
Update from 
parmJIt BIlan 
Pharmaceutical Business manager

Welcome to lucideon’s first 
pharma newsletter, an 
opportunity to learn about the 
new capabilities across the 
business and get an insight into 
our key services.

We have spent much of this year 
getting our brand new, state-of-the-
art pharmaceutical quality control 
testing laboratories ready for action.  
We were audited by the MHRA in 
September and were found to be 
compliant with cGMP.

The services we offer from our 
laboratories are summarised on the 
left-hand-side, however, if you can’t 
see what you’re looking for, then 
please do contact us.  If you want to 
get to know our team, you can find 
out more information about them on 
page 4.  With our extensive 
experience and knowledge we are 
confident that we can deliver the 
quality service demanded by the 
industry.

Of course, we don’t just offer 
quality control testing, we have a 
whole range of services, from our 
world-leading surface analysis 
laboratory to our vast range of 
analytical techniques (chemical, 
physical, microstructure). Add to 

oVerVIeW of 
QUalItY Control 
teStInG SerVICeS

pharmaCeUtICal 
ChemIStrY
_    Qc (batch release) testing

_    raw materials testing

_    residual solvent testing

_    method Development and 
 Validation

_    stability storage and testing

_    Water analysis

pharmaCeUtICal 
mICroBIoloGY
_    sterility testing

_    antimicrobial efficacy testing  
 (aet)

_    microbial limits testing

_    Bioburden Determination

_    endotoxin testing

_    environmental monitoring and  
 identification

_    Water analysis

cGmp-ComplIant
Our services are undertaken in 
compliance with EU guidance on 
GMP as it applies to contract QC 
testing laboratories.  We were 
successfully audited by the Medicines 
and Healthcare Products 
Regulatory Agency (MHRA) in 
September 2014 for compliance 
with cGMP.  Our certificates of GMP 
compliance for quality control testing 
of human and veterinary medicinal 
products can be downloaded from 
our website.
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these our materials development 
and technology capabilities and 
we can help you to optimise your 
materials, products and processes – 
keeping you ahead of competitors 
and helping to give you an 
advantage in the marketplace.

A particular area that I’d like to 
mention is iCRT (Inorganic 
Controlled Release Technologies), a 
technology that we’ve been 
developing to improve the release 
of drugs over time and to make 
doses tamper-resistant.  You can 
read more about this technology on 
page 3.  

We’re also adept at solving 
problems.  Our scientists love a 
challenge, whether that be 
contamination, a problem with 
performance or with the interaction 
of materials.  We have vast 
experience in the healthcare-related 
industries, such as medical devices 
and consumer healthcare, as well as 
in aerospace, ceramics and power 
generation - all of which adds to 
our knowledge and problem-solving 
skills!

Finally, we pride ourselves on the 
great service that we offer, from 
committing ourselves to turnaround 
times to ensuring that there’s always 
someone on the end of the ‘phone 
who can answer your call.  

I’d love to hear from you – please 
feel free to contact me at any time.
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Got a question?
Please give me a call on:

+44 (0)1782 764428 

Or email: 

parmjit.bilan@lucideon.com



preSentInG oUr 
StaBIlItY StoraGe 
faCIlItIeS 

Our stability storage walk-in 
chambers are controlled to ICH 
guidelines, monitored 24/7/365 and 
have built-in safeguards to give you 
peace of mind. 

The standard ICH conditions are:

_    25°C/60%RH - Real time
 _    30°C/65%RH - Intermediate  
 storage 

_    40°C/75%RH - Accelerated 
 storage 

additional services

We also have stand-alone cabinets 
that enable us to offer alternative 
parameters including:

_   refrigerated

_   frozen

_   client-defined storage conditions

Our experienced team can assist 
with study design, planning and 
management for your stability 
storage tests. 

We offer a combined storage and 
testing service as well as storage 
only.  

Our Pharmaceutical Chemistry and 
Microbiology Laboratories are MHRA 
inspected to cGMP.

Water analYSIS
We can analyse water quality to 
pharmacopoeial monographs 
(Ph. Eur., USP, BP, JP), HTM directives, 
Microbiology of Drinking Water or 
Total Organic Carbon (TOC).
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facilities, led by a team of scientists 
with cross-industry knowledge and 
vast experience.

IntrodUCInG
oUr SUrfaCe SCIenCe SerVICeS
In addition to our pharmaceutical 
QC and chemical and physical 
testing laboratories, we also have 
world-class surface analysis 

using surface chemical characterisation, we can help you to:

_   evaluate critical interactions between products, plant equipment and   
 packaging throughout the manufacturing process and the whole product  
 lifecycle

_   assess the cleanliness of products, process equipment and materials, and  
 product packaging

_   rapidly identify contaminants and their source

_   evaluate both product and packaging stability and compatibility

_   assess the effect of sterilisation on products and packaging

_   optimise and accelerate new product development

_   deal with litigation through expert witness services

_   register patents and handle infringements

illustrated below where the same 
partial mass range is plotted off and 
on the crystalline material.

The information was enhanced by 
retrospective chemical mapping 
which clearly showed the crystallites 
(red; using a peak from the mass 
spectral fingerprint) on top of the 
filter (green; using a signal which is 
filter-specific). This work indicated 
that a polymer additive had leached 
out of a bottle stopper, into the drug 
solution and crystallised.

IdentIfYInG 
ContamInantS In 
drUG formUlatIonS
ToF-SIMS (Time-of-Flight Ion Mass 
Spectrometry) was used to identify 
a foreign crystalline material which 
appeared in a drug solution after 
storage. Only a microscopic amount 
of crystallite was present, insufficient 
for bulk analytical techniques. The 
material was collected on a fine filter 
and a small clump of crystallites on 
the filter surface was analysed.

The measurements involved the 
latest technology whereby RAW 
data were acquired from an area 
containing some of the crystallites 
of interest. Retrospectively, mass 
spectra were created for blank filter 
and crystallite regions providing, 
by comparison, the mass spectral 
fingerprint for the crystallite. This is 
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InorGanIC Controlled 
releaSe teChnoloGIeS 
(iCrt)

At Lucideon we put a lot of focus 
on developing the next generation 
of technologies and seeing these 
through to commercialisation. We 
have laboratory and pilot scale 
development and manufacturing 
capabilities, all supported by our 
comprehensive range of testing.

Our inorganic controlled release 
technologies for drug delivery can 
be used for a variety of applications, 
from abuse deterrence and 
antimicrobial activity to oral 
formulations and the remineralisation 
of teeth.

Why inorganic carriers?
_   Through fundamental control of  
 the process parameters, drug   
 release profiles can be tailored for  
 purpose (from minutes to days  
 from the same material)

_   Physical properties can be 
 controlled to remove obstacles 
 associated with solubility and  
 bioavailability of small molecules,  
 allowing versatility of the final form  
 (powders, tablets, films, etc.)

_   They are easy to prototype and  
 cost-effective to manufacture.
 
 So, if you’re not making progress  
 with your current drug delivery  
 pipeline, why not look at working  
 with us to develop an inorganic  
 controlled release technology –  
 one that does exactly what you  
 want it to?

give parmJIt BIlan a call on 
+44 (0)1782 764428 
Or email: 
parmjit.bilan@lucideon.com

adding Quality control 
testing through a £1.5m 
investment in our new 
pharmaceutical chemistry 
and microbiology 
laboratories means that we 
now have a comprehensive 
suite of facilities for any 
manufacturer or supplier in 
the healthcare industries.  
Techniques include ICP-
MS, GC-MS and LC-MS.

oUr neW pharmaCeUtICal laBoratorIeS 

Our experienced staff can 
develop accurate and reliable 
analytical methods for new and 
existing products, helping you to 
measure the performance of a 
product against its target 
parameters.

We can design methods to evaluate 
any chemical, microbiological or 
physical property of a 
pharmaceutical product from 
ingredient assays to particle 
sizing.  Our wide range of techniques 
includes chromatographic methods 
for assay and impurities, 
dissolution tests for drug release 
profiling, atomic absorption for 
elemental impurities, spectrometric 
identification tests, water content 
determinations and physical 
properties such as viscosity and 
density. 
  
We follow Quality by Design (QbD) 
principles and incorporate factorial 
experimental design, where 
appropriate, to ensure the 
robustness and reliability of the 
resulting methods.

Successful method development is 
followed by validation activities to 
prove the method is fit for purpose 

and that the laboratory has the 
capability to operate the method.  
In accordance with Good 
Manufacturing Practice (GMP) all of 
our tests need to be validated to 
accepted industry standards to 
ensure that the results are accurate, 
precise and free from interference, 
and are a true representation of the 
substance under test.  

All test methods that are not 
included in a recognised 
pharmacopoeia need some level 
of validation.  This may involve a 
method transfer or crossover study, 
where our results are compared to 
those of the laboratory that has 
previously validated the test 
method, or a full validation 
performed entirely within our own 
laboratories.  We offer a protocol 
writing service or can work from 
your own documentation.

Method development and validation 
ensures that you receive accurate 
data, helping you to release 
pharmaceutical products to market 
or support development studies, 
stability studies and clinical trials for 
a new product registration.

method deVelopment and ValIdatIon



poWder ConSUltanCY
Whether powders represent the 
final product or whether they 
require subsequent processing as 
dry powders or suspensions to 
create coatings or shaped 
products, we can help to deliver:

_    bespoke products

_    improved end-product 
 performance

_    analysis and optimisation of   
 coating performance

_    diagnosis of coating/structure  
 failures

_    optimisation of processes to   
 improve yields

_    and scale-up of processes using  
 our pilot plant facilities. 

heaVY metal USp
The ‘Heavy Metals Test’ currently 
being used in the United States 
Pharmacopeia/National Formulary 
(USP/NF) <231> is being revised.  
This method has been used for 
measuring elementary impurities in 
pharmaceutical products, in the US, 
for over 100 years.  Based around 
sulphide precipitation of elements 
with thioacetamide solution, it 
assumes all analytes behave in a 
similar manner to a lead standard 
to which samples are compared – 
needless to say this doesn’t always 
happen.

New Elemental Impurities 
General Chapters <232>, <233> 
and <2232> will replace <231> once 
these become official however, the 
proposed date of 1 December 2015 
is still being discussed.

At Lucideon we have the expertise 
and technology (Agilent 7900 ICP/
MS) to help you with the 
elemental analysis that will be 
needed to meet all pharmacopeia 
requirements.

Please feel free to contact us for 
more details.
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www.lucideon.com
Tel (UK) : +44 (0)1782 764428 

Tel (US) : +1 518-382-0082

meet the Pharma management team 
pharmaCeUtICal ChemIStrY and mICroBIoloGY

ICP-MS is a trace analysis technique 
which can analyse the majority of 
the periodic table elements by 
ionising species to the +1 state, 
followed by Quadrapole Mass 
Spectrometric analysis of the 
ionised species.  Elements are 
identified by their individual masses 
and isotopic fingerprints, and have 
detection limits that can be as low 

as parts per trillion (ppt).

ICP-MS allows trace analysis of 
metals in water, cleanliness 
validation of wash samples and 
identification of trace elements for 
pharmaceutical applications and 
metallic elements in wear testing 
fluids.

With over 100 years experience 
between them, there’s not much that 
the team doesn’t know about 
pharma testing!  
parmjit Bilan, heads up the team and 
is supported by nigel rich, 
Pharmaceutical Chemistry Manager, 
who has over 35 years experience in 
the pharmaceutical industry.  

Vicky Belcher is the Pharmaceutical 
Quality Manager and is responsible for 
securing and maintaining 
compliance of the chemistry and 
microbiology divisions with EU 
guidance on Good Manufacturing 
Practice (cGMP).  Jan pearson, 
Microbiologist completes the 
management team.

We’re unique in that we don’t just 
offer routine pharmaceutical testing, 
we also provide a vast range of 
back-up analytical services, such as 
routine and bespoke testing and 
analysis, advanced surface analysis 
and failure analysis.  This, together 

with the materials development work 
that we do, for example in the area of 
inorganic controlled release 
technologies, helps you to optimise 
your products and processes and, 
ultimately, your profits.

WhY ChooSe lUCIdeon?
_   committed turnaround times – we deliver when we say we will

_   a quality service – we are always at the end of the phone, ready to help

_   State-of-the-art facilities and capabilities

_   extensive experience in the pharmaceutical and healthcare industries, 
 including medical devices and consumer healthcare 

_   We provide more than just numbers, we provide solutions

foCUS on… ICp-mS 
(IndUCtIVelY CoUpled plaSma maSS SpeCtrometrY)


