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ABSTRACT

Importance: Superficial surgical site infection (SSI) is common in appendectomy for
complicated appendicitis. Delayed primary wound closure (DPC) is preferentially used over
primary closure (PC) but its efficacy is still controversial.

Objective: To compare superficial SSI rates between DPC and PC for complicated appendicitis.
Design, setting, participants: A multicenter, randomized controlled trial of complicated
appendicitis, involving 607 adult patients from 6 hospitals in Thailand between November 2012
to February 2016. This included cases of gangrenous appendicitis, as well as rupture.
Intervention: Patients were randomized to PC (i.e., immediately wound closure after operation)
or DPC (i.e., wound closure at postoperative days 3 to 5).

Main outcome and measure: Superficial SSI, as defined by the Center for Disease Control
criteria. Secondary outcomes included postoperative pain, length of stay, recovery time, quality
of life and cost of treatment.

Results: Among 303 and 304 patients in the PC and DPC groups, 5 and 4 patients were lost
follow up respectively, leaving 300 and 298 patients for intention-to-treat (ITT) analysis. The
superficial SSI rate was lower in the PC than DPC group (i.e., 7.3% (95% ClI: 4.4, 10.3) versus 10%
(6.6, 13.3)) with a risk difference (RD) of -2.7% (-7.1%, 1.9%). Protocol violations occurred in 15
patients (i.e., 9 in PC and 6 in DPC groups). RDs for per-protocol and as-treated approaches
were respectively -1.9% (-6.5%, 2.6%) and -1.1% (-5.6%, 3.4%). In addition, a counterfactual
approach using instrumental-variable analysis vyielded a RD of -32.6% (-8.3%, 1.1%).
Postoperative pain, length of stay, recovery times, and quality of life were not significantly
different between groups with corresponding RDs of 0.3 (-2.5, 3.0), -0.1 (-0.5, 0.3), -0.2 (-0.8, 0.4),
and 0.02 (-0.01, 0.04). However, costs for DPC were 2083 (1410, 2756) Baht higher than PC (~$60
USD or 56 euros).

Conclusion and Relevance: Superficial SSI rates were slightly lower for PC than DPC groups,
although this did not reach statistical significance. Costs were modestly but statistically
significantly lower for the PC group.

Trial Registration: clinicaltrial.org Identifier: NCT01659983
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................................................................... Normal risk patients (> 18 years old,
not immunocompromised)

- gangrenous appendicitis: appearance
of necrotic appendiceal wall

- ruptured appendicitis: hole in

appendix, intraoperative ruptured,

2 presence of frank pus
dulaunaiiudl (primary wound closure)

10% risk of wound infection
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U1 (Introduction)

l#Radniaufunmenefaonssuiinutesiign f8nsnsnidnldfssnauiivssmanivad 14
fe 10000  Usznseiel §9 21%  veslhedildsunisindaldAssniauinnigldfssniauiigunse
(complicated appendicitis) %ﬂuﬁﬁwmBﬁﬂﬂﬂazlﬁaﬂﬁﬂLaUﬁﬁLﬁamﬂ (gangrenous appendicitis) kag
ameldRsdniauuasiinsuannza (ruptured appendicitis). AMzunsndeuiinulfvesiigandsnistirdn
&sdniau Aomsfnidofiunarinda Superficial surgical site infection (SSI) Tngtawnzihefifiny s
sniavuvuiiifoneuiounnza’ T,ﬂaﬁqﬁamiaﬁimwaqmiamL%@ﬁuwamé}hagﬁ 99% 4 53 %
nmsunsndeutidsansenuitlifedasuarsruvassgn

msidulaunaluniends (Delayed prlmary wound closure (DPQ)) Juisnsegnamialunis
Fulaunalasiinguszasdifleansnsnishadefiunaiida’ Famafulaunalunendsdunseyiilag
wnuiizshmsdulaunariuiliiodadunszuiunmsinfndadenin primary wound closure (PC)
mwé’qmﬂmimﬁmLLma%Qm%ﬁﬂ"j wazldsunsiusaLUULRaaad st LN deRazazThmMaEuTn
unalufudl 3 ¢ 5 mendandn’ nsnssvhuvuiiannsndisandnsinmsfindeiuanidalfidesan
annsnanUiinmuuafiSeiiung WuiinudeniluFsuna | iuiinueendiauiiunayinliukame
Aty madulaunalunendadufinisldndusnluaivasasalanaded 1 luunavinduanasnsa ’
nFsniuffnniisnstulflusaniendsnisideddnmsludeuaislssnnfanuiansnan
Snmsiaidefiunarindnldedeiiuszansam’™ edulsAnuismadulaumalunevdaiidnuued
LUUTn3nIu s edesdinsiunandsindayniu wagdeaudulaunalunevaduiud 3 G5 nda
fda Feenaiiuanudulan szeznamsusulsmetua wagAldanelunsinw

Tudlaqiuiiiisnisdostuniainnishadefiunarindnessfiuszsansamunniu saufedien
UfTuzuaznsguanendsindeaidussansam  mefideiafeansdnuiuszansamuesnisiuln
unalunendslunsansannisiadeiiuwaridaindsdanusniudelilunsidaldfsnaviiide
Mevideunnnzg MUl sIinssegadussuular TR EALUUeAIuAA Ny sEAVS nmaed
madulaunalunendaenisansnsmspndefiunarindaluftefldsunandnldassnan’ 1dvhms
$UTIMNSANLUUE (randomized controlled trials (RCTs)) fiavin 6 n153delneiiuszensidlu
nsfnuTuiavan 236 Teuar 182 selunsidulaunauuuiuil (PO) wasildsunsidulaunaly
Mevds (DPC) mud iy wansiasesinuinguildsunadulaumaiufiisngnisfiodefiunatid
fooninguildsunafudaumalumenddluitheiiiinngldfsnauuuuioneuasunnnzg laongud
Fsumadudaunariuiifidnaniafausafinded 23% nquildsumabulaumaluniendsdisnsnisio
Tofl 26% TS Assduinssan (pooled risk ratio) 7 0.89 (wazdlen 95%Cl: 0.45, 1.73). aghslsfinu
nsfnwuUdNT 6 nsAnuiiidnlieseiluniddeiiaaun mildlfnesgu venanidangng,
desduinsilddaduammudugiiesainmsfnuniianiessiies waslidiuiulszvnsluusay
msfnwAties fusiilutagiuussansnmvesnadulaumariuiidaduiionifesey wifdaduisni
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wnalunienaslunisdnuwivilslulssinalng nsfinwiliuuduivindulaeiiinguszasandniite

= = v a & a [ ! @ A v @ A [ 7 A
WiguiigudnsnisinenurardnseninamsdulaunaluriufivaznsidulaunalunievaslugUleq
JldRagniauniiiiloneuazianneg warlasun1siIAAlARBNAURULKAHIFANUS AT D996
814 (right lower quadrant abdominal wound incision) uagilingUszasAsediowlIaueuszaziuei
10951078 N15UUINNEINTISHIAR AN MTIR FaudeAlganelunissnwseninedsnisidulaunans 2
Usslan

52108U35n15398 (Methods)

ASAN LUK UTAIBANITY (multicenter parallel RCT) i3ufnwdsusifioungadnioud
A.A. 2012 fs nuaitus U e.a. 2016 Tulsmenarhusemealneriomn 6 widusiommn 6 wisil 2 wis
dulsanervaunninerdelaun lsameruiasssuaansiadunssiiesh wazlsame1uiasuisud uag
lsangrviaaudusedndmindn 4 uridlaun saneruaunusiil (n1anana) lsaneruiasays (a1e
nziuaen) Tanssruiagiuniniany usenidsanieuaslsmenuiad e namie msnwnilldkiu
nMsousiAnnAnraYnITNNNT3EsTIATEluALTL TN U LBUR Tsamenuiasssumansiadunss
Aesh waglsamenunasuiidnsanlunsaneianun msdnwilesunsamedeuly ClinicalTrials.gov
(ID NCT01659983).

#19715939¢ (Participants)
nsgvrunslunsimdendiaed 2 dunou luduwsnfreluagdunusideiolud ong
>18 ¥, I¢funmsitadoinduldfssniauuasidsaglddumsidnldfsnausiuunanifniiuiinami
Vioamuvnans, lalddansss, Lileeglunizaiuinuni@ (morbid obesity) Famunefann3fiden body
mass index (BMI) 240 ke/m’, laifiuseRdulsa systemic lupus erythematosus (SLE) n3elésuanne
Qﬁﬁmﬁ’ua&i WU prednisolone, methotrexate, cyclophosphamide, azathioprine, mercaptopurine,
anthracycline, mitomycin, cyclosporine, taclolimus, 1ﬂﬁﬂiﬁ§ﬂu;§ﬂ’s81mm3§fU’J’18L§E1’§ﬁ, Taidd
Usgimdulsagiiduiuunnses, wazannsadlauasiduludusoudniunsiseld. fuaedidinasi
fanamdsuarldsuteyanarsnsandenfiieadestumsfinuideismdinmaduluuomdisaunis
Welnounmdivinsinymieunmdiiedos fihefiBufidnsmnuddoasgnussifiufiothsunside
Tusuil 2 Snafiluosiviniodniunisduidenisninbuliounaningn Tasfiaeiasdunasidieunis
duazdosiinasidnvaveddfdnauiidinusthdideneniounnnzgdeielull flheffldRdnaud
fifonmefiinusinisidadededelud fo dnsvinuazunswesldfsiutuinuifidemevasldis O
necrotic wall (dark, grayish color) uasfinausidaseludnsuldfesnauunnneg fe wulinsuiuung
vosldRuaznuindnisuannzaveslddslaun mswuindignzquedldda fldRwnnszninansindnnde

wufvuesdniausEninanssida’
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M3guEag (Randomization)

N153Aa16UNI54Y (randomization  sequences)  Minsdnd1fuLuy blocked
randomization lagfluuavesudazudoniilivinfusening 4 fs 6 msdadifunseiilaeiinadianlsl
Aendestumsiselasutsdduiuvesmsduaulsmeuaiidnu msdadisuinlaglilusunsy STATA
version 12.0 n1sduldanvaneUaniinaud1siu (sequential sealed opaque envelopes) lddwmsunis
Untlsdrdunisdy  (allocation  concealment) dewaadilddviuguazgnifiulifiesindalunsias
Tsmeunauazazgnidalaeneruialuviosidaiiiestosilounnddhinmsindnlddndulondaingie
dnasinmsitiade i dldfsnauuuuiidemeniounnngg Tnsgoszgnilinnevduaiafunisuid
reutagyhnsduliausa

Blinding
ﬁgq@:ﬂ’wLLazLLWV]éﬁﬁwmi%’ﬂwﬂﬂmmmﬂﬂﬂm"?%'mil,sﬁu‘ﬂmmaiéﬁﬁmmﬂmiché'fmLLaz
nszvIUNMIuaVErdn nsRadefiunaridnazgnussiiulaglfinasinsidads wasnszuauntzay
1n551Y Faazeduresioldiiieananilun1sitads (ascertainment  bias) aeslsAmugiisiseiiu
foyafinedunuinguazasdses Tiun sroginanisiufmdidn miudutiandsinda aunmdie
wazAltarelunssnzgnundalailving uisnisshw

35n158uTausa (Interventions)

dmsumsiudaunaiiufl (PC) unarndnaldsunisfulauiinondaaiodunisinde
Tneldlurisnuuuliazaroduleowden (non-absorbable monofilament suture) wSeldlnaiusnlus®
(stapler) ndsanniuazldnsiunawvunisaudeiusnlag - dmsumsifudaunaluniends (DPO)
mwé’amﬁméf@]La%?iuw,ma%gﬂLﬂ@iﬁé’wmsﬁwLLwaLLUULﬂaﬂLLazﬁﬁaﬁu (wet dressing) Lazyiuua
Suay 2 adiaunsyiaumamnyandmiumsiudealumendduiud 3 8 7 Sundnisiide Tagldianns
Wulaunaniiounisifudaurawuuiud wiaagldsunisfiarsanimnzaudwiunisiduladownad
Wounstud Lifidnwarvesnisinde lifidomeuaslinudnvazvssansdandsidunues (e, good

granulation tissue, no necrotic tissue, and no purulent discharge)

M13AIUANAITINYITIU (Co-intervention)

Ms3nwsuiidffieainansenudenanisinwiaulalégnaruauliiinisuiiaany
wpsgrumiloutiluidaranuiidnuiileannansenudonanisinumnida iud msldeufaugsening
n135nw1 Nsieuitnnasingn wazdsnisviunandminda n1sidneyy e ilglauwsinisssuiewuy
U (closed suction drain) §Uaenneazlasunisiienufiiugnvasaiiondineunisiifinusyai
At lusuazldumeaenidonmsoiiowunseieldilld (body temperature < 37.8°) Wuszziian
24 4 48 Falug vaniuezdsudueuiTusiuuiuusemuseiiedn 7 89 10 Yu eURTueAlY
kM InsUfoafieseunauienuaiiounsuavuandoilifesniseandion’ fhennsearlésy
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g1uAUIAUTZAY opoids MNavaaALEens (ie. morphine 3-5 mg, or pethidine 25-50 mg) MUY
#0901 (as requested (prn)) 19 4 FAluamdRINUUIzIUAswTueAUIARUUALUAMIBE IS TR LBE
wazeAUIALUU non-steroidal anti-inflammatory drugs (NSAIDs) A8421ALEHNIUDINNT

#an753n01 (Outcomes)

Nan1sSnemanAenIsRntefiunan1da (superfical  SSI) Fsflinaurilunisitadeny
\nauTwaICenter for Disease Control (CDQ)” daraluil innsAnidonnsly 30 JUAYRRINTHIAR, FiR
Feluduinmawasdulusy (involving only skin and subcutaneous tissue of the incision), LagAT33
wuonsetslaedramiliselull Tasdandsiifidnunsndumuoteanannuaas, mmzdonaisdavasd
wnalneisusmanidoldnaniamindoduuin, wieflenmaniesimauanseslaogrmiseludl &
o1MstnEenaLiy, 91MUa, BIMsuAIEedeuiukar A wasunarFaldsunsUnunaszuslng
wnngginsinsmiedasunmginulasnamizdelifuuin lnsasdinsusadumsindoiuna
rdnlasunmdgimssnuneuisndutu srezian 1 dUni wasd 1 ieuntevdanisingn Tunsdl
fifteladlfunsafenuiuundiiouen ginnuazinsomeintsitisuazUssdunsfnitefiung
dnlaelduuuaeununnasgudweluil : @) wwadiernsuruvdelsl? (b) unafiennisuinudamdels?
(0) wnafiansfandsdussninanunaviolil? uaz (d) fUaeldlunuunndfiduseeimaunaiadoniell
wazlsfunsausalnouwnmdfisnumnioli?

namsfnwiidnusedldun anudutimdsrnda auamdin sroziansitud uas
aldnelunssne anudutiamdimsindaldnisadae visual analog scale (VAS of 0-100) #iufi 1
way 3 ndnside SutusmesUTununslieuivan opioids fthsvetameluiudl 1, 2, uay 3
ndansiiinazlasunstiuiin auam@inlaesinazgniaiiui 3 waz 1 Weundimsidalagld
LUUADUANLUUY  EuroQol 5 wazaggnivdsudurganndindsléfunsanaaeuainugniesly
Usainelng"® Ald91emensamenisunndfifiadu (direct medical costs) 9nnsiuTinunaluniends
(DPC) léun szezanuaulsimenunaiiiuty (length of stay), n15vuna (dressingy, waznisiiula
wHaluneMEae (re-suture costs) zgnuseliulagldsiensalddneunsgiudmiunisviinisieei
muduAaATYgmans | aldanenanssiiliieadestunisunmd uagenldanensdesdirect non-
medical and indirect costs) dsldurdgua Anfumaazagadsneldannisuineu agldainnis
dunwallaediieidelaglduuunesuunsgiulunsdunivel arldanglunisguanunefenisgeade
eldfiAnnNsIInuTe I ETIquailie Andumsnesiudaailddiefldlunisidunises
fasuargnfulsmervia  nisduimdlddeldaussdusivesuszimalned 300 vinsdetu

(http://www.mol.go.th/anonymouse/home)
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N719AIUYUING 99 (Sample size)
Snmnafaunarndaindeiildanmssanendeyannmsidouuudy 3 meidelugias
indinldRasniauiifidoneutounnmzaildsunisdulaunalunendariniu 29.5% (95% confidence
interval: 14.8%, 44.2% " fuunlw type | error, power, Way ratio Ay 0.05 (two-sided), 0.80,
and 1:1 muddU nsewnuuadegldfmunamausneg £10% ddeddynisedinldsiuny
fteiidoansiiann 570 316 (285 per group) Tneftodnenatiftaeiliunasiafinmu 5% Fesnisiiae
Favmn 600 Telumsfin

MsUATIZINNEIF (Statistical analysis)
NTIATIZANIIEDRA LAY ULNUNITIATIZANNUALINDU NTIATIZANANLTUENNIT
a 6 . . 21 a fa ¥ a € Vi 1 M Yo 1 [
PATILVUUY intention to treat (ITT).” n15IAseiIslasliassvigUisnunguilasunisduladn
Y a Y v Yo 2 a aag & & a s aay v ° v av Yo
wiasaudgthelasunsiulauwnadslnfing uenantimslasgisn 3 Flagnunuildluniendanlavi
a ¢ W v 22 ax = o= PR A Yo & a aaal
NTIATIIVENLE 3BUINAB per-protocol (PP) analysis #49¢53ufUelasun 158 UTAwNaANIET
lasunisguwintu gUaeilasunsidulaunainusennainuan1sguilasuazgnineanainnisinsei
aa a a a ¢ =) ° a ¢ v & a
To9 2 ABNTIATILUUU as-treated (AT) analysis FeagyinnsiasevigUlgaudssinvvenisiduia
av Yo a [ Y 1 Yo @ A aaa A a L4
wnafilasuaseldinaglasunisdulilasunisiiulaunalseianla wazdsi 3 Aon1sTATIERLUY
counterfactual approach using instrumental variable (IV) analysis #932¥11n15U38UNANITINEA
° o wva o ° ) M Yo Yo 22 = ) ¥ .
dmfugiaunisuugdinsen1sinwnalasuangsner”  Fusenwan1sinwiwuuiliin complier
average causal effect (CACE).
anvaruguvesiliens 2 nquavgniiauslusluuuveimean and  standard
deviation (SD) or median and interquartile range (IQRs) @1M5UAILUIHOLUDINILANYULVDINT
nsza1evesdaya druduusiludiuusnguazlafunisiauedisaininud (frequency), ASA
classification  Wags¥egLIaINTHIAR (operative time) Az)NIANGUATM  National Nosocomial
. . . S 2
Infections Surveillance risk index (ASA class Ill or more and operative time > 75 percentile).
N1TIATIENRUY Binary regression analysis 3zgnldlunsiUieuiisudninisiinuxg
HAnRNEIENIINgY tneuanman1sinsziilu aufnsainnsifiounafaiioluwsiazngy wanainien
aURNIaldNIWS (risk ratio) wazAn 95%CI AFgNUINIUARIIBLALILYINNTT adjust for center effect
Tun1smszsine dusuussoiiotnzldn193As19LUY Linear or quartile regression analysis Tu
= a = o = & o
nswseuiisu Faiuuslunguillaun szeziainisusulsmenuia (length of stay), Se8EIaIN5HUG7
wazausnYinAeInsUsEd1Tula (return to normal activities), szeglaaInIsHusiauansanauly
M9uld (retun to work) @ msudiudsaeiilosninnsing (repeated  measures  @laun
postoperative pain, QoL scores) 2gl9n159LATIERUUU  mixed-effect linear regression model Li®
WiuieuaAuaIresAadsssniingy N1snszilseuiisuanuiulinnasindnseninengy
i USunaewiUIn opioids NUeveluium 1 wag 2 nasnisidamiet1an adjusted lun1sinsey
2etd
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d3UN1998 counterfactual approach agldn153As131lagld instrumental variable
(IV) regression Mmﬁmﬁsﬁimafﬁ’mum’LﬁﬁﬁmsLﬁu%LLwaﬁlﬁmﬂmidm (assigned intervention) Way
miLE“JU'meLNaﬁQJﬂaEJVLﬁ%JUﬁG (actually received (ie.,AT)u IV and endogeneous variable
AINAINU LAIVIINITIATIENAIY Bivariate probit and two-stage least square regression models
dmsusuusiBanau dichotomous (ie. SSI) uagfuusdaiesnuadiu dulsimdugforatina léun
age, sex, body mass index, smoking, ASA classification, diabetes, hypertension, onset time, type
of appendicitis, WBC count, body temperature, and use of drain %Qﬂﬁ’lmﬂ%ﬂu [V model.
MFIATITALUY Interim analysis legnansusulfideannsasiusudnaudiheldasy
50% 9nduIufiFesIavEn (300 cases) Ingldudninasinisuganisidoniungues  O’Brien
Fleming stopping rule.” aedl3Ama interim analysis iﬁgﬂElﬂLaﬂLﬁaﬂﬁ]’lﬂﬂ‘iﬁumﬁffﬂwéjﬂLﬁu’i'ﬂﬁi
Wum’szLLwiﬂ%’auﬁ§uLLiqLLazLﬁaﬂmﬁ’uaﬂaﬁmaLﬁmﬁﬁuawﬂqumma’iﬁadauﬁ%lﬁﬁﬁmw:iﬂasmi‘u
wazthlugnisdndulalumssnuiiianaiald”  sudevidolsgninisuilonaglésunissusesan
anizaynssumsITeluauy gavheteyaiiviameluldfunisiuleds  simulation-based approach N3
wsgviTavaaldlusunsy STATA version 14.0. uasimiuals e P value fidosndn 0.05 lueniidodn

a
3
N o o o aa
4

UYAIALYNINED

NaN133ne (Results)

Q’ﬂ’swgwm 607 518 (InedleUag 126, 92, 117, 30, 170, and 72 970 Thammasat University,
Ramathibodi, Chonburi, Pathum tani, Lampang, and Surin hospitals auanav) lansinnisidouas
Iognaullasunisiulaunaluniends (DPC) 304 518 wazgnaululasunisidulaunariui (PC) 303
PR NN gﬂﬁ 1 luavun 607 maﬁJuﬁﬂaaﬁﬁlﬁ?ﬁﬁﬁLﬁama 148 (24%) 51818y 459 (76%) Tl
Aaunnnzads 7.1% unsuanmzglusiesiingia (intraoperative ruptured) lugthefldsunisidulauma
Tunendsiidadevesnmaiduliaunail 3.6 (SD = 1.1) Yundssindin e 1 Melunguilldiunmsduln
walunendauinnisindenasiiiflutesios (intra-abdominal abscess) 958UnBL0HNULNATINTTiDS
azannsodnuldadienishinngn nsAndeuandinisunldunsinudensidaunauazmely
2 \fou lififtheideTin dnvariiugrunseainvesithet 2 nauldfauuanssiy Fuandum
71

Protocol violations tAna1nANRANaIan1anAlla (administration errors) taA Y¥83an%iNg

a o

LY = [ a & o v & ' Y1 A vo ] Vo @ a [
ApandunTeadugauinduiugUlens 2 nau TugdUieilasunsgulvlasunsidulaunaluniends
Fuau 304 578 T 6 (2%) selasunisdulaunawuuiiufiuny wdedUae 298 s1efilasunisdu
Yownalunmenas dulunguithenlasunisqulindulaunariufivevun 303 51e 35U 9 (2.9%)

Yo < a [ A v A v < a v o 1 & v
selasumadulaunaluniends wihedtienlasunmadulaunariufianudy 294 18 wenaind gUe 4
(1.3%) 3euaz 5 (1.7%) sreliuasiadanulunguilisunisdulaunalunenduazidulnunaiui
puaau yilimaeUae 300 wag 298 518 Tunsiasieniuy ITT analysis wuuililadnislddeyad

Y19 @IUNITIATIZARUY PP analysis 2=difUae 294 seuaz 289 Trelunguitlasunisidulaunaly
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AMevaawaznsiulauwnariuiiniuaidu wasn1s1asIziuy AT approach fifUae 303 s18uaz 295
selunguindulaunalunenduaziiulaunaluiufinnuddu dwandy 5U9 2

msAadenuassn (superficial SSI)

Aansindeiunarndariomn 52 iwmﬂﬁgﬂamﬁmm 607 18 AmdudasAnide
8.7% (95%Cl: 6.7, 11.2). o 46 (88%) Meiinmsfndeiiunarindaldiunisidedeindinisinide
aelu 7 to 10 Su vdmsindauaslumsnsiafianundiusn AmdeUsvana 12% TEsuitedelu 1
Foundanisinda fthe 5 Melunguiiléddumadulnunalunmevdaldunisitedeindnisfindeiiuna
HfansIznuasAandafifiidnvasdunueseonainuna wazinlildansofulaunaldniely
SeuzlIan 1 dUANaINISHIAR (mmwwm%aiuﬁﬂwﬂa;mﬁz Pseudomonas aeruginosa, 1 negative
culture, 2 with no cultures); ftheimmslunguildunabulnunalumendilusseznaom oy
Pt efiunardauenaEnUAiAnwLER T IRN51eT 8

NANTUATIEAUUY ITT analysis wandliifuindnsmsfndofiuaridalunguiied
Fsumadudaumariuiifuultusninguilldfunadulaunalunevds Tnefnsnmsinded 7.3%
(95% ClI: 4.4, 10.3) uaz 10% (95%Cl: 6.6, 13.3) Tunguilldsunmadulaunariuiinasnendsmudifu
ualddanunnamsludAeynseia wazilenausneessasinsinide (risk difference (RD) 71 -2.7 %
(95% Cl: -7.1%, 1.9%) wandbums19fl 2 M3v sensitivity analysis Tnetnusliaadiliinsiaiani
warlififeyaunarindinindolufuanidnindevianualunsdusn (best case scenario (all missing
case = no infection)) Lazilunandindndenamelunsaliias (worst case scenario (all case =
infection)) nan 1swSsuiieulunsvi sensitivity analysis 1@ risk difference #i -2.6% (95% Cl: -
7.1%, 1.8%) wag -2.2% (95% Cl: -7.1%, 2.5%) 193U best case Wag worse case AIUAIAU NANIT
AATILIRIBANTIATIZILUU PP, AT, and IV analyses lanalnalAssiunagidululumadeiu uaglann
RDs 71 -1.9 (-6.5%, 2.6%), -1.1% (-5.6%, 3.4%), and -2.8% (-7.6%, 1.9%) dmiunsiasizviudas s
ANUAITU MFILASIERLUU instrumental variable analysis WaeustanisUSudaseditnansymu with
adjusted covariables loif1 RD FUANFINNT LR -3.6% (-8.3%, 1.1%) wandalaianuuand1eiunig
aftin malieneimnuuulinssinBnadmdimaiudeyaiiuindaons imputation uanslunsiaadudi 1
NaMTIATITTanouLATaINTS imputation lkan1slnseTlndiesiueniulunanisinsiuuy
adjusted IV regression a1 ATIe%ee imputed data liAdnsdiuduimsfimiusitosnda
LWUU unimputed data 7 risk ratio 7 0.73 (0.34, 1.12) vs 0.66 (0.30, 1.01) &S imputed tag
unimputed data augdu lesauravesnsiseididafunisnaves meta-analysis fouil g RD 7 -
1.7% (95% Cl: -1.4, 10.8).

syeeiIaIueulsangIVIauas sEetIa 1N 15ug (Length of stay (LOS) and recovery times)

ARReasTEEEIAINTTUaUlsIeUIatugUens 2 nauldiaudisiuegaltudAy
V9adn loedaefsvessseziaiuoulsang1uia 4.4 Tu (95%Ck 4.1, 4.6) wag 4.3 Ju (95%Cl: 4.0,
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4.6) lunguilésunadulaunalunends uasviufl audiiu fauandunissi 3. gagansanduly
FRaTnsUsEETL wazvheuldnuunAT 3.8 Su (95%CI: 3.4, 4.3) uaz 9.0 Su (95%CI: 7.5, 10.1) Tu
nauiilesunisiduliaunaluniends Wieudu 3.6 Ju (95%Cl: 3.2, 4.1) uag 7.7 Ju (95%Ck 6.2, 9.1) Tu
nauildsunsdulaunaiuil nsieseideiturisdeunasndinmafiudoya (with and without
imputation) Mekadnslisnetu wanslunmsauadud 2 uas 3.

AINIULINVARITAALANNINT TR (Postoperative pain and Qol)

ftaea 2 nauliifienuuendinsvasnaniutnusandsndadenmsasgiuoy T
approach ImEJQ{JQEJIUﬂEjuﬁ"Lé’%’UMiLSUTJmLLNﬁ”LUﬂWWé’Qﬁ?hLa?{ammL%Ummmaué’m@f@ﬁ 61
(95%Cl: 59, 63) Aud 1 vié’qmsméfmLLazmjmﬁ"LéT%'Umslﬁu%LLmaﬁuﬁﬁmLaﬁmaqmmL%UU@@LLNa
wdwidaluTuil 1 9 62 (95%C1: 59, 64) wariidindsvesmudutinunandusngaluudl 3 Witk 2
ATl 29 (95%Cl: 27, 31) TneilAnadesiafudi(mean difference (MD) 0.3 (95%Cl: -2.5, 3.0) @4laid]
ANULANANAURE S TBE AN NEDRA

A mTinvesitaeiis 2 nauiidfideutreilutu 3 vdsanmaridad 0.53 (959%CK:
0.51, 0.55) uay 0.54 (0.52, 0.56) TunguilléFumadulaunaluniends uaglisunmandulaunariui
AU wanslumngad 3 ﬁwammw%‘imﬁi’uﬁ 30 wiansEhsaLNTwdY 0.78 (95%Cl: 0.77, 0.80)
uay 0.79 (95%Cl: 0.77, 0.81) mwady TnefiArAusisvesAadeves 2 nguil (overall MD 0.02
(95%Cl: -0.01, 0.04) Felaifiannuunnsnsegeiifoddnmneada

neleTidsLuUButinousasndan nindoyalduadnsilidauuandistu
wanslupsuesud 4 uag 5

alwarglunissne) (Costs of treatment)
namsidsiuandifiuinsrosinanisuoulsmenuiavesis 2 ngulifinuuansiediu
Alanmnensamanisummdfisnstusening 2 nguiAnaneldareglunisiuma (189 Baht/time, 2
times/day) uazifulaunaluniends resuture (472 baht) Fsldansenisaildaienianisunng
1nsgIudmiumsiiengianuduamaasegenans | dsanldanelunisinvimenssuasnisdend
AendosiunsannisuNalindu 3033 (2733, 3333) and 1200 (900, 1500) dwsunisidudaunaly
Menda waznsulawraiufionuadu Falenusisiuegeditedfyd 1,833 (95% CI: -1884, -1781)
vmlaglunguitld3unmadulaunaiuiifanldiieiitosndn aldanenensediliiisasumsnisunmg
wueldIelunmsauadie Aniunie swiaanlddendenfermaydssglaannisvineulifiany
uanensfuogeiifedfamnsadfseninaingy egslsfnualddienudasuialdinenmsuas
madouuandstuegsiifodfey Tnglunquilléfunsifulaunaiudifailddieiitdesnin  median

difference of -2083 Baht (95%Cl: -2756, -1410).

16



afUsnema (Discussion)
= ! dy Y o a = [y a dy PN [ J @ A v a

nsAnwLuvduiilavinisiieufisugnsinishneiunaniinseninean sl vlaunaiuiwas
nsdulauraluniends nan1AnYIVUNUgIUNITIATIZILUL ITT approach wansliliuIn1sdule
wanuidionsinsAndefivesniinisiulaunaluniendsuaninuasilauidediAyniada
Nan155nwau laud sveznaueulsaneIuIa SEeEaINTIUAT ANURUUIRLNEASARLATANA TN
aNa ) 1 1 I aa < 1 @ 1 v | Al ve @ A
Finlddauunand1aseninanguisiduuna  eg1alsiniualdinelaesiuvenguilasunisidulaly
AenaannnIMsiiulauuaiufl 2083 Baht (~ 60 USS$, 56 euros)) @uszanadldiyiniuansstus
Uszanad 1 919ndlutszmalng

fawidnasiinisneneumuauuasgiukazszilouive wilunsidendadinisianisiaszideu

[
av =

3¥equ (protocol violations) FaAnUszana 3.3% uay 4.6% lunguitldsunndulaunalunenduas
uiiaudiiu Feriuddelduunmamsineedt 4 Ussamitedanisiudamni tEun ITT, PP, AT, and a
counterfactual model, with/without adjustment N15LATIZIALUU ITT analysis Hunsiasienig
onfesfanlunsUseiulssAvsnmvesdaiidnuinszdinansdulinaz duiiuuglunsinsey
warlunistiaueniy CONSORT guideline” agdlsfimunadndann ITT e1afleadldifiosan protocol
violation wa¥ loss to follow up TunsAnwniinisieszsiuuy T msdulaunaiuiifidnsnsindge
fiouninnsBulaunaniendsi 2.6% Ssenaflorfvnfiluldingie protocol violation iauannilu
nauiildumaBuTinunaiiuil (4.6% vs. 3.3%). MslATIELUL PP way AT dupnafimaiugnies
mﬂﬂ'iﬂumimﬂiz?m%mwﬁLLﬁfﬁwaqmi%’ﬂmﬁuﬂ wingdlsfinny PP 1afineaRainnisidenduae
(selection bias)” Tuvaueii AT approach fagdunsusslonidildanmsdulumsiziin randomization
break wandliidiuinnsiaseyine 2 wuuiilondondls sudsdidnmuilinuildldunisduuazena
daWansznusonan1sAneIlel N15ILATIZRLUY IV regression lmgﬂmmLwaammiﬂuﬁzymwsawLssm
Bnuuun counterfactual effects™ Fsanansauiusuusmuld Jsmadnsalaalidauuwnnsiaiuain
ITT approach uaﬂmﬂﬁmﬁmiwﬁﬁmwLauLLasl:u'Lﬁm%’ayjaﬁ'ﬁmmﬁlﬁwaé’wéﬁlﬂmaﬁu

wansAneisudunanisinulunsinwuuuduszuukasnisiessdiuuvednny’  Taed
wnldndululumaiieafufonadulaumauuuiiiiunldufisdinsfensindefiunandatosnds
mMsfudaunalunienda@nsnisinde 23% (95%Cl: 12, 33) uag 26% (95%Cl: 10, 42) du5u PC
waz DPC mud v eghslsimunuinlidiesesiuuveiuutunuindsnsmnmsindefiunanisnuinnia
Tuns@nwnil Gsoreesungldannisinuneuntihduisnuddediielildfueufuenoudiida uasd
é’mwmiaw’ﬁy@)ﬁﬁawﬁwqaﬁaﬁ 37% " uay 57%.

nansAniiinadndensainnsfinyinuudy (RCT) by Duttaroy et al’ eyt Tunguiftedi
#sunafulaumariuiiisnsmsfndefiunarindaginitnindudaumalunmendumnlaedsnsinsinge
AunarIFaT 2.7% vs. 45.2% lunguilléfunaidulaunalunendaagiufinudiu egrslsnmly
n13ANYIVD9 Duttaroy ﬁé’ﬂwmsﬂizmmﬁﬁﬂmﬁmﬂmﬂﬂﬂiﬁﬂ@ﬂﬁﬁ@ﬁ@ﬂ’;ﬂﬁﬁﬂﬂs peptic  uay
typhoid perforation é"gEJLLaza"guimgﬁﬂ’ssJﬁﬂﬁ%’ULLwamﬁﬂnmqﬁaqdauiumsﬁﬂmﬁﬁmumamﬁﬂﬁag
Fntlidostosuanansdsduninuazeraileniaindatosnin HfUnedeTinlun1sAnwives Duttaroy
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5% Fauandliiiufaindiaelunsinuiianuguusannnd dafunavesnsfnunidsanunsoi Ul
mnzlufitheldRsnauiildunissidasounaridniiviviesiurnaaazdugtieilidangamy
Fosge 1wy naznfdufuunndesingg ity

fausin1ssnwnsandus (co-intervention) fionmavdenansznusesnsinisindefiunanagn
lown nstienufFruedranisindn nisldaneseuie nsguawnanidn wagisnisiluunaldgnivuaniy
wmsgIunnlameuafiiniunside Snmnsindeiiukaridaluusaslsmeruiaiidisiuniside
nduiidnsfiunnsnsfuseiedidedfynieads Fuandunised 8 Fadnsnisindeiiunandalu
Tsmenagiung uazlsmeruadnsdisnaiidesninlsmenuiaduegraiidody %ammﬁmmmiﬁ
Tsmenuaiifadeslivhaamnsgiunsinwidivuely (non-adherence) maﬂwiiﬂwﬁmauﬂma
i’j%aLaaqmamsmL%aauﬂwlumwwmemaﬂuivwmamuuwmmLLa‘vaqmaﬂikumaamﬁmimm%a
fuwaidn deladonilefionaiinafeuszaunisainmsindge iesanilsmeuiagiuniuazduiams
WsldRssniauyilndasunmdinsanlsmenuiaduiilasunmduszstndseaivszaunisaing
O CITeY

fuasanun 476 (78%) eldFumsmizdeiiiludesiossyineanisiainge Smuin 105
(22%) Teilnamzietudeiinlulsmeuna 47% Pseudomonas aeruginosa, 45%  Escherichia

oli (extended-spectrum beta-lactamases (ESBL)) 8% multidrug resistant Escherichia coli and

1%  Acinetobacter bauminii %qmaLWWL%@%Lﬂuuaﬂﬁﬂwmﬁ@mﬂmﬁmL%@ﬁaaﬂiuﬁm%uﬁﬂaﬂa
reliAnnsRnleseninmarida’ lufihe 52 s1edidinsfndofiunaridalunisfnuil fuae 26
(50%) eldFumamzidendanndouwna 2 Tu 3 918 fnamndodudeunsuay Fdlufthongui 5
378 (29%) LTJUL%@MﬂEj@J%@UW ( i.e, 2 378 Pseudomonas aeruginosa, 2 518 multidrug resistant
Escherichia coli waz 1 578 Escherichia coli (ESBL)) @3 4 518 (80%) Anlunguiilssunisidulinunaly
Mevidede 2 e (50%) Twanzideiliiudenesluiludeios Fuansindefinestioradia
sgramsvhusalulsmeuavdofnmsiadetulmilugasiiveulsmeuia”™

msmmmLLazmi%’ﬂmLLmachéfmamﬁ?aasmasmimL%’JLﬁuﬁqﬁﬁﬂﬁ@umiamwamwwaams
Anudariading Fasudmniutin mauenis anudnlivaendesudsrlddevemsinm™ an
namsfnudunwaliiaeiinsindefunaidamuinfisdulnglinsvidlemafiaunadidain
Houarhimswhiimsfadetudefaunaiidninide” inszasiudtasmsldsunmsuuginFesmi
dosomafaunardnfndelnsanzusashdnidnsiuteugs uasmsfiagldunisuusthiFomuna
NWﬁ@ﬁ@L%@ﬁauﬁﬁgﬂaaﬂﬁuﬁm luuugd¥oya (Patient information  sheets) 1138 self-assessment
questionnaires anafivselens”

nnmsITenuihmadulaunalunendsiialdiefigininnadulaunariui 2083 vn lne
Lifiuselevilusnudssansnmuazaanm@in nsidulaunaiuiidadianudunuseUssdnsamuinnin
mafulnunalunends  andeyatszrnananstlud 2015 luvssmdlnenuindvsseinsiiedu
65,729,098 AU (http://stat.dopa.go.th/stat/statnew/upstat_age disp.php) A1AUTLUIUONTINTT
NslEReSnauUTaan 14 per 10000 population per year: Uszanausnsnnisiasinldfssniauanue
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92,020 afasied Aslusiuaud Yssann 18.2%° WunnzldRssniauifidemeviounnnzg uansind
nsrndaldRssniavudnuldResnauiifidemeviounnnequssuin 16,748 case sotluuszmalne
Femneldsumaduliawsariuiiunuinsdulaumanendsazsevdniuls 34,886,084 U
miﬁﬂmﬁﬁumiﬁﬂmﬂizLﬂmjuﬁimﬁqmiumﬁﬂsgLﬁuﬂﬁzam%mwsuaqmiLﬁuﬂmmaﬁuﬁ
waznsfulnunalunenddluduasldnssnavludlvg fUheldsunisduiiiequiuusniudiieg (e,
age, high body mass index, current smoker, diabetes, longer operative duration and ASA class
12" LagBausiinasiinisin protocol violations WaA1TILASIEYLUY  ITT, PP, AT, and
counterfactual IV regression approaches Alanalufirimiafeniu uaﬂmﬂ‘ﬁmﬁam%y@LLazwami

Ipswinaannmaindeyanlanadnsluluiamasiefuguiu

Yas3U (Conclusion)
< A v Ad v a & A [ A @ A v 1AM ve
mMstulaunariuniidnsnsiadenunardnwdounsdulaunalunendsludlvgnlasuns
HRRLdRSnaunTidonevsaunnneauatAlddnengnnin
38 (Funding)
lassnsillasunueanyunanduifessuvasisaa (@i5a.) (Wennauawil 59-062)

Nl
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A157197 1 Baseline characteristics of patients

Characteristics DPC (n = 304) PC (n =303)
Age , years, mean (SD) 46 (18.0) 45 (18.1)
Gender, number (%)

Male 155 (51) 169 (56)
Female 149 (49) 134 (44)
BMI , ke/m’ , mean (SD) 234 (4.31) 23.4(4.34)

Smoking, number (%) 45 (15) 51 (17)
ASA classification, number (%)
Class | + I 266 (89) 257 (85)
Class lll + IV 34 (11) 44 (15)
Diabetes, number (%) 31(10.3) 20 (6.7)
Hypertension, number (%) 55(18.2) 60 (20)
Symptom onset, hours, mean (SD) 24 (15, 18) 24 (14, 18)
White blood cell count , celt/mm3, mean (SD) 15561 (4965) 15790 (4979)
Body temperature ,°Celsius, mean (SD) 37.7 (1.0) 37.7(1.1)
Fever, number (%)
> 37.8 °Celsius 142 (47) 148 (49)
< 37.8 °Celsius 159 (53) 154 (51)
Preoperative utility, median (IQR) 0.68 (0.34, 0.80) 0.68 (0.34, 0.80)
Operative time, minutes, median (IQR) 47 (14, 74) 51 (18, 78)
Operative time classification , number (%)
< 75 percentile 232 (77) 222 (74)
>75 percentile 68 (23) 80 (26)
Used of drain, number (9%) 62 (20.6) 58 (19.2)
Severity, number (%)
Gangrene 76 (25) 72 (24)
Ruptured 228 (75) 231 (76)
Intraoperative rupture 23 (7.6) 20 (6.6)
Visible wound contamination, number (%)
Exudative fluid 81 (27) 87 (29)
Plus 118 (39) 108 (36)
Feculent material 38 (13) 38 (13)

BMI, body mass index; DPC, delayed primary wound closure; IQR, interquartile range;

PC, primary wound closure; SD, standard deviation
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AN51971 2 Comparison of superficial SSI rates between PC and DPC using different approaches

Approach DPC PC RR (95%Cl) RD (95%Cl) P value
TT
N 300 298
0.74 (0.44, 1.25) -0.027 (-0.071, 0.019) 0.258
Rate (%, 95%Cl) 10 (6.6, 13.3) 7.3(4.4,10.3)
PP
N 294 289
0.80 (0.47, 1.36) -0.019 (-0.065, 0.026) 0.411
Rate (%, 95%Cl) 9.5(6.2,12.9) 7.6 (4.6,10.7)
AT
N 303 295
0.88 (0.52, 1.48) -0.011 (-0.56, 0.034) 0.632
Rate (%, 95%Cl) 9.2(5.9, 12,5) 8.1(5.0, 11.3)
\Y,
N 294 293
0.72(0.32,1.12) -0.027 (-0.076, 0.019) 0.243
Rate (%, 95%Cl) 10.1 (6.6, 13.8) 7.4(4.4,10.3)
IV(with adjusted
variables)
N 276 282
0.66 (0.30, 1.01) -0.036 (-0.083,0.011) 0.118
Rate (%, 95%CI) 10.7 (7.0, 14.1) 6.9 (4.1,9.8)

AT, as treated analysis; Cl, confidence interval; DPC, delayed primary wound closure; IV, instrumental variable

analysis; ITT, intention to treat analysis; PC, primary wound closure; PP, per-protocol analysis; RD, risk

difference; RR, relative risk; Superficial SSI, superficial surgical site infection
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A519T 3 Comparisons of length of stay, recovery times, postoperative pain and costs of

treatment between PC and PDC groups based on ITT approach

Outcomes DPC PC MD (95%Cl)
N X (95%C)) N X (95%C))
Length of stay, day 304 44(4.1,4.6) 302 4.3(4.0, 4.6) -0.1 (-0.5, 0.3)
Return to normal activities, day 271 3.8(3.4,4.3) 273 36(3.2,4.1) -0.2 (-0.8, 0.4)
Return to work, day 265 9.0 (7.5, 10.1) 267 7.7(6.2,9.1) -1.3(-3.4, 0.8)
Postoperative pain, VAS
Day 1 301 61 (59, 63) 299 62 (59, 64) 0.3 (-2.5, 3.0)
Day 3 292 29 (27, 31) 295 29 (27, 31)
Qol, utility scores
Day 3 300 0.53 (0.51, 0.55) 299 0.54 (0.52, 0.56) 0.02 (-0.01, 0.04)
Day 30 289 0.78 (0.77, 0.80) 287 0.79 (0.77, 0.81)
N Median (IQR) N Median (IQR) Median difference
(95%CI)
Costs of treatment, Baht”
Added direct medical COS’ESb 304 3033 (2733, 3333) 302 1200 (900, 1500) -1833 (-1884, -1781)
Direct nonmedical costs
Informal care (during 274 1050 (600, 1800) 271 1050 (600, 1800) 0(-133, 133)
admission)
Informal care (during recovery) 272 450 (0, 1650) 272 300 (0, 1200) -150 (-440, 140)
Transportation 274 300 (100, 800) 271 300 (100, 600) 0 (-80, 80)
Indirect costs
Income lost” 265 2100 (600, 3000) 267 2100 (900, 3000) 0 (-266, 266)
Total costs 248 6398 (4343, 8558) 250 4305 (2750, 6100) -2083 (-2756, -1410)

Cl, confidence interval; DPC, delayed primary wound closure; ITT, intention to treat analysis; MD, mean

difference; PC, primary wound closure; Qol, quality of life; VAS, visual analog scores

: analysis using quantile regression analysis

badded direct medical costs from DPC were 1,833 Baht (1,361 Baht for dressing changes (189 Baht/times, 2
times/day for 3.6 days), and 472 baht for resuture).
“ minimum wages of 300 Baht per day in Thailand was used
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a5l 4 Comparisons of length of stay and recovery times between DPC and PC in perprotocol, as-treated, instrumental variable without

and with adjusting variables

Outcomes PP AT v IV with adjusting covariables

LOS (day) | N | X (95%Cl) | MD (95%Cl) | N X (95%CN | MD (95%CI) | N | X (95%CI) | MD (95%Cl) | N | X (95%CI) | MD (95%C)
DPC 298 | 4.4(4.1,4.6) | -0.1(-0.5,03)| 307 | 4.4(4.2,4.6) |-0.1(-05,03) | 304 | 4.4(4.1,47) |-0.1(-0.50.3) 278 | 4.4(4.2,4.7) | -0.1(-0.6,0.3)
PC 293 | 4.3(3.9,4.6) 299 | 4.3(3.9,4.6) 302 | 4.3(4.0,4.6) 284 | 4.3(4.1, 4.6)

RA (day)

DPC 265 | 3.9(3.4,4.3) | -02(-09,04) | 274 |39(3.4,43) |-02(08,04) | 271 | 3.9(3.443) |-0.2(-0.9,0.5)| 251 | 3.8(3.3,4.3) | -0.2(-0.8, 0.5)
PC 264 | 3.6(3.2,4.1) 270 | 3.6(3.2,4.1) 273 | 3.6(3.2,4.1) 259 | 3.7(3.2, 4.1)

RW (day)

DPC 259 | 9.1(7.5,10.6) | -1.4(-3.5,0.7) | 267 | 9.0(7.5,10.5) | -1.4 (-3.5, 0.7) | 265 | 9.0 (7.5,10.5) | -1.4 (-3.6, 0.8)| 243 | 9.2(7.6, 10.8) | -1.6 (-3.8, 0.7)
PC 259 | 7.6(6.1,9.2) 265 | 7.6(6.1,9.1) 267 | 7.6 (6.1,9.1) 252 | 7.6(6.0, 9.2)

AT, as treated analysis; Cl, confidence interval, DPC, delayed primary wound closure; IV, instrumental variable analysis; ITT, intention to treat analysis;

LOS, length of stay; MD, mean difference; PC, primary wound closure; PP, per-protocol analysis; RA, return to normal activities; RW, return to work
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A5197 5 Comparisons of postoperative pain, quality of life and cost of treatment between groups in PP, AT, IV approaches

Outcomes PP AT \% IV with adjusting covariables
Postop pain (VAS) | N | X (95%c) | MD (95%Cl) | N | X (95%Cl) | MD (95%C) N | X ©95%c) | MD(©5%C) | N | X (95%Cl) | MD (95%C))
Day1

DPC 295 | 62 (59, 64) | -0.01 (-2.8, 304 | 62(59,64) | -0.3(-3.1,2.5) | 301 | 61(59,64) | 0.2(-2.7, 275 | 62(59,64) | 0.2(-2.7, 3.0)
PC 290 | 62(59,64) | 2.8) 296 | 61 (59, 63) 299 | 62(59,64) | 3.2) 281 | 62, (60, 64)
Day3
DPC 286 | 29 (27, 31) 295 | 29 (27, 31) 292 | 29 (27, 31) 269 | 29 (27, 31)
PC 286 | 29 (27, 31) 292 | 29 (27, 31) 295 | 29 (27, 31) 277 | 29 (27, 32)
Qol scores
Day 3
DPC 294 | 0.53(0.51, | 0.02(-0.01, 300 | 0.53(0.51, | 0.02(-0.01, 300 | 0.53(0.50, | 0.02(-0.01, 276 | 0.52,(0.50, | 0.02(-0.01,
0.55) 0.04) 0.55) 0.04) 0.55) 0.04) 0.55) 0.04)
PC 290 | 0.55(0.53, 299 | 0.54(0.52, 299 | 0.54(0.52, 283 | 0.54(0.52,
0.57) 0.56) 0.57 0.56)
Day 30
DPC 283 | 0.77 (0.76, 289 | 0.78 (0.76, 289 | 0.78 (0.76, 266 | 0.78 (0.76,
0.79) 0.79) 0.79) 0.79)
PC 278 | 0.79 (0.77, 287 | 0.79 (0.77, 287 | 0.79 (0.78, 273 | 0.79 (0.78,
0.81) 0.81) 0.80) 0.80)

AT, as treated analysis; Cl, confidence interval; DPC, delayed primary wound closure; IV, instrumental variable analysis; ITT, intention to treat analysis;

MD, mean difference; PC, primary wound closure; PP, per-protocol analysis; QoL, quality of life; VAS, visual analog scores
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a5l 6 Preoperative EQ5D by type of wound closure

EQ5D domain DPC PC
Mobility
- No problem 177 (59) 180 (60)
- Some problem 104 (35) 103 (34)
- Severe problem 19 (6) 17 (6)
Selfcare
- No problem 214 (71) 211 (70)
- Some problem 74 (25) 75 (25)
- Severe problem 12 (4) 14 (5)
Daily activities
- No problem 188 (63) 188 (62)
- Some problem 86 (29) 85 (28)
- Severe problem 26 (9) 29 (10)
Pain/discomfort
- No problem 103 (34) 101 (33)
- Some problem 121 (40) 121 (40)
- Severe problem 76 (25) 80 (26)
Anxiety/depression
- No problem 180 (60) 175 (58)
- Some problem 74 (25) 80 (26)
- Severe problem 46 (15) a7 (16)

Values are numbers and percentage

29




a5l 7 Postoperative EQ5D at 3 day and 30 day postoperatively by type of wound closure

] Postoperative day 3 Postoperative day 30
EQ5D domain
DPC PC PC DPC
Mobility
- No problem 128 (43) 141 (47) 278 (96) 280 (98)
- Some problem 164 (55) 153 (51) 10 (3) 7(2)
- Severe 8 (3) 5(2) 1(1) 0
problem
Selfcare
- No problem 158 (53) 166 (56) 281 (97) 285 (99)
- Some problem 130 (43) 128 (43) 8 (3) 1(1)
- Severe 12 (4) 5(2) 1(1) 0
problem
Daily activities
- No problem 156 (52) 158 (53) 275 (95) 278 (97)
- Some problem 130 (43) 128 (43) 15 (5) 9 (3)
- Severe 14 (5) 14 (5) 0 0
problem
Pain/discomfort
- No problem 104 (35) 111 (37) 269 (93) 272 (95)
- Some problem 159 (53) 153 (51) 20 (7) 15 (5)
- Severe 37 (12) 35(12) 0 0
problem
Anxiety/depression
- No problem 211 (70) 222 (74) 282 (97) 283 (99)
- Some problem 60 (20) 44 (15) 8 (3) 4(1)
- Severe 29 (10) 34 (11) 0 0
problem

Values are numbers and percentages
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A5197 8 Comparison of superficial surgical site infection between site of studies

Study sites SSI n P value
Yes No
Thammasat 15 (12) 109 (88) 124 0.015
Ramathibodi 8(9) 84 (91) 92
Chonburi 15 (13) 98 (87) 113
Pathumtani 517) 25 (83) 30
Lampang 8 (5) 152 (5) 160
Surin 1(1D) 67 (99) 68
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gﬂﬁ 1 Consort flow diagram of patient in intention to treat analysis
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gﬂﬁ 2 Flow diagram of patient in per-protocol analysis
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gﬂﬁ 3 Flow diagram of patient in as-treat analysis
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3‘1]17; 4 Flow of analysis in counterfactual concept
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