceutical Enterprises 
(EBE)Concept Paper: Management and 
Control of Raw Materials Used in the 
Manufacture of Biological Medicinal 
Products, 29 November 2017, Version 1
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Transparency and consistency needed in

Part II:

management when it comes to establishing 
quality attributes for their raw materials.

Important Supply Chain Considerations
The manufacture of biopharmaceuticals 
includes more steps than that of small 
molecule drugs and can involve dozens of 
chemical raw materials, as well as lters, 
single-use processing equipment and 
chromatography materials, all of which 
must be part of the risk assessment and 
mitigation strategy. Each material that is 
used can pose a contamination risk in terms 
of metal or elemental impurities, residual 
solvents, extractables, leachables and 
insoluble matter that can be carried into 
downstream steps.

supply chain

To mitigate the contamination risks posed 
by the many raw materials that are used, 
manufacturers need to have a supply chain 
that is transparent and consistent.

Transparency refers to the available access 
to all the required information about the 
supply chain and quality of each raw 
material. An important factor here is the 
raw material suppliers' willingness and 
ability to provide this information, and the 
convenience with which it is provided. 
Consistency refers to the need to be sure 
that the suppliers' quality systems are 
designed to continue to meet the quality 
requirements each and every time the raw 
material is purchased, and to provide 
change notications in case of change of 
any relevant parameters. In the absence of 
clear regulatory denitions for raw 

Qualication of suppliers should be 
thorough for raw materials used early in the 
manufacturing process but can follow 
processes that are more exible than those 
used for excipients or APIs. Non-GMP or 
non-compendial grade raw materials may be 
considered if their manufacture at least 

materials – such as process chemicals used
in upstream, early downstream, early 
synthesis steps or clean-in-place – there is a 
need to  dene  appropr ia te  qual i ty 
requirements that mitigate risk but are not 
excessive or over-engineered for their 
intended use.

Selecting the right grade of raw materials

Strategies for selection of suppliers and

In the industry there can be a preference for a

Compendial grade materials are not 
designed for processing applications and 
many suppliers are not equipped to develop 
analytical methods to support these needs. 
Additional confusion is introduced by 
compendial-tested products that may not 
h a v e  c o m p l e t e  G M P  s u p p l y  c h a i n 
traceability nor specication parameters 
important  to bioprocessing such as 
endotoxin, cytotoxicity or cell performance 
assessment.

conservative approach, which leads to the 
selection of GMP or compendial grade raw 
materials for processing use. However, 
although these products have high levels of 
product quality and control, they can add 
unnecessary complexity and cost to 
manufacturing processes and may limit a 
manufacturer's choice of suppliers, thus 
introducing supply risk.

raw materials
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successful to mitigate risk:

Ÿ Put capabilities in place to further 
process  and re-purify some raw 
materials.

P u r c h a s i n g  f r o m  t h e  o r i g i n a l 
manufacturer

Ÿ Establish a local presence to build 
networks  and provide access  to 
manufacturing sites and supply chains.

Ÿ Work with a large specialized supplier 
that has already established a regional 
presence.

While purchasing from the original 
m a n u f a c t u r e r  i s  n o t  a  r e g u l a t o r y 
r e q u i r e m e n t ,  b i o p h a r m a c e u t i c a l 
manufacturers are encouraged to source 
their starting materials from the original 
manufacturer whenever possible to have 
full traceability of the supply chain. 
However, this is not always practical, for 
example, in the case of large industrial 
m a n u f a c t u r e r s .  P h a r m a c e u t i c a l 
manufacturing is not their primary focus 
and they may not be willing or able to invest
in the necessary resources to support the 
quali ty needs of  a  pharmaceutical 
customer. Their distributor network might 
a l s o  n o t  b e  s e t  u p  t o  h a n d l e  t h e 
d o c u m e n t a t i o n  r e q u i r e m e n t s  o f 
pharmaceutical manufacturers.

maximum traceability is to work with 
specialized suppliers that actively qualify 
and audit such manufacturers and that 
offer additional quality support in terms of 
reprocessing, repackaging, quality control 
and documentation.

Instead, one successful approach to achieve

utilizes GMP concepts and elements, and 
occurs at an ISO 9001 certied site. 
Manufacturing processes should be well 
dened, well documented and consistently 
reproducible but they do not have to be 
fully validated. Process control concepts 
can be  appl ied to  ensure  product 
c o n s i s t e n c y ,  a n d  c h a n g e  c o n t r o l 
parameters close to GMP standards can be 
used.

grade of raw materials to mitigate risk, 
minimize cost and ensure security of 
supply.

necessary to consider suppliers from all 
over the globe, including those from 
emerging markets. It is important to have a 
strategy in place for working with these 
suppliers as they increasingly represent a 
high percentage of the global availability of 
many essential product groups such as 
carbohydrates, amino acids and salts. Some 
manufacturers choose to completely avoid 
the risks posed by emerging market 
suppliers by not working with them at all 
while others work almost exclusively with 
them to reduce costs.

Suppliers in emerging markets

Similarly, analytical methods for raw 
m a t e r i a l s  s h o u l d  b e  p r o v e n  a n d 
documented but do not require validation. 
Working with specialized life science 
suppliers that offer such relevant quality 
standards and that understand the 
requirements of different technologies and 
applications can be one strategy for the 
successful selection of the most appropriate

Cost and availability considerations make it

For those that do work with these suppliers, 
a few strategies have been found to be 
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Rockville, MD, July 9, 2020 – USP has 
announced the release of six new Reference 
Standards to support manufacturers and 
regulators in analyzing and monitoring 
potentially harmful nitrosamine impurities 
in the drug supply chain.

Starting in 2018, nitrosamine impurities 
were found to be present  in some 
angiotensin II receptor blockers used to 
treat high blood pressure and heart failure. 
Depending on the levels and extent of 
exposure to this  c lass  of  chemical 
compounds, nitrosamines have the 
potential to cause cancer. Nitrosamine

In September 2020, USP will also propose 
for public comment a new United States 
Pharmacopeia—National Formulary 
general chapter standard to provide 
guidance on assessing materials for 
nitrosamine presence, establishing control 
strategies for these impurities and ensuring 
the performance of analytical procedures to 
monitor nitrosamine levels in drug 
products.

N-Nitrosodibutylamine (NDBA) (1 
mg/mL in methanol)

N-Nitrosomethylaminobutyric acid 
(NMBA) (1 mg/mL in acetonitrile)

N-Nitrosodimethylamine (NDMA) (1 
mg/mL in methanol)
N-Nitrosodiethylamine (NDEA) (1 mg/mL 
in methanol)
N-Nitrosodiisopropylamine (NDIPA) (1 
mg/mL in methanol)

N-Nitrosoethylisopropylamine (NEIPA) (1 
mg/mL in methanol)

USP launches new standards, tools for detecting and controlling 
nitrosamine impurities in drug supply chain

impurities have since been found in 
ranitidine and metformin, leading to major 
recalls and efforts by regulators and 
industry worldwide to reduce or eliminate 
the presence of these impurities in the drug 
supply.

“Nitrosamine impurities can originate from 
different sources such as during active 
pharmaceutical ingredient synthesis, drug 
product formulation, degradation, or 
storage,” according to Jaap Venema, Ph.D., 
USP’s Chief Science Ofcer. “Changes in 
manufacturing and storage—however 
small they may seem—could have great 
impacts on drug quality and, most 
importantly, on patients. It’s important for 
manufacturers to develop validated 
methods and predictive approaches for 
where in the supply chain impurities can 
emerge and to establish risk-based 
strategies so that patient safety remains 
protected. With these six reference 
standards as well as the forthcoming 
general chapter, we are condent that we 
are providing modern and useful tools to 
address this critical issue.”

F o c u s e d  o n  p r e d i c t i v e  t o o l s  a n d 
approaches, USP established a body of 
v o l u n t e e r  e x p e r t s  t o  d e v e l o p  t h e 
nitrosamines general chapter. Comprised 
primarily of industry experts with extensive 
experience in impurit ies  and drug 
manufacturing, the USP Nitrosamines Joint 
Subcommittee represents a wide range of 
scientic perspectives. “As USP volunteers, 
we are called upon to utilize our best 
personal, professional, and scientic 
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judgment to benet public  health by 
developing public quality standards,” said 
Mark Schweitzer, Ph.D., Global Head of 
Analytical Science and Technology at Novartis 
and Chair of USP’s Nitrosamines Joint 
Subcommittee.

T h e  s u b c o m m i t t e e  a l s o  i n c l u d e s 
representatives from the U.S. Food and Drug 
Administration (FDA) and the European 
Directorate for the Quality of Medicines & 
HealthCare, which is responsible for drug 
q u a l i t y  s t a n d a r d s  i n  t h e  E u r o p e a n 
Pharmacopeia. Given the widespread global 
use of the medicines which have been found to 
contain nitrosamine impurities, the USP and 
the European Pharmacopoeia will continue to 
work on convergence and to ensure that their 
public quality standards for regulators and 
industry are harmonized.

USP's new nitrosamine Reference Standards 
can be used by manufacturers to test their own 
materials against methods in USP's general 
chapter. The Reference Standards may also be 
used with methods provided by U.S. FDA and 
other regulators as well as those developed by 
manufacturers in-house. As with all USP 
Reference Standards,  the nitrosamine 
Reference Standards are highly-characterized 
and have been rigorously evaluated by USP's 
collaborative process across multiple 
laboratories.

In August, USP will be launching a new USP 
Education webinar, “The ICH Q3 Impurity and 
the M7 Mutagenic Impurities Guidelines.” 
Designated as an “ICH Recognized Training 
Program”, this webinar will address the 
application of the International Conference on 
Harmonization Guidelines for Q3-A, B, C, D

For additional information on USP's 

standards, tools and webinars related to 

n i t r o s a m i n e s ,  v i s i t 

www.usp.org/nitrosamines-impurities.

and M7 for controlling organic, inorganic 
a n d  s o l v e n t  i m p u r i t i e s  a n d  t h e 
development of strategies for dealing with 
actual and potential impurities most likely 
to arise during synthesis, purication, 
manufacturing, and storage of drug 
substances and drug products.
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On September 22, 2020 the U.S. Food and 
Drug Administration announced it is 
launching the Digital Health Center of 
Excellence within the Center for Devices and 
Radiological Health (CDRH). The launch of 
the Digital Health Center of Excellence is an 
important step in furthering the agency’s 
overarching dedication to the advancement 
of digital health technology, including mobile 
health devices, Software as a Medical Device 
(SaMD), wearables when used as a medical 
device, and technologies used to study 
medical products.

“Establishing the Digital Health Center of 
Excellence is part of the FDA’s work to ensure 
that the most cutting-edge digital health 
technologies are rapidly developed and 
r e v i e w e d  i n  t h e  U . S .,”  s a i d  F D A 
Commissioner Stephen M. Hahn, M.D. 
“Today’s announcement marks the next 
stage in applying a comprehensive approach 
to digital health technology to realize its full 
potential to empower consumers to make 
better-informed decisions about their own 
health and provide new options for 
facilitating prevention, early diagnosis of life-
threatening diseases, and management of 
chronic conditions outside of traditional care 
settings. The Digital Health Center of 
Excellence will provide centralized expertise 
and serve as a resource for digital health 
technologies and policy for digital health 
innovators, the public, and FDA staff.”

The FDA will continue to build and formalize 
the coordinating structure and operation of 
the Digital Health Center of Excellence as 
part of an effort to modernize digital health 
policies and regulatory approaches, and 
provide efficient access to highly specialized 
expertise, knowledge, and tools to accelerate 
access to safe and effective digital health 
technology. The agency is appointing Bakul 
Patel as the first director. Bakul Patel has 
been leading regulatory and scientific efforts 

“The establishment of the Digital Health 
Center of Excellence is part of the planned 
evolution of the FDA’s digital health program 
to amplify the digital health work that is 
already being done and building upon years 
of work at the agency,” said Jeff Shuren, 
M.D., J.D., director of CDRH. “In the last 
several years, we have establ ished 
partnerships internally and externally to 
coordinate digital health activities and to 
promote the consistency of regulatory policy 
while continuing to innovate in our regulatory 
approaches.”

The Digital Health Center of Excellence is 
primarily focused on helping both internal 
and external stakeholders achieve their goals 
of getting high quality digital health 
technologies to patients by providing 
technological advice, coordinating and 
supporting work being done across the FDA, 
advancing best practices, and reimagining 
digital health device oversight. Along those 
lines, the Digital Health Center of Excellence 
is creating a network of digital health experts 
and engaging in Collaborative Communities 
to share knowledge and experience 
concerning digital health issues and priorities 
with FDA staff. An integral part of the launch 
includes the activities that will be provided to 
complement advances in digital health 
technology – such as launching strategic 
initiatives that advance digital health 
technologies, facilitating synergies in 
regulatory science research in digital health, 
and facilitating and building strategic 
partnerships. 

The Digital Health Center of Excellence is 
committed to strategically advancing science 
and evidence for digital health technologies 
within the framework of the FDA’s regulatory 
and oversight role. 

related to digital health devices at the FDA 
since 2010.
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While there are many aspects of the Digital 
Health Center of Excellence that are still 
under development, ultimately the goal is to 
empower digital health stakeholders to 
advance health care by fostering responsible 
and high-quality digital health innovation.

The FDA, an agency within the U.S. 
Department of Health and Human Services, 
protects the public health by assuring the 
safety, effectiveness, and security of human 
and veterinary drugs, vaccines and other

biological products for human use, and 
medical devices. The agency also is 
responsible for the safety and security of our 
nation’s food supply, cosmetics, dietary 
supplements, products that give off 
electronic radiation, and for regulating 
tobacco products.

(Source: https://www.fda.gov/news-events/press-
announcements/fda-launches-digital-health-center-
excellence)

IPEC India in Media

Link : 
https://issuu.com/pharma.machines/docs/onsite_20vs_20virtial_20fat?fr=sNjFkOTEyMD
g4MjQ 

IPEC India has organised Panel Discussion webinar on “Excipients - Mitigation of Supply 
Chain, Quality & Regulatory Challenges” held on 31st July 2020.

Kindly click on the below link for detail Webinar Report from page No 38 to 44.
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The Indian excipient industry is steering 
towards harmonisation of standards and 
supply chain security. The industry also 
needs to focus on research to widen its 
scope to develop quality products and 
processes in production. The sector has not 
seen the kind of investments like that of 
generics and API because of paucity of 
investors and incentives. This, according to 
t h e  I n t e r n a t i o n a l  P h a r m a c e u t i c a l 
Excipients Council of India (IPEC-India), is 
the key factor that hinders the growth of 
this industry in the country.

According to Ravleen Singh Khurana, 
CEO, Nikita Pharma, a key reason for this is 
that not many companies are engaged in 
excipient research.  The industry is capital 
intensive, the margins are not high and 
hence the focus has been on volumes only. 
These factors perhaps could deter the 
future growth of the sector.  

According to the IPEC-India, the excipient 
sector has not received the required 
attention because it has not caught the 
eyeball of investors. “We also need to 
encourage all our pharmacy colleges to 
focus on topics like excipient research and 
manufacture by students during their 

When India has positioned itself as the 
largest exporter of formulations, excipients 
account for a miniscule share which is a 
mere one percent to the global market. 
Under the Atma Nirbhar programme, the 
domestic excipient industry needs to take 
on the challenge, Khurana added.

Indian excipients industry should get govt support to 
become self-reliant: Experts

Stay Safe, Stay Healthy !
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Here Khurana added, “This would create 
the required quality workforce for the 
excipient industry which is known for its 
sophisticated technology including 
application labs.”

Vishakha Metkar, sr manager, regulatory, 
Colorcon Asia and chairman regulatory 
committee IPEC-India, said that not much 
h e a d w a y  h a s  b e e n  m a d e  i n  t h e 
harmonisation of IP monographs with 
other pharmacopoeias. “IPEC India is 
w o r k i n g  o n  r e v i e w i n g  o f  t h e  I P 
monographs for excipients to bring it in 
line with the global standards.”

research projects. There is also need to 
include a dedicated subject on excipients 
in the pharmacy curriculum,” according 
to the IPEC-India.

At a webinar on ‘Excipients: Mitigation of 
Supply Chain, Quality & Regulatory 
Challenges’ which was moderated by 
Subodh Priolkar, CEO, Wincoat Colours & 
Coating and vice-chairman IPEC India, 
the discussion revolved around the need 
for mandatory IP compliance, GMP 
adherence and supply chain issues.

Nilesh Gandhi, consultant and ex-
assistant commissioner, Maharashtra 
FDA provided an overview on the 
regulatory framework for excipients. 
“Indian regulators are much more 
receptive to new ideas and initiatives 
which is a positive sign,” he said.
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Since supply chain is a critical component for 
all industries including excipients, Kesava 
Menon, senior manager, materials, Colorcon 
said the pandemic's impact on the sector was 
severe. All the aspects of supply chain: 
ocean, air and road freight were hit during 
the global and national lockdown. The 
transport operators were unwilling to move 
without a substantial volume as it was not 
economically viable. Now, the situation is 
more or less stabilised.

Since supply chain is a critical component 
for all industries including excipients, 
Kesava Menon, senior manager, materials, 
Colorcon said the pandemic's impact on the 
sector was severe. All the aspects of supply 
chain: ocean, air and road freight were hit 
during the global and national lockdown. 
The transport operators were unwilling to 
move without a substantial volume as it 
was not economically viable. Now, the 
situation is more or less stabilised.
S o u r c e  : 
http://www.pharmabiz.com/NewsDetails.aspx
?aid=130115&sid=1 

An Interactive Webinar on "Excipients – Mitigation 
of Supply Chain, Quality & RegulatoryChallenges” 
was on Friday, 31st July, 2020.

In this panel discussion Ms. Vishakha Metkar, 
Chairperson, Regulatory Affairs, IPEC India & Sr. 
Manager - Regulatory, Colorcon Aisa; Mr. Kesava 
Menon, Sr. Manager Materials, Colorcon Asia ; Mr. 
Ravleen Singh Khurana, Managing Committee 
Member, IPEC India & CEO Nitika Pharma ; and Mr. 
Nilesh Gandhi, Consultant & Ex. Asst Commissioner 
Maharashtra FDA were the panelist and Moderated 
by Mr. Subodh Priolkar. This webinar was well 
attended by more than 300 participants. 

IPEC India Organised i t ’s  4th Webinar on 
“Sublinguals – Highly efcacious dosage form for 
delivering Metabolizable Drugs, Peptides & 
Vaccines” on Friday, 4th September 2020.

Mr. Sarath Chandar, Chief Scientic Ofcer, SPI 
Pharma presented on Sablingual dosage. Mr. Ajit 
Singh, Chairman, IPEC India & ACG were Chief Guest 
and gave opening speech.

This webinar was well attended by 400 participants. 
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è USFDA - The Inactive Ingredient Database (IID) has changed. This comes as one of the 
commitments of  FDA to complete enhancements to the Inactive Ingredient Database so users 
can perform electronic queries to obtain accurate Maximum Daily Exposure (MDE) information 
for excipients, also referred to as Maximum Daily Intake, for each route of administration for 
which data is available. In its update on the IID website FDA mentions “ On July 28, 2020, FDA 
began to populate the IID with MDE information for the rst time. More excipient MDEs will be 
populated in future IID publications as FDA obtains more MDE information. We also expect 
many MDE levels to increase as additional information is gathered. Fulllment of the 
commitment to provide MDE information to our stakeholders follows fulllment of another 
IID-related GDUFA II commitment, the posting of the Quarterly Inactive Ingredient Change 
Log. The Change Log rst posted in October 2019 as a static document and was updated in June 
2020 to an improved searchable interactive format.  

            FDA adopted new data standards in July 2019 for route of administration (ROA), dosage form 
(DF) and units of measure (UOM) to improve data consistency and accuracy.

ª      Routes of Administration (ROA) that are being remapped to SPL terms

è Review of Indian Pharmacopoeia monographs on Excipients by IPEC INDIA : IPEC India – 
initiated a project on Review of IP monographs on Excipients . Involves approximately 140 + 
monographs of Excipients listed in IP. The comparison of the monographs will be done with 
those in  USP/ EP. Criteria for comparison are based on specications/ limits., tests and test 
methods, calculations and any other as identied. A 12 member committee was formed with 
Representatives from ACG Worldwide, Ashland, Colorcon India, Gattefosse, Merck, Roquette, 
Sigachi, SPI ,USP India and Chaired by Vishakha Metkar -Colorcon India. 

        Targeted to complete the review by end of December 2020 and observations and comments will 
be presented to IP commission for their review and action.

è IPEC India’s submits the representation to the Department of Pharmaceuticals (DoP) through 
Dr. Eswara Reddy, Joint Drugs Controller India, on CII National Pharma Committee’s proposal 
of PLI scheme for Excipients has been taken up by the DoP.  IPEC India  can expect positive 
action  benetting the entire excipients sector shortly. Dr. Dinesh Dua, Chairman Pharmexcil & 
Member of the CII National Pharma Committee is a strong supporter of this initiative.

       We’ve chosen to use the terminology that industry is familiar with from Structured Product 
Labeling (SPL) for routes of administration and dosage forms. One advantage of converting to 
SPL terminology is that there are fewer terms for ROA and DF. This collapses categories of ROA 
and DF in the IID resulting in fewer entries. The mapping we used to convert non-SPL ROAs and 
DFs in IID to SPL terms can be found in the linked mapping tables.  The mapping we used to 
convert non-SPL ROAs and DFs in IID to SPL terms can be found in these mapping tables:

      

         (Source : https://www.fda.gov/drugs/drug-approvals-and-databases/most-recent-changes-iid-database)

         The IID algorithm searches our large master database for the highest level of each excipient. This 
search can only be accurately performed when units of measure are standardized. Therefore, 
units of measure were standardized within the database so that numeric potency values can be 
accurately compared for each excipient-ROA-DF combination to select the highest potency or 
MDE.”

ª  Dosage Forms (DF) that are being remapped to SPL terms

Updates and News 

Stay Safe, Stay Healthy !
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BECOME A MEMBER

Stay Safe, Stay Healthy !


	Page 1
	Page 2
	Page 3
	Page 4
	Page 5
	Page 6
	Page 7
	Page 8
	Page 9
	Page 10
	Page 11
	Page 12
	Page 13
	Page 14
	Page 15
	Page 16
	Page 17
	Page 18

