2017/2/1 (K)

¥ THE UNIVERSITY OF TOKYO 16:30~18:30
\\ - JEREZESTE \
BEFHITICKO o NDERAETORSTA KA >~

T — XN — XL

RARFRFIREFRVRE
R KR R
— 5

=5 S\ N VAR N
FExk FE. F LA



プレゼンター
プレゼンテーションのノート
武蔵小杉市民活動センター


HEMNICHEEINIINESND
EEIEHREAN-ARDOIHERE
~The RECORD Statement ~

@.PLOS ’ MEDICINE

GUIDELINES AND GUIDANCE

The REporting of studies Conducted using
Observational Routinely-collected health
Data (RECORD) Statement




15

REERE Y 7T —X

A7V 4TV X%

Ey 7T —4&

NS LT —X&
AR D FIETR
e

BRI T R
Y 7T =X

OEWIRT — X
BEERUET —X

SS-MIX. BEFhILT
BT — &
Al

R - FB%
Ey 7T —4&

DT T TILTINA R
SNS

= AT

mE




EEEYT T—2&I1&

PRIE

f-BENn . BHE-BE-HE-S5T-

=R b\h\béﬁfzwﬁﬁ’]@f'&bl [BEEAIIZUR

’CT DR EEhaAVE 1 —3[ZE&

P EET—IDEESK

LBDTA— Y BEESINT-AHDO—F,

=
L

73 H AV Rl BE75 2
S-S TULSE

=21k
Bt T —, BEDT—ETRCAVMDBE



T F Ry 77 — X DOFERY

1 2B ERENBRE T — &
Diagnosis Procedure Combination (DPC) 7

2EHL 7 7T —% (NDB). /&R {TERER
2 BEEBRET—X

DNAZETR, NAEIFENCD, WEARIFEEIACVSD,

HEA TR AEERKET (VY gAYy - T—=%) [ &
3 E&ﬁ-}lr)bn

Alj%j]ﬁb )Ln_l_ $%EJ—E_\ ;FJL_/\{%IZE-Q ETT%}D}IJDHE_\
\Etlr,ﬁﬁé RAE., ERERARBRAE. EEEHEFE.
RN - mALERD - BFIERE. B
4 ZDith

BFHILT, =XV 7T X7 L(SSMix), &

[HEREKFE., DPCT —RICL 2RREFMEDORRE L SEORE. EEEAES
2016;26(1):7-14 :

— 4.
B, B

=]




NETOBRKE

FRI=E1+ 5T —SRE DL M

H

REEZIL T, IR BEBICiR>=T—3%.

prospectivelZL AretrospectivelZL A,
single center[ZL Amulti-centerlZL A,

BEETINETHELNHT7TO—F,

1 DMDproject T Xz 1 ~BMARE L =0 HELFELY,

&

HENIERZFVOD, SINnLE

XN RDIENTTE

RED LT,



EEEYI T—32DEK

—9’& MEEMNSEEIZIREL., BFEL.
EEREYVT T3,

BE T T—ah DAL OB B #IE-
T—AEHHL. TETURERELEITS.




=

=
H R

el

22 (L4 < 1 hnd

e CNLDT—IN—RTALV-ERE

6000

® Search on PubMed

5000 (((((((administrative) OR “electronic
medical record”) OR registry) OR
registries) OR surveillance) OR
database) OR “claim data”) OR
“claims database”

2000 Filters: Observational Study;
Humans; English

|

4000

3000

1000

0

2013 2014 2015 2016

0 BEIVETINLT—AR—IXZALV=HETIEZ
FElTTULND,

Brian L. Strom (2013)Textbook of Pharmacoepidemiology 2" EDITION

=




5 &=

H R

o T—AR—AP|RIZEITEHEH A1 D
EEDEEY

Clinical Epidemiology

Dove

3 EDITORIAL

Setting the RECORD straight: developing a

guideline for the REporting of studies Conducted
using Observational Routinely collected Data

“E K B IZ Routinely collected data & A LN 7= 8f 28 (£ .
HEPMEDI=HSTROBEZ#E g NEF-H, STROBE[ET—%4
N—AAEIZHFADORREIZE R TETLVELY

CF—RAR—ZMARIZEITE R [BREE . [INATRIEE
(XA BARE"

Clin Epidemiol. 2013;5:29-31. J




RECORDEBR{ERL D B #Y

RGO A& 155 TSTROBER
WhaEL . T—3IR—RZ AWV =MEIZHEINT

e EMM L 4n#-2FILomML).
o BRI TERAMED HAHHEDEIE

o FYITHREZHL., mXEEE Crv—TILEREE.
E7LE2—7.  R%E BKE. REIEEEE0) M
ZTDREEZERL. AN LU R LS
WERTEALIITHBHE

ICFIRATESZEZBIELTERA A

Clin Epidemiol. 2013;5:29-31. 10




STROBE=EH

Annals of Internal Medicine ACADEMIA AND CLINIC

Strengthening the Reporting of Observational Studies in Epidemiology
(STROBE): Explanation and Elaboration

Ann Intern Med. 2007 ;:147(8):W163-94. [EH

FENEFHRABESDERE (STROBE) DF=HDFHA :

fEZER & FFAH

Strengthening the Reporting of Observational Studies in Epidemiology (STROBE):

Explanation and Elaboration.

0120l L DEETSHRIT HEDHELE,
o HARZEIRLIFE GIEHAEIRT L—T)
® RECORDIZSTROBED K HY TIFAK., :BMNELEHED .


プレゼンター
プレゼンテーションのノート
STROBEとは何かを追加


RECORDEBHMD AR Title and abstract

e STROBEIZ13MIEB M EMEN SR TR,

STROBEFEH RECORDFEHH

FA R ILEEE (Title and abstract)

Nod | @BAFLIBEDBENT. B |11 BAFLAOBEOHAT, AL
RTEPALERT =T —AOBEERT 5, AAE
BT —AN—RE8%
OFFRTAZETST, Ah EHHNE,
AN DD D 12 49 215, RATHA M
[FHE S, DDNFLAD BB LR R R A E

BWWERNZEEHE, BRdARE,

13 | T—AR—XBDOEEEEH
Li=%En. ZARILOV D ERD
hCTTF—A2#&I1Z DL TERFEIC
ERBUIE RS-0




RECORDEBHMD AR Title and abstract

RECORD item 1.1
BARILDERDIEMN T FERAL-T—2DIEEZRATT 5,
AJRE DT —AR—RBEEHHINE,

BIRBIIZ1E. "administrative data”, “disease registries”, “primary care
databases”, “EHR data”’, “population registries” D&HIET—RFA T4 EHHZ
CEHERELTLNS,

T—RAR—R L (#5:DPCONDB)DIERIEL, T—RAATEHRD R HYIZ[F RS
LR R TULNVS,

13



RECORDEBHMD AR Title and abstract

M AN 'y 4 4

ORIGINAL ARTICLE

Outcomes After Laparoscopic or Open Distal Gastrectomy for

Objective: In a large nationwide administrative database of hospitalized pa-
tients, we investigated postoperative outcomes after laparoscopic or open distal
gastrectomy 1n Japan.

Background: The benefits of laparoscopic gastrectomy, such as decreased
length of stay and morbidity, have typically been evaluated only with limited
data on the basis of small samples.

Methods: Using the Japanese Diagnosis Procedure Combination Database,
we identified 9388 patients who were preoperatively diagnosed with stage I and
II gastric cancer and underwent laparoscopic (n = 3937) or open (n = 5451)
distal gastrectomy between July and December 2010. One-to-one propensity
score matching was performed to compare in-hospital mortality, postoperative
complication rates, length of stay, total costs, and 30-day readmission rates

hetween the 2 oronns
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Objective: In a large nationwide administrative database of hospitalized pa- f
tients, we investigated postoperative outcomes after laparoscopic or open distal
gastrectomy in J apan.
Background: The benefits of laparoscopic gastrectomy, such as decreased
length of stay and morbidity, have typically been evaluated only with limited
data on the basis of small samples.
Methods: Using the Japanese Diagnosis Procedure Combination Database,
we identified 9388 patients who were preoperatively diagnosed with stage I and
II gastric cancer and underwent laparoscopic (n = 3937) or open (n = 5451)
distal gastrectomy between July and December 2010. One-to-one propensity
score matching was performed to compare in-hospital mortality, postoperative

complication rates, length of stay, total costs, and 30-day readmission rates
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Association between Nurse Staffing and
In-Hospital Bone Fractures:

A Retrospective Cohort Study

Kojiro Morita, Hiroki Matsui, Kiyohide Fushimi, and
Hideo Yasunaga

Objective. To determine if sufficient nurse staffing reduced in-hospital fractures in
acute care hospitals.

Data Sources/Study Setting. The Japanese Diagnosis Procedure Combination inpa-
tient (DPC) database from July 2010 to March 2014 linked with the Surveys for Medi-
cal Institutions.

Health Serv Res. 2017:52(3):1005-1023. 18
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プレゼンター
プレゼンテーションのノート
Yamanaさんの妥当性研究を引用している論文は、6.1と6.2で紹介。
あとは、一般的なDPC論文を引用すれば、データベース内容、データ収集の元々の目的などはカバーできる。
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T] The Diagnosis Procedure Combination database i1s a case-mix
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Ministry of Health, Labour and Welfare of Japan, and linked with a
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6.1はなんでもいいか？
Yamanaさんの妥当性研究を引用している論文は、6.2で紹介。
あと、valivdationしつつの論文がBMJか何かにあったような、、、なんの疾患だったか、、、歯科処置の抗生剤？とIE発生のBMJのやつでした。
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American American
Heart | Stroke

Association | Associatione

nwide

Patient Selection

——— We identified patients who were admitted with a diagnosis of isch- ashi
emic stroke (ICD-10 code: 163) and discharged between April 2012

and March 2014. We included the following patients: those aged
>20 years, those with independent daily activities before admission
(mRS score £2), those admitted within 3 days of onset, those who
received rehabilitation during hospitalization, and those admitted to
hospitals receiving at least 10 patients with ischemic stroke per year
on average.

=

Stroke. 2017:48(3):740-746. 24
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Accepted Manuscript

Title: Development and Validation of an ICD-10-Based

Disability Predictive Index for Patients Admitted to Hospitals

with Trauma

Aul complications arising after admission. These diagnoses are recorded by ICD-10 codes

Hir

and text data written in Japanese. A previous study showed that the validity of diagnosis

records in the DPC database was generally high. The sensitivity and specificity of the
X

primary diagnoses were 78.9% and 93.2%, respectively. [13] Although the previous

ctndv oanlv evalnated medical diaonneee and not trannma diaonncee we halieve that the

Injury. 2017 in press
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RECORD item 6.2

Journal of Epidemiology

Journal of Epidemiology  journal homepage: http://www.journals.elsevier.com/journal-of-epidemiology/

Original Article

Validity of diagnoses, procedures, and laboratory data in Japanese

Table 3
Frequencies of diagnoses and validity indices for the DPC data-based diagnosis identification.

Diagnoses Sensitivity (%) Specificity (%) PPV (%) NPV (%)

Original Charlson diseases identified by reco

Myocardial infarction 52.2 99.7 923 96.4
Congestive heart failure 68.8 97.5 759 96.5
Peripheral vascular disease 34.5 99.3 83.3 93.7
Cerebrovascular disease 50.0 98.9 86.4 93.5
Dementia 37.5 100.0 100.0 96.8

J Epidemiol. 2017;27(10):476-482. 27
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RECORD item 6.2
Dental procedures, antibiotic prophylaxis, and endocarditis

among people with prosthetic heart valves: nationwide

Methods Results

Definition of oral streptoc| Validation of ICD-10 coding for oral streptococcal
endocarditis infective endocarditis

The study definition of oral streptococcal infective
endocarditis validated using medical records of 130
participants admitted to hospital with at least one
positive blood culture result for oral streptococci had
a sensitivity of 54% and a positive predictive value of
100%.

To evaluate the sensitiy
value of this algorithm for
oral streptococcal infectiv
authors (ST, XD) reviewed
patients admitted to a terf

2008 and 2014 with at leas — -
resu ltigr oral sti;tﬂiﬂc?:? %= 'I”EE#ﬁ;EtEﬁI 5 I.FH < ‘?73( >
| Nicrncecinn Eﬁ%lﬂf‘ﬁé %TQE%EEE?L‘?\ LT:Eﬁjc@{ﬁJ

BMJ. 2017;358;3776. 29
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& HSR: Health Services Research

Figure 1:

Flowchart of Patient Inclusion and Exclusion Criteria

Patients aged 50 years or older who underwent planned major surgery for some forms
of cancer and cardiovascular discase between July 2010 and March 2014 (n=844,260)

Multiple surgeries on different days during a single hospitalization

(n=3.6%0)
g g Py ey Py Py ey Py Py Py g Py Py Py
iy ey ey ey ey ey ey Pay ey Pay Py g My ey

LENETIN OT NOSPITL STEyY WiTmn one day (n=L/)

Linkage key between DPC data and hospital survey data did not link
(n=52,420 at 90 hospitals)

Final patient sample (n=770,373 at 1,074 hospitals)

Health Serv Res. 2017:52(3):1005-1023.
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Risks
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Yusuke
Kiyohic

=

MATERIALS AND METHODS

Case Definition

We included all patients with a diagnosis of severe sepsis at
admission between July 2010 and March 2013. Severe sepsis was
defined as sepsis with failure of at least one organ system. Previ-
ous studies estimated the epidemiology of severe sepsis based
on ICD-9 Clinical Modification and ICD-10 Australian Modi-
fication, using administrative databases (7, 23) In this study, the
presence of sepsis was defined as patients who have any bacte-
rial or fungal infection in the admlssmn—wltatmg dlagnﬂm

using ICD-10 codes used in the previous study (7, 23) (listed in

Supplemental Table S1, Supplemental Digital Content 1, http://

links.Iww.com/CCM/B742). To detect a diagnosis of organ dys-
function, ICD-10 codes (7, 23) and Japanese procedure codes
listed in Supplemental Table S2 (Supplemental Digital Con-

tent 2, http://links.lww.com/CCM/B743) were extracted. We

)

axis for

Crit Care Med. 2016:44(7):e464-9. **
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T3F;% (Statistical Methods) 3
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Low-dose corticosteroid use and

mortality in severe community-acquired
pneumonia patients

Takashi Tagami'*?, Hiroki Matsui', Hiromasa Horiguchi®, Kiyohide Fushimi* al
Hideo Yasunaga'

post-admission complication were not included [28]. The inclusion criteria were: 1) age >18 years; 2)
confirmed diagnosis of CAP (antibiotic therapy initiated on day 0 or 1), not including cases of “suspected
pneumonia”; and 3) evidence of severe pneumonia, requiring mechanical ventilation within 7 days of
admission [29, 30]. The exclusion criterje—sasa. Ll _scacnancs 2 teasima bosmatalamical malicnanc: calid
ICD10a—RISHIET DRAARET FAMRAIZ, 58+ |
DXFBPAASNTWDEEET—4
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outcomes. The third limitation i1s related to the use of an adminis-
trative database. The Diagnosis Procedure Combination database is

an administrative claim database, which 1s similar in some respects

to the Nationwide Inpatient Sample in the United States.”® Gener- |

ally, recorded diagnoses in _such databases are less well validated
than those in planned prospective cohorts or registries. The definition
of complications was not standardized. However, there are several
advantages of the data submission processes used in the Diagnosis
Procedure Combination database, including diagnoses reported by
attending physicians, the requirement of the data entry through a
well-specified reporting format, and mandatory submission that has
been linked with reimbursement. Fourth, the generalizability of our

o FHHRPIZCALVONDI—FDERITLELN?
(5]: ICD9—ICD10, ZEHMMAN BTN EFH)

Ann Surg. 2013;257(4):640-6.
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A review of routinely collected data studies in
urology: Methodologicul considerations, reporfing
quality, and future directions

Blayne Welk, MD'; Justin Kwong, MD?

AR 25 FL B8 D leading medical journal Cdh 5

Journal of Urology, European Urology h 5
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Table 1. Proportion of the RECORD items reported in RCD studies from the Journal of Urology and European {
2014. Each RECORD item is numbered based on the complementary section from the STROBE guidelines

RECORD

tem Description Percentage
The type of data used should be specified in the title or abstract. When possible, the name of the

1.1 . 83.9%
databases used should be included.
If applicable, the time frame within which the study took place should be reported in the title or

1.2 94.6%
abstract.

12.1 Authors should describe the extent to which the investigators had access to the database

0,
population used to create the study population. s

Describe in detail the selection of the persons included in the study (i.e., study population

13.1 selection), including filtering based on data quality, data availability, and linkage. The selection of 85.7%
included persons can be described in the text and/or by means of the study flow diagram.

19.1 Discuss the implications of using data that were not created or collected to answer the specific
: research question(s).

¢) Include discussion of missing data as they pertain to the study being reported. 82.1%

T—2Y—AZ DRG0, ARHREG2), T—2DT R EDERF
(12.1) MREFBEDTOLRD M3, RIE\ET—2IZDULNTaanlE,
H80%BNH/IXIZBVNTHRESIN T LV =,
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Table 1. Proportion of the RECORD items reported in RCD studies from the Journal of Urology and European [
2014. Each RECORD item is numbered based on the complementary section from the STROBE guidelines
FECOHD Description Percentage
item

Any validation studies of the codes or algorithms used to select the population should be
6.2 referenced. If validation was conducted for this study and not published elsewhere, detailed 21.4%
methods and results should be provided.

If the study involved linkage of databases, consider use of a flow diagram or other graphical

6.3 display to demonstrate the data linkage process, including the number of individuals with linked 0%
data at each stage.

12.2 Authors should provide information on the data-cleaning methods used in the study. 1.8%

19.1 Discuss the implications of using data that were not created or collected to answer the specific
’ research question(s).

d) Include discussion of changing eligibility over time as they pertain to the study being 14.3%
reported. e

ALoni-a—rDREHEICDOLT62., T—H2iEE D&FHM6s). T—73

H)—=F (122, BIEEOBRRHNZILGINZEHRELTLSAEILL
Hhvot=, (25% K i)

Can Urol Assoc J. 2017;11(3-4) 54
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1.2 If applicable, the geographic region within which the study took place should be reported in the 48.2%
) title or abstract. e
13 If linkage between databases was conducted for the study, this should be clearly stated in the 30.8%
' title or abstract. Dl
6.1 The methods of study population selection (such as codes or algorithms used to identify 60.7%
’ subjects) should be listed in detail. If this is not possible, an explanation should be provided. e
71 A complete list of codes and algorithms used to classify key variables should be provided. If
’ these cannot be reported, an explanation should be provided.
a) Exposures 62.5%
b) Outcomes 46.4%
c) Confounders and effect modifiers 16.1%
State whether the study included person level, institutional-level, or other data linkage across two
12.3 or more databases. The methods of linkage and methods of linkage quality evaluation should be 64.3%
provided.
19.1 Discuss the implications of using data that were not created or collected to answer the specific
’ research question(s).
a) Include discussion of misclassification bias as they pertain to the study being reported. 46.4%
b) Include discussion of unmeasured confounding as they pertain to the study being reported. 73.2%
29 1 Authors should provide information on how to access any supplemental information such as the 50.0%
' study protocol, raw data, or programming code. e

IR -HAR 12, T—HEERICET O ERELE (3. WERERDETEH L6, B
Z. T IML KBAFOEERG), T—2HEEDIHE123), T—2R—X%H
LMBimplication (19.1), ZALaJL & A-’;"@ﬁ%%s JAgS5353—F0ONH
221)MDIEH (X, 30-70%TH &, 55
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