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Table 1. Quality control programs of several multi-institutional prospective controlled randomized trials comparing surgical treatments for

gastric Cancer

Ttalian trial MR trial Dtch trial TCOG trial
Arms STG ve TG T ve, T2 D1 ove ¥ D2 ve. D2 pluz para-aortic LN
Brrollment period 1982 ~1993 19861992 1989 —1993 19952001
Muamber of patients 418 400} 7i1 523
Cuality control programs
1) Surgeons’ experience L. 1. It - Burgeon: > 100 D2 gastrectondes
& hospital volame - Institution: > 80 gastrectomdes
annually
2} Education of surgeons f.C. Boollet & videotapes Booklet & videotapes 1i.C.

2 Standardization of EM > & om
surgical procedurs T2 dissection
splenectomy: optional
4) Verification of LN 1L
dissection

5) Andit of surgical Simple review of

EM > 2.5 om

Dristal pancreatectomy:

reconunended

Ti. .

Tapariese SHrgecn’s
tradning prograr

M > 5 om fi.C.

distal pancreatectorny:

recormmended

‘Noncompliance’ & ‘con- ‘Noncompliance” & ‘contarmination’
tarniration’ according to LN according to LN station

station

“Operative form” was  Specially trained swgeons” Video presentation of para-aortic

procedures operative & pathologic filled wp by the sur- attendance in D2 LN dissection
reports geons & checked by data  dissection study coor- regrilar meetings for peer review
mariager or trial coord-  dinator’z attendance n D1
Inator LN dissection regular
mestings about the
techrdone
&) Data corrmtes Yes Yes Yes Yes
References 17 2021 22,23 27

STG = btotal gastrectonry; TG = total gastrectomny; LN = Iymph node; ne. = not conmented; BM = resection margin
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Quality Assurance of Gastric Cancer Surgery

Hyuk-Joon Lee, MD. and Han-Kwang Yang, MD.

Department of Surgery and Cancer Research Institute, Seoul Mational University College of Medicine, Seoul, Korea

Quality assurance may be defined as the complete set of systemic actions that is required to achieve a better treatment
result by standardizing treatment and by using various audit programs. In general, application of a quality assurance
program in surgery is considered to be more difficult than it is in chemotherapy or radiotherapy. However, recently, the
importance of quality assurance in the surgical field has been emphasized in clinical trials comparing different surgical
procedures and evaluating the role of postoperative adjuvant therapy. In the case of gastric cancer surgery, excellent
quality assurance programs have rarely been applied in most large prospective clinical trials. Although the quality assurance
in Dutch trial was conducted very systemically and strictly, the situation is quite different from ours. On the other hand,
several quality assurance programs in Japanese trials comparing D2 and D2 plus para-arotic lymph node dissection seem
to be applicable to Korean clinical trials. Several factors, including selection of appropriate surgeons based on personal
experience and annual number of operations, standardization of surgical procedures by education and consensus,
development of a unified database program, application of standardized perioperaive management, and standardization
of pathologic examination, are required to guarantee a successful multi-institutional prospective clinical tnal. In contrast,
one needs to realize that protocols that are too strict and sophisticated can make the enrollment of patients and surgeons
more difficult and can promote protocol viclation during the clinical trials. {J Korean Gastric Cancer Assoc 2005;5:79-88)

Key Words: Cuality assurance, Gastric cancer, Surgery, hMulti-institutional prospective clinical trial



