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Acute Cholecystitis

Early Versus Delayed Cholecystectomy, A Multicenter Randomized Trial
(ACDC Study, NCTO0447304)
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TABLE 1. Baseline Characteristics by Treatment Group (ITT

Population)
Group ILC Group DLC
Characteristics (n = 34 in=314)
[Female sex.” n ) 191 (62.5) 172 (5458)|
Age, mean (SD), yr 356(16.3) SEEIT0)
Body mass index, mean (SD), kg/m® 289 (5.5) 29.5(6.6)
Body temperature, mean (SD), °C 37.2(0.8) 37308
Blood pressure,f mean (SD), mm Hg
3 134.920.1) 136.9(21.5)
TES{10.9) TII(ILT)
Coexisting conditions, n (%)

Renal insuffic Sl 6} B2 5)
ancer* 2(0.7) 1135 |
abetes mellitus 2905} J6(T36)

Hypertension* 106 134.9) 137 (43.6)

Respiratory isufficiency® | B(26) }bd)

Congestive heart failure® 15¢4.9) 309

Previous intra-abdominal surgery 38 (28.9) 109 (34.7)

Biliary colic in medical history, n (%) 1254411} 126 (40.1)
Cholecysiolithiasiz, n (%) 269 {88.3) 277 (88.2)

*P < (015 for the between-groep comparison.
fValiies are missing for 12 and 10 patients.
IMainly dyspaca under physical stress
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TABLE 3. Seventy-five.Duy Morbidity Rates for Morbidity Score ltems by Treatment Group (ITT Poy
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o - T - Ll T 1 Relapasotomy ] 31099) 41135 07
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| | iz | 10813845, - | Myocardial infarction 5 0 1133 (3]
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TABLE 2. Secondary Outcomes by Treatment Group (ITT Population)
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1. Did the trial address a clearly focused issue?

HINT: An issue can be ‘fo

s The comparator

The ocutcomes considere

s BARMREXEE
SHFMm

M‘fes Dtan‘t tell DNO

TESNERSE  BFil

* Primary outcome: 575 HH Morbidity score

2. Was the assignment of patients to treatments MYES D Can't tell D No
randomised?

HINT: Consider
s Ho

* Wasthea

researchers and patients?

o PEHEDIRIRZEET  Block randomization
. BEEIRAFILEREM

3. Were all of the patients who entered

the trial properly accounted for at its
conclusion?
HINT: Consider
®  Was the trial stopped early?

*  Were patients analysed in the groups to which

they were randomised?

o DEUERIKE

=ETHER

4. Were patients, health workers and study

personnel ‘blind’ to treatment?

* No blinding

M‘fes DCan’t tell D No

BAEE ITT 0 PP AT
C'Yes DCan’tteII Mo

5. Were the groups similar at the start of the trial? DYes MCan't tell DN{)

HINT: Look at
= Other factors that might affect the outcome such as age,

sex, social class

° gu *l] %jm\

- TEHERIA D Bl Coexisting
condl’rlons BREE

=2 - (BB Sensitivity test °
MYes Dtan‘ttell DNO

6. Aside from the experimental intervention,

were the groups treated equally?

BRFMTR 2SN - BRAMBRBAEMES SRS
OgEEER




7. How large was the treatment effect?

HINT: Consider
s What outcomes were measured?
® Isthe primary outcome clearly specified?
*  What results were found for each outcome?

* Primary outcome: 2575 HEJ Morbidity score
o BHASAT - EIRTE ITT/PP 3L ASA DR - BERE
HJPrimary outcome

8. How precise was the estimate of the treatment effect?

HINT: Consider

= \What are the confidence limits?

s HRALEESESFMHBBEEK - 7~45H
o DIARRSREIIERERERL - MIEAER B IR AR
- ERAMBBAREREER

o WHRARTHEBABIES 56 of 314

M\"es DCan"t tell GND

9. Can the results be applied in your context?
{or to the local population?)
HINT: Consider whether

* Do you think that the patients covered by the trial

are similar enough to the patients

to whom you will
apply this?, if nat how to they differ?

10. Were all clinically important MY!S Dl:an‘ttell DNO

considered?

HINT: Consider

= Isthere other information you would like to have seen?

*  If not, does this affect the decision?

Thank you:)

Table 2: Morbidity Score

Persistent abdaminal pain > 72 h
Persiscent fever > 72 h
Porsistently raised signs of infection > T2 h

Pain treated by morphine or derivatives > T2 h
Rectal temperature > 38.5°C at beast twice
Perustently elevated CRP or leukocytous

Wound-healing diorder Any protiem leading to re-opening of the wound with subsequent open wound crestment

Thecenboss Mew onsat of leg or pebvic thrombosis

Bleeding, e for mare than tws bags of packed red telly during or sher surgery

Chatangitis Poew instroasa in AP, GGT (>2x ULN), bilirubin (>1 % ULM) pha leukoeytons (> 12 = 1040} o
increase i CRP (> 5% ULN)

fcxerus 3 Mew increase in bilirubin, AP and GGT (=2 LLN}

Bibe beakage 3 Persstent leakage shown by CT, MRl or ERCP

Abscess 3 Shown by CT. MRI or ultrasound

P 3 Shown by X-riy plt drop in arterisl pO, phit chnical signs of preumants ph Wukocrtows phi

ved CRP

Embciic lung diseate 4 Increased PA preswure (echocardiogram), TNTITHL D-dimery

Portanitia 4 Mew occurrence of perstonitis

Pancreatitn 4 Increased pancreatic engymes (> 3% ULN) plus neew increave in CRP (> 5% ULN) plus positive
chnical nigns

Reral falure 4 Drop in urine production below 500 mliday plus increased creatining and urea (> = ULN)

Relaparatomy 5 Need for follow.up surgery

Cerebeal ischemia or bleeding 5 MNew neurclogical sympaoms with corresponding to changes in cerebeal CT

Myocardal infareson §  Charges in TNTITHI with o witheut changss i the ECG mesting the criteria of STEMI of
PISTEMI

Septic shock 5 Leukocytosis (> 12 = 10¥0) or leukopenaa (< 4 = 1001} plus temparature < 365°C or >
3B5°C phat chinical sigr

Death 63 (Sum of sl complcations * 1)

Difierent complications and side effects that may affect the patients during the study are lwted and scored differently in increasing severity. Death as
worst outcome is scored the wam of all complications plus

DLC: RFE 68.3% BEEMPIEITERERE
= Moxifloxacin




