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Provectus Biopharmaceuticals, Inc. announced recently that it had
received the official minutes from the Type C meeting held with the
FDA’s Division of Oncology Products 2 in December, 2013. The purpose
of the meeting was to determine which of the available paths that
Provectus's novel investigational oncology drug PV-10 will take in
pursuit of initial FDA approval and commercialisation. PV-10, a 10%
solution of rose bengal disodium, is designed to selectively target and
destroy cancer cells without harming surrounding healthy tissue, while
inducing a secondary tumour-specific immune response. As a result of
this meeting, Provectus will submit data from its Phase 2 study in a
formal breakthrough therapy designation (BTD) request this quarter,
and should receive a decision within 60 days of receipt of that request. 
With the passage of the Food and Drug Administration Safety and

Innovation Act (FDASIA) in July 2012, the Food and Drug
Administration (FDA) was given powerful expedited tools to speed
patient access to innovative medicines for serious or life-threatening
conditions Food and Drug Administration Safety and Innovation Act
(FDASIA)). FDASIA initiatives such as breakthrough therapy designation
are designed to accelerate approval for new drugs that show
preliminary clinical evidence of a large treatment effect. A key feature
of BTD authorises the Agency to take steps to ensure that the design of
the clinical trials are as efficient as practicable, when scientifically
appropriate, such as by minimising the number of patients exposed to
a potentially less efficacious treatment. Requests for BTD are reviewed
and granted or rejected within 60 days of receipt. As Provectus has
previously reported, based on rapid tumour destruction in a positive
Phase 2 trial in melanoma patients receiving PV-10 (protocol PV-10-
MM-02), input from the Agency regarding the current development
plan was sought. Agency guidance (Frequently Asked Questions:
Breakthrough Therapies) encourages sponsors to seek such advice prior
to formal request for designation. 

For further information visit www.pvct.com

SonoSite embarks on a new era in training and education

SonoSite continues to lead the way in ultrasound education and
training, opening a new UK Education Centre at Great Marlings, Luton,
in October 2013. The purpose-designed training facility boasts a
comfortable lecture theatre and superbly equipped training rooms,
allowing delegates to gain valuable ultrasound experience using the
most up-to-date equipment. 
Courses cover a broad range of disciplines – including anaesthesia,

critical care, emergency medicine, interventional procedures,
musculoskeletal applications and visual medicine workshops – and
practical demonstrations are supplemented with hands-on practice
sessions, providing the perfect opportunity for participants to discover
the potential of point of care ultrasound for themselves. 
Professor Richard McWilliams, Consultant Interventional Radiologist

at the Royal Liverpool University Hospital and director of the inaugural
course on ultrasound-guided vascular access, commented: “It was a
great pleasure to be course director for the opening session at the new
Education Centre. The Centre is very bright and welcoming, and well
equipped with the latest ultrasound systems and imaging phantoms,

providing a good environment for teaching and imparting technical
skills to course participants.”

For more information visit www.sonositeeducation.com/uk
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Enhanced patient care at Paul
Strickland Scanner Centre with
new mCT system

Technology that would streamline workflow and keep dose to
the most appropriate level was important to the Paul
Strickland Scanner Centre, an independent medical charity
based at Mount Vernon Hospital in London delivering
specialist cancer care. That is why it has opted for a
BiographTM mCT hybrid PET-CT system from Siemens
Healthcare. 
The Biograph mCT is a hybrid PET-CT system that utilises

Combined Applications to Reduce Exposure (CARE), optimising
image quality at the right dose level. Combined with Fully
Assisting Scanner Technologies (FAST), which simplifies and
automates previously time consuming and complex
procedures, the Biograph mCT is able to reduce dose and
increase patient throughput. 
“As a charity and one of the first centres in the UK to

deliver PET scans to NHS district general hospitals, it is our aim
to provide the community with the latest and most efficient
imaging systems,” states Margaret Sullivan, Chief Executive of
the Paul Strickland Scanner Centre. “Patient comfort as well as
confident diagnoses is our priority.” 

For more information contact Siemens Healthcare UK,
T: +44 (0)1276 696 000, W: www.medical.siemens.com

Provectus’s PV-10 path to initial approval
in US now clear per FDA meeting 
minutes 
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Varian Medical Systems, a leader in radiation
oncology equipment and software, has
signed an agreement with the UK’s National
Health Service (NHS) to acquire an NHS-
developed cancer care planning tool called
the Radiation oncology Planning Online
Resource Tool (R-PORT). Varian intends to
offer R-PORT to oncology departments
globally. 
R-PORT has been used in the NHS in

recent years to help control costs and
manage electronic data. Under the terms of
the agreement, Varian Medical Systems will
add this tool to its extensive oncology
services portfolio and develop and enhance
it for worldwide use. 
“R-PORT has helped oncology providers

within the NHS network to model change
management before incurring major costs,”
says Steve Laws, Varian’s EMEA regional
director of software sales. “It also measures
the results and costs of change
management for reporting purposes. It is
highly synergistic with Varian’s existing
software portfolio and builds on Varian’s
mission to be a ‘partner for life’ –
supporting our customers to deliver world
class cancer care.”
“At a time of rising costs, uncertainty

concerning reimbursement and increasing
numbers of cancer patients, healthcare
providers worldwide are seeking solutions to
help them deliver better patient care,” says
Scott Brouse, Varian’s vice president of
Worldwide Site Solutions. “This is a tool that
can help Varian support our customers in
the fight against cancer.”

For further information contact
Neil Madle, Varian Medical Systems, 
T: +44 7786 526068, 
E: neil.madle@varian.com 
W: www.varian.com

First Gamma Knife
Centre in South West
opens in Bristol 

Wear A Hat Day – get your hats
on, hold an event, and raise
money for brain tumour research

Calling all hospitals, clinics, and other
medical centres, we’re asking you to hold
a Wear A Hat Day event on Friday 28th
March and raise funds for vital scientific
research into brain tumours.
Brain tumours are responsible for more

loss of life in children than leukaemia, in
women under 35 than breast cancer and
in men under 45 than prostate cancer.
Despite a decade of campaigning, brain
tumours still receive less than 1% of the
national spend on cancer research. 
With your help we can change this.

Wear A Hat Day is a great way to show
your support and help raise the crucial
funds and awareness needed. Full details
are available from www.wearahatday.org,
which provides an overview of the
campaign, tells you how to register, and
carries links to various resources that can
be used to help promote and maximise the
impact of your Wear A Hat Day event. 

For further information contact
T: +44(0)1296 733011 or 
E: wearahatday@braintumourresearch.org 

More patients at Leeds Teaching Hospitals NHS
Trust receiving advanced radiotherapy

A few months after Elekta unveiled its
ground-breaking Versa HD™ system –
which unites cutting edge beam shaping
and High Dose Rate mode technologies –
Leeds Teaching Hospitals installed two of
the units, the first entering clinical service
in July 2013, and the second in November
2013. Already, the first Versa HD has had
a significant impact on clinical workflow.
Up to 60 patients per day are scheduled
for treatment on the new machine.
Treatment slots are booked at 10-minute
intervals, so that as many as six patients
can be treated per hour. 
“Initially, patients undergoing radical

prostate radiotherapy have been prioritised
for treatment, all with High Dose Rate
mode VMAT,” says Vivian Cosgrove, PhD,
head of radiotherapy physics at Leeds. “In
addition, the process to move all SBRT

treatments to High Dose Rate mode VMAT
has begun. Patients have their SBRT
treatment scheduled to a 20-minute time
slot on the Versa HD. 
In September 2013, over 25 percent of

all radical treatments were delivered in the
Leeds Cancer Centre using IMRT and
VMAT – equivalent to about 90 new
patients starting advanced radiotherapy
treatment every month. In addition, 20-25
new patients also start an SBRT course
each month. 
“This volume growth has been greatly

enhanced by opportunities to develop the
techniques, delivery equipment and
workflow on the research accelerators,
side-by-side with the clinical service,” Dr
Cosgrove added.  

For further information contact
E: inquiries@elekta.com
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Cook Medical introduces
EchoTip® ProCore™
Endobronchial
Ultrasound Needle

Cook Medical is introducing the first
endobronchial ultrasound (EBUS) needle
in Europe that can acquire histological
samples. The EchoTip® ProCore™
Endobronchial Ultrasound Needle gives
physicians the ability to retrieve both cell
and tissue samples from lymph nodes or
tumours in the pulmonary area. 
The EchoTip ProCore EBUS needle is a

single-use needle that collects cell and
tissue samples in order for a physician to
diagnose lung cancer and various
mediastinal diseases. The needle can be
used for fine-needle biopsy of lesions of
submucosal and extramural lesions
within or adjacent to the
tracheobronchial tree or gastrointestinal
tract. 
Prior to the availability of the EchoTip

ProCore EBUS needle, tissue samples
from the pulmonary area could be
obtained only by surgical methods. The
EchoTip ProCore EBUS needle is designed
with a core-trap technology that allows
physicians to collect tissue samples
through a minimally invasive procedure. 
“Cook’s ProCore technology has

already proven itself in the GI endoscopic
ultrasound space,” said Barry Slowey,
global leader of Cook Medical’s
Endoscopy division. “We hope that this
technology will aid in quick and accurate
diagnosis for patients.”

For further information visit
www.cookmedical.com

Paxman Coolers Ltd appoints a distributor for
Australia & New Zealand

Paxman Coolers Ltd, the leading
global expert in scalp cooling, has
recently announced a distribution
agreement for Australia and New
Zealand. Paxman Coolers Ltd has
signed an exclusive agreement with
Regional Health Care Group (RHCG), a
leading distributor of medical
products in Australia and New
Zealand. Paxman Coolers Ltd is
dedicated to preventing
chemotherapy-induced hair loss and
the technology has been successful for
thousands of patients throughout the
world.
Under the terms of the agreement

with RHCG, the Paxman devices will
be available to Chemotherapy centres
throughout Australia and New
Zealand exclusively through RHCG. 
“This will be an important addition to

our portfolio. Within Australia & New
Zealand there are over 15,000 people
diagnosed with Breast Cancer alone.
Scalp cooling is widely available in the UK
and it should become the standard of
care for ANZ patients,” stated Neil
Spence, National Marketing Manager of

Regional Health Care Group (RHCG). “We
look forward to combining the Paxman
technology with RHCG’s extensive
distribution network to give patients and
care provider’s access to the life-
changing benefits possible with the
Paxman device.”

For further information visit
www.paxman-coolers.com

Provectus announces PV-10’s assessment for
drug-drug interaction potential is subject of article
published by Xenobiotica

Provectus Biopharmaceuticals, Inc., a
development-stage oncology and
dermatology biopharmaceutical
company, and XenoTech, a preclinical
CRO and pioneer in collaborative research
surrounding in vitro drug metabolism
and pharmacokinetics services,
announced that an article describing a
study to determine the potential of rose
bengal disodium to cause drug-drug
interactions has been published by
Xenobiotica, a peer-reviewed scientific
journal that publishes comprehensive
research papers on pharmacokinetics (the
study of distribution, metabolism,
disposition and excretion of drugs). The
published research indicated that the risk
of PV-10 causing clinically relevant drug-
drug interactions is likely minimal. PV-10,
a 10% solution of rose bengal that is
currently under clinical investigation as a
novel cancer therapeutic, is designed to

selectively target and destroy cancer cells
without harming surrounding healthy
tissue, minimising the potential for
systemic side effects. 
The study was undertaken prior to

initiation of the now ongoing testing of
PV-10 plus sorafenib (cohort 2) in a
clinical trial of PV-10 intralesional
injection in hepatocellular carcinoma
patients taking a stable dose of sorafenib
(ClinicalTrials.gov Identifier:
NCT00986661). Sorafenib is a
competitive inhibitor of cytochrome P450
(CYP) drug metabolism enzymes and is
reliant on the UDP-
glucuronosyltransferase (UGT) pathway
for efficient clearance. CYP and UGT
enzymes help to biotransform small
lipophilic drugs like sorafenib into water-
soluble excretable metabolites. 

For further information visit
www.pvct.com
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Innovative partnerships pave the way for massive
new funding programme for brain tumour research

Leading campaign charity Brain Tumour
Research has announced ground-
breaking collaborative partnerships with
three new Brain Tumour Research
Centres of Excellence. 
The leading institutions embarking on

innovative funding partnerships with the
charity are:
• Queen Mary University of London in
collaboration with UCL Institute of
Neurology, researching glioblastoma
multiforme and identifying effective
drug treatments.

• Imperial College Healthcare NHS Trust
investigating tumour metabolisms and
developing innovative 3D real-time
surgical imaging. 

• Plymouth University Peninsula Schools
of Medicine and Dentistry conducting
world-leading research into low-grade
brain tumours. 

This collaboration will lead to a £20m
investment in brain tumour research over
the next five years and will establish a
network of research centres with secure

long-term funding covering the key
salaried positions. 
The charity will shape research teams

and priorities, ensuring all 120+ types of
brain tumours are being researched, that
the causes of brain tumours are
discovered, that complex brain tumour
behaviour is understood, and better
treatments for all brain tumour patients
are developed.

For further information please contact
Katie Abbotts, T: 07810 504380 or 
E: media@braintumourresearch.org

Elekta highlight their 
product range at ESTRO33

Elekta is a human care company that
pioneers significant innovations and clinical
solutions for treating cancer and brain
disorders. The company develops state-of-
the-art tools and treatment planning
systems for radiation therapy, radiosurgery
and brachytherapy, as well as workflow
enhancing software systems across the
spectrum of cancer care. 
At ESTRO33 Elekta (booth #6200) will

demonstrate a comprehensive array of
advanced solutions for cancer management.
These products include the new Versa HD™
treatment system, Leksell Gamma Knife®

Perfexion™ stereotactic radiosurgery system,
Monaco® 5 treatment planning system –
featuring a new graphical user interface and
system architecture – Clarity® Autoscan for
real-time soft tissue motion tracking,
Identify™ for enhanced patient safety, and
the company’s advanced solutions for
brachytherapy, including the recently
launched Esteya® electronic brachytherapy
system for treating skin cancer. Elekta’s
theme for ESTRO33 is “Power of Care”
which emphasises the synergy of technology
and people working together to support
positive patient outcomes. 

For further information contact
E: inquiries@elekta.com

Varian spotlights full range of products at
Arab Health 2014 in Dubai

Varian Medical Systems recently
demonstrated its full range of
radiotherapy delivery systems and
software at the Arab Health
Congress in January 2014. The
Varian booth (Sheikh Saeed Hall 1,
booth No. S1 – C40) featured the
company’s technology and
products for radiotherapy,
radiosurgery, brachytherapy, and
proton therapy.   
At the show, Varian announced

a collaboration with Mediclinic
International to equip the new
Mediclinic City Hospital North
Wing radiotherapy department in
Dubai, which is expected to start clinical
treatments in late 2015.   

Full Range of Products
The latest version of Varian’s TrueBeam™
platform for fast and precise radiotherapy
and radiosurgery were on display,
showcasing new image-guidance and
precise patient positioning capabilities
such as the PerfectPitch™ six-degrees-of-
freedom couch, giving clinicians more
angles from which to deliver treatments. 
Visitors to the Varian booth learned

more about the company’s new Edge
Radiosurgery™ treatment system, Varian’s
first dedicated, fully integrated end-to-end

solution for planning and delivering
advanced radiosurgery treatments using
new real-time tumour tracking technology
and motion management capabilities.
Varian also unveiled RapidPlan™ for

Middle East customers, offering
knowledge-based treatment planning
capabilities aimed at helping to create
complex RapidArc® volumetric modulated
arc therapy and intensity-modulated
radiotherapy (IMRT) treatment plans. 

For further information contact
Neil Madle, Varian Medical Systems, 
T: +44 7786 526068, 
E: neil.madle@varian.com 
W: www.varian.com

http://is.gd/oncologyfacebook
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