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IMPORTANT ARTICLES, NEWS & REGULATORY 

UPDATES ON EXCIPIENTS

FUTURE DRUGS WILL NEED NOVEL EXCIPIENTS: IPEC

(Source: https://www.outsourcing-pharma.com/Article/2022/05/04/Future-drugs-will-need-novel-excipients-IPEC) 

PHARMACEUTICAL EXCIPIENTS FOR ORAL FORMULATIONS MARKET SIZE 2022 ANALYSIS BY 2030

(Source: https://indiandefencenews.info/9473/business/pharmaceutical-excipients-for-oral-formulations-market-size-2022-analysis-by-2030/ )
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(Source: https://indiandefencenews.info/4588/business/5-impacts-on-the-sugar-based-excipients-industry/ )

PHARMACEUTICAL EXCIPIENTS MARKET : ANALYSIS OF RISING BUSINESS OPPORTUNITIES WITH 

PROMINENT INVESTMENT RATIO BY 2028 | BASF SE, DOW CHEMICAL COMPANY, FMC 

CORPORATION, CRODA INTERNATIONAL PLC, ASHLAND INC

(Source: https://www.openpr.com/news/2649933/pharmaceutical-excipients-market-analysis-of-rising-business)

PHARMACEUTICAL EXCIPIENTS GLOBAL MARKET REPORT 2022

(Source: https://www.globenewswire.com/news-release/2022/03/11/2401758/0/en/Pharmaceutical-Excipients-Global-Market-Report-2022.html)

EUROPE EXCIPIENTS MARKET TRENDS INDUSTRY ANALYSIS, TOP MANUFACTURERS, GROWTH,

OPPORTUNITIES & FORECAST TO 2028

(Source: https://thedailyvale.com/2022/05/24/europe-excipients-market-trends-industry-analysis-top-manufacturers-growth-opportunities-forecast-to-

2028/)

PROPOSED REVISION OF USP CHAPTER <711> DISSOLUTION CANCELED

(Source: https://www.gmp-compliance.org/gmp-news/proposed-revision-of-usp-chapter-711-dissolution-canceled)

RECOGNITION OF INDIAN PHARMACOPOEIA IN FOREIGN COUNTRIES

(Source: http://www.ipc.gov.in/images/2._IPC_Update_June_23_2022.pdf)

INDIAN PHARMACOPOEIA COMMISSION RELEASES INDIAN PHARMACOPOEIA 2022, 

92 NEW MONOGRAPH, 27 APIS ADDED: READ DETAILS

(Source: https://indianpharmacopoeia.in/Salient_Features_of_IP_2022.pdf)

PFIZER'S 1ST DRUG DEVELOPMENT LAB IN ASIA OPENS IN CHENNAI

(Source: https://economictimes.indiatimes.com/industry/healthcare/biotech/pharmaceuticals/pfizer-sets-up-asias-first-global-drug-development-centre-in-

chennai/articleshow/91317145.cms?utm_source=whatsapp_pwa&utm_medium=social&utm_campaign=socialsharebuttons&from=mdr)

A SYSTEMATIC AND ROBUST ASSESSMENT OF HOT-MELT EXTRUSION-BASED AMORPHOUS 

SOLID DISPERSIONS: THEORETICAL PREDICTION TO PRACTICAL IMPLEMENTATION

(Source: https://www.pharmaexcipients.com/news/hot-melt-extrusion-asd-2/)

REAL-TIME COATING THICKNESS MEASUREMENT AND DEFECT RECOGNITION OF FILM COATED

TABLETS WITH MACHINE VISION AND DEEP LEARNING

(Source: https://www.pharmaexcipients.com/news/coating-thickness-measurement/)
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WHY INDIA MUST INCENTIVISE EXCIPIENT 

MANUFACTURERS

ARTICLE

exc i n eip e c

E
xcipients play a critical role in the manufacture of 
drug formulations by helping to preserve the 
efficacy, safety, and stability of APIs (active 

pharmaceutical ingredients). Excipients such as 
colouring agents, preservatives and fillers, are inactive 
substances that serve as the medium for a drug or other 
active substance From a 100 per cent importer of 
medicines, the Indian pharmaceutical industry has come 
a long way to adorn the epithet of 'the pharmacy of the 
world', exporting affordable quality medicines to more 
than 200 countries in the world, including the developed 
countries like the US and Europe. From a mere Rs10 
crore in 1948 to more than Rs2 lakh crore at present, the 
Indian pharmaceutical industry has undisputedly grown 
by leaps and bounds. The country at present has over 
10,000 pharmaceutical units and around 10 lakh trading 
establishments in the retail and wholesale segments. 
And over the years, India has become the only major 
supplier of quality generic drugs at lower prices to the 
world. This is certainly a great achievement for a sector 
which was dominated by the multinational drug 
companies until 1970's. More importantly, the leapfrog 
jump of the Indian pharmaceutical industry, and of late 
that of the medical devices industry, is continuing as the 
industry since then did not look back and, in fact, it is 
literally cruising to capture new heights.

But unfortunately, the same cannot be said about the 
excipients industry in India as at present the country 
imports 95 per cent of its requirements from regulated 
markets like the US, Europe and China. Excipients play a 
critical role in the manufacture of drug formulations by 
helping to preserve the efficacy, safety, and stability of 
APIs (active pharmaceutical ingredients). Excipients 
such as colouring agents, preservatives and fillers, are 
inactive substances that serve as the medium for a drug 
or other active substance. The use of high-quality 
excipients in drug development has increased 
dramatically. This has resulted in a rise in demand for 
excipients worldwide, leading to the proliferation of these 
previously inactive components. But, it is a cause for 
concern that the excipients industry in India is 
overwhelmingly dependent on imports, especially from 
China. If corrective steps are not taken right now by the 
government, the sector may face a similar fate like that of 
active pharmaceutical ingredients (APIs) and Indian 
industry may become completely dependent on imports 
and may have to play to the tunes of the foreign countries.

It may not be out of place to mention here that till late -

1980's, India was reckoned as the leading bulk drug 
producer and Hyderabad was called as the leading bulk 
drug hub of the country with more than 30 per cent of bulk 
drugs manufactured from the city. However, due to 
various factors and regulatory reasons, majority of 
pharma players shifted from bulk drug manufacturing to 
formulations and currently India's API production has 
gone to a lowest level compelling the pharma firms to 
depend on low cost supplying nations like China which 
does not augur well for the industry.

Now, the need of the hour is to learn from the past bitter 
experiences and must take immediate corrective steps. 
It is high time both the government and industry realize 
the future beforehand as India's excipients production at 
present is very low and the industry is highly depending 
on imports of excipients. This must change. Though the 
Indian excipient industry is still at a nascent stage, it is 
necessary to incentivize excipient manufacturing to 
make sure the industry comes up concurrently with the 
formulation industry so that the right quality of excipients 
is available at the right price in the country. The 
excipients industry in India can flourish in the coming 
years, thanks to the country's fast-rising pharmaceutical 
market, increasing demand for novel formulations, 
accessibility and availability of highly advanced 
technologies, and the development of new drug delivery 
systems. India's low-cost manufacturing capabilities and 
quality assurance are paving the way for foreign 
companies to establish successful operations in the 
country. India's excipient market is predicted to increase 
significantly due to its status as a global centre for drug 
discovery and technology innovation. As a result, the 
Indian excipient market will meet the needs of both local 
units as well as from other nations. So clearly, there is a 
need to relook at regulations whereby excipients should 
be separated from APIs. Besides, there is urgent need 
for clear definition of excipients and its GMP. So, the 
intervention of the government is of great importance as 
optimal use of excipients provides pharmaceutical 
manufacturers with drug development cost savings, 
enhanced functionality capability and can also assist in 
drug formulation innovation. Obviously, there is an 
urgent need to relook at regulations governing excipients 
industry in the country to reduce its import dependency, 
especially on China with which India has geo-political 
issues.

Source: https://www.thehansindia.com/business/why-india-
must-incentivise-excipient-manufacturers-749457 

Excipient industry in India is overwhelmingly dependent on imports, especially from China, if corrective 
steps are not taken right now, the sector may face a similar fate like that of APIs
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DEVELOPMENT OF COPROCESSED EXCIPIENTS
By Cynthia A. Challener, PhD, Contributing Editor Pharmaceutical Technology 

ARTICLE

exc i n eip e c

The right processes used with the right excipient combinations address evolving formulation needs.

6

oprocessed excipients are blends of different 

Cexcipients subjected to physical processing that 
leads to modifications of their physical structures 

without causing any chemical changes. They possess 
unique functionality that cannot be achieved through 
simple blending and are increasingly important for 
addressing formulation issues posed by the highly 
complex APIs under development. Adoption of 
coprocessed excipients has been slow, however, 
because even when prepared using compendial 
excipients, they are considered “novel” by regulators. 
The lack of a separate excipient approval process means 
that drug developers must take on elevated risk when 
using such “novel” excipients in the formulation of drug 
candidates.

Reducing complexity and increasing functionality

Oral solid dosage forms are traditionally formulated with 
combinations of individual excipients with differing 
functionalities (filler, binder, disintegrant, lubricant, flow-
aid, solubilizer, etc.), says Ashish Joshi, pharma 
technical and business manager at BASF Pharma 
Solutions. The processes used to formulate these 
excipients into an oral dosage form are complicated as 
well as time-, energy-, and labor-intensive (e.g., 
granulation, spray-drying, roller compaction, etc.). In 
addition, the use of many individual excipients requires 
bracketing or optimization studies and has the risk of non-
uniform distribution, which can adversely affect final 
product performance.

The ideal process for tablet formation is direct 
compression, as it eliminates the need for granulation or 
other prior processing steps, according to Joao Marcos 
Assis, global technical marketing manager, BASF 
Pharma Solutions. “Direct compression formulations, 
however, typically require multiple excipients to achieve 
good flowabi l i ty,  h igh bulk densi ty,  excel lent 
compressibility, and fast disintegration (for immediate 
release formulations) because individual materials do not 
possess these multiple attributes,” he observes.

Coprocessed excipients can be used to overcome these 
formulation challenges through their enhancement of the 
resulting material’s performance and processability, 
Assis says.“By reducing manufacturing complexity and 
thus drug development time, coprocessed excipients can 
significantly expedite time-to-market,” he continues. 
Furthermore, API and coprocessed excipients normally 
fulfill the minimum functional requirements for tableting, 
consolidating quality-by-design efforts by simplifying the 

formulation. Analytical testing and material handling and 
warehousing needs and documentation requirements 
are also reduced.

Several applications

The benefits of using coprocessed excipients are 
increased when multiple excipients can be coprocessed 
together. “Initially, most coprocessed materials were 
based on just two excipients, but increasingly 
coprocessed products being introduced to the market 
comprise multiple excipients,” notes Yeli Zhang, 
technical service manager at IFF Pharma Solutions.

The ability to combine many individual excipients and 
functionalities into a single high-functionality excipient 
enhances the ease of formulation and final performance 
as well as enables process simplification and cost-
savings, Joshi adds. “Consequently, the major trend in 
developing coprocessed excipients is to reduce the 
number of individual excipients used in a formulation, 
with a focus on improving the flow-properties, 
compressibility, disintegration, and lubrication of oral 
solid dosage forms using a single coprocessed 
excipient,” he comments.

This trend is particularly true with coprocessed 
excipients intended for us in orally disintegrating tablets 
(ODTs). “Many companies are launching coprocessed 
excipients targeting this segment that combine a number 
of excipients because ODT formulations require a high 
number of excipients and are typically formed using 
direct compression,” adds Vinay Muley, research and 
development leader at IFF Pharma Solutions. Joshi 
agrees that single coprocessed excipients can provide 
not only good flow, compressibil i ty, and fast-
disintegration, but also excellent taste and a pleasant, 
non-gritty mouthfeel.

Coprocessed excipients are also increasingly being 
used to convert more complicated, labor-intensive 
formulation processes such as wet granulation into 
quicker direct-compression processes without affecting 
the final product quality or performance, according to 
Joshi. He also notes that coprocessed excipients are 
being used to improve the efficiency of continuous 
manufacturing operations given that only a limited 
number of feeder ports are typically available and it is 
crucial to precisely control the flow-rate of excipients as 
they are added.
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D  ifferent excipient combinations

Developers of coprocessed excipients can theoretically 
use any material in their products, but most commonly, 
excipients that already have pharmacopeial monographs 
are selected because these excipients have a history of 
being used in pharmaceutical product formulations, 
according to Zhang. The key when selecting different 
ingredients to use in a particular coprocessed excipient is 
to choose those materials that will provide the 
functionality required to address customer needs, Zhang 
observes. Coprocessed excipients can improve drug 
processability and/or drug product performance. “Mainly 
excipient developers are looking to solve particular 
customer problems or provide particular benefits, and 
excipients are chosen that can maximize the needed 
functionality,” she says.

Ideally, adds Muley, the materials used to create 
coprocessed excipients will also have synergistic 
interactions that lead to enhancements in functionality, so 
that the coprocessed excipient will not only simplify 
formulation, but provide improved performance. Joshi 
adds that in addition to having complimentary and/or 
synergistic functionalities, the individual excipients 
chosen should be amenable to use in commonly 
available commercial processes (agglomeration, spray-
drying, etc.) and behave reproducibly under the 
processing conditions. Ingredients used in coprocessed 
excipients also need to be nonreactive and inert so they 
do not undergo any chemical changes during production, 
according to Muley.

Typically, one or more fillers are coprocessed with 
binders, glidants, or disintegrants depending on the 
intended purpose of the product, according to Diogo 
Gomes Lopes, product development scientific team 
leader, Softgel and Oral Technologies at Catalent. 
“Coprocessed excipients that are intended to overcome 
any manufacturing limitations of the API, such as poor 
compressibility or poor flowability, are often composed of 
fillers, which are coprocessed with binders or glidants,” 
he explains. These types of coprocessed excipients also 
have the potential to increase drug loading in the drug 
product, allowing for production of a smaller dosage form 
that is more acceptable to the patient, Gomes says.

Some coprocessed excipients specifically aim to improve 
the performance of the drug product. Here again, Gomes 
points to coprocessed excipients for the manufacture of 
ODTs. “These coprocessed excipients allow for 
immediate disintegration of the tablet after administration 
while providing sufficient mechanical strength for 
packaging and transport,” he notes.

The materials chosen for coprocessing can include both 
small molecules, such as sugars and esters, and 
polymers such as polyvinyl acetate copolymers, 
microcrystalline cellulose (MCC), and starch. -

Coprocessing such varied materials together can lead to 
improved functionality, including greater processing 
properties as well as improved content uniformity, 
palatability, stability, and enhanced sustained-release 
performance.

Processing methods provide intimate mixing

Several methods are used to manufacture coprocessed 
excipients. The one feature they all have in common, 
according to Zhang, is that they involve physical 
processing of two or more excipients such that they 
interact with each other on a micro level, providing 
intimate mixing.

The most common methods include spray drying, flash 
drying, co-extrusion, granulat ion, high-shear 
granulation, fluid bed granulation, and roller compaction. 
“All of these processes are well known and are standard 
operations in pharmaceutical manufacturing,” Assis 
underscores. The key advantage is that under the mild 
conditions—moderate temperature and pH values, for 
example—chemical reactions between the ingredients 
can generally be excluded. It is important, he 
emphas izes ,  to  de termine the  potent ia l  fo r 
incompatibilities between the different excipients used 
that could lead to chemical changes and avoid any 
combinations that might present reactivity concerns.

One exciting new method that could play a role in the 
production of coprocessed excipients, according to 
Muley, is 3D printing. Fused deposition modeling, he 
notes, is a good example of an additive manufacturing 
method very applicable to the production of coprocessed 
excipients. “The use of such methods is at the very 
preliminary stage, with exploration of the technology just 
beginning,” he says. Such approaches fit well with the 
push by FDA to adopt more efficient production 
technologies.

Design-of-experiment studies valuable

Although the development of coprocessed excipients 
does not involve combinatorial chemistry to impart many 
different chemical and molecular changes, there still are 
a large number of excipients to choose from. “Increasing 
functionality by modifying physical interactions only can 
present challenges, and pre-formulation studies using a 
design-of-experiment (DoE) strategy can be very helpful 
at the initial development stages,” Muley observes.

Computational methods can also be used to better 
support formulators during the development of drug 
products using coprocessed excipients, according to 
Silke Gebert, project engineer, BASF Pharma Solutions. 
For example, she points to ZoomLab, BASF’s Virtual 
Formulation Assistant for predicting and optimizing 
formulations using advanced algorithms and thereby 
e x p e d i t i n g  d r u g  d e v e l o p m e n t .  “ M a r k e t e d 
coprocessedability,” she explains.
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Moving toward all-in-one solutions

The need to accelerate drug development and also 
increase the efficiency and reduce the cost of drug 
manufacturing is driving excipient suppliers to seek more 
comprehensive coprocessed product solutions. “The 
most significant development in the coprocessed field 
relates to the growing focus on all-in-one coprocessed 
excipients,” Gebert contends.

All-in-one excipients, Gebert explains, are strategically 
designed multifunctional materials containing all the 
functionalities required to produce tablets: diluent/filler, 
disintegrant, binder, and lubricant at a minimum. “These 
materials are processed to achieve optimal bulk density, 
flowability, blend processability, drug uniformity, excellent 
compressibility, fast disintegration, and outstanding 
product performance,” she says. The drug manufacturing 
process then only requires blending the API and the all-
in-one coprocessed excipient, then compressing the 
blend.

For these all-in-one products, Assis notes that common 
fillers include lactose, mannitol, and MCC; binders are 
often PVA-polyethylene glycol copolymers, PVP, or pre-
gelatinized starch; disintegrants can be crospovidone, 
croscarmellose, or starch glycolate; and lubricant 
choices include sodium stearyl fumarate and magnesium 
stearate.

“Each ingredient in these compositions needs to be 
expertly selected with the end-use in mind,” Assis 
stresses. Furthermore, the excipient manufacturing 
process needs to be designed specifically to reduce 
chemical and physical instabilities.

Continuous tableting processes will benefit the most from 
the use of all-in-one coprocessed excipients, says Assis. 
“In order to reduce variability and dosage accuracy 
issues during the continuous manufacturing process, it is 
crucial to have a highly stable and controlled feed rate. 
With an all-in-one coprocessed excipient, rather than five 
feeders for the API, binder, filler, disintegrant, lubricant, 
only two are required for the API and the all-in-one 
coprocessed material, affording a more straightforward 
process,” he explains.

In addition, because coprocessed excipients reduce 
blend variability, they can contribute to reduced sampling 
and analytical errors for continuous processes monitored 
using inline/online/atline sensors, according to Assis. 
“Process analytical technology is increasingly being used 
during formulation development as well as in 
manufacturing. Coprocessed excipients have been 
shown to be less sensitive to shear, and due to their 
coprocessed multicomponent nature, the blend has 
lower intrinsic variability. In effect, this leads to more 
accurate and robust PAT [process analytical technology] 
models that do not require extensive model maintenance 
and updates,” he observes.

Regulatory hurdles present biggest challenges

Beyond demonstrating that individual ingredients in 
coprocessed excipients have not undergone any 
chemical changes, there are a few other challenges to 
developing new coprocessed solutions. One, according 
to Zhang, is that coprocessed excipients have fixed 
ratios of the various ingredients and as a result they may 
not be as broadly applicable as simple blends of 
excipients. “The current solution for this challenge is to 
design the coprocessed excipient in a way so that it 
meets the majority of needs,” she says. They are also 
designed as fit-for-use.

Manufacturing coprocessed excipients that are truly 
highly functional is not easy either, Muley adds. “A deep 
understanding of the problem or issue that will be 
addressed by the coprocessed excipient and proper 
research and development efforts are both required to 
ensure that new coprocessed excipients are highly 
functional and produced using a robust manufacturing 
process,” he comments.

It is important, for instance, to understand and control the 
variability of the excipient’s material attributes, according 
to Dejan Lamešić, head of formulation and process 
development, Softgel and Oral Technologies with 
Catalent. “Doing so further supports pharmaceutical 
users in determining the potential impact of an excipient 
on a final drug product,” he says.

The higher cost of coprocessed excipients can be an 
issue as well, Lamešić notes. “Coprocessed excipients 
must demonstrate sufficient manufacturing process 
efficiency for customers,” he says. The uniqueness of 
coprocessed excipients, meanwhile, can be a concern 
for drug formulators from a security-of-supply 
perspective. “The excipients are usually only available 
from one supplier, which can increase supply risk and 
impact an innovator’s supply chain strategy,” Lamešić 
explains.

The biggest challenge to the adoption of coprocessed 
excipients, however, is a regulatory one. “Despite the 
significant positive feedback we have received about 
coprocessed excipients, there is a reluctance on the part 
of drug formulators to use these ‘novel’ excipients 
because of the higher risk they represent with respect to 
the regulatory approval process,” says Zhang.

The fact that many coprocessed excipients do not have 
an official monograph available is one of the major 
obstacles to their wider adoption in drug products, 
agrees Lamešić.  “Al though there have been 
developments in recent years, including the ongoing 
development of a general monograph on coprocessed 
excipients and guidance from the International 
Pharmaceut ical  Excipients Counci l  on these 
products,there are still regulatory hurdles that need to be 
resolved,” he observes.
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One of the fears surrounding the use of coprocessed excipients for formulators has been that regulatory agencies 
may request additional data to support the safety and efficacy of these materials, adds Joshi. He does note, 
however, that lately pharma companies have realized they cannot develop the drugs of tomorrow using traditional 
excipients that were developed decades ago.

In addition, Joshi points out that excipient manufacturers have put into place robust manufacturing and quality 
control mechanisms to ensure reproducible manufacture of high quality, coprocessed excipients. There is also 
significant regulatory support provided with Type IV drug master file (DMF) filings and well-documented analytical 
procedures. He also notes that FDA’s new pilot program to evaluate and approve new excipients before they are 
used in a drug filing is a significant positive step. “All these factors have significantly increased the acceptance and 
use of coprocessed excipients by the pharma industry, leading to their increasing use in FDA-approved 
formulations,” he concludes.

Continued growth with improved robustness

Despite these regulatory hurdles, the drive to reduce the time and cost for new drug development will continue to 
make coprocessed excipients attractive and lead to their growing use, according to Muley. The ability of these 
materials to help drug makers produce more robust oral solid dosage forms by overcoming manufacturing process 
challenges and reducing variabilities will also keep interest levels high, adds Assis. Growth will increase at an even 
greater rate if a regulatory pathway for coprocessed excipient approval is established, Zhang notes.

(Source: https://www.pharmtech.com/view/development-of-coprocessed-excipients)
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EXCIPIENT EVOLUTION: PAST AND FUTURE 

INNOVATIONS SPUR THE FIELD, BUT POTENTIAL 

REGULATIONS LOOM LARGE

By Chris Moreton Ph.D.FinnBrit Consulting, Waltham, MA

Introduction

E
xcipients are one of the anomalies of the 
pharmaceutical sciences. They are inactive; they 
are not intended to treat a disease or medical 

condition; yet, without excipients, the therapeutic 
advances of the last 100 years or so would not have 
happened. Excipients are a vital part of modern 
medicine. They help convert bulk active drugs (APIs) into 
medicinal products that the patient can benefit from 
because, unformulated, most APIs are not particularly 
convenient for patients. 

In the past 25 years there have been developments and 
innovations in drug formulation and in excipients, 
particularly relating to Quality-by-Design (QbD), 
continuous manufacturing and safety/toxicology.

Impact of Quality-by-Design on Excipients

QbD has arguably been the most significant change in 
pharmaceutical formulation development in the past 25 
years. It has forced us to look at excipients in far more 
detail than previously. While QbD is not compulsory, if the 
principles of QbD have not been followed during drug 
product development, the reviewers at regulatory 
agencies may ask questions that can only be answered 
through a QdD Design of Experiments (DoE).

The formulation development report is now required to 
demonstrate that the applicant has enhanced 
understanding of the impact of Critical Material Attributes 
(CMAs) of their API and excipients on the Critical Quality 
Attributes (CPAs) of the finished product. The excipient 
CMAs frequently are not those attributes controlled by 
the tests in the pharmacopeia monograph or 
manufacturer’s specification. This has led to a significant 
increase in requests for information and samples at the 
limits of specification by the excipient users from the 
excipient manufacturers. Unfortunately, due to the nature 
of the manufacturing process for many excipients (large 
scale continuous manufacturing), the the provision of 
samples at the limits of specification is most generally not 
possible. In recognition of this, IPEC-Americas has 
developed a QbD Sampling Guide, which explains the 
reasons and also provides suggestions for simulating 
excipients at the limits of specifi cation.1

Trends in design and delivery 

The past 25 years have seen several different trends in 
the properties of new drug molecules. There has been a 
significant increase in the number of biologic drug 
products introduced into the market, including 
biosimilars. Biologic drug products still require 
excipients, but since they are almost all administered by 
injection, there are other constraints such as 
microbiological quality and endotoxins, which are highly 
relevant.

There are parallel trends in small molecule drug 
candidate design. With the introduction of combinatorial 
chemistry and high-throughput screening, and beyond, 
the number of poorly water-soluble drug candidates in 
development (possibly as many as 90% of new drug 
candidates are poorly water-soluble) has risen. This 
increase has led to the development of more 
bioavailability-enhancing drug delivery technologies, all 
of which rely on excipients. Finally, advances in the oral 
delivery of peptide drugs for systemic absorption have 
been achieved through the use of excipients, some of 
which are novel (see below). These developments in 
drug candidate properties have impacted excipients, 
since there have been developments in drug delivery 
technologies for poorly water-soluble drugs. These have 
required that some excipients be used in novel ways.

Continuous Manufacturing 

The move to continuous manufacturing of medicinal 
products (CM) will place even more demands on 
excipients (see Page 18).Excipient variability must be 
acknowledged, and CM will require more consistency of 
performance and a much better understanding of the 
potential impact of variability on the CQAs of the 
medicinal product because there will be less opportunity 
for operator intervention to compensate for such 
variability. In addition, the parameters that will need to be 
controlled most likely will not be those included in the 
pharmacopeia monograph or  manufacturer ’s 
specification. In time, as more data and understanding 
are accumulated for a particular product, it may be 
possible to compensate for such excipient variability 
using some form of feed forward control. However, the 
details of such controls will be formulation-specific. 
Innovation in excipients With the necessary innovations 
in drug delivery and the interest in continuous -
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manufacturing discussed above, the question has to be 
asked, “Will the existing range of excipients continue to 
adequately address current and future needs?” in this 
author’s opinion, the answer is “No!” This has been borne 
out by some of the reasons that new excipients have 
been introduced – generally, to meet an unmet technical 
need, i.e., there was no other way to create the medicinal 
product.

The number of new chemical excipients ‘approved’ in 
recent years is small. Between 1995 and 2015, only four 
new chemical excipients were included in drug products 
approved by the US FDA:

Ÿ Hydroxypropyl Betadex Sodium (Captisol® - Cydex) 
Ÿ Polyoxyl 15 Hydroxystearate (Solutol® - BASF) 
Ÿ Fumaryl diketopiperazine (Mannkind) 
Ÿ Salcaprozate Sodium (SNAC – Emisphere 

Technologies)
Ÿ In addition, BASF also launched Soluplus® 

(Polyvinyl  caprolactam-polyvinyl  acetate-
polyethylene glycol graft copolymer); however, as 
yet, no approved products in the US contain this 
excipient, although there are products undergoing 
clinical evaluation containing Soluplus®. It is 
believed that the mRNA vaccines against the Sars-
Cov-2 virus also contain novel excipients that are 
required for delivery of the mRNA to the cell.

In large measure, the paucity of new chemical excipients 
stems from the lack of an independent regulatory 
approval process for new excipients. Traditionally, new 
excipients have only been ‘approved’ as part of a new 
drug application (NDA). This is still the case, although in 
September 2021 the US FDA announced a pilot program 
to assess new chemical excipients, which would last for 
two years; companies were invited to submit applications 
for consideration. During 2022 and 2023, the US FDA 
would select two applications for review. At the end of the 
pilot program, a decision will be made as to whether to 
continue the program. If the pilot program is successful, 
the new excipient evaluation program will become 
permanent, and we do need new excipients!

Innovation in excipients has come in the development of 
new grades of existing excipients and in co-processed 
combinations of excipients. The development of new 
grades of existing excipients is very much influenced by 
demands from excipient users (customers). However, 
there is a limit to the number of new grades that can be 
commercialized. The development of new co-processed 
excipients is also influenced by customer needs. 
However, the number of combinations of excipients that 
could be co-processed is broad, and this is an area of 
active development. New co-processed excipients will 
likely be of benefit in continuous manufacturing, 
particularly of oral solid dosage forms. However, the 
acceptance of co-processed excipients in parts of 
Europe has been called into question due to an 
erroneous belief that co-processed excipients somehow 

compromise cGMP. This will need to be resolved. One 
further point to remember with co-processing is that any 
potential excipient incompatibilities will not be overcome 
since they are not new chemical entities.

Excipients for biologic drugs 

The development and introduction of biologic drug 
products, particularly protein drugs and monoclonal 
antibodies, has also impacted excipients. These drugs, 
by their very nature, must be administered by injection, 
very often subcutaneously. Due to the small volume that 
can be administered subcutaneously, the concentration 
of the drug is high and this can lead to stability issues, 
e.g., agglomeration and particulate formation, from 
which there is an increased risk of immunogenicity. One 
means of stabilizing such formulations is to include a 
surfactant, e.g., a polysorbate. However, stability issues 
have been reported with the use of polysorbates 
whereby the polysorbate has hydrolyzed, giving rise to 
free fatty acids. This and the reduced surfactant 
concentration can cause agglomerates to form, and 
increased potential for immunogenicity. It is clear that 
more stable surfactants are required for the formulation 
of biologic drugs. However, there is a further 
consideration; since these products are administered by 
injection, they are required to be sterile and endotoxin-
free. This places further constraints on excipients 
intended to be used in such formulations.

Impact of the application of newer analytical 
technologies on excipients
 
Traditionally, excipient pharmacopeia monographs, for 
the most part, have not had specific and/or stability-
indicating analytical methods for excipients. Indeed, we 
will perhaps never have such methods for some 
excipients, e.g., Powdered Cellulose. However, this is 
changing. Where possible, older non-specific analytical 
methods, such as titration, are being phased out and 
replaced by more specific methods such as 
chromatography. In other instances, the traditional 
residue on the ignition test is being replaced by 
elemental impurities tests. These two trends have 
impacted excipients in that heretofore undetected 
excipient components have since been detected. The 
important point is that these materials have always been 
present, but undetected due to the inadequacy of the 
older, traditional analytical methodology. As new 
analytical techniques are introduced, inevitably and if 
appropriate, they will be applied to excipients. An 
important point to remember is that, before panicking, 
older samples should also be tested using the new 
method to provide some context to the new findings.

Nanomaterials 

There is currently considerable concern about the future 
of several excipients due to an initiative from the French 
Agence Nationale de Sécurité Sanitaire de -
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l’Alimentation, de l’Environnement et du Travail 
(ANSES). ANSES have developed two lists of food 
additive materials.2 The first list contains materials 
proven to contain manufactured nanomaterials, as 
assessed by ANSES. The second list contains materials 
suspected of containing manufactured nanomaterials. 
Included in the first list is titanium dioxide (TiO2), which is 
used in many oral solid dosage forms and also in 
sunscreen products. This initiative has been taken up by 
the European Food Safety Authority (EFSA), and the use 
of TiO2 in food is now banned in the European Union 
(EU). This ban is based on the application of the 
precautionary principle; there is no credible evidence that 
TiO2 causes cancer, but there was no data specifically 
showing that TiO2 nanoparticles did not cause cancer. 
Since the pharmaceutical use of TiO2 is based on its 
approval for food use, this ban also affects its 
pharmaceutical use. If the ban is extended to 
pharmaceuticals, literally thousands of products will need 
to be reformulated across the EU; including both 
innovator and generic products. EFSA is now asking for 
information on the safety of iron oxides, which are also 
included in the first ANSES list.

The ANSES lists contain many materials that are 
commonly used as excipients, including magnesium 
stearate, which, after water, is probably the most 
commonly used pharmaceutical excipient. The ANSES 
lists also include excipients such as microcrystalline 
cellulose and silica. If the ban of all the materials on the 
two lists were to be extended to pharmaceuticals, few 
pharmaceutical products on the market today would be 
allowed to remain. Admittedly, it would take some years 
for all this to happen. However, it must be a concern 
because many small volume products, including those 
for orphan indications, would simply be withdrawn; it 
would be uneconomic to reformulate them. Such a 
situation would not benefit patients relying upon those 
medicines!

Microparticles

Another European proposal could impact excipients and 
also certain medicinal products. This concerns proposed 
report ing requirements about  the re lease of 
microparticles into the environment. A microparticle is 
defined under the proposed rule as a synthetic particle 
having no dimension >5 mm. Natural, soluble and 
biodegradable materials are exempt. The definitions of 
these properties are taken from the REACH regulations. 
The concern for excipients and medicinal products is that 
certain excipients and medicinal products will be 
excreted from the body as microparticles. Medicinal 
products that could fall within the scope of the proposed 
regulations include multi-particulate modified release 
products (for more on microparticles and excipients, see 
Page 68). There is also an exemption for so-called 
secondary microplastics (materials that change their 
form and are then reformed and excreted as 
microparticles). A major reason for concern is that some . 

of the assumptions included in the proposals are 
incorrect. In addition, based on the reporting results, 
regulations will be promulgated restricting the emission 
of microparticles. There is concern that certain 
excipients and medicinal products containing them will 
be restricted, and possibly banned, to the detriment of 
patients. Microparticles are a serious environmental 
concern, but the amount of microparticles released from 
pharmaceutical products is very small compared to the 
amount released due to wear on motor vehicle tires and 
synthetic textiles.

Summary/Conclusions 

The excipients field continues to evolve. QbD has 
caused us to re-examine excipients, and to delve deeper 
into their characteristics and variability. At the same time, 
the future looks bright with the FDA Pilot Scheme for 
novel excipient review. Innovation in the area of co-
processed excipients promises to br ing new 
functionalities, particularly to continuous manufacturing 
of medicinal products and also for the formulation of 
biological drugs. At the same time, the application of 
newer analytical technologies to excipients can help to 
develop understanding of excipient composition. 
However, recent regulatory developments in Europe 
suggest that the range of excipients available could be 
curtailed, to the detriment of patients.
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PHARMA EXCIPIENTS MANUFACTURER SIGACHI INDUSTRIES 

BAGS TOP 100 SME AWARD 2022

Pharma excipients manufacturer Sigachi Industries has bagged 
top 100 SME Award 2022 from India SME Forum for 
manufacturing world-class products and providing excellent 
services to customers globally. The award was given by the hands 
of Bhanu Pratap Singh Verma, Minister of State for MSME, 
Government of India in the recently concluded 9th edition of the 
India SME 100 Awards 2022.

IPEC India congratulates Sigachi Industries for this achievement.
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OPPI APPOINTS VIVEK SEHGAL AS NEW DIRECTOR GENERAL

The Organisation of Pharmaceutical Producers of India (OPPI) has appointed Vivek 
Sehgal as its new Director-General (DG).

Sehgal has close to three decades of experience in various industries on policy issues 
with central/state governments, regulators, and other key stakeholders. In his most 
recent role, he was the Assistant Secretary-General, PHD Chamber of Commerce & 
Industry where he handled varied sectors including - Health, AYUSH, Defense and 
Homeland Security, Capital and Commodity Markets, Corporate Affairs, and Direct 
Selling. 

IPEC India congratulates Vivek Sehgal and wish him the very best in his endeavours.
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WEBINAR REPORT
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Two days national e-conference on Pharmaceutical 

Excipients: Formulation Backbone Builders

6 - 7 May, 2022: IPEC India supported a national level e-conference on the theme “Pharmaceutical Excipients: 
Formulation Backbone Builders” organized by School of Pharmacy, RK University, Rajkot, Gujarat on 6th and 7th 
May 2022. The Chief guest of the inauguration function Dr. Dhanajay Sable, Assistant Drugs Controller (India), CDSCO 
North Zone, provided the information in his inaugural address briefed about regulations and ask students to explore 
regulatory field as a career choice.

Eminent experts in the field of excipients delivered their insightful talks before the young participants cum researchers 
from India to enlighten them regarding various opportunities still unexplored in this distinct field. IPEC India was 
represented in the conference by Dr. Nitesh Shah, Director - Technical, Key Account Management & Business 
Development and Contracts– Asia South; Evonik India Pvt. Ltd. who delivered key note address on 'Exploring the Role 
of Excipients in 3D Printed Pharmaceutical Formulations'. Kaushik Desai, Secretary General was session chair and 
also an organizing committee member of the conference. Another talk was by Ms. Vishakha Metkar, Senior Manager, 
Regulatory Affairs, Colorcon Asia Pvt. Ltd. on the subject of 'Critical Role of Excipients in Formulations'. Both 
presentations were highly appreciated for its contents and delivery. There were other experts who presented on the 
analytical aspects and its advances in excipient sector. 

The research scholars presented their research work to the peers and experts from the pharmacy fraternity through 
oral presentation sessions. The conference presentations are being planned to get published in an ISBN numbered 
conference proceeding. IPEC India complimented School of Pharmacy, RK University, Rajkot, Gujarat and Dr. 
Dharmik Mehta, the faculty and conference organizer for excellent arrangements and success of the event. 
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Role of Excipients in breaking down the barriers to 

bioavailability & overcoming insolubility issues: A 

practical approach

WEBINAR REPORT

A Jpril - une 2022

31st May, 2022: A webinar on “Role of Excipients in breaking down the barriers to 
bioavailability & overcoming insolubility issues: A practical approach” was presented by 
Ruchir Shah, Sr. Technical Manager, Azelis India Pvt. Ltd.

Dr. Rajesh Parab board member of IPEC India while welcoming all participants, team from Azelis, 
speaker Ruchir Shah provided a brief about activities of IPEC India and appealed all to get 
involved with IPEC India by becoming an active member. 

3D Printing: The future of Pharmaceutical 

Manufacturing  

21st  June, 2022: A webinar on “3D Printing: The future of pharmaceutical manufacturing” 
had an expert speaker from DFE Pharma, Ms. Korinde van Heuvel, Senior Product Developer. 

Dr. Sunil Bambarkar, Chairman, Program & Communication Committee, IPEC India in his 
welcome address thanked the speaker Ms. Korinde van Heuvel, DFE Pharma and the 
participants from all over the world for being part of this webinar. He also briefed about IPEC India 
mission, vision and activities and outlined the benefits of membership.

Kaushik Desai, Secretary General, IPEC India welcomed the participants across globe and introduced Sonali Sheth 
Associate Director Pharma Business- Azelis India Pvt Ltd. And the guest speaker Ruchir Shah. 
Sonali Sheth thanked IPEC India for giving an opportubity of getting associated and provided a brief about activities of 
Azelis India. 

Ruchir Shah while deliberating on the webinar topic highlighted the importance of selection of right polymer, screening 
tools to get amorphous solid dispersion, the merits and demerits of the process, and the various techniques like High 
Melt Extrusion (HME) and spray drying with case studies.

The success of the webinar was evident with detail discussion on the subject with number of questions and responses 
from the expert speaker. The webinar concluded with vote of thanks to guest speaker, Azelis and the participants 
numbering 125 representing industry and academia by Kaushik Desai.  

After brief introduction about the speaker, Korinde in her presentation dealt on the industrial application of new 
upcoming technologies for 3D printing, the technology of powder bed printing and the importance of selecting the 
right excipient for the technology with case studies. She mentioned that this new technology of 3D printing will be 
more suitable for Personalised and Orphan drugs. It is an excellent fit for clinical trials allowing high dose flexibility in 
dose escalation studies, said Korinde. 

The webinar concluded with highly interactive Q&A session. The subject being new, there was very encouraging 
response from Industry and Academia participants numbering 428. Kaushik Desai, Secretary General, IPEC India in 
his vote of thanks lauded the participation from neighbouring countries like Bangladesh, Malaysia, Indonesia, 
Thailand, USA, Europe, Africa and South American countries in addition to having sizable number from India.  He 
thanked Korinde for her insightful presentation and DFE Pharma for coming forward to support the IPEC India 
activities. 
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Nitika Pharmaceutical Specialities Pvt Ltd. started in 1991 at Nagpur, India. Since then we have journeyed long and 
achieved the position as one of the top exporter of excipients from India. With more than 30 years of experience, we 
specialise in pharma excipients with 250 + wide product line and customised excipients as per requirements. Our 
constant focus on delivering top quality products has won us various Awards such as Star export House in 2016 by 
GOI, Business Gaurav Award Best SME in Pharma Sector in 2012 by D&B-AXIS Bank, Most promising Brand in 
Pharmaceutical Excipient in July 2016 by 24 MRC, Best SME in Pharma sector in 2012 and The National Award 
outstanding entrepreneurship(Mfg) in Small Enterprises in 2014 by GOI MSME. We are the only excipients 
manufacturer in India to receive PLI – Product Linked Incentive from Government of India. 

Products 

We have extensive product line of 250 + customised excipients to cater to top pharmaceutical companies in the 
world. Our top 5 products are: -

1) Tablube – Magnesium Stearate. 1st in Asia and 2nd in the world to receive US FDA DMF no for this product.
2) Novalube – Sodium Stearyl Fumarate.
3) Tabcell – MCC ( 101/102/112/200/RC591)
4) Tabsol – Sodium Starch Glycolate (Maize / Potato)
5) Pharmalose – Crosscarmellose Sodium.

Mr. Raveleen Singh Khurana, Managing Director has continuously strived for complete customer 
satisfaction reflected in our Vision statement “Our Final Product The Happy Customer”. At Nitika, 
quality products, affordable cost, innovation and satisfied employees are the central point upon 
which entire company beliefs and deliver.

With 3 decades of excellence, Nitika pharma looks ahead with confidence and ready to face the 
challenges of the future. Nitika 2032 is vision document which creates a path for evolving into an 
excipients company to disrupt the pharmaceutical industry in a positive way through investment 
in R& D, artificial intelligence in our processes, enhancing the role of mechanization and 
achieving a knowledge leader position in pharmaceutical sector. 
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We request all Members to share Articles, News 

& Updates for Excipience Newsletter

IPEC India Member Dues Renewal

FRIENDLY REMINDER!

IPEC India 2022 Member dues invoices have been sent to Member Company Representative and 

are now due! if you have not already done so, please remit your dues so your company remains a 

member in good standing.
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Be a part of IPEC India as a Member
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Company / Individual (in case of individual Membership only) Name :

Nutrascope, January - March 2021

Address :

Telephone : Fax : Mobile :

Email ID : Website :

Membership Form

CEO/ MD/Chairman/President :

Telephone : Fax : Mobile :

Email ID :

Contact details of Department Heads for sending communication of their interest

Alternate Contact Person:

*Finance Department:

Name :

Telephone : Mobile :

Email ID :

Name :

Telephone :

Email ID :

Name :

Telephone : Mobile :

Email ID :

Name :

Telephone : Mobile :

Email ID :

*Regulatory Department:

*HR / ADMIN Department:

Name :

Telephone : Mobile :

Email ID :

Name :

Telephone : Mobile :

Email ID :

Name :

Telephone : Mobile :

Email ID :

*Operations Department:

Name :

Telephone : Mobile :

Email ID :

Name :

Telephone : Mobile :

Email ID :

*Marketing / Sales Department:

Designation: 

Fax : Mobile :

NEFT Details : 
Name of the Account : International Pharmaceutical 
Excipients Council of India.
Account no: 33756076419
Branch Code: 06945
MICR Code : 400002062
IFSC Code: SBIN0006945

Annual Membership fee is Rs.50,000/- to run with the Financial year 
(i.e. April to March) payable by cheque /DD or wire transfer in favour of 
“International Pharmaceutical Excipients Council Of India (IPEC 
India)”and sent to Admin office:1001, Dalamal House, 10th Floor, 
Nariman Point, Mumbai - 400 021, Telephone: 91 22 5096 1463, 
Email: admin@ipecindia.org

One Time Entrance Fee of Rs. 5,000/- Applicable

Designation:

Designation: 

Designation: 

Designation: 

Designation: 

Designation: 

exc i n eip e c A Jpril - une 202223



exc i n eip e c 24 A Jpril - une 2022


	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
	Page 19
	Page 20
	Page 21
	Page 22
	Page 23
	Page 24

