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pective, Single Center Experience with the SharkCore Fine Needle Biopsy System:

A New Bite in to Gastrointestinal Histological Sampling

\ Materials and Methods Results Discussion

BaCkg round Study type: | | - Table 9. Clinieal Characteristios of Patients Adequacy of samples determined by final pathological read was 87.9%.
— Retrospective, hypothesis-generating study conducted at a large, tertiary, single center Variable Patients (n=33) — Factors to increase adequacy in sampling are ROSE availability, experience of the endosonographer and
‘ teaching hospital for 6 months. Average Age +8D. yrs e familiarity or continued exposure to EUS procedures.>”
Equipment and Endoscopic Ultrasound (EUS) Procedure: S . Our study indicated, based on the pathology protocol, that this needle system did not provide core
= F>art1ientsOI monitored |u]qolletr anlegthestiﬁ care vvi}h |c>roECSgure%| pcejr;ol{lréwed uscijng a Iir)tehatiharrguz/GI oG - Female 17 (51.5% tissue samples.
echoendoscope In left lateral decubitus position. guide was done wi e an Racelethnicity B - . . .
FNB needle of stainless steel (ID 0.020", 0.014 “and OD 0.028” and 0.020"), respectively. : 2?r?§§r?frr:\erican 22 g%?/?) Majority of samples underwent histological processing, but were dgne §o as gn afterthought.
| | — Localization of mass followed by needle puncture, stylet removed, and needle moved to-and-fro + Other 3 0.1% - %HGFSI\E%dty rgwevvedt.tk]le t;se of bptlr(wleNA and FNB systems 1o o%t?m tﬂlstgll\?/glcal tsamg)les and revealeo
Sharkcore Fine Needle Biopsy (FNB) within the lesion four times. All tissue sampling performed with slow pull technique.* Specimen then Location of mass* = UL A1Sallsiallony by oY Ol S e e S L s
system allows for interchangeability R e TR0 necdle S5SETiDy e D o ROSE allows real time feedback to endosonographers to assist in adequacy samples for biological
of all needle sizes througha Sampling Process: - Boay o2 sampling with about a 10-15% increase in specimen yield in at least solid pancreatic masses.’
universal delivery system for rapid — Sample is obtained from needle onto two slides, one for Diff Quick staining, one Papanicolaou stain. - Inta-abdominal lymph node 62((168'120;/3) — 96.2% of cases were able to obtain adequate sample, but with ROSE absent, a majority of cases were
needle exchange and passes * |f core biopsy present, tissue material placed into a formalin container. » Gaslic/Submucos: 4 (12.1% still found to have adequate samples.
: : . , -~ * Biliary 2(6.1%) :
ﬁ?s(’j[ chc))r H:]ael %(;srﬁlblleescollectlon of igmaﬂ%setptat not evaluated with ROSE were collected and sent directly to the pathology ENB Adequacy Adequacy based on location of mass
g o~ - Nitial adequacy during ROSE determined by cytotechnologist and final adequacy verified b Adequte 9 0 B o e T O e L O =
Studies suggest that diagnostic el pathglogyyreportg y &y J SRl y » Less than optimal/inconclusive 1(3.0%) — Intra-albdominal lymph nodes, hepatic masses and biliary samples had 100% adequacy rate but were a
FNB Result i
accuracy/ ad.equacy can be . ®* Adeqguacy based on cells appearing to be malignant or a different architecture compared to o Benig:;JNos;]-malignant 12 (36.4%) L samplg S|z.e | | , | | . | |
enhanced with the use of rapid normal tissue. « Malignant 16 (48.5%) — Qur study is different in that it evaluates many different pathological sites not limited to solid pancreatic
onsite evaluation (ROSE). — All biopsy needles are rinsed in Cytolyt * Inconclusive 5 (15.2%) masses that are showing adequate sampling with the use of the SharkCore FNB system.
Advantage of FNB vs FNA | .' If thick ti.ssue fragments present, cell block for histological processing was created. - SOME PEEEiEges mis ot eguel 1007 Clue i found vy
— Accurate diagnosis of an Statistical analysis: : : : :
otherwise undifferentiated tumor — The analysis was purely descriptive and exploratory in nature with descriptive statistics presented for , LI m ItathnS FUtu re StUd Ies
T oy - Table 3. ROSE EUS-FNB Adequacy Compared with Non ROSE EUS-FNB
with tissue acquisition the entire sample as a whole. . . N . . .
- — . . . - . . Small sample size (n = 33), single center Utilizing this technology for intra-thoracic
— Options involving surgical ano — Means presented with the standard deviation for the continuous variables (age) _ _ naliananc
oncologic care can be guided by — Percentages given for all cases that resulted in an adequate tissue sample overall and broken down Adeguate 25 (9.2 45719 Short time period (6 months) for both g fey o
the results by location of the mass. FNB Adequacy nadequate 1(3.8%) 2(28.6%) advanced endosonographers to access and Comparing ROSE adequacy with final pathology
— Prevent inappropriate treatment T Less than optima 0(2':%) 1(1‘;3%) train with new FNB system If increase familiarity with the system decreases
e otal Patients (n . N .
Tab'e‘ 1. FNB BaCkgm“T’ Study Inclusion Criteria ' Exclusion Criteric Pathology protocol for core tissue biopsies the need for ROSE
) Indications for FNB' | Contraindications' | Complications*? Age > 18 years old Untreated coagulopathy Change in how Samples are processed by
Study Aims | e | L | e e et e A pathology
. compongnts ) Sevefr.e coaguiopathies hyPOtenSion asses/lesions were accessible wi or neeaie Biopsies performEd Ut”izmga Table 4 Adequacy Based o Location Of MaSS anard, Jean Marc ;an- ristophe Letard, Laurent Palazzo, lan Penman, and Anne Marie. Lennon. “Endosonography.” ikichi, Takuto, et al. “Endoscopic ultrasound-guided fine-needle aspiration of solid pancreatic masses with rapid on-site
Asse SS the ad eq uacy Of tlssue ° gﬂnedcjl(?rsglnaaslslymph node ° L?Sl?gl';[;/et?eg{gﬁ/errrllgss : Eae:il:];eospasm : /I ! - ° It: 198, 228 of 25g need! different FNA system . gastrc?ih;'estin.l;ﬂl En.c;c;lscopf /r/]7 P:avgzr‘}ceLE;[(p:r,z‘LConsu;[z‘:P 0:7/ine ;nd grint. Lo;ldog:pélsev:\gr Heélf’[h Scie.ncistK, 20911.phy. . git(glozgigarerla’lu;ticl).n EyC:-)ndose)nog;:aphersdwgi]’[hgu’fI Jttendangelz of c?/’[o:)atholfogisl’tcsl.Ez Journe;[l of Gastroemi[grolgg?/44.4 22009):
- ass/lesion composed of some solid components ang, Ji Young, et al. “Randomized trial comparing the 22-gauge aspiration and 22-gauge biopsy needles for EUS-guide s
Samples Obta|ned frOm the o E(e);ré)g(ralg’;(())rr]?;lglsysmph o sz’[ pr_ocei'dur_al EUSFNB perfo:amed by one Of Ewo adva:ced aMCEéZSS/JIESlIeOH felt not to be safely ] " .y |Ad t nad t | Less than | Total Patients . Eam%liigYofsgiidtpe:nc?eat?c maséj ILsi(I)ns.” r21‘33z‘rgo/j[r:lz‘es'szz‘/?rlagrllEf?doscro)pyt76.2 (2(10?3):9 32?-327.p IS 6. (LollinS,dBrian T.],cet aI.“Rbapid on—sitedevaluatign for egdoscozicluItre;schugd(—ngl#igﬁd qrée—r;eiedle biopsy of the pancreas decreases
N N . . . el . . . . . : the incidence of repeat biopsy procedures.” Cancer Cytopatholo : : 518-524.
SharkCore FNB + Perrectal ymph nade chdominalpan endosonographers CuEON OF TS RARRHES | EREHREE  Optimal (n) R oo peru st O Sl 7 o 47 | ik, . “ept sttt el it st slon t etery
] . . and_/ or mEIISS o Pancreatic 16 (84-2%) 2 (10-5%) 1 (5-3%) 19 4, Nakai,Yousukf,-, e_t al. ‘_‘SIOV\_/ pull versus su_ction in endoscopi(.: ultrasound-guided fine-needle aspiration of pancreatic el V_Vi" dierLic in:tial incorllclusiv.e fEsUiLY ‘./Gastr LGS L D is.22.2 (2013): 183'7'. |
Determlne |f Iocatlon Of the m aSS/ :E)ebSéon(S) in the left liver SIX CUTTING EDGE SUREACES e Head 7 (87.5%) 0(0.0%) 1(12.5%) solid masses.” Digestive Diseases and Sciences 59.7 (2014): 1578-1585. 8. E:rr;%liingggggiigtpﬂlnc?:e?t?(?mgsgIgé?(l)r?g.T%irsl?r%)/wtz é?f)—g/aggsozigg;t%r.l2a?2d0§g;:ggglzjgfng;psy needles for EUS-guided
lesion effects adequacy * Left adrenal mass g hee — * Body Bt} | LULIW V(0.0
Assess if ROSE is necessary in " Subepithll massesin s e © 2016 Lehigh Valley Health Network
A . Lym|-3h Node 6 (100%) 0(0.0%) 0 (0.0%) 6 . .
assisting with adequacy — |/ o R Hepatic 2 (100% 0 (0.0%) 0 (0.0%) 2 A PASSION FOR BETTER MEDICINE.™ 610-402-CARE LVHN.org
Determine if the SharkCore ENB Gastric/Submucosa 3(75.0%) 1(25.0%) 0 (0.0%) 4
system can produce core tissue e — A L ) — 2 -

) LehighValley

. . . . Figure 1. Shark Core fine needle biopsy system with 6 beveled cutting edge surface to
SpGCl menS fOI’ h ISt0|Og |Ca| Sam pl | ng decrease tissue fracturing and penetration force while maintaining intact tissue structure. & H ea Ith N etwo r k
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