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This project Investigates the optimization of sampling plan for Additionally, packaging for DERMABOND FG lots Is evaluated “ The assessment of historical data for Dermabond products over a

DERMABOND Topical Skin Adhesive products, focusing on for peel strength at the Ethicon San Lorenzo site, with testing Tools Applied + Data Gollestion Plan . Systematic Sampling  Prosess Capabilty two-year span reveals a stable manufacturing process with high
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reducing lead times for the Critical to Quality attributes: viscosity, occurring at the beginning and end of production runs. After How does a Data Collection Plan look like? process capability concerning purity, viscosity, and peel strength.
purity, and packaging peel strength. Currently, each raw material sterilization, samples are tested at the Cornelia facility. The new B et T The consistency In purity and viscosity across finished goods from
and finished goods lot undergoes extensive testing, which this methodology suggests correlating pre-sterile and post-sterile peel e e e the same parent lot suggests that testing can be streamlined.
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study proposes to evaluate for potential reductions based on strength data to streamline the quality assurance process, thereby T Mann-Whitney tests support that purity and viscosity assessments

formulation lots

product homogeneity. Through the application of statistical reducing the peel strength testing. T e for Dermabond product families be limited to one finished good

Pre Sterile production lot post
sterile

techniques, including Mann-Whitney tests and Two-sample T-tests, EROM TO s lot per formulation parent lot.
the research aims to establish the feasibility of reducing testing —— s the Data Stable for Purity & Viscosity? s the Data Stable for Peel Strength ?
frequency. The goal of this study is to achieve a 75% reduction in S S e B G Spremsicsmogtens Moreover, the evaluation indicates that post-sterilization peel
= R | —— strength for Dermabond Advanced products demonstrates superior
performance compared to pre-sterilization, although it shows
lower Ppk values. Two-sample T-tests support the conclusion that
« The project's main objective is to achieve a 75% reduction in e G fgess caaulty Bo 'fzz'"s;:;&?gza?:,.z{;@z:'szz?';f:;azaa*sr';iz':giz.?;ﬁ?s.fs::s':;'gzytfsz‘;z.:p;:::sﬁsw post-sterile sampl_es exhibit significantly stronger seal strgngths |
: : . : e N, . Consequently, 1t I1s recommended that peel strength testing be
FG testing lead time by the end of Q4 2025, improving T e ey

operational efficiency and enhancing customer satisfaction.
The key contributions include reducing processing time by 2 T e _ . .
Y J P J Y e s A, testing time at Cornelia, GA, cut down the overall lead time by

hours per lot and decreasing the lead time for FG lot releases = T e m—— . o .
Introdu CtiOn v 20 5 davs = - - = I approximately 20.5 days, and eliminate the requirement for
y ' y ' process robustness level of a very high per PR-0000022. ! e R by, o oo d estru Ctive testing On m al’ketabl e pr O du CtS,
Methodology

DERMABOND Topical Skin Adhesive iIs a designed for rapid Th - : : : : Tools Applied * Process Analysis * Hypothesis Testing

. . : : e methodology for this project focuses on implementing the Six 001s Applie
wound closure following surgical procedures, and it comes in Sigma DMAIC framework at Ethicon Cornelia and San Lorenzo FUtU re WOrk
three product families: Prineo, Advanced, and High Viscosity 5 there are any purity results differences statistically 5 there are any viscosity results differences statistically

Dermabond (HVD) The pnm ary formulation is manufactured at to achieve a 75% reduction in the lead time for DERMABOND t.f,mizgstr;t.;ogrOUpSOfdatao ?*evtemiigst?eimogmupsomatao - s nrl et parent frmolton
Ethicon's facility in Cornelia, GA, where It undergoes rigorous products. This framework consists of five key phases: S W '

testing for viscosity and purity before processing at San Lorenzo
into Finished Goods (FG) lots. These lots are then sterilized and DERMABOND Topical Skin Adhesive Sampling Plans Optimization

lead times by Q4 2025, which would improve product release el
timelines and customer satisfaction. The expected outcomes Pro b | em 1001000000 100000000 e,
recommend a streamlined quality assurance process in Ethicon, - -
decreasing testing time by two hours per lot and reducing overall
lead time by 20.5 days. This study highlights the importance of

data analysis In enhancing manufacturing sampling plans and
Improving the cost of quality.

sterilization was subjected to a

fF T e conducted solely during the manufacturing process In San
A A =R Lorenzo, PR. This adjustment could lead to a further reduction in
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This research has made significant contributions to the

Dermabond end-to-end process. By implementing the proposed
: : Project between Ethicon San Lorenzo & Cornelia changes, the lab capacity In Cornelia, GA, can be increased,

returned for final testing. . . . .

- ~ resulting in a reduction of testing time by 2 hours and lead time of

";;r;mthe‘five Ms:njxfgzzzyggsgstﬁﬁgorrx: ?:Iocr:‘ :heer:r; irtesultf-'»d.in aP- " Inthe flve Mann-Whitn;-t;e;;s:erformgd, all of them resulted in a P- . . . .
M Control e 20.5 days for Dermabond lots and a more efficient production
Tools Applied Tools Applied Tools Applied Tools Applied Tools Applied Dermabond hypothesis test results of Mann-Whitney DrOCeSS OVE ral I . However, I Im Itatl OnS Of th IS StU dy InCI Ude

Test for Purity & Viscosity

This research focuses On Optimizing the testing Of Critical to E%E?]tmmr ?%E?E;ging ﬁm&:;a;ﬁ:m E:;‘uE_A :E%Efgfigjrﬁ Hypothesis Testing ?;n:;:zlsu;::anf?;g%m‘%ﬂc’z&?&cgﬁnber DOtentiaI Variability in teSting Conditions and the reliance On

Quality (CTQ) attributes—uviscosity, purity, and packaging peel e oty P, o nistorical data, which may not account for future changes in
strength. It proposes reducing redundancy in testing by conducting

: : processes or materials. These findings lay the foundation for
a homogeneity evaluation that allows for a subset testing strategy Results and Discussion
based on raw material formulations. Furthermore, the study aims

to correlate pre-sterilization and post-sterilization peel strength “ e
data to streamline quality assurance processes.

Figure 1: Dermabond Supply Chain Process Flo

optimizing operations and enhancing product quality In the
Dermabond production process.

Is there are any pre-post sterilization results differences :
i * Project Charter * SIPOC * VOC statisticall be)t/v[\:/)eenpthe two groups of data? Dermabond hypothesis test results of T-test for
Tools Applied ] any group ' Pre- Post Sterilization Peel Strength ( : | OW e I I ll I S
Hypothesis Testing
e . . o . e o, e At s [0 Hypothesls Testing
DERMABOND Topical Skin Adhesive Sampling Plans Optimization Project — =i HVD Mi products has significant difference
H H : . . between t he two groups.
) between Ethlcon S an Lorenzo & Cornella = ST S ¢ The pre and post sterilization results were - _ -
... || Reduce thetes ing frequency for purity, viscosity and peel strength at the pos -sterile process to reduce the . oo DA wontor Bl divided into two groups to compare
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Since 1997, Ethicon has been producing 2-octyl cyanoacrylate ciican Gomotia 3 Viscosty Raw Dt *

Lorenzo

formulations for wound closure devices, which include a >ty imoia | Dormabons
- R . . . esting
monomer and various modifiers. These formulations, primarily TN RIS | DataReview
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testing upon arrival at the Cornelia facility. The proposed Process Steps | S el e
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Test Reduction Projects
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