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Cystolithotripsy Versus Cystolithotomy
For Vesicle Calculi Greater than 2.5 cm.

-

Sompop Theerakitpaisal M.D.*

Abstract

Patients with vesical calculi (VC) greater than 2.5 cm. in Trang hospital were treated by cystolithotomy
(30 cases, 2003-2004) and cystolithotripsy (36 cases, 2005-2007)

Cystolithotomy was done by conventional method. Cystolithotripsy was done through a 26-30 F.
Amplatz sheath and was applied transurethra. Fragmentation and removal were performed with a 24 F.
rigid nephroscope and the Pneumatic Swiss lithoclast. Urethral catheters were placed postoperatively in
all patients. All patients were cleared of stone burden with a single procedure, and there was no major
complications. The operative time was 32 mins for cystolithotomy and 35 mins for cystolithotripsy. The
hospital stay was 7.71 vs 1.89 day, the analgesic use 2 vs 0.25 dose, infection 4 vs 0 case and the cost
of hospital stay is 16,192 vs 12,615 baht respectively. Cystolithotripsy is an effective and safe technique

for treating large vesical calculi, it is minimally invasive, short hospital stay and cost effectively.

* Urology Unit, Trang Hospital
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Cystolithotomy 27 Tu 31 0-9 2
Cystolithotripsy 4 Tu 36 9 0.25
Stone free rate: KUB 24 hr #dgn6n = 100% 0 2 nau
amzunIntou
Bleeding Infection Retention Residual stone Ruptured
Cystolithotomy - 4 3 - -
Cystolithotripsy - - 2 - -

Al eiaaeszniteusulsenweuna (AReINgI1UAT operation fviniu A 5,000 UM)

Anldiene Aldane (Um/ee)
Cystolithotomy 9,065-43,054 16,192
Cystolithotripsy 8,919-40,355 12,615
T - Test
o Cystolithotomy Cystolithotripsy
BiA P-Value
Q1 Q2
1. TLHZININIAR (W) 32 + 7.44 3503 + 10.73 0.970
2. szpznauaulsnena () 771 + 271 2.00 +1.82 0.024*
3. pwfiUniideslddn (dose) 206 + 1.79 0.29 + 0.59 0.010*
4. nldaady (wm) 16134.48 + 6974.76 12029.13 + 704552 0.010*

* P-value <0.05
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s18vuWUoY: Atypical Case of Ureteral
Obstruction from Retroperitoneal Fibrosis

-

UrYIaA 1aAfNNa w.u.

Abstract

Purpose: The study contained herein was undertaken to report an original case of retroperitoneal

fibrosis that resembled ureterovesical junction (UVJ) stone symptomatically.
Method: Reported is a case of retroperitoneal fibrosis with a brief literature review of the topic.

Result: Although many forms of retroperitoneal fibrosis have been reported. Compression of left
ureter, with dysuria and flank pain as a chief complaint, made this case presentation. Although antegrade
pyelogram finding supported the diagnosis of ureteral obstruction, an exploratory laparotomy

nephroureterectomy was done.

Conclusion: Retroperitoneal fibrosis may mimic UVJ stone symptomatically. When differentiating the

cause of ureteral obstruction, retroperitoneal fibrosis should be kept in mind.

Keywords: retroperitoneal fibrosis, ureteral obstruction
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Retroperitoneal fibrosis (RPF) tfulsafiwuluivas
wuaTousnlud A.A.1948[1] RIININAT IV 2-3:1
ongiiwutes 30-60 912 2 Tu 3 lainsw wwgzesns
Wfia ufimiefinenszuugAduiugg] lagwy inflamma-
tory fibrous process SaUTVRBALRDAIMAILAZDTENY
A9TUSLIN retroperitoneum  lnaiinaziduszvning
waaaLdenfilapalai avdviunszgniuny Miiia
M7 obstructive hydronephrosis[4,5] mnmiqﬂéfuvia\lm
i avde vwadeonadinasiasudou, sl En i,
mediastinum[6,7]  wazwuind uifsadeeiuniiy
sclerosing cholangitis, orbital pseudotumor, chronic
thyroiditis[8,9] ¥ l#iiann1sw aviiuansneiuly

unanuilaziin usgthe RPF fisndemaiu
1 Mgy %ommma:waLanmizﬂmwﬁauﬁﬂ'sﬂ

UL

s18v U0y

Qﬂaﬂ‘maﬂ A 018 59 T AU 1LABYY 9 TIr IR
UATASEIINTIT JEEeINItaeIi 2 919 Uan3
avgndumsdon 3 1stes wazw udn dug meq
szl 4 Weu Lleelushenilnuanndeu §lsa
dszdduduwnnnu Ltazqoaﬂﬂowm%’umzmumLflu
Uszdn U susedfivsr ugiRmaviesndnlugesios
we _uyrdandszann 20 T vee yndan 4

39793 Laiwu “9RAUNA n1IRTIINIeVBd
UATRnsldwasail
CBC: hemoglobin 10.9 g/dl, hematocrit 33%,
WBC 11,500 cell/cu.mm., PMN 66%, Lymphocyte
16%, Monocyte 7%, Eosinophil 11%, Platelet ade-
quate

UA yellow, turbid, Sp.gr. 1.013, protein 2+, glu-
cose negative, WBC 0-1 celll/HPF, RBC 3-5 cell/HPF

BUN 9 mg/dl, Creatinine 1.7 mg/dl 1ansL38
Uaauazadulniiwileagluinusing

Hiheldsunsaiaenstst KUB (U4 1) uas IVP
(gﬁﬁ 2) WU right ureterovesical junction (UVJ) stone,
normal excretion right kidney, marked hydronephro-

sis and hydroureter with delayed excretion left

D7 28 w@uft 2 FudnAw 2550

kidney. L#ivi1 bilateral retrograde pyelogram (RP)
(gﬂﬁ 3) 9INN13 ‘DINADIWU right UVJ stone with
partial obstruction, moderate hydroureter and hydro-
nephrosis Wilsi 1313091 RP $19deld Tinnsatlade
Lﬁﬂx‘lﬁmﬂu right UVJ stone and left hydroureter,
hydronephrosis Q’ﬂ’m\lﬁ%’um‘sﬁﬂ right ureteroreno-

scope (URS) litholapraxy with retained right ureteric
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left percutaneous nephrostomy (PCN) viaevindl e
2NN 18 PCN Tuas 200-300 aU.BN./1U

1 “Uawisannléidn ™ antegrade pyelogram (3U
i 4) #7998 wuIndl left middle ureteric obstruction,
U/S abdomen WU normal liver, left hydroureter,
hydronephrosis, soft tissue mass at left mid-distal
ureter HULWUNT193E 9A22 CT abdomen #p WATUY
dwados CT 1™y S9vhimsnnda exploratory laparo-
tomy el lns3dadefiuiuey susrFany retro-
peritoneal mass 921 VolaruaLszanu 4 lwuians
599 frozen section waduiiiosesuindu necrotic
tissue IINWIAA left neprhroureterectomy LWS1=AAIN
Tadnednei]  1zeenioy (200-300 au.BN./Au) Fowa
%utﬁﬂlumﬂwﬁﬁ’lm’lu’j’uﬂu sclerosing retroperito-
neal fibrosis HAIWNGANT  1LEANG AAATNNA crea-
tinine i1y 2.9 mg/dl wAsFenFuiuld e
fineueIMnn 1-3 1w wudensuni Aeuns
Wi pedla creatinine agluzig 2.5-33 mg/dl uaz
fans1m1utesiod-szuunaiiutl  nedusces
wulsdnznlifinswAsuutasannidis Taf hydroureter,
hydronephrosis weilifiafunisiihfiaandiaziie
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mjumm‘smwwﬁ (localized symptoms) tNA3a1N
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12,13] mmmuﬁm AREALIAY INTUAl “NRUSTY
nmaedsulnvIamsnavsivios snciufiauves RPF 1
naviunsaideavialaazildifiannsuimdusingle Fo
Wusnsfinulgvos

A15799 1

Main presenting clinical signs and symptoms of
idiopathic retroperitoneal fibrosis

e Pain-eg, abdominal, flank, back

e Constitutional symptoms-eg, fatigue, anorexia, weight
loss, fever

e Hydrocele, varicocele, or testicular pain

e Deep vein thrombosis

e Polyuria or frequency, or both

e Claudication

e Leg edema

e Constipation

e Oliguria

e Dysuria

e Hematuria
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ﬂqummsmlﬂ (systemic symptoms) LAA31N
szuugRduiuwhiiiinennsseunds ldmq aaul”
adou oems taadesauiaio] ernswmanil
smazidugmag wazind@en1si asuuuanisiisane

NIATINTWNBILWUBINITU ASTILANGNITU LU
PN USRS LewSeavias Asfauldludiaguaz iy
#39819M59ANL periumbilical bruit 1iasanvaanidan
uas el TN aUNa[14]

Wa99ne1ms ensu asfildianizianzagrinli
N1371a3i8 RPF ﬂ'au%amnLﬁuLﬁﬂaﬁuﬁﬁﬂaﬂiwﬁ 2IN9
Paed 1 Mty uasi ude FiFld wnsawen

wazasnsgaduzaialald F9ldnis " uduneds”
o Buandandieud Tesewiziiheifing
#9209289L “BrWU31E hypoechoic %38 isoechoic
mass lUnauduavelavilivelauaslauasbhasiiu
Fafemiens aednefld n3da“gnisieusedle
(IvP) dnwudngie RPF 9=l triad of medial devia-
tion (L3-L5)[16-18], extrinsic compression of ureter
WL hydronephrosis[15] wagnmuaanafinulélu
@’ﬂamﬁaaanmmﬁﬂm N3O0 VUIIUUDNTDNTIDY LAY
sasmiesiila usnanilgnsausiolafidsedinans
fsowulETudszansiluds 20%[16]

@'ﬂdﬂiﬂﬂﬁﬁﬁ IVP Wy right UVJ stone, normal
excretion right kidney, marked hydronephrosis-
hydroureter and delayed excretion left kidney 13JLﬁuﬁ;ﬂ
andudaiau 39vih RP uilagsumisgauusiilalaly
dhete Hwaswih URS wistentiadnesnesn gaumia
padudnsdnendondudadudolud e wdlai 1anso
1 "wn3asfladndoriunisnend awmludedely Fevin
left PCN iiauflonzlaandmdanda “msunus
QL ‘wmfﬂﬁmsaﬁmﬁuu’%nmmﬂmwia\lm FARIITIIUR
ADINIDN-TLUUNILAUT  1IEWU normal liver, left
hydroureter, hydronephrosis, soft tissue mass at left
mid-distal ureter HLLNUN1TAL 9715939 CT abdomen 6D
usruziueies CT 1"y lssainmavhousasladne
1NN left nephrostomy tube 200-300

auzn/Mu Linay mezesnsgeu uas v B89

anay il

@) @ = o [ v [ . [~
WUNZLTI RMNITHIRANIBN  frozen section WALy

necrotic tissue 396n “ulavi left nephroureterectomy
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wnAnladernldsunsud louasyieudulng ln
Fevauanas nsinladnelaitiasiiveee “slu
FNNBAY wa%mﬁa’[umamé’a WHu retroperitoneal fibrosis
et lifideuseuhandnsusiensisd
sunafipeiinig RPF aglumsiiladouenlsnde f
LLﬁIﬁﬂﬁQtﬁqﬁﬁﬂﬁLﬁﬂ\‘l 0.1:100,000 A/A[17] e
swfiaslEsunisaiaensisdrenfianesuas Afuusl
wanlwihneunskde diu RPF wnsisfnaniinimes
9ziuLdu homogenous plaque, isodense with muscle,
agﬁamawaamﬁammﬂmﬁ VIReALAeA iliac wavdn
ardonTauvinlauacnanndnnai lnadae[15,18] Faas
TiwflaugihofifunziSeessnadiviuiouidsiion
napalRaauadivial luneduntih vislaluniegudne
umsasaRfseuwsitan i lugie RPF ez
vHu hypodense Tu T, WT, i hyperdense
fisvnidiodefivanuaszil ‘uidoandsafusuau
3N[15,18] weaziiuindi inhomogenous mass 11
T, ﬂ‘m’i‘lﬁﬂ”’ﬂaﬂlﬂumﬁo[1 9] uazAmsziazianfouiialy
asannenslasvinnelfiadeedaniizniug enssd
AaNRIADS WipAAuLInENWHN etz
asalalduas 9 BiendunziSearsndaiali Ls
Fuiilouazsin ureterolysis wionfuluiasTunsdifidu
RPF[11] 'aumimaamoﬁmﬂﬁﬁﬁmsa:meﬁmﬂﬁiu
Fuzp9 ESR Az C-reactive protein 80-100% Tugie
RPF[10,13]

Corticosteroid \ugniitisana1ns, 2unzesiou
wazoMatvifsrasnsgaiulussuuee4,8,11,13]
nadligfileliney uesin corticosteroid 1aldeniad
11117A1%4 cyclophosphamide, azathioprine[20], metho-
trexate[21], cyclosporin[22] uanmﬂﬁﬁaﬁmﬂ% tamo-
xifen[23,24] Tunseifild corticosteroid vi3aiAfitnin
w&eislaitia Lmiﬁﬂ'ﬁmmjuﬁaﬂdnLLﬁaaﬂnﬂiﬂ’dlsiﬁ?Tu
D1ABINI1IUIT ureterolysis[14]

su
b ¥
e RPF seilandizeinistinieindienis
fheiluviala uane waeniad IVP, RP uas ante-
grade pyelogram lﬂLﬂué’ﬂBmtﬁWU\lﬁTuﬂﬁ’m RPF

Ml fa iy 2 979 Fuvisvialafiil medial devia-



5

TN
Vol. 28 No. 2 December 2007 The Thai Journal of &U ROLOGY

OS>
“usme® !

tion ¥nazagiszdu L3-L5 uafiheseiiingd amd  Filady edwlsfienudledihemndieeiniszes ureteral

FednaLAsILaraINIENUSII0L sacrum Y EANlUN1S  obstruction A15iinds RPF 13 Tun1sitiasdouanlsadae
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T4 28 1awil 2 $unnaw 2550
dwusrAuauu
/ n o~ - =
wavovniswinn Retropubic Radical
Prostatectomy TudjUosu:iSosiaugninuin
vavlsvweuIaAssIy
-
Us:wus Ueualiud w.u., U 35ul vnev w.u.,
678 _uns1n1 w.u., lbegod udsago w.u.,
“ndws ASudalin w.u., s3u6e n3duAvNSwE w.u.,
usstund lsaus: "nd w.u., §s:wa oausIoB D W.U.,
aUWuUsS AUAVA w.u., UG8 ADDUNSSAU W.U.
UNANED

Inguse 9A: N13HER Retropubic radical prostatectomy Seavifunisinmidusnasgulugihenzise

ABNQNVININTEBELINGU (localized prostate cancer) 1RQUse vATBINTITHHABLANDANBINATDINITHAGR
Retropubic radical prostatectomy TUl59weNUaf35

nguAnEuaznIILilunsAng: st WA 2542-2549 e 345 T fiafadeiniunyiSesian
gﬂﬁﬂﬂﬂlﬁ%’ﬂﬂﬁ&hﬁﬁ Radical prostatectomy #i5w.#551% l#5un1susziinszezvaslsan1eadin, A1 prostate-
specific antigen (PSA) fBUK1A, Gleason score, NANNNWEIEINGT NMIAAMNNRIEIFR LA ILATIZHDATING
sendinveefie
NANTIANEA: mnﬁﬁﬂ’wﬁﬁﬁagaﬁmm 327 WU 61.6% L‘flumLfmiaugﬂwmm:ﬂu%m"u (localized
disease), 332% \funziSesengnuanszazanainiawizil (locally advanced disease)uaz 52% funziss
ABNANTININIZBLANAN (Metastatic disease) Toenyuinlann Tumiﬁ%lﬂumLfmiaNQﬂwmnTui:ﬂ:L%NﬁuLﬁﬂﬁu
72.4% vNAT PSA Maun1Antineaninviawiniy 10 ng/ml, 56.1% vne1 PSA naur@aLviniy 10-50 ng/ml,
23.1% A1 PSA fiaukfnuInndn 50 ng/mi IﬂﬂQ’ﬂwﬁmﬁmmumﬁnmmuﬁ A 101 heu (T5agu
43 \fiow) wugtae 137 51 (41.9%) 1§5Un155n87L 3N (adjuvant therapy) 8n5In1358ad3nanizlsn 7 5 1
(Cancer-specific survival) maa@’ﬂaﬂumjuﬁLﬂuu:L%wiaugnwmni:ﬂzl,%'uﬁu WAZNZLSIFADNNVNINTE UL ANATN
LAWY 100% was 94.1% NS
FUNANIANET: WATBINNTHIAR Retropubic radical prostatectomy po9lsaneansss Iinafinely

WITaFRIINNTIERTAR FRInisTandinaniclsn Gonadwsn LE IndLAueiuUTIBeIUNITANYITEILTLINANIY
A IUAN

1ARLAY mfg[ﬁwm MAIAREAT AT ALISUNNEAT ATATIIBWEILIA NN INGIFENTAAR NTINNUNIUAT
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Iuﬂﬁ)ﬁ;ﬁ’umiﬁhﬁﬂ Radical prostatectomy fia31
Wumssnnidusnasgin wisbiihoszSeosgnrann
FLuL SNAUNNARTNNIUIUNTY 2 NAITIBLIABTS
nam3Snsfiseadun usannsiigliinsaivesasise
songnanniueidsininluglsuaseidm ﬁdﬁuﬂ”aga
ganandad wlvasananyszimalunguylsuay
ﬂLN%ﬂ’]Ltﬁiﬁillﬂgﬂi?’mﬂi:mﬁiuﬂiiuLE]L‘TjEILLaZLE]L%EI
aaudaaudetiaadernisludssmalnade atnsls
fanuluifatugifinsnizesnsSedangnrannlasams
ateBonzSesangnuannluszossudiululszindlng
1% _stufluddy Sevinliin1swinda Radical prostatec-
tomy 1N _siumalude neamzgAnudsldinng
AU retrospective descriptive WaAnEIWaTaINS
W1A Retropubic radical prostatectomy Tulsomenuna
A3931%

nauAnuna:nIsANTUNISANYN

Qﬂwﬁ”’\mm 345 918 fAfadedndunsiSedan
anvianl#FumIn1iin Retropubic radical prostatec-
tomy A 1S9WENLNARTINY Seriel) WA, 2542-2549 3
1 327 9 il WTNAUMUAE TIUTINTBYRAT DB
hil] Tagsunesruunzssifouzaslsensuiai
visssidouitelu (usunside) wastheuen (u
fuNIRamNNaNITINE) ity 327 518 Afie
286 118 (87.5%) l@sun1siflasdulagnisininisnsie
%‘uLﬁﬂﬁiﬂﬂ@ﬂﬁu’]ﬂﬂﬂﬁﬂ’ﬁﬂiﬁﬁﬂiﬂEle["ﬁé'aﬁ]i’]‘ﬁ’]’]ﬁ (trans-
rectal ultrasound (TRUS)-guide biopsy) Imﬂﬁﬁam%
ABWLANNAALNAINNNTATIIABNGNUNINNNINIHLIN
uazvi3er1 PSA >4 ng/ml §the 41 98 (12.5%) 16
%’Umﬁﬁaﬁfﬂmnﬁmﬁaﬁlﬁmnmimﬁwiaugnwmn
Tauns ‘pendeeruneviadl 1 transurethral resec-
tion of the prostate (TURP) Q’ﬂwaﬂ@ﬁ’umﬁ'ﬂ
WiNsreLa9lIAnN TNM classification 2002 W1lan
Manuafinan1ewe13ine iy adenocarcinoma vy
sangnvinn laeldaruy Gleason score Tun1sutvssdiu
NWW5INEN Qﬂ'sﬂnnmﬂlﬁﬁu:L%\aqnmﬂﬂﬁm:@n
9INN9ATINIBINIZAN (bone scan) Fihwazlisudays
2a9n9danaeg lunssneuasin " ulaldanuuinig
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%
s
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suse®

MmN 33 Tasievions 336 1
16¥un19816m retropubic radical prostatectomy Hilan
9 58 l§5un1swsaisnsuily laparoscopic radical
prostatectomy wazilasuduy retropubic radical pros-
tatectomy TULIRNABNY NMENAINITHIGA radical pros-
tatectomy 2= ANIAAAINAT PSA vnwuiinsLiiadu
7289 PSA fazyimasdseifin anznedin uazdinng
1%n95n81L 58 (Adjuvant therapy) Tunseifidunz 15
ﬁiaugnwmnizﬂzqnmmaww:ﬁ (locally advanced
disease), N:L%Gﬁiﬂﬂgﬂﬁﬂﬂﬂ‘;:ﬂ:@ﬂﬂ’lﬂ (metastatic
disease), #A1 PSA ”oﬁu (biochemical failure) ¥ini
msimtihzeslsAneadiln (clinical progression) Tu
msﬁnmﬁﬁﬁhﬁﬁﬂgmmmiw:L’Jmmmmiﬁmmuﬂﬂ’m
i 43 oy (Aady 40 W, 5ering 5-101 o) &
{e 10 518 Aldanfamunissnen 398l 317 510 Alé
SumsUszfiunaraen s ludnusneg 9@ PSA riau
HeR Srevaadlsa ansaienewendInen nsinwmin
209158 WazINIATILIIRTINNSIeRdIn SR
nsseadinanizlsn lagldlusunsunne 6@ SPSS
(SPSS Inc, Chicago, IL, USA) Tun1sdiasevidoya 14
Chi-square test TunmsiwSsuifisuiudssneg uazld
Kaplan-Meier Tun1siasnesisnsnn1ssendin

wan1sfAnu
ongladpasnguiiieivihnsAniniy 66.9 T
(W5ug70 67 T, 52vine 47-81 1) Auflen 5 57w Afleny
saus 80 Tauly Aaduazaisug DDA PSA fiau
WNFALINTY 21.2 LAY 11.6 AINRIAU (3LhI8 0.04-

r

242 ng/ml) M5 1 W mﬁ\amm‘sﬁﬁﬂ@ﬂwmwu
windl, A1 PSA fiauindin, 3501931184 uazszAuaIN
‘gumwmlﬁman (tumor grade)
mn@'ﬂwﬁﬁﬁagamawm%‘?wm‘wé’\‘w\hﬁm 3109w
‘wmfﬁLﬂuu:ﬁaﬁiaugﬂwmnszﬂzL%Nﬁu 191 978 (61.6%)
34:L%wim@nwmnswz@nmumww:ﬁ 103 918 (33.2%)
NLTIABNNVININTEBEANAIN 16 118 (52%) WU
¥INA1 PSA naundntinunImiIawiniy 10 ng/ml &
Tom Tumsfiazifunz Seengnuannluszoz usumi
iU 72.4% vnA1 PSA nauw@awiniu 10-50 ng/ml 3
Tom Tumsfiazifiunz Seengnuannluszoz udumi
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AN 1 2IMITEVWNINUUINE, AT PSA Noun6R, 750135910988 UASIEAUAIINTULTIBLIBYEN (tumor grade)

n (%)
aamsfisnnuunnd
Taiflanns 98 (29.9)
pNsANNAAUNATBINTTUAeE 1y (LUTS) 206 (62.9)
1 1elisan (Urinary retention) 13 (3.9)
i1 1zfulden (Hematuria) 7 (2.1)
9 AflliaALu (Hemospermia) 1 (0.3)
A1 PSA fiaun6in
0-4 20 (6.4)
>4-10 107 (34.2)
>10-20 96 (30.7)
>20-50 61 (19.5)
>50 29 (9.3)
Laifdoys 14
3B5m53tade
mInssuiianonsmin (TRUS biopsy)
- PSA >4 ng/ml 193 (59.4)
- WUANNRAUNAIINNITATIINWNINTHLN (Abnormal DRE) 5 (1.5)
- @1 PSA 9 + WUAMNAAUNAIINNNTATIANINITALN 86 (26.5)
AFPNUIINNTHIAR TURP 41 (12.6)
linsudaya 2
Gleason score fiDUKIAA
2-6 159 (52.1)
7 68 (22.3)
8-10 76 (24.9)
By 2 (0.7)
linsudaya 22

* Spindle cell carcinoma, Ductal carcinoma

MU 56.1% LAy 23.1% vINA1 PSA NauKIAANINAIN
50 ng/ml (p<0.001) %omml”agaﬁﬂa"??dwm PSA nau
Hdafignndtasdlan Lﬂuu:ﬁoﬁiauﬁnwmﬂmw:
Bususnnndt defin aelTuansned 2

g1y 290 518 ﬁﬁﬁagm:ﬁmm‘[smaumﬁﬂ
fil#52uU Gleason score WU &1 Gleason score Wiy
2-6 axiilom HunziSedangnrannazeziaudiu 72.4%
&1 Gleason score Wiy 7 azfilan Hunzi5esiaw
anvINszEzIaNGU 545% i Gleason score Wiy

8-10 2=l lam L“ﬂuuzL%oﬁiaugnwmm:ﬂ:ﬁ'uﬁu 44.8%
(p=0.003) &igi mvlumswii 3 uazwuIEdae 2 e
ffinamanedinennouninday Spindle cell carci-
noma L&y Ductal carcinoma HWaNINWuIEINEAY
Wdau Adenocarcinoma

N:L%\wiaugrmmnﬁmi'mhiwumnmimwmd
Wy153NeN (Vanishing prostate cancer) Wu 7 918 U
Tnaidn PSA nausdatioandn 10 ng/ml waLseau
(Gleason score) laitiu 6
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ANSWN 2 AW WIHUBTENIWAT PSA NouAIFAUAE TeEcTavIsANINEF e

A1 PSA fiaun6in sTHziENGuY szazvaelsANngEingn, n(%) THLRNAN
(ng/ml) (Localized) izﬂzqnmuwwwﬁ (Locally advanced) (Metastasis)
<10 9 (72.4) 0 (24.4) 4 (3.3)
>10-20 58 (63.7) 9 (42.6) 3 (33)
>20-50 30 (52.6) 4 (42.1) 3 (53)
>50 6 (23.1) 5 (57.7) 5 (19.2)
AR 3 AW WIUBINIWIEAUTalan (tumor grade) nauAARLTE BB sANIINEF Ve
szazi3uu sTuzRIlsANNINEEINGI, n(%) JeaLanay
Gleason score 4 :
(Localized) ITHEPNANLQNIEN (Locally advanced) (Metastasis)
2.6 110 (72.4) 35 (23.0) 7 (4.6)
7 36 (54.5) 27 (40.9) 3 (45)
8-10 30 (44.8) 31 (46.3) 6 (9.0)

g 191 918 ﬁLﬂuu:Lfmiaugnwmm:ﬂz
Eudunewedinemuining Samasniouiiiuney
Fwiile 47 370 (24.6) LLa:ﬁnﬂiqnawulﬂsTaﬁiauﬁwmﬁaa
1978 (0.5%) mm:ﬁ@’ﬂw 103 iwﬁl,ﬂumﬁwiamgnwmn
s:mqnmmawwzﬁwudwﬁ 61 378 (59.2%) fifinziSa
vavimAsu3nmeuiuide uacfinnsgnaalusosion
e 7518 (68%) wgihofifiunsSsiangnuann
FTHEANAIN 16 T8 wuhidinziSevasmdsu3iuzey
Fwiile 15 370 (93.8) LLazﬁnﬂsqnawulﬁﬁaﬁiauﬁwmﬁm
5 578 (31.3%) FarnuuAnNANTEINTINT I SvadRD
wazmagnawluesioaiundesdfive dyme A
(p<0.001 WaY p<0.001) AINAFUMIL AdlUA1ITI
i 5

srpzalunsrfaeis 1722 uifl (5ering
80-480 wnil, ¥5eg U 162.5 Wdl). AldABYINIUNNS
”@L“ﬂiaﬁmvhﬁu 1,249.8 a. (3¢11379 100-11,200 ¥A.,

o

585U 900 NA.)

a9

q fiae 21 378 J@ms_w"elafnetng

{1l Ay (22,000 WA.) Tu@ﬂaﬂnﬁjuﬁ 15 910 21 518

“

srpzR umMsnsnEd lulsneuiaeiy 129 Ju
(3ewin 5-71 Ty, doegu 11 ) dhedesan 1w
wil Mz 165 fu (3zwin 7-35 Ju, dougu
16 1)

\Wugihedldsunsidalugas 3 Jusnwasmsfnmil

ﬁmaumsﬂ%’amﬁmﬁuﬁu@ﬂm 47 318 (14.4%),
{21 Tefins “slafinninnin 2,000 Na. W1lan
5 918 @91 1wSEUBUIUNIY 14 T fie 8 1w &
MsfadausIuLNaRR Qﬂmﬁné’ummﬁiaﬁa\lm
2 7Y @’ﬂaﬂﬁnﬂ’umwﬁiadﬂ” 195 #he 5 518 &
amzndanilonlameden §ihe 2 518 finmzl “widen

saviiu e 4 58 famzandsnaaduludenlag
fifiginn 1 919 A eFndomil

mnvjﬂwﬁ"’\mm 327 578WUI1 191 918 (61.6%)
\HunzSesiangnusnnszeziaudy, 103 518 (33.2%) Wu
34:L%\wiaugnwmnizﬂzqﬂmuLawwz*?'i (locally advanced
disease) uaz 16 318 (5.2%) %) LHunziTofangnran
JLBLaNaN (metastatic disease) K1) ulne) A1 PSA
azanasaudalild (<02 ng/ml) melu 1 Hau @
Tsanenuradsaasfinumislunsldinissnene Sulu
nm’i‘tﬁtﬂuu:v‘iusza:qnmu u:ﬁa‘s:ﬂzqnmmﬁww:ﬁﬁﬁ
NsSevaaman A PSA lalanasaudessdufialails vse
A1 PSA ”aﬁume[mimnﬂdﬂ 0.4 ng/ml Ba9aINAT PSA
aoadlUaudnlalle nssnen Suildivanesia wiu ns
2w5s” mM3shmlasnsanszauaasluumaAnie ng
Snwuvow ww 1w aediheesldsuduusiieisng
Snwiiasieg uasdn “ulasamiuiuunnddlinsinem
Tapwudndl 137 578 (41.9%) A lsun13snent Su Hiln
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@
A
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A Randomized Controlled Trial Comparing the Efficacy of the Combination
Treatment with Tamsulosin Plus Solifenacin and Tamsulosin Alone for
Overactive Bladder Related with Benign Prostatic Hyperplasia.

Apirak Santingamkun M.D.*
Wasan Sethawong M.D.**
Tosapol Sasiwongpaddi M.D.***

Abstract

Objective: To compare the efficacy of lower urinary tract symptoms (LUTS) relief in patients who
had benign prostatic hyperplasia (BPH) and symptoms of overactive bladder (OAB) taking tamsulosin with
placebo and tamsulosin with solifenacin.

Design: Randomized double-blind placebo controlled trial
Setting: King Chulalongkorn Memorial hospital which is a 1,500-bed tertiary care center

Research Methodology: Fifty five patients, mean age 66.6 years with LUTS from BPH and OAB
symptoms were randomly allocated into two groups after receiving tamsulosin for 2 weeks. Control group
received tamsulosin with placebo (vitamin C). Treatment group received tamsulosin with solifenacin. Both
groups had 4 week course of study. Efficacy outcomes were recorded including IPSS score, OAB screener
score and Bladder Sensation Scale. Safety and tolerability outcomes were uroflowmetry monitoring and
any adverse events.

Results: Patients who receive both tamsulosin and solifenacin (treatment group) were significantly
decreased in irritative symptom score and bladder sensation scale (P=0.005, P=0.49 respecticely). No
difference in maximum urinary flow rate and residual urine was observed. Adverse events were found in
treatment group more common than in control group, especially dry mouth and constipation (P=0.005,
P<0.001).

Conclusion: Combination of tamsulosin (adrenergic blockade) and solifenacin (antimuscarinic agent)
demonstrated significant reduction of irritative symptoms in BPH patient from IPSS questionnaire and
Bladder sensation scale. No difference in maximum flow rate and post-void residual urine in both groups
were observed. Adverse events were found in treatment group more often than in control group especially

dry mouth and constipation. Although most adverse reactions were mild and tolerable.

* Division of Urology, Department of Surgery, Faculty of Medicine, Chulalongkorn University
** Department of Surgery, Lerdsin Genenal Hospital
*** Department of Surgery, Nopparak Hospital



Introduction

Benign prostatic hyperplasia (BPH) is a
common problem in elderly men[1]. The World Health
Organization sponsored consultations on BPH and
has recommended changes to the terminology
related to urinary symptoms and the prostate in
elderly men. The term LUTS (Lower Urinary Tract
Symptoms) was introduced and has been adopted
as the proper terminology to apply to any patient,
regardless of age or sex, with urinary symptoms but
without implying the underlying problem. LUTS were
divided into “irritative” or “storage/filling” symptoms,
which consist of urinary urgency, urge incontinence,
frequency and nocturia. Another entity was “obstruc-
tive symptoms” or ‘“emptying/voiding” symptoms
which are hesitancy, poor stream, intermittency or
dribbling, etc.

BPH is mostly a quality of life issue. We
uncommonly see complication related to BPH at the
present time except acute urinary retention. Pharma-
ceutical treatment is the first choice in the signifi-
cant, troublesome symptoms. The two commonly used
classes of drugs are alpha-blocker and 5AR inhibi-
tors. Both are aimed at relieving the condition of
bladder outlet obstruction. However detrusor over-
activity is quite common in the patients with BPH
and related to the symptoms of overactive bladder
(frequency, urgency and nocturia)

Anticholinergic drugs are widely used in treat-
ment of overactive bladder, especially in women. In
this study, we prospectively evaluated the effective-
ness and safety of combined therapy with alpha 1-
Antagonist (Tamsulosin) plus a new anticholinergic
(Solifonacin) in a selected patients with symptoms
of BPH

Patients and Methods
60 male patients who had lower urinary tract

symptoms and were clinically diagnosed to be
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benign prostate hyperplasia from history and physi-
cal examination by urologists at King Chulalongkorn
Memorial hospital were recruited with other inclu-
sion criteria including age more than 50 years old,
total IPSS score more than 7 and Irritative symptom
scores more than 3 (sum of item 24 & 7 of IPSS).
Exclusion criteria were consisted of Maximum flow
rate (Qmax) less than 8 ml/sec, Post-void residue
urine (PVR) >200 ml, clinically suggestive prostate
cancer and any contraindication for alpha-adrener-
gic blocker and cholinergic antagonist.

All patients received tamsulosin for two weeks
before randomized allocation into two groups. In the
control group, the patients received tamsulosin and
placebo. In the treatment group, they received
tamsulosin and solifenacin for 4 week period. All
patients were monitored with uroflowmetry, PVR
measurement and adverse event monitoring. The
primary efficacy variable was improvement in irrita-
tive symptom scores from IPSS and OAB screener
scores after 4 weeks of treatment. The primary compa-
rison was the mean change of irritative symptoms
score between 2 groups. The more negative mean
change was the more efficacious. The secondary
variable was any change in maximum flow rate and
PVR. The mean change of both variables showed
safety of combination treatment group compare to
tamsulosin and placebo group. The more negative
mean change of urinary flow rate or the more posi-
tive mean change of PVR would be the adverse events

from solifenacin.

Data analysis

All data was analyzed as intention-to-treat
basis composed with all included patients who had
at least one study drug intake after randomization.
Missing data would be checked in the data manage-
ment report. The decision to replace a missing item

for the calculation would be taken prior to the end of
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the study. The demographic and baseline quantita-
tive data were presented as mean, standard devia-
tion, min, max. For the descriptive statistics used for
the qualitative data (adverse events) were n and
percentages.

For the primary efficacy endpoint of mean
change of irritative symptom scores and OAB screener
scores, analyses of co-variance (ANCOVA) or Mann-
Whitney U test of difference would be used, based
on whether there were assumption about parameter
or not, to compare with the two treatment groups.
The endpoint of mean change of urinary flow rate
and PVR, ANCOVA or t-test of mean difference would
be used. Regarding adverse events, Chi-square test
or Fisher's exact test was used to analysis.

All statistical analysis would be calculated
using SPSS/PC version 11.5. A two sided significant

level of 0.05 was used for all analysis.

Table 1 Demographic data and baseline characteristics

L%/ UROLOGY

Result

Sixty patients were included in the study
between July 2007 and February 2008. Five patients
were excluded from the study before randomization
because high serum prostatic specific antigen was
observed. Fifty five patients were received randomiza-
tion allocation into placebo (tamsulosin and placebo)
group (27 patients) and treatment (tamsulosin and
solifenacin) group (28 patients). All patients com-
pleted study. Demographic and baseline clinical char-
acteristics are summarized in Table 1 and Table 2.

Mean age were 68.7 yr-old and 64.6 yr-old in
control and treatment group respectively. The most
common presented symptom was urinary frequency
and the second most common symptom was
urgency. Most patients had duration of symptoms
more than one year. Maximum flow rate at baseline

was 17.32 (9.7) ml/s and postvoid residual volume

Mean (SD) or Number

Tamsulosin & Placebo Tamsulosin & Solifenacin Both
(n = 27) (n = 28) (n = 55)
Age (Yr) 68.7 (8.1) 64.6 (7.9) 66.6 (8.2)
Systolic BP (mmHg) 139.8 (16.4) 136.5 (18.2) 138.1 (17.3)
Chief complaint
Incomplete emptying 1 2 3
Urgency 7 9 16
Poor stream 0 1 1
Nocturia 7 5 12
Frequency 10 11 21
Straining 2 0 2
Duration of symptom
1-3 mo 3 3 6
3-6 mo 3 2 5
6mo-1yr 4 6 10
>1 yr 17 17 34
Qmax (ml/s) 18.2 (8.2) 16.5 (11.1) 17.32 (9.7)
PVR (ml) 46.9 (49.6) 58.4 (51.4) 52.8 (50.4)

Qmax: maximum urinary flow rate
IPSS: International Prostate Symptom Score

PVR: post-void residual urine
OAB score: Overactive Bladder screener score
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Table 2 Baseline clinical characteristics
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Median (range)

Tamsulosin & Placebo Tamsulosin & Solifenacin Both
(n = 27) (n = 28) (n = 55)
IPSS 16 (7-33) 18.5 (8-33) 16 (7-33)
Irritative symptom score 7 (3-13) 8 (4-15) 8 (3-15)
OAB score 21 (2-35) 19 (2-32) 20 (2-35)
Bladder sensasion scale 3 (2-5) 2 (2-5) 3 (2-5)
IPSS QOL 5 (2-6) 5 (2-6) 5 (2-6)

IPSS: International Prostate Symptom Score
OAB score: Overactive Bladder screener score
IPSS QOL: Quality of life assessment from IPSS questionnaire

was 52.8 (50.4) ml.

Median (range) of irritative symptom score which
was primary end point was 7 (3-13) and 8 (4-15) in
control and treatment group respectively. Baseline
OAB screener score and bladder sensation scale
were showed in Table 2. Both groups had the same
median and range of Quality of life score from IPSS
questionnaire (median = 5, range = 2-6).

Treatment efficacy for overactive bladder symp-
toms was assessed using data from IPSS question-
naire and OAB screener score. Irritative symptom
score was derived from IPSS questionnaire by score
summing only question 2, 4 and 7 which were the
symptoms of OAB. Bladder sensation scale was
created to classify the severity of overactive bladder
symptoms, especially urinary urgency.

In the primary efficacy analysis, sum IPSS score
and irritative symptom score of both control and
treatment group, including OAB screener score, were
not distributed in normal distribution. So | chose
nonparametric statistic (Mann-Whitney U test) to
analyze the outcome by comparing the difference of
each score from second visit to last visit between
control and treatment group. Compared with
placebo, significant reduction for irritative symptom

score was demonstrated in tamsulosin and solifenacin

group (P=0.005). Total IPSS score was also reduced
in treatment group than control group but there was
no statistical significant (P=0.076). At the end of the
study, Bladder Sensation scale in treatment group
was significantly less than in control group (P=0.049).
There was no different in OAB screener score in
both groups. (Table 3). Considering

All patients were well tolerated. After randomi-
zation allocation, there was no drop out of all
patients. Both groups demonstrated slight changes
in maximum urinary flow rate compared with baseline
(second visit) (tamsulosin plus placebo, -1.49;
tamsulosin plus solifenacin, -0.28). But there was no
statistical significant between two groups (P=0.627).
Patients treated with tamsulosin plus placebo and
those treated with tamsulosin plus solifenacin
demonstrated 5.2 and 21.61 ml reduction of post-
void residual urine. These reduction were not statis-
tically or clinically significant and there were no
significant differences in the change in post-void
residual volume between 2 groups. No patient in
both groups reported urinary retention or increased
voiding difficulty during the study.

All adverse events in this study were primarily
related to cholinergic blockade (dry, mouth, consti-

pation, blurred vision) and adrenergic blockade (Postu-
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ral hypotension). In Tamsulosin and Solifenacin group
showed significantly increased in adverse events
especially dry mouth (P=0.005) and constipation
(P<0.001) compared to Tamsulosin and placebo group
as shown in Table 5. Similar trend was found with
blurred vision in treatment group but no statistical
difference was observed. Other adverse events were

not found between two groups.

Table 3 Efficacy outcomes
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Most patients who had experience of adverse
events were in mild degree and did not disturb their
quality of life. Even though the patients who experi-
ence in moderate and severe degree of adverse
events, they refused to discontinue the study. The
data of all adverse events had classified into two
groups (no or mild symptom, moderate or severe
symptom), there was no significant difference in both

placebo and treatment group (Table 6)

Median (range)

Placebo Solifenacin P value
IPSS reduction 2 (-10 to 21) 4 (-2 to17) 0.076
Irritative symptom score reduction 1 (-5 to 21) 3 (-1 to 13) 0.005
OAB screener score reduction 2 (-11 to 15) 3 (-8 to 25) 0.302
Bladder sensation scale 2 (2-5) 2 (2-4) 0.049
IPSS QOL 2 (0-5) 1.5 (0-5) 0.034
IPSS QOL diff 0 (-4-4) -1 (-4-1) 0.031
* Score before treatment minus with score after treatment
0.0
=
8
ko]
£
= -1.0
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Q
©
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placebo group  Solifenacin group
Figure 1 Reduction of the irritative symptom scores after end of treatments
Table 4 Safety outcomes
Mean (SD)
Placebo Solifenacin P value
Qmax diff (ml/s) -1.49 (6.95) -0.28 (10.87) 0.627
PVR diff (ml) -5.2 (48.43) -21.61(81.96) 0.37

Qmax diff: Difference of maximum flow rate (Qmax of last visit minus with Qmax of second visit)
PVR diff: Difference of post-void residual urine (PVR of last visit minus with PVR of second visit)
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Table 5 Adverse events

All adverse events Number (%)
Tamsulosin & Placebo Tamsulosin & Solifenacin
(n = 27) (n = 28) P value
Dry mouth 7 (25.9) 18 (64.3) 0.005
Constipation 2 (7.4%) 20 (71.4) <0.001
Dizziness 12 (44.4) 13 (46.4) 0.549
Indigestion 3 (11.1) 7 (25) 0.163
Difficult voiding 2 (74) 4 (14.3) 0.352
Blurred vision 5 (18.5) 9 (32.1) 0.198
Postural hypotension 10 (37) 13 (46.4) 0.333
Table 6 Clinical significant adverse events
Adverse events Number of cases (%)
Tamsulosin & Placebo Tamsulosin & Solifenacin
(n = 27) (n = 28) P value
Dry mouth
no or mild symptom 26 (96.3%) 24 (85.7%) 0.352
moderate to severe 1 (8.7%) 4 (17.3%)
Constipation
no or mild symptom 25 (92.6%) 24 (85.7%) 0.669
moderate to severe 2 (7.4%) 4 (14.3%)
Dizziness
no or mild symptom 22 (81.5%) 26 (92.9%) 0.252
moderate to severe 5 (18.5%) 2 (7.1%)
Indigestion
no or mild symptom 25 (92.6%) 27 (96.4%) 0.611
moderate to severe 2 (7.4%) 1 (3.4%)
Difficult voiding
no or mild symptom 26 (96.3%) 28 (100%) 0.491
moderate to severe 1 (8.7%) 0 (0%)
Blurred vision
no or mild symptom 25 (92.6%) 24 (85.7%) 0.669
moderate to severe 2 (7.4%) 4 (14.3%)
Postural hypotension
no or mild symptom 23 (85.2%) 27 (96.4%) 0.193
moderate to severe 4 (14.8%) 1 (3.4%)
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Discussion

The mainstay of treatment for BPH patients is
primarily to provide a rapid and sustained improve-
ment in lower urinary tract symptoms (LUTS) and
reduce the long term complications such as acute
urinary retention or upper urinary tract deterioration[2].
LUTS can be divided into storage and obstructive
symptoms. Storage symptoms consist of urgency,
urge incontinence, frequent urination and nocturia. It
is usually accepted that storage symptoms are more
bothersome and significantly impact the quality of
life to the BPH patients as measured by appropriate
questionnaires. Detrusor overactivity is considered
an obvious cause of storage symptoms. Obstructed-
induced detrusor overactivity with irritative voiding
symptoms (Storage symptoms) has been attributed
to denervation supersensitivity because increased
contractile responses of the bladder smooth muscle
to cholinergic agonists and electrical stimulation have
been observed[3].

At the beginning of this study (August 2006),
there was no other randomized, double-blind,
placebo-controlled study to evaluate the efficacy of
an antimuscarinic agent and an alpha-adrenergic
antagonist in BPH patients bothered by LUTS
including overactive bladder symptoms. In this study,
we evaluated the combination of tamsulosin (alpha-
adrenergic antagonist) and solifenacin (antimuscarinic
agent) in BPH patients with OAB symptoms. The
primary end point in this study was irritative symp-
tom scores which was derived from IPSS question-
naire by summing only symptoms of urgency,
frequency and nocturia. Compared with placebo
group, significant reduction of irritative symptom score
and bladder sensation scale were observed in
solifenacin plus tamsulosin group by week 4. No
significant difference in total IPSS score and OAB
screener score were demonstrated. These results

suggest that combination treatment of alpha-adre-
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nergic blocker and antimuscarinic agent may have
some advantages in elderly men who have BPH and
overactive bladder. In the present study, quality of
life score from IPSS questionnaire also demonstrates
significantly better in treatment group than in
placebo group. The finding of reduction in irrtative
symptom scores may indicate that the patients who
received both active drugs may reduce the frequency
of overactive bladder symptoms. Moreover, percep-
tion and quality of life of these patients may improve
by the reduction of Bladder Sensation scale and
quality of life score from IPSS in combined drug
group. Similar trend was observed from total IPSS
scores; the sum scores were reduced in combined
group but could not demonstrate statistical signifi-
cant difference. At the time of study, many patients
were confused with some questions in OAB screener
questionnaire; it was a possible cause that the result
could not be evaluated properly.

Nevertheless, it is difficult to determine how
much change in patient- reported outcome measure.
The validated overactive bladder-specific health-
related QOL questionnaire, the Overactive Bladder
questionnaire[4] is not available in Thai language.
The QOL score from IPSS questionnaire is too rough
to precisely differentiate the change of quality of life
of these patients. Moreover the minimally important
difference for how patients perceive treatment
benefit has not been determined. However, it is likely
that patients reporting improvement from QOL score
should experience advantage in their general quality
of life perception.

Kaplan SA et al[5] reported the first large-scale,
randomized, double-blind, placebo-controlled study
to investigate the efficacy of an antimuscarinic agent
(Tolterodine ER) and alpha-adrenergic blocker (tamsu-
losin) at November, 2006. They used patient percep-
tion of treatment benefit at week 12 as primary effi-

cacy end point based on the assumption that the
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patient provides a global response that weighs the
risks and benefits of treatment. Eighty percent of
215 patients receiving tolterodine ER plus tamsulosin
reported treatment benefit by week 12 compared
with 60% of 214 receiving placebo (P<0.001), 65%
of 209 receiving tolterodine ER (P=0.48 vs placebo),
or 71% of 207 receiving tamsulosin (P=0.03 vs place-
bo). They found that the tolterodine ER group (single
agent) could reduce urgency, urinary incontinence
episodes per 24 hours significantly, but no differ-
ence in treatment benefit and IPSS scores were
demonstrated. Whereas in tamsulosin monotherapy
group, urge incontinence and micturition per 24 hours
were significantly reduced but overall perception of
treatment benefit was significantly less than combi-
nation group. These findings confirm that antimuscaric
agent can use as an additional agent for BPH
patients who experience overactive bladder symp-
toms. However we need further studies to classify
who are really benefited from the incremental
advantages of an antimuscarinic agent.

The benefits and the risks of any treatment
should be weighed before applying to the clinical
practices. Adverse events of any antimuscarinic agent
were primarily related to cholinergic blockade (dry
mouth, constipation, blurred vision), but the most
serious side effect from previous belief was aggra-
vation of acute urinary retention. However this event
may occur only in case of impending bladder
decompensation from prolonged bladder outlet
obstruction, not in the usual circumstances of BPH
patients. The low incidence of acute urinary reten-
tion was found from previous reports of men
enrolled in 3- to 6-month studies of tolterodine ER
monotherapy[1,6,7] or in addition to alpha-adrener-
gic blockers. In this study, the patients with signifi-
cant post-void residual volume (more than 200ml)
and Maximum urinary flow rate less than 8 ml/s were

excluded from the study and no any event of acute
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retention or impending retention was observed at
the end of study. Moreover, No difference in post-
void residual urine and maximum flow was demon-
strated in both placebo and treatment groups.

Regarding other adverse events, dry month and
constipation were observed in treatment group more
often than in control group with statistical significant
difference. In addition to indigestion and blurred
vision, similar trends of increasing in treatment group
were observed. Even in the control group, the
patient did not receive any antimuscarinic agent but
the incidence of antimuscarinic-related adverse events
was higher than expectation. This finding may
explain by all patients were received the information
of all possible adverse events at the beginning of
study and asked for each adverse event in every
visit. Considering the severity, no difference in clini-
cally significant adverse events (from moderate to
severe) were observed with statistical significant.

In some previous studies[8,9], invasive urody-
namic studies such as cystometry or pressure-flow
study were used to demonstrate detrusor overactivity
or degree of bladder outlet obstruction. These guide-
lines were useful in research practices but irrelevant
to most clinical practices. In this study, only uroflow-
metry and residual urine measurement with ultra-
sonogram were used to monitor only the safety
outcomes.

In the present study, alpha-adrenergic blocker
was started for 2 week before random allocation
into two groups was initiated. This strategy was
carried on because of safety consideration by
opening the bladder outlet before starting the agent
to suppress bladder contraction. However, the
appropriate guideline to administer the combined
treatment is not determined because adequate
information is still lacking. There were several
studies demonstrated some insight into which men

will respond to alpha-adrenergic blocker monotherapy
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and which men may require antimuscarinic combi-
nation. For example, the higher baseline IPSS scores
appear to be mostly driven by storage subscale or
irritative symptom scores[10]. In addition, patients
who did not respond to alpha-adrenergic blockers
had a trend of more severe symptoms at baseline,
including the symptoms that characterize overactive
bladder. These patients may benefit in the combina-
tion of alpha-adrenergic blocker and antimuscarinic
agent. However, future studies are necessary to

determine the best methods to identify this group of

P

The Thai Journal of &U ROLOGY

<

Conclusion

The results of this study demonstrate that some
men who had problems of LUTS from BPH espe-
cially including overactive bladder symptoms might
respond with combined treatment of alpha-adrener-
gic blockers and antimuscarinic agents as demon-
strated by statistically and clinically significant
treatment benefit. However adverse events should
be weighed in on the decision because the goal of
the treatment is to improve the quality of life of these

patients
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candidates.
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aseil 1w aviayariluseongnease

Haya FIUU (AY) Sowaz Aaag (SD)
WA VLY 241 96.4
pigld! 9 3.6

a1y 248 36.08 1 (SD = 8.92)
a1 W

WN5 236 955

A3 A 6 24

8 aw 5 2

UMW N9

1a 131 52.6

A 111 44.6

vdY NELLRzILEN 7 278
FLAUNNTANEN

aylSan 5 2

USn3 221 90.2

U3anin 19 7.8
nmsUfiRudivedioy

ARUNTIN 162 65.9

9183N35 6 24

Buq 78 317
Mieeud “sin

NIENTN 155U D 157 64.1

NN 39 159

NINWANTUAT 17 6.9

Buq 32 13.1
seaza UM U TR 250 1368 U (SD = 8.61)
Tele 245 20,052.84 UM (SD = 8571.65)

AW 2 1 AVAIASUUNTOUNITOUINTEY ANARY IUTIIUUNIATIIN URSTEAUAMAITBAUIUASAMIAT [T I5N

a wva

FwunawszezIa lunmsUfoiu

syBsRATR , fiaum'samaf YAINIOUTH |
@) U ANLRRBAZLUU U ANQADATIUY | STAUTBIAMAN
() AtuA (SD) (Au) AtUAT (SD)
1-5 45 3.77 (32) 42 3.86 (41) 9
6-10 76 3.90 (.33) 71 4.00 (.40) N
11-15 29 3.94 (28) 29 4.06 (.34) I
16-20 40 3.84 (.31) 35 4.00 (.23) o
>20 60 4.00 (.33) 55 4.06 (.37) o
3 250 3.90 (.33) 232 4.00 (.37) I
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a9efl 3 U avANRABUAS IUTEIUNNIATT A ULUANATIZEIAEY uasAuAuTTEntouuazndIn1seyTN

AeAATULLANAT (SD)

309 : -
fiouausy YRIDUSH
1. 1w 39 Wi wAuETsuaC T INe Y 4.00 (51) 401 (58)
2. Tiflpsh wnanlu nizevithouazanfgiloe 4.24 (50) 4.20 (56)
3. Tiflesh iiuauazaefsineu 422 (52) 4.21 (55)
4. W90 $NTIWINEEN wRTUIIBINIATIA lufivineu 3.89 (54) 3.97 (.58)
5. w130 $weny suldiialudnla 3.61 (64) 3.77 (64)™
6. W1IDAILANANNLATLA 3.44 (63) 3.61 (.66)*
7. WNI0AIUANAININGD 340 (64) 3.60 (.68)**
8. aanudp AN 3D A wiliReUse 9AlE wwu nadeeFeu 39 (67) 3.97 (65)*
Mahanu zanfiiediy 9315251030 18
9. wpdlanluudd 3.79 (62) 3.91 (.60)™
10. flanwinuasidusniiulagie 4.02 (.55) 4.09 (56)
11. fianudnuazanuynIaudnegsineu 4.06 (51) 4.08 (55)
12, fiann 2ludin 3.84 (67) 3.96 (.64)*
13. flanw plumavihenu 3.68 (.68) 3.77 (67)*
14, Buudia uasfionnaiiu 375 (63) 3.89 (65)"
15. islasmdafuiduluns $wnaouia 4.04 (.50) 411 (54)
16. faaudunilafientiu Sndnaasuasfiasnssedmdn 412 (61) 4.20 (59)
17. s liedunuLy 3.91 (63) 4.00 (61)
18, wsnliesiugbu 392 (57) 4.00 (60)*
19. fiannsufinneuluniiid 421 (53) 422 (58)
20. $uilopEne U uazAdla 3.92 (57) 3.99 (61)
21. weenavhanadhlaviepansuidusnnninfies Igduiinlain 3.77 (60) 3.89 (.60)*
22. Fwihaslalvivienas 3.78 (63) 3.88 (.66)*
23. Qua qmmwojjﬂ’mﬁ”’amaiwmﬂ 3nla Sndann uas 9N 3.80 (61) 3.97 (57)*
24. Qua qmmwmumoﬁomo‘mmﬂ Inla Smdnanu uaz A 3.80 (.63) 3.90 (.58)*
25. hanussansn i luiialsziriuste she e i 1y 8z 4.00 (.58) 4.06 (59)
Fo el wan ngan awgeuleu weswenen suidouiily ey
26. 1LAMAIIBNIY 4.09 (53) 415 (55)
27. vinufuauiifiand 4.05 (56) 411 (60)
* fitly AN GR (p< .05)
iy A DR (p< .01)

a3 4 WSHUITEUAIINUANG N TaVANAREAMAIIBYAUIBVUAE ANA [T BWNBUNTOUSNY BV ILIaYTETINT
FuunmwszezIa lun iR

Source of variation SS df MS F p-value
Between groups 1.65 4 41 4.06 .003
Within groups 24.93 245 10

Total 26.58 249
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#1397 5 WSBUIEUAINUANGNTOVANRREAMAIIBIALIBILASAMAT U Bnoun1soUsNYaIWE LAY TETING

5:1/77'70:7@%71‘"37535/5; a1 lun sy
ngNeY Aode (SD) 1-5 6-10 11-15 16-20 >20
1-5 3.77 (.32) - -14 -17 -.08 -.24
6-10 3.90 (.33) - -.04 .06 -10
11-15 3.94 (.28) - 10 -.06
16-20 3.84 (.31) - -16
>20 4.00 (.33) -

a3fl 6 SBuiisuauANavIBvANaREAMAIZBvAuBYUA ANA W FNndun1sousuTayNe 1L IaY T TINT

FuunmnzezIa lunsUfaeu

Source of variation SS df MS F p-value
Between groups 1.22 4 .30 2.29 .06
Within groups 30.29 227 13
Total 31.45 231

A9 7 u/%'z/m1/7&/1/;5):7'mumnﬁ"m/a\m";Laﬁﬂ@mﬁ')ﬂamumaua:@nm”;Zu‘imfr’w YW IUIAUTETINITADUUASHAINTT

DU

NENAIDEN X SD ANNUANATS T - test
AZULUUTBNNGNAIDENNDUNTOUTN 3.90 33 -321*
NRINTOUTHN 3.98 42

= iy AN OR (p< .01)

anUsngwa

nam3AnEL asliiuimenanguiifimau
Tuszzan 1-5 ¥ fdefsazuuuguA1maInuLey
LLazqmmTuﬁmﬁwﬁaﬂﬂiﬁmjuﬁuq (x = 877, SD =
32)lnslanzifasninguiifiRenluszazaannnd
20 1 at9ddy "Ane R (x = 4.00, SD = .33, p<
.01)ﬁauﬁﬁmuuuayﬂuszﬁu”awhﬁuv;nnzju DAANDN
fufliwuies (Bennen) \lé’ﬁwmsﬁnmﬁo@mﬁ’numwm
wennaiwauawesIuinmdemy (Expert) 1
dinslHantumsufifen 5 Suly feasfiaug ni
1 mou usesin aumsalsing lisamsnsadaziiu
uazfivinpzlumaieed v madeudainds: unaal
HrefumIvauiaedneedin esniiaiuly

0IUNTAIITIANSTINTIARFUUVUNRINVRBUAL
Fudou Usr unisaifiiaduiiannniotesiefinade
WEIUINITVDIWLILIANINAIINITLTBUINGIT[5.6]
mLaﬁﬂ@mﬁwmmmmLl,atr»;mv:iﬂuﬁm"?jwmm
WINUIAYIZIINTANINITOUIN  ININNBUNITOU TN
aWHYE AN O (x = 3.98, SD = 42; x = 3.90,
SD = .33, p< .01) uazvilinmssuiaualunuiesaes
wenunangu 1-5 I meviden1sausy ”oﬁuaulﬂLLmnﬁwo
NYNNFNDE \flaganiinis suuasiilonnd aud
youfums Heviaussidlalituneiualasnisgela
TiduauAluaues  anunszioiodu uasnasla
ﬁﬁ):@uammm maamﬂﬁmmﬁmLﬁomnﬁ%ﬁwamﬁﬁu
meluaueennldidusnisnienisunnd wazlunis
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ANIUEIA[1] waﬁ‘lﬁ?ﬁaﬁumﬁuiﬁomm NIV
autadluns S swludnls auguanuAIen
avwlnis  Swihaslaliigivienns Su3teann 89
Finara qw’iumiﬁwmumn"ﬁu WAUAN AUDDY
MIPUA qwmwmmﬁ”’mmaaLLazvjﬂ’mmnﬁu Laswiaw
ﬁa:ﬂwuﬁia"'aﬁmﬁmn‘*ﬁu @59# 2)  anadaiui
FuuazLATNINDS (Chin PLand Kramer MK) na1i
ﬂszmumﬂumiﬁwmmmimoa%ﬂﬁiimﬂ%@imw'm
mManszasAilen (Value clarification) L “priou 49334
Hunns ﬂuLﬁaTﬁQL%ﬂuLﬁﬂwuLm ﬁﬁﬁﬁﬂumﬁmﬁa
YDIAULDY Lﬁﬂa@’é"u PONSUANIN AnlAULazATlaN
ﬂaovjﬁu[z] LAY DAARDINTLNIUITUNITOUINITUTTIN

[ a ' oA

faeAsnsviaflsnlinsyaneraaisunieasusssy
AW WBILIALATANTUTAULEI DRI NANE
weatudi 3 weetadant duiidendedusrans
Fanuinindnsieruissufiacuuueds  Arfleanig
Q%ﬂﬁ‘siuagﬂi’[u%ul,ﬁu@m@h (Valuing)[7] N&1IAB 1W190
vanfis “wilienFouiniided de. s fusclomd vielny
atnals aun‘s:ﬁaﬂau%’uﬁa@mmmma%ﬂﬁi‘mﬁmﬁw
Taeu mmsaﬂaiao?mmﬂu"ﬁﬁmaau%’uamﬁhuﬁa Y
anudaiulunisnssi delilzanannysisounfiay
FailanTasanyiay LwiLfJumﬁLﬁu@mﬁwmmi
na:ﬁ1ﬂ?u[8] WnAnsnfidnlusunsuns N Sua3us39u
flazuuniefAloan1easesisn nasmMInaaes ani
nounaaaveeliley AN R (p< .01) feuung
fﬁaﬁﬁmmﬁﬂﬁnwﬂumjwﬂammaﬂuLﬁu'ﬁu (6.2%)
Sedunegneadasruunsnssiideaiosssnludings
duduil 4 anitliieedludud Tususiinguauew
hiﬁmimﬁﬂuuﬂmm was anndpviufiuAIslig
(Krathwohl) na1imMIzansumdodnluaudeu
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dnsrvy jUiduanudnsiueen  Feunu nguud

nMatsswaAUATATY anadeviussuuiion 1ot iy
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Spontaneous Perinephric Hemorrhage
Caused by Urinary Tract Infection:
A Case report.
-
WiFY U 2JU Ww.u.*
UNARED

Spontaneous perinephric hemorrhage (SPH) fifenamdadsaluszuumodull  Mzdunuldton
TunrUjiidaensswszuutl 1 flhondeery 51 T adeeinisthaweisn Jld dseReednennizia
daluszuumoiuil e asadeanuiilafine e onssdreniiamestoioomy large right perinephric hemor-
rhage. Suspected acute pyelonephritis with focal mass formation at lower pole of the right kidney ﬁ'ﬂ’sﬂ
flamsnyaasiuiuil 10 nddlnssnsuuoysedudszasuas Ienufguy ionsLssrenfinlnnHafiath
WuRANSANTUIATEY hematoma wazil emphysematous pyelonepritis (EPN type Il) $n#1lagd5H1snlasan
fulisnuffugaamansiwnzideiinoy upsuu 2 “Uni naan1sinamsfteduunid

A °’1ﬁ'ﬂg: spontaneous perinephric hemorrhage, urinary tract infection.

* ngavmAaenTan lowenaas 913 o suneas s dondn lovy
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Spontaneous perinephric hemorrhage (SPH) Tu
Hiefilifiyss hgiRme  wiensldersiunmsudedi
2p9iien wlnginidaannsuanzestewiioseniule
fiwutoy l§un Angiomyolipoma (AML) waszi5dla
(renal cell carcinoma: RCC) U WnAIUALIBIRINT
TéiuA anufinUnfvasiaaniionlulaainlse polyarteritis
nodosa (PAN)[1] U 1m@5mﬁﬁﬂﬁtﬁmmaz SPH
1#un aAnwufinUnfvesvasaidanlula @ renal artery
aneurysm, renal artery infarction, AYM LLa:miﬁm“ﬁa
TulavBomaidiuil  zdediu wnepas SPH Tugihe
5108 m3ifads SPH erdpanUstTalasiioe
ulnadnundisainmstaen 1 nubuien wie
nzdanainnist BlReannn SINAUNIIATINNBNBLIE

a & 1 (% = .
ABNWILABDIBDINDY (CT scan) 3D renal angiography.

s189vudoY

fthevdslng 81y 51 ¥ endwiude fonisun
warnswiutiauiudud 1 Uandt 3 e dhdng
e 2 afs Lifld sz thnssinsaialuladnouasiia
vialasudle 3 Tieu UfL slsadszdrdalas dwiina
11 Alandu Tu 2 1hou A579 “waadwwoanuduladn
80/50 mmHg TWa3 86 adssoundt mela 16 aesie
Wil grungdl 37 pvrnipaldy ATI9TWMBNAEULIM
Suiluazienzrndnides aselinuauinUniinig
Wiy Urinalysis: spgr. 1.020, pH 5.0, Alb trace, Sugar
3+, RBC 3-5, WBC 10-20 Lon#i58Wy small bilateral
RC uwndlalenuie (Norfloxacin 400 mg 1 tab
bid) 1 SuneuslssnguiaionnisUineazmndu
Feanlsonenuna ATRsMeBLINiU “wanadn A
Tafin 105/69 mmHg was 80 asesiaundi wiela 16
Asasound gounnd 382 adANTALEY  MI993NE 13
BITINANTDY WARIINDARIITNIUR KUB WU fluid
collection 50UlAT Wax bilateral lower calyceal stone
without obstruction, NaN15ATIINHBILNTANNS CBC:
Hct 29%, WBC 19090, PMN 83.2, L 10, M 5.9 E 0.3,
Plt. 433,000 PT 14.6 (AnUn@ 14-16), PTT 25 (AnUnf
27-43) wan319il  Meagluinudiung wansrans

RS
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suse®

Wivuzaslawazdianlaslafoglunasiund (BUN 23
mg/dl, Cr 1.21 mg/dl, Na 137, K 4.8, Cl 104, CO, 20)
LFT: Albumin 2.8, Globulin 4.7, TB 0.9, DB 0.2,
Alk.Phos 103, ALT 20, AST 46 N15A39LBNBLIE
paxfaLneITaevins fou adlugUil 1

dwninan 11 nn. Tu 2 o avesenelaing
ANARAUNAN AT ATanevisUfiRnsuRNLAY
FBS= 94 mg%, ESR=115 (0-20 min/hr), HBsAg posi-
tive, Anti-HBs negative, Anti-HBc positive s
Snuanuiulafinung gauvind 37-38 peALpaLEY
Serial Hct 28-33% @’ﬂaﬂlﬂﬁmmimmmmw i e
Unf

WAN1IATIIN WAV TRANIITWUNIIETR  (Hot
29%) uway leucocytosis (WBC 19090) WRAFIINT
NNIUDBIAUNWY hypoalbuminemia (Alb 2.8 mg) WA
9 (ALP 103 mg%)
Ay uzedla danlaslad nsudesizeaiden

alkaline phosphatase UNNT
axil n:agﬂumm*’ﬁﬂnﬁ

mimaﬁﬁaﬁfﬂLﬁmﬁuéjﬂammﬁ fn spontane-
ous perinephric hemorrhage (SPH) asldfeuils
98n 1 different Wsn W91 incidence ”\‘m’j’] L‘ﬁa\‘lf\?’m
Qﬂamwﬁﬁmwﬁﬂaﬁmﬂnﬁ F9l¥nn9sneuuy
ﬂizﬁuﬂszﬂm‘[mﬂiﬁﬁwmﬁauatmﬂﬁ%autmwaaﬂ
\donen ilpsangihenedianusilafinng Saliins
SneuvuysrAutszase Taelimbunfeuazeufdus
NVRDALADART

NUsIR wansenasUfiRnsuazionsse
ApNfABSTaiBy 98 unnzey SPH Tugiheae
il 3 Tsndlo fowiloveniilawan Fomnuanissnsuuy
UszAuszanalsifinnzunsndeulag viefidonsenth
Qsmmmwuwuﬁ%mwLan‘miﬁﬂauﬁama%ﬁmﬁm
FuRepamudnsuzaastoud ¢ vlulawin wmq‘ﬁ' 2
Aonamzindelulaundiinniz SPH susndaiu
wngpas SPH finulétossnn udn wnedl ¢ alu
@'ﬂ’;ﬂi’}ﬂf‘:ﬁa 1A polyarteritis nodosa (PAN) %n13
Aladudasandunsdniiouiinuseslsn Wi angiog-
raphy LLﬁTuQﬂaﬂsWﬂﬁﬁﬂwusaﬂiiﬂﬁﬁawﬁa UMY
angiography l3i 13nsaviléiiiavaindaditaniemadia
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gﬂﬁ 1 Unenhanced (A, B) and enhanced (C, D) CT shows a large right perinephric fluid collection mixed with high-

density hematoma. A small calyceal stone (black arrows) is present in both lower poles. There is a suspected

heterogeneous hypoattenuating mass-like lesion (white arrow) in the right lower pole.

29915INELR Qﬂ’lﬂlﬁ%ﬂﬂ’ﬁ%ﬂ‘iﬂ’]LLUUﬂi:ﬁUUitﬂa\‘i
ayf[wwmmaum 7 ‘YU urine culture LLAT hemoculture
2 spp. Liwudalu 3 u omsUndlifilduaziSuen
Fepynninduting vdendutiu 3 Tudithefiainiate
DI NNNUALE LS ”ﬁouﬂiowmma AT WNLLIN
Su i anuulafin 96/68 mmHg was 90
afosiounit wiela 20 afoseunii anungll 382 aeen
walds  A99999MeLiuLeIT8IN CBC: Hb 8.3 g/d|,
Hct 25.5%, WBC 20310, PMN 789, L 125, M 8.3,
E 0.2, PIt. 523,000 PT 14.1(14-16), PTT 41.4(27-43)
1% PRC 2 unit 7379 Het T1lé 33% anudulafinuni
39 IATRenBLIdRaNILAB ST DIiDaAILL mﬂu;mﬁ 2
WUIUIAYDY perinephric hematoma ‘[mﬁu uasd em-
physematous pyelonepritis (EPN type Il) 5\1\lﬁﬁﬂﬁjﬂ’m
TUsindin explore right WU Infected perinephric hema-
toma 1,500 ml, Emphysematous pyelonephritis at

lower pole YULWNIGAN active bleed 910 renal paren-

chyma 110l 13190 control bleeding 1¢f 549 subcap-
sular nephrectomy 3INNU evacuate infected hema-
toma A& retroperitoneal #28 hydrogen pero-
xide, dilute providine solution LLas normal saline L&
119 tube drain 1fduniy renal fossa
waLW’l::L%aﬁ)’m hematoma LLRTWA Urine culture
faunan 18 il My Ecoli vawwda 3 Ju &
{leynn wound infection fthedlld s uay drain fanwos
Hunues wawzidoan drain 49U Ecoli >10[5] 9
AaU uBIFBENUNEIULUANAINAIN Ecoli N hema-
toma Q’ﬂ%ﬂlﬁ%’ﬂﬂ’ﬁt}hﬁﬂ“g’} WU pocket of exudative
at subphrnic space JWYNITILVILRUDILALIN Tube
drain 1 vigdesndialiilld ovmsidluiduund Taifuna
fade wansrantewensidu Hemorrhage LAY perine-
phric abscess, Tsiwy malignancy AT9ARANNKA 3 AU
fthefionisund dwiindu 9 nn. wansRTIINETiBY

UiRniseg Tuinusiung
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g‘ﬂﬁ 2 Unenhanced (A, B) and enhanced (C, D) CT follow up 10 days shows an interval increase in size of the right

perinephric collection with new gas bubbles and air-fluid level. Note intraparenchymal gas (white arrow) at

the previously suspected mass-like lesion.

J01snd
N1Ie spontaneous renal hemorrhage nelu
renal capsule 38 Gerota’s fascia ﬁi’lﬂx‘j’luﬂ%\‘mn
Tae Wunderlich Tuil a.f.1856 o wwadow el
A1397 1[1-7] 91N1891UVBY Zhang WazAEF9vinnTg
Anwnlugiin 165 318 w1 wnaiaainidasenla dn
Hudowar 61 209maiim SPH U angiomyolipoma
Wuiasag 29 renal cell carcinoma $9uaL 26 WAL polya-
rteritis nodosa (PAN) wu3aaay 12 U UNAINNIT
Aadonuiiies Savas 2 whffu[ﬂ
n3319d SPH #iaveAue1n15909§185Iuns
ynsafias Iaeialudanszniussinldidunisnse
Aladudossuiiiosnn zanuazsas udls wnso
NIRITEIE wmﬁjlﬁ ForfunInaensistneniamastos
fiavdslifayaiivaaundt usnandlugieunese
91988991 selective angiography Tun3difl 9 “BAN
NaLINATDIanALEDA LU polyarteritis nodosa (PAN)
9y multisystem disease lviAnsaslsnlunann

m‘iﬁ\‘lﬁ 1 Causes of spontaneous perinephric hemor-
rhage (SPH)

Tumors
Benign tumors (31.5%)*

Angiomyolipoma**

Vascular disease (17%)*

Polyarteritis nodosa™*

Renal artery aneurysm

Adenoma Renal artery infarction

Oncocytoma Ateriovenous malformation
Hemangioma

Malignant tumors (29.7%)*

Renal cell carcinoma*™*

Portal hypertension
Infection (2.4%)*
Pyelonephritis
Transitional cell carcinoma Renal abscess
Sarcoma Idiopathic hemorrhage
(6.7%)*

Miscellaneous (12.7%)*

Cyst rupture

Metastatic carcinoma

Nephrosclerosis

Preeclampsia

*

percentages from a series of 165 patients[1]
* uvpfiwudesy
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Snwdedstug Seeulay Kim wazame 91433
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The Study of Serum Testosterone Level and Aging Male Symptoms in Thai
Aging Male with Erectile Dysfunction.

Chaiporn Somboontanakit M.D.*
Apichat Kongganun M.D.**

Kavirat Tantiwong M.D.**

Abstract

Purpose: To study the relationship between age, serum testosterone levels and aging male symp-

toms in Thai aging male with erectile dysfunction.

Materials and Methods: In all 51 men above the age of 40 years with erectile dysfunction, selected
from andropause clinic outpatient department, King Chulalongkorn memorial hospital, with physical exa-
mination and completed questionnaire about personal detail, question, Aging male symptom scale (Thai
version) and complete data on serum total testosterone, free testosterone, bioavialable testosterone, sex

hormone-binding globulin level.

Results: Mean age of samples was 59.6 (SD = 9.4). Mean value of total, free testosterone bioavailable
testosterone and sex hormone binding globulin (SHBG) was 453.7 ng/dl, 8.7 ng/dl, 208.4 ng/dl and 38
nmol respectively. Approximately 11.8% of subject had low total testosterone (total testosterone <300 ng/
dl), but none subject had low free testosterone (free testosterone <5 ng/dl). The results of the AMS scores
mostly suggested moderate symptoms (41.2%). AMS scale and three subgroup AMS domain scale was
not significantly correlated with testosterone, free testosterone or bioavailable testosterone. Only age was

significantly correlated with sex hormone binding globulin.

Conclusions: AMS scale was not correlated with age and serum testosterone level in Thai aging
male with erectile dysfunction. Also, the fact that aging male symptoms questionnaires cannot predict
androgen levels and does not exclude the possibility that relative androgen deficiency may contribute to

the multifactorially defined clinical changes in aging men with erectile dysfunction.

* 4" Year residence

** Division of Urology, Department of Surgery, King Chulalongkorn Memorial Hospital, Bangkok, Thailand.
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Introduction

As men get older, there is a decline in many
biological systems; the endocrine systems share such
changes in hormone levels. There are decreases in
the secretion rate of testosterone[1]. Aging men is
accompanied by a gradual decline in androgens that
becomes more apparent after the age of 40 years
and decreases progressively as men get age over
than 70 years[2]. Symptoms of lower testosterone
are used in conjunction with biochemical parameters
to define androgen deficiency. Low testosterone
levels were associated with symptoms such as: low
libido, erectile dysfunction, osteoporosis/fracture, sleep
disturbance and depression mood, lethargy, low physi-
cal performance[3-4].

The Aging Males’ Symptom Scale (AMS) was
developed to assess symptoms of aging (indepen-
dent from those which are disease-related) between
groups of males under different conditions, to evalu-
ate the severity of symptoms over time, and to mea-
sure changes pre- and post androgen replacement
therapy. It was developed in response to the lack of
standardized scales to measure the severity of aging
symptoms and their impact on HRQoL in males,
specifically. The Aging Males’ Symptoms (AMS) scale
was originally developed in Germany in 1999 by
Heinemann et al[5]. The scale was first translated
into English (valid also for North America). There-
after, the AMS was translated into various languages
including Dutch, French, Flemish, Finnish, Indone-
sian, ltalian, Japanese, Korean, Thai, Portuguese,
Russian, Spanish, and Swedish.

Currently, there is little information is available
in the literature on inter-relations between age-
related decrease in hormone serum concentrations
and symptoms in elderly males[6-8]. Although
declining androgen levels and reduced sexual
interest and activity appear to be related to the natural

ageing process in men, there is little evidence of any
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clear association between androgen levels and erec-
tile function[9-10].

The aim of our study is to determine the rela-
tionship between age, serum testosterone levels and
aging male symptoms in Thai aging men with

erectile dysfunction.

Materials and methods

Study participant

We study a cross-sectional of 51 men with
erectile dysfunction, selected from andropause clinic
outpatient department, King Chulalongkorn memo-
rial hospital, above the age of 40 years. Mean age of
subjects was 59 (range 41-82) years. All participants
gave a written informed consent for participation in
this study.

Measures

All patients underwent a complete and stan-
dardized physical, urologic examination. Urologic and
general disease, medication, alcohol and nicotine
consumption were also assessed in semi- structured
interview.

Biochemical assessment

Blood sample were collected in the morning
(between 8 and 11 am.). The biochemical studies
performed included total testosterone, free testo-
sterone, bioavialable testosterone and sex hormone-
binding globulin (SHBG).

Questionnaires

Subject completed Aging male symptom scale
(AMS scale) questionnaires. The AMS scale used
the scoring points in each of 17 items to sum up the
total scores. Breakdowns of the total scoring points
were used for comparison with the other scales. Four
grade of severity were distinguished: no/little com-
plaints (<26 points), Mild (27-36 points), Moderate
(37-49 points) and Severe complaints (>50 points).

Statistical analysis

Data was analyzed by SPSS (Statistical Pack-
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age for the Social Sciences) for window (version 13)
by parametric procedures (Pearson’s correlation
coefficients). The level of significant was set at
p<0.05.

Result
1. Subject characteristics

Mean age of sample was 59.6 (SD 9.4). In
this group, mean value of total testosterone was 453.7
ng/dl, free testosterone 8.7 ng/dl, bioavailable testo-
sterone 208.4 ng/dl and sex hormone binding globu-
lin (SHBG) 38 nmol/l respectively (Table 1). Approxi-
mately 11.8% of subject had low total testosterone
(total testosterone <300 ng/dl), but none subject had

low free testosterone (free testosterone <5 ng/dl).

Table 1 Characteristics of cross-section study of 51 men

with erectile dysfunction and sex hormone level

Mean SD

Clinical

Age (years) 59 9

Height (m) 168.1 6.2

Weight (kg) 68.8 6.0

BMI (kg/m°) 243 3.1
Sex hormone level

Total testosterone (ng/dl) 453.7 1751

Free testosterone (ng/dl) 8.7 2.8

Bioavialable testosterone (ng/dl)  208.4 714

SHBG (nmol/l) 38 15.7

2. AMS scores

Mean AMS scale of sample was 42.0
(SD12.9). The results of the AMS scales were no /
little symptoms 5.9%, mild symptoms 29.4%, mode-
rate symptoms 41.2% and severe symptoms were
reported in 23.5% of cases (Table 2, 3). Our results
suggest that the men with erectile dysfunction have
a higher perception of sexual symptoms than percep-
tion of psychological and somatovegetative symp-

toms according to the AMS scale.

L%/ UROLOGY

Table 2 Results of AMS scale in Thai aging male with

erectile dysfunction

AMS scale (Severity) Number of sample

No /Little complaints
(£26 points)

Mild (27-36 points)

Moderate (37-49 points)

Severe (>50 points)

3 (5.9%)

15 (29.4%)
21 (412%)
13 (23.5%)

Table 3 Results of the three subgroup AMS domain in

Thai aging male with erectile dysfunction

AMS score Mean SD
Psychological factor 11.0 5.0
(25 points)

Somatovegetative factor 16.2 6.2
(35 points)
Sexual factor (25 points) 14.6 45

3. Correlation between AMS scores, sex
hormone levels and age.

Our study shown AMS scale and three AMS
domain scale none significantly correlated with testo-
sterone, free testosterone, bioavailable testosterone,
sex hormone binding globulin, and age. Although
age significantly correlated with sex hormone
binding globulin, but none correlated with AMS scale,
total testosterone, free testosterone and bioavailable

testosterone(Table 4, 5).

Discussion

The results of our study, we could not esta-
blish any relationship between AMS scale, age, andro-
gen status as assessed by serum (total, free and
bioavailable) testosterone and SHBG, as same as
previous study that found AMS scale was unrelated
both to testosterone level and age[10-13]. Sjoen et
al, described a similar result in a study where in 161
men, age 74 -89 years described although the AMS

questionnaire may help to differentiate and more

121



122

28 Waufl 2 FunnAN 2550

=)
=

Table 4 Relationships between AMS scores, sex hormone levels

Total Free Bioavialable
Correlation coefficient SHBG
testosterone testosterone testosterone
AMS Psychological factor -.162 -.159 -.166 .0.04
AMS Somatovegetative factor -.183 -133 -.148 -.024
AMS Sexual factor -.061 -.062 -102 .068
AMS score -117 -172 -.195 077

Table 5 Relationships between AMS scores, sex

hormone levels and age.

Correlation coefficient Age
AMS Psychological factor -.126
AMS Somatovegetative factor -117
AMS Sexual factor -.105
AMS Scale -125
Total testosterone 139
Free testosterone -123
Bioavialable testosterone -138
SHBG .368*

(* = p< .05)

systematically describe the patient’s symptomato-
logy, the importance of the information provided
should not be overestimated in view of the lack of
association with hormone levels. A major reason for
the lack of predictive value of clinical symptoms may
lie in the fact that signs and symptoms of aging in
men are undoubtedly multifactorial in origin[14]. AMS
scale was developed for health related quality of life
scale (HRQol) in aging men, it did not standardized
as screening instrument for androgen deficientcy[15].
The characteristic of new composite screener to
detect low testosterone level that used AMS data
combined with age and body mass index seem to
be better than the AMS values alone[16-17].

Aging is accompanied by a decrease in almost
all physiological functions and as far as the endo-

crine system is concerned, by a decrease of not

only of gonadal and adrenal androgen secretion but
also of growth hormone secretion[18]. The decline in
serum growth hormone release may contribute to
manifestation of erectile dysfunction[19]. The physi-
ologic importance of lower androgen levels in elder-
ly men and their relationship to age-related decreases
in sexual interest and function, muscle mass and
strength, and bone mass and alterations in mood
and sleep quality remain unclear. Previous study
reported on 1,475 men ages of 30-79 years, with
complete data on testosterone, sex hormone-
binding globulin, and symptoms of androgen defi-
ciency found low testosterone levels were associ-
ated with symptoms [low libido (12%), erectile dys-
function (16%), osteoporosis/fracture (1%), and two
or more of the non-specific symptoms (20%)], but
many men with low testosterone levels were asymp-
tomatic[20]. The low serum of total and free testos-
terone levels are not related to the level of sexual
desire in men with ED[21] and poor predictor of
erectile dysfunction[22].

In our finding, approximately 11.8% of subject
had low total testosterone (total testosterone <300
ng/dl), but none subject had low free testosterone
(free testosterone <5 ng/dl), was in agreement with
previous study that hypogonadism was uncommon
finding in ED, and lack of association between
serum testosterone levels, when present in mild to
moderate low testosterone levels, and erectile func-

tion[23]. However screening in all men with ED is
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necessary to identify cases of severe hypogonadism
and some cases of mild to moderate hypogonadism,
who may benefit from testosterone treatment.

We must emphasize that the present study
specifically addresses the situation on an aging men
with erectile dysfunction. This is of interest because
there is little information available for such popula-
tions but the results may not be extrapolable to

normal aging populations.

Conclusion

The result of our study for the AMS scale sug-
gest that in Thai aging males with erectile dysfunc-
tion the perception of aging male symptoms (AMS
scale) does not correlated with age and serum testos-
terone level. Also, the fact that aging male symp-
toms questionnaires cannot predict androgen levels
certainly does not exclude the possibility that

relative androgen deficiency may contribute to the

multifactorially defined clinical changes in aging men

with erectile dysfunction.
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Management of the Entrapped Foley
Catheter 3 Case Reports

-

Wittaya Boonlerdkerdkrai, M.D.*

Abstract
A potential complication of Foley Catheter use is entrapment of the catheter as a result of balloon
malfunction, a faulty valve mechanism, malfunction of the inflation channel, encrustation, knotting of

catheter or balloon cuffing, etc.

These 3 reported cases of the entrapped Foley catheter are due to non-deflated balloon, catheter
encrustation and catheter knotting. Non - deflated balloon catheter was treated by passaging of ureteric
guide wire into the balloon port dislodging an obstruction. Encrustation balloon was treated by
cystolitholapaxy. Entrapped cystostomy catheter knotting was treated by extending cystostomy wound.

This article has discussed how to manage and simple intervention about this problem.

* Department of Surgery, Jaoprayaapaibhubejhr Hospital.
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2. Peritonitis PU Perforate

Subtotal gastrectomy by general surgeon
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Chemotherapy With Docetaxel Plus

A Retrospective Study of the Time to
Clinical Endpoints

Prednisone for Advanced Prostate Cancer:

Akenarin Chauvanasmith, MD.
Danaiphand akarasakul, MD.

Abstract

Objective: To determine the treatment efficacy of chemotherapy, overall survival of patients with
advanced prostate cancer who started initial androgen-deprivation therapy (ADT) then were treated with
chemotherapy when hormone-refractory prostate cancer (HRPC) developed.

Materials and Methods: We retrospectively assessed data from medical records of 35 advanced
prostate cancer patients who visited at Division of Urology, Department of Surgery, Rajavithi Hospital,
Bangkok from 2002 to 2004. Twenty-two patients were included in criteria. Thirteen patients were treated
with second-line hormonal therapy (D1) and 9 patients were treated with docetaxel plus prednisone (D2).
Both groups were assessed for prostate-specific antigen (PSA) nadir, time to nadir, overall survival since
HRPC, overall survival since diagnosis and Kanofsky Performance Status Scale, which were assessed at
6, 12, 24 months after treatment.

Results: ADT was initiated after the diagnosis of advanced prostate cancer in 22 patients. After
followed up, the patients who developed HRPC were treated without chemotherapy in D1 group and with
chemotherapy in D2 group. Mean PSA nadir was 10.99+15.39 ng/ml and 9.78+14.90 ng/ml. Time to PSA
nadir was 10.30+11.37 months and 5+2.78 months. Mean overall survival since HRPC was 19.71+8.57
months and 23.12+12.11 months. Mean overall survival since ADT was 44.14+22.11 months and 33.87+
14.32 months. Mean overall survival since diagnosis was 45+22.32 months and 34.6+14.16 months. Kanofsky
Performance Status Scale after 6 months of treatment was 79.23+6.40 and 83.33+7.07, after 12 months
was 60+10.80 and 67.5+15.8, after 24 months was 60+10 and 62.5+15 in D1 and D2 patients, respectively.

Conclusions: We described the natural history of advanced prostate cancer in patients who were
treated with and without chemotherapy. The results suggested a longer survival and better performance
status in chemotherapeutic group.

Keywords: retrospective study, hormone-refractory prostate cancer (HRPC), natural history,
prostate-specific antigen (PSA), survival analysis
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Introduction

Our understanding of the role of chemotherapy
for advanced prostate cancer has improved consi-
derably in 2004 with the publications of two large
randomized phase Il trials (SWOG9916[1] and
TAX327[2]) and the United States Food and Drug
Administration (US FDA) approval of chemotherapy
(docetaxel and prednisone) for hormone-refractory
prostate cancer (HRPC) have demonstrated improved
overall survival as well as clinically significant
improvements in endpoints such as quality of life
and time to progression. Chemotherapy including
mitoxantrone, estramustine and docetaxel are US
FDA approved only for use in HRPC and the median
survival of patients with symptomatic metastatic HRPC
has been 24-36 months.[3]

In general, the definition of HRPC has been the
demonstration of progressive disease in the face of
castrate levels and a trial of anti-androgen withdrawal
over a 4-6 week period if applicable.[4] It may
include men with only biochemical failure (two
consecutive PSA elevation) and metastatic disease.
Regarding this study, we retrospectively assessed
efficacy of chemotherapy, overall survival and
quality of life of patients with advanced prostate
cancer who were started with initial androgen-
deprivation therapy (ADT), and were consecutively

treated with chemotherapy after HRPC found.

Materials and Methods

We retrospectively assessed data from medi-
cal records of 35 patients with advanced prostate
cancer who visited at Division of Urology, Depart-
ment of Surgery, Rajavithi Hospital, Bangkok from
2002-2004 and had PSA documentation and histo-
ries of treatment with ADT until HRPC. Thirteen
patients were excluded from criteria. Twenty-two

patients were enrolment and divided into two groups;
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the first group, referred as D1, comprising 13
patients treated with second-lined hormonal therapy,
and the second group, referred as D2, consisting of
9 patients treated with docetaxel 75 mg. of docetaxel
per square meter every three weeks and plus 5 mg
of prednisone twice daily prednisolone, after being
diagnosed HRPC. (Inclusion criteria: Thai male
advanced HRPC patients who were treated with and
without chemotherapy and followed up after treat-
ment for at least 24 months. Exclusion criteria:
patients that have aborted the treatment due to side
effects of chemotherapy or poor compliance or loss
followed up after treatment).

We characterized the D1 and D2 cohorts for
Gleason score, type of ADT and examined the time
to HRPC from starting ADT, prostate-specific anti-
gen (PSA) nadir, time to nadir, overall survival since
HRPC, overall survival since diagnosis and quality of
life by using Karnofsky Performance Status Scale,[5]
which were assessed at 6, 12 and 24 months after
treatment for both these cohorts.

Statistical analysis will be performed using of
the SPSS version 15.0 for window. Patients’ data:
age (year), Pathological report (Gleason score), form
of ADT, PSA nadir, time to nadir, time to HRPC,
overall survival from diagnosis and HRPC and
Karnofsky Performance Status Scale (see appendix).
We performed a comparison using the two tailed
Students t-test and present with mean + standard
deviation (SD) by table.

Results

The median age at diagnosis in D1 and D2
cohorts were 69 (48-82) and 66 (52-76) years (Table).
Amongst the 22 patients, 16 (72%) had metastatic
disease to the bone, as shown by uptake of isotope
on a bone scan, and 6 (28%) had metastatic lymph

node, as confirmed by computed tomography (CT)
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scan and 16 patients had PSA >100 at diagnosis,
the other had PSA >20 - <100. The median Gleason
score for the D1 and D2 patients was 6.54+1.43 and
6+2.58, accordingly. The distribution of Gleason scores
for these two subsets of patients is also detailed in
Table.

Historical hormonal treatment data were
collected for both patient cohorts. Men were treated
with a GnRH agonist alone, GnRH agonist plus
androgen antagonist, orchidectomy alone and orchi-
dectomy plus an androgen antagonist,[6] these data
are also given in Table 1. ADT was initiated after the
diagnosis of advanced disease. After followed up,
Mean PSA nadir was 10.99+15.39 ng/ml and 9.78+
14.90 ng/ml, time to PSA nadir was 10.30+11.37
months and 5+2.78 months.

Mean overall survival since HRPC was 19.71+
8.57 months and 23.12+12.11 months. Mean overall
survival since ADT was 44.14+22.11 months and 33.87
+14.32 months. Mean overall survival since diagno-
sis was 45+22.32 months and 34.6+14.16 months,
Kanofsky Performance Status Score after 6 months
of treatment was 79.23+6.40 and 83.33+7.07, after 12
months was 60+10.80 and 67.5+15.8 and after 24
months was 60+10 and 62.5+15 in D1 and D2

patients, respectively (Table).

Discussion

PSA testing has resulted in a change in the
population of patients whose initial hormonal therapy
failed. Today, the typical patient presenting with a
rising PSA after medical or surgical castration does
not have radiographic evidence of metastases.[7] With
the development of serum PSA and clinical guide-
lines for PSA declines as surrogates for clinical
response, the development of new drugs for meta-
static prostate cancer accelerated.

Docetaxel has been approved for the standard

treatment of biochemical failure or first-line treat-
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ment of HRPC. It prolongs progression-free and overall
survival, improves pain and improves quality of life.[8]
In TAX327 trial demonstrated the docetaxel and pred-
nisolone superiority to the past standard, mitoxantrone
and prednisone in overall survival 18.9 months vs.
16.5 months and PSA declines greater than 50%
were seen in 45-48% of the docetaxel treated
patients and 32% of the mitoxantrone treated
patients.

Our patients had treated with second-line
hormonal therapy (androgen antagonist or keto-
conazole) or chemotherapy since HRPC, mean over-
all survival since HRPC was 19.71+8.57 months in
D1 and 23.12+12.11 months in D2, were not signifi-
cant statistically (p>0.05). Although it showed an in-
significant statistical value, the survival in D2 were
higher than that in D1 as the publications of two
large randomized phase Il trials (SWOG 9916[1] and
TAX327[2]). Mean overall survival since ADT was 44.14
+22.11 months in D1 and 33.87+14.32 months in D2.
Mean overall survival since diagnosis was 45+22.32
months in D1 and 34.6+14.16 months in D2. These
were not the same as overall survival since HRPC,
because of the time to HRPC after ADT in D1 were
longer than that in D2, resulting in a higher value of
overall survival since diagnosis and ADT.

In SWOG9916 Trial, over 85% of patients had
a Karnofsky Performance Status over 80% and overall
survival was 17.5 months for the combination of
docetaxel and estramustine and 15.6 months for
mitoxantrone and prednisolone.[9] Regarding this
study, we retrospectively assessed the Karnofsky
Performance Status from medical record, the results
after 6 months of treatment was 79.23+6.40 and 83.33+
7.07, after 12 months was 60+10.80 and 67.5+15.8,
after 24 months was 60+10 and 62.5+15 in D1 and
D2 patients, respectively. These findings suggested
that there were higher performance status scores in

chemotherapeutic group. In summary, the overall study
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Table 1 The distribution of age at diagnosis, Gleason scores, form of ADT, time to HRPC and overall survival of D1

and D2 cohorts (number [%] of patients per cohort)

Variable D1 D2

Age at diagnosis, years

76-85 5 (38) 1(11)

66-75 4 (32) 5 (56)

56-65 3 (23) 2 (22)

<56 1(7) 1(11)
PSA at diagnosis

>100 10 (77) 6 (67)

<100 3 (23) 3 (33)

Bony metastasis 10 (77) 6 (67)
Gleason scores

2-5 3 (23) 4 (45)

6-7 6 (47)

8-10 2 (15) 3 (33)

Not known 2 (15) 2 (22)

Mean 6.54 + 1.43 6 + 258
Form of ADT, hormonal treatment

GnRH agonist alone

GnRH agonist plus androgen antagonist 2 (15) 5 (56)

Orchidectomy alone 6 (47) 3 (33)

Orchidectomy plus androgen antagonist 5 (38) 1(11)
Survival and time to HRPC, months per patient cohort (P)

Time to PSA nadir 10.30 + 11.37 5+ 278

PSA nadir 1099 + 1539 9.78 + 1490

Time to HRPC from ADT 19.84 + 12.26 1244 + 7.81

Time to HRPC from PSA nadir 1192 + 7.95 811 + 6.97

Survival from ADT 4414 + 2211 33.87 + 14.32

Survival from HRPC 19.71 + 857 2312 + 1211

Overall survival from diagnosis 45 + 2232 346 *+ 14.16
Karnofsky Performance Status Scale

After 6 month from start treatment 79.23 +6.40 83.33 + 7.07

After 1% year from start treatment 60 + 10.80 675 + 158

After 2" year from start treatment 60 +10 625 + 15

Alive 6 (47) 1(11)

Death 7 (53) 8 (89)

was not statistically significant, as a result of a retro- Conclusions

spective data basis and a small sample size due to
insufficient source. However, the study did point out
a tendency of increasing survival and good perfor-

mance status in chemotherapeutic group.

We described the natural history of advanced
prostate cancer in patients who were treated with
and without chemotherapy. The results suggested a
longer survival and better performance status in

chemotherapeutic group.
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Appendix
Karnofsky Performance Status Scale Definitions rating (%) Criteria
Able to carry on normal activity and to work; 100 Normal no complaints; no evidence of disease.
no special care needed. 90 Able to carry on normal activity; minor signs or
symptoms of disease.
80 Normal activity with effort; some signs or symp-
toms of disease.
Unable to work; able to live at home and care 70 Cares for self; unable to carry on normal activity
for most personal needs; varying amount of or to do active work.
assistance needed. 60 Requires occasional assistance, but is able to
care for most of his personal needs.
50 Requires considerable assistance and frequent
medical care.
Unable to care for self, requires equivalent of 40 Disabled; requires special care and assistance.
institutional or hospital care; disease may be 30 Severely disabled; hospital admission is indicated
progressing rapidly. although death not imminent.
20 Very sick; hospital admission necessary; active
supportive treatment necessary.
10 Moribund; fatal processes progressing rapidly.
Dead.
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Independent SamplesTest

Ui 28 wdnfi 2 $uanan 2550

t-test for equaliyt of means

Sig. Mean Std. error |95% confidence interval
(2-tailed) |difference |difference of the difference
Lower Upper Lower Upper Lower
Age Equal variances assumed 329 3.84615 3.84159 | -4.16726 | 11.85956
Equal variances not assumed | .304 3.84615 3.64184 | -3.75530 11.44761
PSA at diagnosis Equal variances assumed 616 .10256 20125 -31723 52235
Equal variances not assumed | .626 .10256 20633 -.33527 54040
Bony metas Equal variances not assumed | .905 02564 21175 41607 46735
Equal variances assumed .906 02564 21338 - 42476 47604
Gleason scores Equal variances assumed 571 54545 94194 -1.45137 | 2.54228
Equal variances not assumed | .623 54545 1.06809 | -1.89674 |2.98765
Psa nadir Equal variances assumed .856 1.21105 6.59079 | -12.53710 |14.95920
Equal variances not assumed | .855 121105 6.55089 | -12.56708 |14.98918
Time to PSA nadir Equal variances assumed .188 5.30769 3.89636 | -2.81996 13.43535
Equal variances not assumed | .129 5.30769 3.28858 | -1.74519 12.36058
PSA DT Equal variances assumed 034 3.42735 150875 | 28014 6.57456
Equal variances not assumed | .017 342735 1.26632 .70169 6.15301
HRPC from ADT Equal variances assumed A27 740171 464400 | -2.28550 |17.08892
Equal variances not assumed | .100 740171 428437 | -1.53756 | 16.34098
HRPC from PSA nadir Equal variances assumed .260 3.81197 328503 | -3.04048 10.66441
Equal variances not assumed | .249 3.81197 3.20408 | -2.90014 10.52407
Survival from ADT Equal variances assumed 299 10.26786 | 9.49089 | -10.23595 |30.77167
Equal variances not assumed | .318 1026786 | 9.77425 | -11.49486 |32.03057
Survival from HRPC Equal variances assumed 546 -341071 | 550032 | -1529343 |8.47200
Equal variances not assumed | .537 -3.41071 | 537096 | -15.05898 |8.23755
Overall survival from diagnosis Equal variances assumed 295 10.37500 | 9.51489 | -10.18067 |30.93067
Equal variances not assumed | .315 10.37500 | 9.81120 | -11.51091 |32.26091
After 6 month from start treatment | Equal variances assumed A72 -4.10256 | 2.89641 -10.14438 | 1.93925
Equal variances not assumed | .183 -410256 | 295150 | -10.35358 |2.14845
After 1% year from start treatment | Equal variances assumed 210 -7.50000 | 5.78591 -19.61004 |4.61004
Equal variances not assumed | .262 -7.50000 | 6.34227 | -21.44917 |6.44917
After 2" year from start treatment | Equal variances assumed 814 -2.50000 | 10.10363 | -28.47221 |23.47221
Equal variances not assumed | .802 -2.50000 | 9.46485 | -26.85393 |21.85393
Alive Equal variances assumed .090 .35043 .19680 -.06010 .76095
Equal variances not assumed | .068 .35043 18181 -.02890 .72975
Death Equal variances assumed .090 -.35043 .19680 -.76095 .06010
Equal variances not assumed | .068 -.35043 18181 -72975 .02890
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Treatment of Renal Stones by Percutaneous Nephrolithotripsy (PCNL) in
Ratchaburi Hospital.

Tanongkit Prachapinyo M.D.*

Abstract

The purpose of this study is to evaluate the safety and effectiveness for the removal of renal stones

by percutaneous nephrolithotripsy (PCNL) in Ratchaburi Hospital.

Between June 2001 and December 2007, 154 renal stone patients were treated by 168 PCNLs at
Ratchaburi Hospital. The mean age was 48.29 years (7-73). 57 small renal calculi (33.9%), 53 medium
renal calculi (31.5%) and 50 large renal calculi (29.7%) were included in this study. The average posto-
perative stay was 7.64 days. Complications included 3 urosepsis (1.92%), 3 pleural cavity perforation
(1.92%), 2 perforations peritoneal cavity (1.28%) and 21 patients (13.46%) required blood transfusions.
There were 17 cases (10.88%) required additional treatments in ESWL for 14 patients (8.96%), open
nephrolithotomy in one patient (0.64%) and 3 patients needed ureteroscopy (1.92%).

The stone-free rate on discharge was 79.29% and increased to 85.28% at one year post PCNL. In
our experience, PCNL is safe, effective and successful method in treatment of renal calculi with smaller
operative wound, short hospital stay, with acceptable complications and would be the standard procedure

in the treatment of large renal calculi.

Keywords: Percutaneous nephrolithotripsy (PCNL)

* Department of Surgery Ratchaburi Hospital
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Introduction

Renal stone disease is one of common
diseases in urology which there are various treat-
ments, such as Extracorporeal Shockwave Litho-
tripsy (ESWL), Percutaneous nephrolithotripsy (PCNL)
and open surgery. PCNL is a minimally invasive sur-
gical procedure for removing medium-sized or large
renal calculi[1] PCNL was first performed in Ratchaburi
Hospital in 2001 as a less invasive surgery on the
kidney calculi.

The purpose of this study is to evaluate the
safety and effectiveness in the treatment of renal
stones by PCNL in Ratchaburi Hospital from 2001 to
2007.

Materials and Methods

During the 7 year period from June 2001 to
December 2007, the technique of percutaneous
nephrolithotripsy on pyelocaliceal stones was per-
formed in 168 kidneys in 154 patients at Ratchaburi
Hospital. The average age was 48.29+12.31 years
with the youngest 7 years and the oldest 73 years.
(Table 1). 85 (50.6%) of them were male, and 83
(49.4%) were female (Table 2). Left renal calculi were
84 of 168 (50.0%) and the same number (50.0%)
were in the right kidney (Table 3). The majority was
staghorn stones 65.9% (109 of 168) and 35.1%) (59
of 168) were renal pelvic stones and other (table 3).
The mean value of the longest stone size was 4.41
cm +1.87 (range from 1.0 to 9.0 cm), PCNLs were
performed on 57 (33.9%) small renal calculi, 53
(31.5%) medium renal calculi and 50 (29.7%) large
renal calculi (Table 4).

The mean duration of the symptom was 5.51
months +8.47 (range 0.03 -60 months) in 156 of 168
renal calculi (89.88%) and 17 (10.12%) were asymp-
tomatic. History of previous urinary stones (or recur-
rent stone) was present in 12 patients (7.14%), and

urinary tract infections were found in 24 patients

Ui 28 dnfl 2 Fuanan 2550

(14.29%). Failed Shockwave lithotripsy in 35 patients
(20.83%), previous open operation in same kidney in
11 patients (6.55%) and previous percutaneous

nephrolithotripsy in same kidney in 3 patients (1.79%).

Technique of PCNL

After the induction of the general anesthesia,
an open-ended ureteral catheter was placed into the
ureter up to the renal pelvis by fluoroscopy in litho-
tomy position. Contrast media was injected via cathe-
ter to visualize pelvocaliceal system. Then the
patient was turn to prone position. The surgical site
was prepared and drape. Continuous infusion of
contrast media into the kidney was performed and
the percutaneous tract was accesssed. The needle
was punctured directly into the calyx under fluoro-
scopy, through the upper calyx in 77.08%, lower
calyx in 1250% and middle calyx in 10.42%. The
approach was done through the back of the patient
and the puncture was done into posterior calyx
through subcostal position. A guide wire was placed
into the collecting system down to the ureter via the
puncture needle. Then percutaneous tract was per-
formed and dilated gradually with fascial dilators up
to 30 F. Finally an Amplatz sheath inserted through
the tract for insertion of a nephroscope and dissin-
tegrated stones by either ultrasonic lithotripter or
pneumatic lithotriptor.

After stone dissinteprefer the fragmentation of
stone was and a nephrostomy tube was placed in
the renal pelvis, The size of the tubes were 14-Fr in
36.50%, 12-Fr in 24.09%, 16-Fr in 13.87%, 20-Fr in
13.14%, 18-Fr in 5.84%, 10-Fr in 3.65% and 24-Fr in
2.92%. Nephrostomy tubes were clamped when the
urine was clear and removed when no complication
occurred. Average removal time was 4.83 days after
surgery. Average blood loss was 424.34+343.40 cc,
maximum 1,600 cc and minimum 50 cc. Only

21 patients (13.46%) required blood transfusion.
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Table 1 Distribution of number and percentage of the renal stone patients by age.

Age (years) Number Percent
Lower than 10 1 0.6
11 -20 3 1.8
21 - 30 42
31 - 40 36 214
41 - 50 40 23.8
51 - 60 54 32.1
61 - 70 26 155
Higher than 70 1 0.6
Total 168 100.0
Mean age + S.D 48.29+12.31
Max, Min 73,7
Table 2 Distribution of number and percentage of the renal stone by sex.
Sex Number Percent
Male 85 50.6
Female 83 494
Total 168 100.0
Table 3 The position of renal stones treated.
Position character
sex Left Right Staghorn Stone Pelvic Stone& other
number % number % number % number %
Male 40 471 45 529 55 64.7 30 35.3
Female 44 53.0 39 47.0 54 65.1 29 349
total 84 50.0 84 50.0 109 64.9 59 351
Table 4 Distribution of number and percentage of stones size.
Male Female total
Stone Size Number | percent | Number percent Number percent
1-3cm. 29 34.1 28 337 57 339
35-5cm. 26 30.6 27 325 53 315
55 -7 cm. 22 259 17 205 39 23.2
75-9cm. 7.1 5 6.0 11 06.5
No record 24 6 72 8 04.8
total 85 100 83 100 168 100.0
Mean stone size + SD 441 cm + 1.87
Max, Min 9.0, 1.0




Average operative time (from cystoscopy to suture
of operative wound) was 129.65+44.83 minutes, maxi-

mum 290 and minimum 50 minutes.

Results

The immediate stone-free rate was 79.29% (124
of 156). Residual fragments found in 20.51% (32 of
156). The location of residual stones were as
follows: 15 in the lower calyx, 6 in the upper calyx, 6
middle calyx, 3 in the upper and lower calyx and 2 in
the upper and mid calyx. The follow-up time was
1-12 months, follow-up radiography were used to
evaluate the residual stones, Plain KUB in 91.03%
and U/S in 3.21%. There were 14 patients (8.97%)
required additional ESWL, open nephrolithotomy in
one (0.64%) and 3 needed ureteroscopy (1.92%).
After additional procedures, the final stone-free rate
was 85.28%.

Ui 28 wdnfi 2 $uanan 2550

Complications

Failed PCNL were 7.14% (12 of 168) due to
lost of percutaneous tract[7], unable to dilate tract
(1) and guide displacement (1). Other included pleural
tear (1) and severe bleeding from kidneys (2). (All
occurred in our early experience)

In the success group, complications were found
in 11 (7.05%) of 156 renal calculi including 3 (1.92%)
severe hemorrhage, 3 (1.92%) postoperative sepsis,
2 (1.28%) pleural cavity perforation with hydrothorax
and one (0.64%) with pneumothrorax, 2 (1.28%) to
peritoneal cavity perforation.

Mild fever occurred as a postoperative compli-
cation in 49.7% (table 5), and almost subsided in
three days (82.19%) (table 6). Oozing at the punc-
ture site occurred in 36.5% and recurrent gross
heamaturia in 6.41%. On average, the hospital post-
operative stay was 7.64 days and all complications

were managed conservatively.

Table 5 Distribution of number and percentage of postoperative fever by temperature.

Level of fever Number percent
375 -38°C 52 33.1
381 - 39°C 78 497
39.1 - 40°C 16 10.2
No Fever 11 7.0
Total 157 100.00

Table 6 Distribution of number and percentage of postoperative fever by time.

Number percent
1-3 day 120 82.19
1-6 day 22 15.07
1 - 10 day 1 0.68
Over 10 day 3 2.05
Total 146 100.00
Mean + SD 258 + 1.98

Max, Min

15, 1
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Discussion

Management of nephrolithiasis has been revolu-
tionized by the advent of shock-wave lithotripsy and
percutaneous nephrolithotripsy (PCNL)[2]. Percuta-
neous nephrostomy was a procedure known since
1955. However, it was not until 1976 when the first
percutaneous nephrostomy for the specific purpose
of removing a kidney stone was performed by
Ferstrom and Johannson[1]. Subsequent reports have
established PCNL as a routinely used technique to
treat patients with large or otherwise complex
calculi successfully. Since 2001 till now we performed
PCNL as our routine operation for renal stone
removal. We have 12 cases failure and all occurred

in our early experience. The overall success rate is
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Sittiporn’s Sound facilitating Urethro-vesical
Anastomosis during Extraperitoneal Laparoscopic
Radical Prostatectomy and Extraperitoneal
Robotic Assisted Laparoscopic Radical
Prostatectomy: The New Invention

-

Sittiporn Srinualnad M.D., FRCS (Glasgow)*

Abstract

Introduction: One of the most difficult part of laparoscopic surgery is intracorporeal suturing skill.
Urethro-vesical anastomosis during laparoscopic radical prostatectomy required a vast experience in skill
of suturing. One should be trained in pelvic trainer before proceed to real operation in human being. The
author invented the modified urethral sound, namely, Sittiporn’s Sound facilitating urethro-vesical anstomosis
during Extraperitoneal Laparoscopic Radical Prostatectomy and Extraperitoneal Robotic Assisted

Laparoscopic Radical Prostatectomy.

Material and Method: The Sittiporn’s Sound was used in 93 patients with early prostate cancer
during the operation of either Extraperitoneal Laparoscopic Radical Prostatectomy or Extraperitoneal
Robotic Assisted Laparoscopic Radical Prostatectomy. Perioperative data was evaluated with T-Test

study. All important findings regarding the usage of the new instrument were reported here.

Results: All 93 patients were undergone the urethro-vesical anastomosis without any problem of the
instrument insertion. 3 of 93 patients (3.2%) were found to have urine leakage at the anastomostic site,
which was successfully treated with prolong urethral catheterization. Average urethral catheterization time

was 9.6 days.

Conclusion: The Sittiporn’s Sound can be used to facilitate the difficult urethro-vesical anastomosis
during Extraperitoneal Laparoscopic Radical Prostatectomy and Extraperitoneal Robotic Assisted
Laparoscopic Radical Prostatectomy. The instrument is beneficial to any naive laparoscopic surgeon
learning Extraperitoneal Laparoscopic Radical Prostatectomy and Extraperitoneal Robotic Assisted

Laparoscopic Radical Prostatectomy.

* Division of Urology, Department of Surgery, Faculty of Medicine Siriraj Hospital.
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