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PuraStat® Clinical Meeting at UEGW 2017

Tuesday, 315t October 2017
12.50pm-14.00pm
il be. .2

2.20pm

Hotel Fira CongressBarcelona

u P r o f P r a d ee p B h a n d a r i' P or t s m 0 u t h, U K IEr:firI:radeep Bhandari, Alexandra Hospital, Portsmouth, UK

Prof Marc Giovannini, Institut Paoli-Calmettes, Queen, Marseille, France

= Prof Marc Giovannini, Marseille, France

* Endoscopy to endosurgery; the direction of travel

- P r o f A | e S S a n d r 0 R e p i c i ’ M i I a n . | t a | y + Prof Alessandro Repici, Humanitas Research Hospital, Milan, ltaly

» A novel haemostatic agent, PuraStat®
+ Pradeep Bhandari, Queen Alexandra Hospital, Portsmouth, UK

™ D M t h H P H h L F s Clinical experience of PuraStat® as haemostatic agent in France and UK
r [ a I e u I o c e y y 0 n y r a n c e * Dr. Mathieu Pioche, Fdouard Herriot Hospital, Lyon, France

& Dr Sharmila Subramaniam, Queen Alexandra Hospital, Portsmouth, UK

= Dr. Sharmila Subramaniam, Portsmouth, UK

L 52KOL&LYPurastatlz 2L T#BA o France ®UKZE TDPurastat{EABIZEE 4 2R HD
T—2% R SOl REMTFHICET SEAEOHELERICOVLTLEBLEIT,
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PuraStat® Clinical Meeting during UEGW 2017
Gastro-enterology

M ADKOLMATEEDE LR KYHFE
= France, UK, Germany, ltaly,
Brazil, Denmark, Sweden,
Holland, Poland, Austria
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SEHEREER : Portsmouth Hospitals NHS Trust -
&15:8% (day6) D KB FEEAPuraStat

ClinicalTrials.gov Identifier-NCT02833558 [C&-THBEN TR LEEERDT
fiE {51%K : 90%E 5 GIE, Volume 85, Issue 5, Supplement, May
2017, Pages AB512(DDW2017I=TH%)
3 2017412 A I B HEE; HRPRARC
Uraoka T,

Gastrointest Endosc. 2016
Jun;83(6):1259-64.

Pioche M,
Endosc Int Open. 2016 Apr;4(4):E415-9.
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Fig. 1. Purastar” peptice hydrogel.

24, Participants

We have been using PuraStat® mainly in endoscopic pow-
ered turbinoplasty in patients with severe allergic rhinitis and
intractable nasal obstruction resistant to medical treal
inclusion criterion for this study was all patients undergoing endo-
scopic powered turbinoplasty using PuraStat® as a haemostatic
adjunct. The exclusion criterion for this study was any concurrent
use of alternative haemostatic adjuncts, such as another haemo-
static agent or the use of nasal packing. All patients, a total of 60,
undergoing endoscopic poviered meeting our inclu-

3

discarded. PuraStat” is made available in three fill volume variants
(1.3 and 5 mL). The product has no swelling capacity (5.

27. Pert-intervention considerations

We perform an endoscopic powered turbinoplasty to provide
volumetric reduction of the inferior turbinate through removal of
the inferior turbinate bone and resection of the lateral lamella
of turbinate tissue. The posterior end of the inferior turbinate,
which is commonly described as a “mulberry” due to its swollen
and variegated appearance, is also reduced. The procedure is quite
commonly performed as  day surgery procedure, therefore it is
imperative to achieve appropriate haemostasis to discharge the

jowever, turbinate

s asignificantly vascular structure, particularly in its posterior end

the turbinoplasty involves the creation of a large raw surface

which can ooze significantly. Therefore, to avoid nasal packing, we
have used PuraStat® to reduce bleeding (Fig. 2).

After sub-mucosal tissue resection, any type of severe bleeding
should be treated (we regularly use bipolar cautery), and mainly at
the end of the resection on the oozing resected area. Application
technique is key fo effective use of PuraStat®. The applicator tip

st be positioned directly at the bleeding point with close sup-
position (o the tissue and a thin and even layer of product has to be
applied. A slow application better allows the B-sheets of peptides
toself-assemble in contact with blood, form the 3D-matrix and cap
thebleeding point. One mLcoversa | cn’area hence i syringe

2.5 mLperside).C

t ober
Patients were followed up 4 s postoperatively through an in-
person clinic appointment for endoscopic evaluation.

25. Pre

Alp for yby

P P iew. Nop
tions specific to the use of PuraStat™ was required for this study.

26. Matertals deployed

PuraStat™ (3D-Matrix, Tokyo, Japan) is made of a fully-synthetic
peptide solution that forms a colorless peptide hydrogel at neutral
pH (Fig. 1). The peptide named RADAT6 consists of four naturally
occurring amino acids repeated four times to create a 16 amino
acid poly-peptide chain. Contact between the product and liquid
such as blood causes the acidic peptide solution to be neutralized
orbecome alkaline and, as aresult, the peptide molecule, which has

. quicklh yielding

peptide hydrogel.
and, by physically closing the superficial part of the broken blood
vessel, causes coagulation in the deeper part of the vascular wall
resulting in haemostasis (|2.3.4]).

In addition, the nano-structure of the 3D-nanofiber structure

adequate adherence of the cells and tissue |3). Any product remain
ing after surgery is absorbed over time aithough some residue may
remain for longer than 30 days ([4])
Purastat” is indicated for haemostasis in rxmunv: haemor-
a blood vessels and p lid organs

dard means i insuffcient r impractcal. It comes it the form of a
pre-filled sterile syringe filled with a clear, 2.5% (range 1.8-3,
aqueous peptide solution. It doesn't require any.
stored at reffigerator temperature
10 be connected to th

ndis
‘C). The nozzle has
ideally the first drop should be

for. 5

ing bleeding, additional PuraStat® can be applied but underneath
the initial layer to access the fresh blood, continuing to apply slow
plung 3 yringe.In

CASE REPORT — OPEN ACCESS

ME Leeetal =
A
b s st [ r——— [
egug sugkalrducon [y e
Fig 2. Appn art optasty.
‘with TDM-621 to be remarkably effective in 11 patients, effective
t for operability
frects noted (8]
studies in dige py since 2016

[=]
TR
OF- N5 =

Flg . Video displaying use of Purastar® in ENT Surgrry.

have Furthier identified PuraStat™ to be effective as an operative
haemostatic adjunct in accelerating. the healing phase and sig-
nificantly reducing the rates of delayed bleeding even amongst
high-risk bleeding lesions [9,10,5.11].

However, while it’s haemostatic and accelerated healing effects
are well documented elsewhere, it’s use in the specialty of
endonasal surgery and it’s effects on adhesion formation have yet to

UrTent NaeMmOSLatic prod-
ucts are used in endonasal surgery with varyin e of efficacy.
none have undergone a clinical study demonstrating a zero rate of
adhesion formation. Clinical controlled studies will be required to
Turthe g her this product Towr.
of adhesion formation as presently suggested.

5. Conclusion

donasal application,a lor

quately cover the posterior end of the inferior turbinate. However,
the fluidity and transparent nature of the product in such vertical
application helps to easily cover the resected area. After applica-
tion, rtant to not disturb the product (by suction of any
kind of compression) as peptides will not re-assemble.

28, Proceduralist

y
ogist sub specialized in rhinology with over 10 years of experience
performing endoscopic powered turbinoplasties.

281 Quality control

All endoscopic powered turbinoplasties were performed in
keeping with standard pre-operative and operative procedure. Tu
ensure maximal efficacy of PuraStat”, application of the produc
was performed slndly using the recommended application mm
nique.

282. Post-intervention considerations

Our patients were requested to perform daily nasal irmigation
starting the day after surgery as per standard post-operative pro-
cedure. Visual inspection using 2 nasal endoscope was performed
in routine post-operative followup at 4 weeks.

application usually achieved on the first use. All patients reported
compliance with daily nasal irrigation. No re-bleedding was noted

tion using a nasal endoscope showed normal healing in absence of
any adhesion formation in all the patients. No patients were lost to
followup (Fig. 3

D al
the eificacy of PuraStat™ as a haemostatic agent in cardiovascular,
digestive and digestive endascopic surgery. This is the first case
series reporting on the haemostatic and anti-adhesive properties
of Purastat™ in the setting of endonasal sursery. Our nita results
1€3d us 1o consider P for use in endonasal

but additional dlinical wmrolled studies in humans or

4. Discussion
Purastar™ is made of chemidally engineered amina acids thus
the synthetic origin material c; inate the potential risk of

infections caused by existing hqmostaric agents containing blood
derivatives,

irgery. afi tive study

was performed in 2012 in whi
vascular anastamoses (coronary
patients. The product under the
hemorrhagic bleeding before
Haemostatic efficacy was 87.9%
erative bleeding was observed
relation o the product {6].

In digestive surgery, a clinic

i the product was applied o 33
or peripheral) in 25 heparinised
Pde name TDM-621 wasapphemu
e administratios

ases) and no pnsmw
s well as no severe side effects in

| controlled study was performed

3. Results

In a 3 month period, we have been using this product in 60
cases of endoscopic powered turbinoplasty meeting our inclu

sion/exclusion criteria. The use of PuraStat™ in endonasal surgery
is a novel practice unreported on in the present lterature. Appli-
cation technique has a low difficulty learning curve with effective

in2014n a groupof 20 patients §ndergoing fectal cancer resection.
PuraMatrix”, an equivalent prodiict. was applied (o 10 patients and
c ated patients without a haemo-

fibnarmal effects were observed in
the 10 patients treated 2-3 morfths postoperatively, and they dis—
control
sroup 71, Mdmmtu n digestive endoscopy. an iniial clinical
study perf fing 12 patients undergoing endo-
Seonic sargery for gmm umgurs found haemostasis achieved

animals comparing adbesions fates with alfernative haemostatic
products and the contral are required for further evaluation of the
anti-adhesive properties.
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Puras

3D-Matrix, the manufacturer of PuraStat™, will be funding an
animal study i lage 2017/early 2018 o further uvestigate the
effects of PuraStat®, to be conducted by the same three authors
25 this case series. Nonw o the three uthors are e mployees of 3D-
Matrix, and none of the three authors will be paid for this case series
or the subsequent animal study.
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Ethical approval

All patients involved in this case series had consented to the
use of PuraStat®. which is a licensed haemostatic product in

3. Results

In a 3 month period, we have been using this product in 60

application usually achieved on the first use. All patients reported
compliance with daily nasal irrigation. No re-bleeding was noted

cases of endoscopic powered turbinoplasty meeting our inclu-
sion/exclusion criteria, The use of PuraStat” in endonasal surgery
is a novel practice unreported on in the present literature. Appli-
cation technique has a low difficulty learning curve with effective

in routine post-operative followup at 4 weeks and visual inspec-

tion using a nasal endoscope showed normal healing in absence of

followup (Fig. 3

any adhesion formation in all the patients. No patients were lost to
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