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Crospovidone: Regulatory acceptance as multifunctional excipient

By Saurabh Gupta, Rohan Rastogi and Vaishali Tawde
Ashland Specialty Ingredients, Mumbai, India

In tablet dosage form, because of its porous -

Crospovidone is well accepted by regulatory 
agencies as it is accepted for use as a food additive 
in Europe has monographs in the Food Chemicals 
Codex (FCC), E1202 and INS1202 (JECFA). It is 
also Included in the FDA Inactive Ingredients 
Database for capsules, oral (immediate release, 
delayed release, extended release); tablets, oral 
(immediate release, chewable, delayed release, 
extended release, chewable extended release, for 
suspension, ODT, ODT delayed); wafer, oral; 
granule, oral (for solution, for suspension); 
suspension, oral (immediate release, extended 
release); pellet, oral; tablet, sublingual; pellet, 
subcutaneous; solution, ophthalmic; suppository, 
vaginal; aerosol form, vaginal; tablet, vaginal; 
emulsion, topical; lotion, topical; film, transdermal; 
in jec t ion ,  in t ravenous.  I t  i s  inc luded in 
nonparenteral medicines licensed in the UK and in 
the Canadian List of Acceptable Non-medicinal 
Ingredients. Crospovidone monograph is official in 
United States Pharmacopeia (USP), National 
Formulary (NF), European Pharmacopoeia (Ph. 
Eur/EP), Japanese Pharmacopeia (JP), Indian 
Pharmacopeia (IP) and Chinese Pharmacopeia 
(ChP).

As per FDA Inactive Ingredients Database, it is clear 
that pharmaceutical manufacturers are using 
crospovidone not only as disintegrant but also for 
many more applications for which crospovidone is 
required with different particle sizes which are 
commercially available as crospovidone XL, XL-10 
and INF-10. For oxidation sensit ive APIs 
pharmaceutical manufacturers need low peroxide 
grades like Ultra and Ultra-10. 

Crospovidone is well known as superdisintegrants 
which is synthetic, insoluble, but rapidly swellable, 
c ross l inked homopolymers  o f  N-v iny l -2-
pyrrolidone. Crospovidone have wicking, limited 
swellable and shape recovery property which 
provides rapid disintegration and dissolution to oral 
solid dosage forms. Crospovidone particles are 
granular and porous compared with other 
superdisintegrants. The high surface area 
combined with unique chemistry results in high 
interfacial activity that enhances the dissolution of 
poorly soluble drugs in a way that is not possible 
with other disintegrant technologies. 

There  a re  many  n i che  app l i ca t i ons  o f 
multifuctional crospovidone in formulations for 
different route of administration like intravenous, 
ophthalmic, subcutaneous, sublingual, vaginal, 
topical and transdermal for which it accepted by 
US FDA. 

structure it is not only have good wicking property 
but also have very good compressibility, therefore, 
it is used as tablet disintegrant, diluent as well as 
binder cum disintegrant. Due to its good flow 
properties and plastic deformability, crospovidone 
has good multifunctional (diluent, binder and 
disintegrant) properties. These properties 
enhance the performance of the polymer for 
application as dry binder in spray, dry, and wet 
granulations. Cospovidone INF-10 finer grade is 
having better compressibility and coarser grade is 
having better disintegrant property. As per FDA 
Inactive Ingredients Database, maximum daily 
exposure (MDE) for crospovidone is 787 mg/day 
and maximum potency per unit dose is 394 
mg/tablet in oral immediate release tablets which 
is much higher than amount of disintegrant used in 
tablet. Moreover, maximum potency per unit dose 
for extended release tablets is 395.91 mg/tablet 
which shows that pharma researchers already 
started exploring crospovidone more than a 
disintegrant in tablet dosage form.
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Department of Pharmacy, PSIT, Kanpur, India
By Rashmi Saxena Pal, Yogendra Pal, Ankita Wal and Pranay Wal, 

Current Review on Plant based Pharmaceutical Excipients

Abstract:

An effort has been made for the complete study of 
plants under different categories of plant-based 
thickeners, emulsifiers, suspenders, binders, etc.

Materials and Methods:

Objective:

The herbs were differentiated on the basis of their 
role as flavoring, sweetening, colouring, gelling, 
thickening, emulsifying, suspending and
binding agents.

Background:
Plants act as a major source of medicines and are 
used to formulate various pharmaceutical 
preparations. Apart from this, they act as excellent 
pharmaceutical aids as well as excipients.

The herbal excipients act better in many ways when 
compared to their synthetic substitutes. Keywords: 
Herbal excipients, Pharmaceutical aids, Herbal 
binders, Herbal emulsifiers, Bioactive agents, Non-
toxic.

1. INTRODUCTION

Results:
The use of natural excipients to impart the 
goodness of natural bioactive agents has been 
hampered by synthetic materials. However, 
advantages offered by these natural excipients are 
enormous as being non-toxic, affordable and easily 
available. The activity of the excipients partly 
determines the quality of medicines.

Conclusion:

Excipients are primarily employed as diluents, 
binders, disintegrants, adhesives, glidants and 
sweeteners as in ancient indefinite quantity forms 
like tablets, capsules etc. [1], because the institution 
of toxicity and approval from restrictive authorities 
advises a giant downside with artificial excipients, 
additional interest is being shown by researchers 
within the field of flavouring excipients. Additionally, 
to traditional pharmaceutical excipients as bulking 
agents, a substance used for masking taste/texture 
or as a substance used to help throughout the 
production method, novel excipients supply a broad 
variety of properties appropriate to preserve the 
integrity of active constituents of the formulation and 
improve their shelf life [2]. Excipients are the 
substances or compounds, apart from the active -

pharmaceutical ingredients and packaging 
materials, that have an effect on finished product 
quality, in some cases creating up nearly the entire 
formulation. They are essential within the good 
planning of the pharmaceutical merchandise. 
Pharmaceutical excipients are crucial to drug 
delivery inside the body. Generally, an excipient has 
no medicinal properties.

product and ultimately facilitate physiological 
absorption of the drug [3]. In recent years, plant-
based materials have elicited tremendous interest 
because of their huge pharmaceutical applications 
like dilutant, binder, disintegrant in tablets, 
thickeners in oral liquids, protecting colloids in 
suspensions, gelling agents in gels and bases in 
suppository; they are additionally employed in 
cosmetics, textiles, paints and papermaking [4]. 
Many pharmaceutical excipients of plant origin, like 
starch, agar, alginates, carrageenin, guar gum, 
acacia gum, xanthan gum, gelatin, pectin, 
tragacanth, numerous colouring,

Its purpose is to contour the manufacture of the drug

The specific applications of plant-derived polymers 
in pharmaceutical formulations include their use in 
the manufacturing of implants, films, beads, -

Fig (1) Classification of Pharmaceutical Excipients

flavouring and sweetening agents are widely applied 
within the pharmaceutical trade as binding agents, 
sustaining agents, thickening agents, gelling agents, 
stabilizers, and coating materials [5].

exc i n e, October - December 2020ip e c
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3. PLANT-DERIVED BINDERS

2. PLANT-DERIVED THICKENERS

Substances that square measure soluble in each fat 
are associated with water and modify fat to be 
uniformly distributed in water as an emulsion. Foods 
such as butter, margarine, dish dressings, 
mayonnaise, and frozen dessert are based on these 
are based on these emulsions. Stabilizers maintain 
emulsions as a stable type. Emulsifying agents are

Binders square measure the agents utilized to 
impart cohesiveness or adhesion to the granules. 
This ensures that the pill remains intact when 
compressed in addition to the flow qualities by the 
formulation of granules of derived hardness and 
size [13, 14]. The employment of genus Dioscorea 
rotundata as a binder and disintegrant in pill 
formulation and therefore has the compressional 
propertiesa [12]. The consequences of columbiform 
b i rd  pea  and  p lan ta in  s ta rches  on  the 
compressional, mechanical and disintegration 
properties of Paracetamol tablets are investigated 
[15]. Starch 1500 has been tested as a wonderful 
binder, manufacturing a granulation that was 
compressible [16, 17].

microparticles, nanoparticles, inhalable and 
injectable systems as well as viscous liquid 
formulations [6 - 8]. This article gives an overview of 
herbal excipients which are used in conventional 
dosage forms as well as novel drug delivery 
systems. On the basis of different role as 
pharmaceutical aids, herbs have been divided into 
several categories as shown in Fig. 1

Various thickeners are found in nature or are 
derivatives of natural thickeners. These ingredients 
are polymers that absorb water to expand and 
increase viscosity. Polyose derivatives like 
hydroxyethylcellulose are often employed in 
products like shampoo or body washes. Gum is 
another example of a naturally derived thickener. 
Others embrace algarroba bean gum, xanthan 
gum, and gelatin. Plants and different gums are 
employed in sensible applications primarily to 
thicken or gel binary compound systems and to 
regulate water. They will conjointly operate as 
adhesives, foam stabilisers and impart different 
specific properties. These thickeners will be 
employed in any formula that contains a high level of 
water. Typically, they will be inconsistent, as a result 
of clear formulas to become cloudy, and feel sticky 
on skin [9]. Xanthan gum is an associate example of 
high relative molecular mass additional cellular 
saccharide created by the fermentation of the 
gramnegative bacteria genus campestris [10 - 12].

4. PLANT-DERIVED EMULSIFIERS

gelatin, and Na cellulose square measure a higher 
solublity in plight. Carbomers, tragacanth, and gum 
gels square measure is created with lukewarm 
water [23]. The vital gums that realize application in 
food as gelling agents are alginate, pectin, 
carrageenin, gellan, gelatin, agar, changed starch, 
alkyl polysaccharide and hydroxypropylmethyl 
polysaccharide [24 - 28].

Fig (2) Lemon

Fig (3) Henna leaves powder

8. PLANT-DERIVED COLOURING AGENTS

7. PLANT-DERIVED FLAVOURER AGENTS
Flavoring materials are received from a number of 
sources, and mostly from plants such as from 
flower, leaf, stem or bark. To be employed in food 
merchandise, the materials area unit typically 
extracted from the material to produce an isolate 
that is simply the flavour [29]. These flavourer 
agents have good importance within the business of 
medication, particularly in camouflaging with the 
medicines by their indispensable flavors. Thus, they 
are additionally referred to as “masking agents” or 
“bitter blockers”. The principal flavors employed in 
the dental merchandise area unit peppermint, 
spearmint, and wintergreen changed with different 
essential oils of anise, clove, caraway, pimento, 
eucalyptus and citrus fruits, menthol, nutmeg, 
thyme or cinnamon as shown in (Fig. 2) [30 - 32].

In India, there are more than 450 plants that can 
yield dyes. In addition to their dye-yielding 
characteristics, some of these plants also possess 
medicinal value. The use of natural products 
together with their therapeutic properties is as 
ancient as human civilization and for a long time, -

exc i n e, October - December 2020ip e c
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mineral, plant and animal products were the main 
sources of drugs. Turmeric and henna as shown in 
(Fig. 3) are good sources of color [33 - 35].

Today, the main concern is patient compliance, and 
to achieve this, there is a requirement for 
development of the flavoring primarily based 
excipients, which are potent perishable materials. 
These may be pharmaceutically compatible with the 
excipients in novel drug delivery systems. To boot 
flavoring excipients are chock-full of advantageous

9. PLANT-DERIVED SWEETENING AGENTS
Steviol glycosides are a gaggle of extremely sweet
diterpene glycosides contained within the leaves of 
stevia. Mogrosides, extracted from monk fruit are a 
gaggle of cucurbitane-type triterpenoid glycosides. 
Glycyrrhizin is an oleanane-type triterpenoid 
organic compound derived from the underground 
elements of Glycyrrhiza plant [36]. Dates are 
wonder-ful sweeteners loaded with K, copper, iron, 
manganese, metallic element and pyridoxal [37]. 
The syrup is an excellent sweetener enriched in 
manganese, Calcium, Potassium, and Zn [38, 39].

10. RESULTS AND DISCUSSIONS

options as they are non-toxic, freely accessible, and 
are more cost-effective as compared to their 
artificial substitutes. In modern science, artificial 
excipients were developed and widely employed 
until the twentieth century, however, once the price 
and safety were questioned, they began looking 
towards ancient knowledge to understand the use 
of natural excipients. They play a significant role 
within the pharmaceutical business. Therefore, 
there is a persistent interest in natural excipients to 
find better substitutes for drug delivery systems. 
The utilization of natural excipients to deliver 
bioactive agents has been replaced by artificial 
materials but the advantages offered by these 
natural excipients are huge. The performance of the 
excipients is partially accountable for the standard 
of the medicines. The traditional idea of the 
excipients as any part apart from the active 
substance has undergone considerable evolution 
from an inert and low-cost vehicle to an important 
constituent of the formulation in the last decade. 
Excipients have a significant share during a 
formulation usually and contribute by their 
d i s t i n c t i v e  p h a r m a c o k i n e t i c s  a n d 
pharmacodynamics except Active Pharmaceutical 
Ingredients to finish the target of drugs. Ayurvedic 
system of the medicinal drugs is in demand with 
strict regulation of states requiring advancement in 
indefinite quantity with natural excipient. In this 
regard, these natural excipients employed in 
Ayurvedic medical specialty might play a significant 
role as sweeteners, binders, suspenders, 
adhesives, etc.

Natural excipients development is gaining heaps of
recognition currently. Some polysaccharides 
obtained from plants like carrageenin, alginate, gum 
arabic, guar gum, gum and carob gum have shown 
several applications in controlled indefinite quantity 
forms. Excipients have to pass strict regulative 
needs before being incorporated into approved 
indefinite quantity forms. The flavorer or natural 
excipients have excellent advantage over their 
artificial counterparts as they are non-toxic, more 
cost-effective and freely available. The increasing 
awareness concerning these flavorer excipients 
has led the pharmaceutical industries to incline 
towards their use in the development of formulation. 
The plant-derived gums and mucilages from natural 
sources like carrageenin, thaumatin, storax, agar, 
gum tree and gum accommodate several needs of 
pharmaceutical excipients. These excipients are 
stable and involve less regulative problems as 
compared to their artificial counterparts. Excipients, 
being an important part of health products, ought to 
be safe and stable. To avoid the employment of 
incompatible excipients, numerous stability testing 
procedures are carried out. 
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The Focus Areas of Regulatory Science (FARS) 
issued on Monday “outlines topics that the FDA has 
identified as needing continued targeted investment 
in regulatory science research to facilitate the 
development of innovative products, provide data 
and methodology to inform regulatory decision-
making and improve guidance to sponsors,” 
according to FDA Chief Scientist Denise Hinton.
 
The first of the three broad themes, outlined at the 
beginning of 2020 by FDA Commissioner Stephen 
Hahn, MD, was dubbed “Unleashing the Power of 
Data.” The second theme focuses on using 
innovation to increase choice and competition, 
while the third is aimed at empowering patients and 
consumers.

Three strategic initiatives form the backbone of the 
regulatory science areas of focus for the US Food 
and Drug Administration in 2021, according to a new 
report.

“The focus areas are not intended to be a 
comprehensive list of all the FDA's research needs, 
but generally encompasses research affecting 
more than one center or office,” said Hinton in a 
press release announcing the availability of the 
report. “The areas identified have been designed to 
be flexible so they can be updated as needed to 
address evolving regulatory needs.”

 
The power of data

The coronavirus pandemic, unforeseen at the start 
of the new decade, also led Hahn to include public 
h e a l t h  e m e r g e n c y  p r e p a r e d n e s s  a n d 
responsiveness in the FARS report. The report 
details some of the regulatory considerations 
involved in details of emergency preparedness 
such as speedy development of medical 
countermeasures and technologies to reduce 
pathogen contamination. The report also touches 
on  non-pandemic  re la ted  pub l i c  hea l th 
preparedness to address the opioid crisis, the 
ongoing serious problem of antimicrobial 
resistance, food safety, and ensuring the quality of 
compounded drugs.

The theme centered around bringing the power of 
data to bear on FDA's regulatory work includes 
product safety surveillance activities. FDA's 
Sentinel system and the Biologics, Effectiveness 
and Safety (BEST) systems are examples of active 
surveillance systems currently in use by the agency; 

Public health preparedness

The final data-centric area of focus is the increasing 
importance of real-world evidence (RWE) in the 
conduct of clinical trials and postmarketing review. 
Following the establishment of the RWE program 
under the 21st Century Cures Act, “FDA is 
committed to exploring the use of RWE in regulatory 
decision-making, including its ability to provide fit-
for-purpose clinically meaningful information about 
the safety and effectiveness of medical products,” 
according to the FARS report.

FDA is both using artificial intelligence and machine 
learning techniques to support its activities while 
also exploring how, for example, artificial 
intelligence “can combine diverse data so clinical 
t r ia l  resul ts  can be analyzed in  a more 
comprehensive and expeditious way,” according to 
the report.

Innovation in the service of choice and 
competition
The broad theme of harnessing innovation to boost 
choice and competition draws on the work of FDA's 
Emerging Sciences Working Group, which “scans 
the horizon to identify new scientific trends that may 
affect products coming to FDA in the future,” 
according to the report. Areas of interest under this 
umbrella include individualized therapeutics and 
precision medicine, where “FDA sees a critical need 
for more mechanistic understanding, improved 
manufacturing capabilities, and additional tools.”

Another key area for regulatory science exploration 
is complex innovative trial designs, such as 
complex adaptive and Bayesian trials. FDA's 
programmatic work in this area also fulfills an 
agreed-upon performance goal under the 
Prescription Drug User Fee Act VI (PDUFA VI). 
Microbiome research, regenerative medicine, and 
novel foods and food ingredients – such as 
laboratory-cultured “meat” sources – also fall under 
this rubric.

Sentinel and BEST are both key data-gathering 
tools to track post-authorization safety of COVID-19 
vaccines, for example.

Digital health technologies such as wearables and 
apps also fall under the “Harnessing the Power of 
Data” area of focus. Here, FDA's Digital Health 
Center of Excellence comes into play as the agency 
works to keep pace with consumer technology in 
this rapidly growing field.

exc i n e, October - December 2020ip e c
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Advanced manufacturing techniques ranging from 3D printing to production methods controlled by artificial 
intelligence are also addressed in the innovation theme. In the report, FDA also cites its ongoing work to 
ease the approval path for generic alternatives to complex drugs by using innovative quantitative methods 
and modeling.
 
Reducing reliance on animal testing and refining the ability of non-clinical studies to predict or replicate 
clinical results is an additional area of focus, as is making product development tools publicly available. In a 
related area, FDA continues to support model-informed product development, another activity undertaken in 
partial fulfillment of PDUFA VI goals.

Patient-reported outcomes are an increasingly important part of FDA's assessment processes. 
“Strengthening FDA's ability to use patient-focused methodology to inform regulatory decision-making is 
specified in FDA user fee agreements for medical product development and the Cures Act,” notes the report. 
Ongoing collaboration with patient groups, academia, and professional organizations seeks to broaden 
ways in which outcomes important to patients and their caregivers are included in regulatory decision-
making.

Considering the view of the patient

 
Another aspect of patient and consumer empowerment is giving individuals the best information possible for 
making decisions about FDA-regulated products. Here, social and behavioral science researchers at FDA 
investigate how labeling statements and other claims made by marketers of drugs and devices affect patient 
decisions. In another impact -area, FDA addresses how to improve messaging about the risks of tobacco use. As another 
example, FDA points to its Project Patient Voice website that collates patient-reported outcomes data from some oncology clinical 
trials.
 
The FARS report also details the funding sources and research capabilities and tools FDA has available to conduct its regulatory 
science research work, reminding the reader of the many public-private partnerships and inter- and intra-agency collaborations 
that support FDA's efforts.

Source: https://www.raps.org/news-and-articles/news-articles/2021/1/harnessing-data-listening-to-patients-fdas-foci-in?feed=Regulatory-
Focus&utm_campaign=Regulatory-Focus&utm_content=1610466121&utm_medium=social&utm_source=linkedin 

Patient and consumer empowerment is another area of focus for FDA in 2021. Understanding patient and 
consumer preferences and perspectives is a key part of this focus; patient listening sessions and patient-
focused drug development meetings are two examples of concrete actions FDA is taking in this area.

exc i n e, October - December 2020ip e c
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The International Pharmaceutical Excipients Council of India (IPEC INDIA) was invited by PQRI (Product 
Quality Research Institute) to present an update on “Implementation of ICH Q3D in India” at their 4th 
Workshop.

Ÿ How Indian agencies like IP commission working towards implementing the EI (Elemental Impurities) 
chapter in IP. The update was provided regarding the Draft chapter whether it is harmonized with the ICH 
Q3D and when it will be implemented. And what will be the acceptance level by local suppliers of 
Excipients. 

Ÿ The concerns of the Excipient suppliers and the industry regarding the ICH Q3D – supporting on unknown 
levels of impurities, risk assessment reports, meeting customers' extraneous demands. 

The 4th PQRI Workshop on ICHQ3D Elemental Impurities Requirements organized by the Product Quality 
Research Institute (PQRI) was held on Monday – Tuesday, 9-10 November 2020 on a virtual platform.

Ÿ How the Pharma industry interprets the EI guideline- expectations from suppliers – specifications, 3 batch 
Data, testing, results for each batch supplied, to name a few. 

The presentation included an update on: 

Douglas Muse, Eli Lilly

Denise McClenathan, Ph.D, Procter & Gamble

PQRI appreciated IPEC India's presentation. IPEC INDIA will monitor the situation with the EI chapter in IP 
as it goes forward. 

Janeen Stutnik, Biogen, Chair – IPEC Americas

Sophie Bertilsson, Ph.D, Swedish Medical Products Agency

Various other topics with global experts were also covered viz.:

Ulrich Rose, Ph.D, EDQM

Xiaoyi Gong, Ph.D, Merck & Co., Inc.

David Schoneker, Black Diamond Regulatory Consulting, Chair – PQRI EI Workshop Organizing Committee

Priscilla Zawislak, DuPont Nutrition & Biosciences

Laurence Harris, Ph.D, Pfizer

The presentation received an extremely good response by the participants and the organizers and the 
content was appreciated as it answered all the concerns. Participants included USFDA and EMA officials 
also who thought the information would be useful to them while reviewing the EI information in Drug filings.

Andrew Teasdale, Ph.D, AstraZeneca

Nancy Lewen, Consultant

Yoshiaki Ogasawara, IPEC Japan

Galina Holloway, Ph.D, USP

Kathy Ulman, Consultant

Donna Siebert, Ph.D, Perrigo

Glen Williams & Thanh Nguyen, Ph.D, Rigaku Americas Corportation

Mathew Vera, Ph.D, USFDA

William Dale Carter, MS, Evonik Corportion

Mark Schwetzeir, Ph.D, Novartis

Francine Walker, SGS Chemical Solutions Laboratory

Philip Travis, BSc, Merck & Co., Inc

Stephen Erickson, Ph.D, RTI International

By Vishakha Metkar, Board Member & 

The 4th Product Quality Research Institute (PQRI) Workshop on

Regulatory Affairs Committee Chairperson, IPEC India

Report

exc i n e, October - December 2020ip e c
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Ravleen Singh Khurana, CEO of Nitika Pharmaceutical Specialties Pvt Ltd & Managing Committee 
Member, IPEC India, was awarded as the 'Vidarbha Ratna' award at the hands of Maharashtra Home 
Minister Anil Deshmukh. He has awarded for Business Growth, Export Growth, Contribution to the social 
economic development of vidarbha region etc.

IPEC India congratulates Mr. Ravleen Singh Khurana for the recognition.

He is also recipient of National Award for Outstanding Entrepreneurship by GOI in 2016, Leading SME of 
India Award in 2014, Best SME in Pharma Sector by Axis Bank in 2012 and many others galaxy of awards.

The Nag Vidarbha Chamber of Commerce (NVCC), the body representing more than 13 lakh members, 
organized Diwali Milan programme and felicitation function on Sunday, 29th November 2020 at Hotel 
Radisson Blu.

Maharashtra Home Minister Anil Deshmukh; Maharashtra Energy Minister Dr. Nitin Raut; Rajya Sabha 
Member Dr. Vikas Mahatme presented the awards. Union Minister Nitin Gadkari also participated in the 
event and exchanged Diwali greetings with the members. However, a large number of members and 
others joined the event through on-line mode making it a mega event. The NVCC felicitated well-known 
industrialists and businessmen for their achievements in their respective fields.

Mr. Ravleen Singh Khurana, CEO, Nitika Pharmaceutical Specialties Pvt Ltd 

and Managing Committee Member, IPEC India received NVCC Award
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UPDATES 

Ÿ help excipient manufacturers and suppliers understand what excipient users will likely require when 
applying QbD principles during product development, and

Ÿ explain how changes in pharmaceutical formulation practices, due to the introduction of QbD, impact 
excipient manufacturers and suppliers,

Within the IPEC Federation, a project is ongoing to revise this guide to align the contents with the most 
recently published ISO 9001 standard on Quality Management (2015). Also, more examples will be 
added as an Annex to help readers better apply GMP principles to the manufacture of excipients. This 
exercise has proven to be very resource intensive however, considerable efforts are being made to 
ensure that the new revision is finalised in the near term, with the goal of publishing the next version 
early in 2021.

B) International Pharmaceutical Excipients Council GMP Certification Scheme and Certification 
Body Qualification Guide for Pharmaceutical Excipients - 12 November 2020 

IPEC Federation Guidance Documents

A) Qualification of Excipients for Use in Pharmaceuticals Guide - 15 December 2020 

1. The Joint IPEC-PQG Good Manufacturing Practices Guide   - 16 November 2020

The primary goal of the QbD guide is to:

Ÿ introduce Quality-by-Design (QbD) and pharmaceutical formulation development concepts to 
excipient manufacturers and suppliers,

This guide is widely used globally. The primary goal of the Qualification of Excipients for Use in 
Pharmaceuticals Guide and Checklist is to identify the minimum information needed to support the 
marketing of materials for use as excipients as well as their use by pharmaceutical companies.

IPEC Federation announced  thoroughly revised and updated IPEC Qualification of Excipients for Use in 
Pharmaceuticals Guide and Checklist (Version 2, 2020). The guide was originally published in 2008.

The checklist was developed as a quick reference for topics to consider during the qualification of an 
excipient for use in medicinal products.

The guide was developed for excipient users (e.g. pharmaceutical manufacturers) to qualify both 
certification bodies (CB) that issue excipient GMP and GDP certificates and audit reports as well as 
Certification Scheme Owners. The use of the guide is intended to facilitate sharing pertinent information 
from the CBs and Scheme Owners to excipient users in a standardized way. 

The guide and its associated “sample” template were designed to facilitate the provision of standardized 
information from the CB or Scheme Owner to the excipient user. This will accelerate communication 
between all parties, helping consistency in the level and type of information/documentation required 
avoiding multiple diverse questionnaires/information requests from different excipient users. Qualifying 
the CB and/or the Scheme Owner should facilitate the acceptance of excipient GMP and GDP certification 
schemes, audit reports and certificates which may substitute for audits otherwise performed by the 
excipient users. A template for the certification body is included.

C) Quality by Design  Guide  - Incorporation of Pharmaceutical Excipients into Product 
Development using Quality-by-Design (QbD guide) - 3 November 2020 

2. The International Pharmaceutical Excipients Council Federation, (IPEC Federation) announced the 
availability of the new Guidelines as below. These guides will be available, initially exclusively to IPEC 
members for a three-month period, on the  IPEC Federation and national/regional members' websites. 
Thereafter, the guide will be made available to the general public.

exc i n e, October - December 2020ip e c
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A) USP Alcohol and USP Dehydrated Alcohol monographs

Ÿ explain to excipient users and regulatory agencies what may or may not be possible when 
considering the impact of excipient variability in the application of QbD principles during product 
development.

In response to increased reports of methanol contamination in hand sanitizers, USP worked closely with 
FDA and stakeholders, and revised the USP Alcohol and Dehydrated Alcohol monographs to include the 
Limit of Methanol test in the Identification (ID) sections.  

This Guide includes some recommendations related to the impact of excipient variability on drug 
product quality during development and how excipient variability can be managed in the control 
strategy. It contains useful explanations and suggestions for pharmaceutical excipient makers and 
users.

The Guide is applicable to excipient use throughout the pharmaceutical product development process 
using a Quality by Design (QbD) approach described by the International Council on Harmonization 
(ICH) Q8 as well as other applicable ICH Guidelines such as ICH Q9, Q10, Q11, and Q12.

Contact USP  for information regarding the monograph revisions for the testing of Methanol-ID@usp.org
alcohol and dehydrated alcohol. 

B) USP's new Pharmacopoeial forum postings

Below is a list of recent and upcoming Excipient monographs and related General Chapters by USP, along 
with their date/intended date of publication in USP's Pharmacopeial Forum when stakeholders have a 90-
day opportunity for comment. 

September 2020 monographs September 2020 Stimuli articles

Carboxymethylcellulose Sodium2,3
Anhydrous Lactose2
Lactose Monohydrate2

USP Responses to Comments on StimuliArticle 
[201964]: The Complexity of Setting Compendial 
Specifications for Excipient Composition and Impu-
rities Revisions to the USP–NF Lactose Monogra-
phs-Focusing on Inhalation and Injection Grades 
Modernization of Asbestos Testing in USP Talc 
Part 2 

November 2020 monographs January 2021 Stimuli article

Stearic Acid2,3
Stearoyl Polyoxylglycerides4 
Fats and Fixed Oils4
Soybean Phosphatidylcholine1
Acetyltriethyl Citrate2
Triethyl Citrate2
Fumaric Acid2
Propionic Acid2
Calcium Propionate2
Sodium Propionate2
Polyoxyl 40 Hydrogenated Castor Oil2
Cetyl Palmitate2
Hydrogenated Polydextrose2
Maltodextrin2
Butylated Hydoxytoluene4

Understanding Polysorbates Composition 
and Quality to Strengthen USP-NF 
Compendial Standards 

(Note: A survey on Polysorbates will be live 
concurrently with the article in January 2021. 
We welcome your participation). Please find 
below a QR code to the survey

exc i n e, October - December 2020ip e c
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 1 = New; 2 = Modernization; 3 = Harmonization; 4 = Revision; 5 = Major Revision

Below is a list of recent and upcoming Excipient monographs and General Chapters by USP along with 
their official dates

1.  Monographs Affected by Revision to <601> Inhalation and Nasal Drug Products: Aerosols, Sprays, and 
Powders—Performance Quality Tests (Click to read more : https://www.uspnf.com/notices/gc-601-
reference-changes-20201002 ) 
2. Monograph Affected by Revision to <1195> Significant Change Guide for Bulk Pharmaceutical 
Excipients (Click to read more : https://www.uspnf.com/notices/gc-1195-reference-changes-20201002)
3.  Monographs Affected by Revision to <1788> Methods for the Determination of Particulate Matter in 
Injections and Ophthalmic Solutions (Click to read more : https://www.uspnf.com/notices/gc-1788-
reference-change-20201002)

D) USP Compendial Updates

C) USP's upcoming official monographs

Methyl Acrylate, Methyl Methacrylate 
and Methacrylic Acid (7 to 3 to 1) 
Copolymer 280000 dispersion1 
Dextrates2
Oleyl Oleate2
Liquid Glucose2

November 2020 May 2021 

Cetyl Alcohol; (Interim Revision 
Announcement)

Stearyl Alcohol; (Interim Revision 
Announcement)

Carbomer Homopolymer
Carbomber Copolymer
Carbomer Interpolymer 
Sorbitol 
Sorbitol Solution
Noncrystallizing Sorbitol Solution 
Sorbitol Sorbitan Solution 
Maltitol 
Maltitol Solution
Butylated Hydroxytoluene
<1195> Significant Change Guide for Bulk 
Pharmaceutical Excipients

exc i n e, October - December 2020ip e c
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Welcomes New Member

Danisco Nutrition & 
Biosciences India Pvt Ltd 

January 2021 monographs
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