Funding agency certificate No. 1

Study title:

A study to observe correlation between resection and reconstruction procedures

employed for gastric neoplasms and development of postgastrectomy syndrome

This study was conducted by Japan Postgastrectomy Syndrome Working Party

and registered to the University Hospital Medical Information Network Clinical

Trials Registry (UMIN-CTR) as study #000002116.

This study was supported by a grant from The Jikei University School of Medicine.

I affirm that the above statements are completely correct.

Date THVIL 21 / 20"9

President of The Jikei University School of Medicine

Senya Matsufuji, M.D., Ph.D.
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Funding agency certificate No. 2

Study title:
A study to observe correlation between resection and reconstruction procedures

employed for gastric neoplasms and development of postgastrectomy syndrome

This study was conducted by Japan Postgastrectomy syndrome working party and

registered to UMIN-CTR #000002116.

This study was supported by a grant from Japanese Society for Gastro-surgical

Pathophysiology.

I affirm that the above mentioned statements are completely correct.

Date Lé/Jb\ne//l@/l{

The president of Japanese Society for Gastro-surgical Pathophysiology e

Yasuyuki Seto, M.D., Ph.D.
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Basic information

A study to observe correlation between resection and reconstruction proced
ures employed for gastric neoplasms and development of postgastrectomy s
yndrome

Official scientific
title of the study

A study to observe correlation between resection and reconstruction proced
ures employed for gastric neoplasms and development of postgastrectomy s
yndrome

Title of the stud
y (Brief title)

Region Japan

Condition

Gastric cancer patients who underwent various types of gastrectomy

Condition : . : .
(GIST patients who underwent gastric wedge resection are also included)

Classification by

. Gastrointestinal surgery
specialty

Classification by

Mali
malignancy angnancy

G ..
enoml-c inform NO
ation
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Objectives

To examine health related quality of life and degree of postgastrectomy synd
rome among patients who underwent various types of gastrectomy and reco
nstruction procedures.

Narrative objecti
vesl

Basic objectives

2 Others

To study usefulness and validity of a questionnaire, which has been develope
Basic objectives | d by a nationwide study group to assess health related quality of life and deg

-Others ree of postgastrectomy syndrome among patients who underwent surgery fo
r gastric neoplasms.

Trial characteris

Explorator
tics 1 P y

Trial characteris
tics 2

Developmental p

Not licabl
hase ot applicable

Assessment

Primary outcom To examine the degree of generic QOL (SF-8), symptom specific QOL (GSRS),
es other abdominal symptoms, ingested amount, weight loss and satisfaction.

Key secondary o

To investigate the correlation between above mentioned factors.
utcomes

Base

Study type Observational

Study design

Basic design

Randomization

Randomization u
nit

Blinding

Control

Stratification

Dynamic allocati
on

Institution consi

https://upload.umin.ac.jp/cgi-open-bin/ctr_e/ctr_view.cgi?recptno=R000002578 2/8
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deration

Blocking

Concealment

Intervention

No. of arms

Purpose of inter
vention

Type of interven
tion

Interventions/Co
ntrol_1

Interventions/Co
ntrol_2

Interventions/Co
ntrol_3

Interventions/Co
ntrol 4

Interventions/Co
ntrol_5

Interventions/Co
ntrol_6

Interventions/Co
ntrol 7

Interventions/Co
ntrol 8

Interventions/Co
ntrol 9

Interventions/Co
ntrol_10

Eligibility

Age-lower limit | 20 years-old <=

Age-upper limit | 75 years-old >=

Gender Male and Female

Key inclusion cri | The inclusion criteria are as follows:
teria (1) Gastric cancer patients with pathologically confirmed stage |IA or IB diseas

e or patients with a GIST who underwent gastric wedge resection.
https://upload.umin.ac.jp/cgi-open-bin/ctr_e/ctr_view.cgi?recptno=R000002578 3/8
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Key exclusion cri
teria

Target sample si
ze

Name of lead pri
ncipal investigat
or

Organization
Division name
Address
TEL

Email

Name of contact
person

Organization
Division name
Address
TEL
Homepage URL

Email

UMIN Clinical Trials Registry

(2) Patients who underwent gastrectomy for the first time.

(3) Patients who were not treated with chemotherapy.

(4) Patients without any recurrence or distant metastasis.

(b) Patients with an interval of one year or longer after gastrectomy.

(6) Physical status O or 1.

(7) Fully capable of understanding and responding to the questionnaire.

(8) Without any other disease or previous surgery which may influence the re
sults of questionnaire more than gastrectomy.

(9) Without any organ failure or mental disease.

(10) Written informed consent with date and signature of the said person.

(1) Active dual malignancy.

(2) Patients who underwent concomitant resection of other organ(s) due to a
nother disease (co-resection equivalent to cholecystectomy being the excepti
ons).

(3) Considered as unsuitable to participate in the study by a surgeon who is i
n charge.

5600

Research contact person
Koji Nakada

The Jikei University School of Medicine

Department of Surgery

3-25-8, nishishimbashi, minato-ku, Tokyo, 105-8461 Japan
03-3433-1111

nakada@)jikei.ac.jp
Public contact

Koji Nakada

The Jikei University School of Medicine

Department of Surgery

3-25-8, nishishimbashi, minato-ku, Tokyo, 105-8461 Japan
03-3433-1111

nakada@jikei.ac.jp

https://upload.umin.ac.jp/cgi-open-bin/ctr_e/ctr_view.cgi?recptno=R000002578
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Sponsor

Institute

Institute

Department

Department of Surgery, The Jikei University School of Medicine

Funding Source

Organization

Organization

Division

The Jikei University School of Medicine

Category of Fun
ding Organizatio
n

Other

Nationality of Fu
nding Organizati
on

Japan

Other related organizations

Co-sponsor

Name of second
ary funder(s)

Japanese Society for Gastro-surgical Pathophysiology

Secondary IDs

Secondary IDs

NO

Study ID_1

Org. issuing Inte
rnational ID 1

Study ID_2

Org. issuing Inte
rnational ID_2

IND to MHLW
Institutions
Institutions BHEIFERINAEYY— FEHER) . miZBHHEE (KR « LEREREE (A

ER) . TERNPALYY— (TER) . EETIMERE (WR/IIE) . BHEN
Yy —hRFEER (BANR) | RREEIENAZRE (RRH) . TEXPRER
(FER) . BAXERERE (FAR) ( BARINAEY T — WBARR) REKRFHR
Bt (REF) . RULBRER (RBR) « HERIVAEYY— (BHER) . ILEE
THREER (ILER) . BEEXRPRE (BAR) . KREEFEREE (KERA) .

https://upload.umin.ac.jp/cgi-open-bin/ctr_e/ctr_view.cgi?recptno=R000002578
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NBERAZRE (LR . KELEHRE (UeE) « EMmIAZWETRR
BEREYY— (HRIR) | FRAPHEE RREW) . HRRIL ALY T —HTR
A GhRR) . RRXTFERAZRE GRRED) . BAMERRKERE GRREW) . &
FERMAZRE EFR) . JAEEREGRE (LER) . RARZEREY Y —X1B
whe (RRE) . KETERER IKRR) « KRERMXPRE (KRFA) « BEKXZE
bkt (BHAR) . HAMILIEREY Y —hRERALR (EER) . EAHILZEFRXHE
ekt (RER) . FWRKHREE (FHE) « t8Rle (KERA) « ALIRERIKZE
Ak (biE) « ERERAKPRE GHERE) . A - BBIEL Y 5 —HIIELARR
(FERE) « RAFK+FREE EER) . AAMKZERE BHEER) . BEREXZERER
(BRER) . REMKFERE (A)IIR) . REERtYY— (RBR) . BERE
FEARZ=MRKE (RRH) . ABXKFERE (BEAR) . KRAEERF TR
(KERA) « REBEFREYY— (REF) . AFIRE (KERF) « RREFERK
FRERtYY— (RRH) . RREBEEERAZHRE (FTER) . Bl (K
BRAE) « ROKPHREE (KDR) . RIEKXFREE (EHE) « BAEHILS>DELHE
CEESIED)

Other administrative information

Date of disclosu
re of the study i | 2009 Year 06 Month 25 Day
nformation

Progress

Recruitment stat

Completed
us

Date of protocol

s 2009 Year 04 Month 27 Day
fixation

Anticipated trial

2009 Year 07 Month 01 Day
start date

Last follow-up d

2010 Year 12 Month 01 Day
ate

Date of closure t

2011 Year 02 Month 01 Day
o data entry

Date trial data c
onsidered compl | 2011 Year 04 Month O1 Day
ete

Date analysis co

12 Y Month 01 D
neluded 2012 Year 02 Month O1 Day

Related information

URL releasing pr
otocol

Publication of re | Published
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2017/4/19 UMIN Clinical Trials Registry

sults

URL releasing re
sults

1. Nakada K, Ikeda M, Takahashi M, et al. Characteristics and clinical relevanc
e of postgastrectomy syndrome assessment scale (PGSAS)-45: newly develo
ped integrated questionnaires for assessment of living status and quality of li
fe in postgastrectomy patients. Gastric Cancer. 2014 Feb 11. [Epub ahead of
print]

2. Terashima M, Tanabe K, Yoshida M, et al. Postgastrectomy Syndrome Asse
ssment Scale (PGSAS)-45 and Changes in Body Weight are Useful Tools for E
valuation of Reconstruction Methods Following Distal Gastrectomy. Ann Surg
Oncol. 2074 Mar 4. [Epub ahead of print]

3. Namikawa T, Hiki N, Kinami S, et al. Factors that minimize postgastrectomy

symptoms following pylorus-preserving gastrectomy: assessment using a new

ly developed scale (PGSAS-45). Gastric Cancer. 2014 Apr 24. [Epub ahead of
Results print]

4. Takiguchi N, Takahashi M, [keda M, et al. Long-term quality-of-life comparis
on of total gastrectomy and proximal gastrectomy by Postgastrectomy Syndr
ome Assessment Scale (PGSAS-45): a nationwide multi-institutional study. Ga
stric Cancer. 2014 May 7. [Epub ahead of print]

5. Misawa K, Terashima M, Uenosono Y, et al. Evaluation of postgastrectomy s
ymptoms after distal gastrectomy with Billroth-l reconstruction using the Post
gastrectomy Syndrome Assessment Scale-45 (PGSAS-45). Gastric Cancer. 20
14 Aug b. [Epub ahead of print]

6. Inada T, Yoshida M, |keda M, et al. Evaluation of QOL After Proximal Gastre
ctomy Using a Newly Developed Assessment Scale (PGSAS-45). World J Sur
g. 20714 Aug 19. [Epub ahead of print]

To compare health related quality of life and degree of postgastrectomy synd
rome among patients who underwent various types of gastrectomy and reco
nstruction procedures.

Other related inf
ormation

Management information

Registered date @ 2009 Year 06 Month 24 Day

Last modified on 2014 Year 09 Month 07 Day

Link to view the page

https://upload.umin.ac.jp/cgi-open-bin/ctr_e/ctr_view.cgi?recptn

URL(English) 0=R000002578
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Research Plan

Registered d

ate

Registrant File name
ate
Research case data specifications
Registered d
g Registrant File name
ate
Research case data
Registered d
9 Registrant File name

For inquiries about the use of UMIN clinical trial registration system, use this contact form .Fort

Back

other inquiries, use this contact form

UMIN

Infrastructure for Academic Activities

University hospital Medical Information Network
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