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Sentinel Common Data Model
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Auxil Dat:
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:M age Sex Dispensing Date Service Datefs) Provider 1D Provider 1D Provider 1D Encounter 1D & Type
- N N Mother Admission 8
Cover: Postal Code Rx F 1] Service Date Service Date ‘Order Date
Drug age adility (s) =] Discharge Date
Medical Record Diagnosis Code Procedure Code
Availabili Race Ruz Code Type Etc. & Type & Type R Child 1D
Etc. Days Supply "'“"au.l Discharge Etc. Days Supply Childbirth Date
Y R Fbwlr_ of Mother-Infant Match
Di Delivery Method
Etc. Etc.
Registry Data Inpatient Data Patient-Reported Measures (PRM) Data
npatien ELED
o [ Y s
Patient 1D Patient 1D Patient 1D Patient 1D Patient 1D FPatient 1D Patient 1D Measure 1D Patient 10
Desth Date Cause of Death Vacgination Date Encounter 1D Encounter 1D Result & Spedmen Measurement Date & Survey D Encounter 1D
Collection Dates Time
. Rx Administraton Transfusion
Date Imputed Flag Source Admission Date Date & Time Administration 1D Test Type. Immediacy & Height & Weight Question 1D I Measure 1D
. Mational Drug Code Administration  Start Observation N N
Source Confidence Vacdne Code & Type NDC) & End Date & Time L;’!Pﬂl i Diiastolic & Systolic Etc. Survey |D
| - R 1D Transfusion Product and Codes (LOINCE) EF
Confidence Etc. Provider Code Cuestion 1D
Etc. Tobacoo Use & Type
Etr. Etc. Route Elood Type Response Text
. Etc.
Dose Etc. I Etc.
| = ]

REBERORNBPI-TAVIEITRICTERINTVS

https://dev.sentinelsystem.org/projects/SCDM/repos/sentinel common

data model/browse/files/atoc scdm.md

8 EHRIEWMOBERESAR

T /.

=
m
L

tate Vaccine table has not been in use since SCOM v 0


https://dev.sentinelsystem.org/projects/SCDM/repos/sentinel_common_data_model/browse/files/atoc_scdm.md

HCOBTHWIRDONZEET-I Dl (F-9EEI0-0HE)

HEAE
# 1=

9 [FAEEIO-IE (\E&(b)

=2
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@ DPIMHBOT—A%FRIFL. 7ICATE31 - —%HliHd3

@ DPIFZi5%T —#%%0—Hh)L TSentinel Common Data Modelf2x( (a9 3
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SOCIciRS
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Sentinel Operations Center (SOC)
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Using the Food and Drug Administration's Sentinel System for
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Background

Objective

Overview of
Project

Goals of

SENTINEL
Research

Overview of research project

» Several medical information databases are currently in operation in Japan, including MID-NET which is operated by the

PMDA for the purpose of evaluating drug safety.
* Establishing the reliability of data provided by such systems is vital for instigating medical security measures and to

promote usage of the data.
* However, clear standards for the means to establish reliability is lacking in Japan, both for data providers and data

managers.

Propose content of guidelines for establishing and maintaining a quality assurance system for medical information
databases used to evaluate drug safety.

Year 3 (2025)
Propose rules for quality control and

Year 1 (2023)
Research and compare best practices

Year 2 (2024)
Understand medical information
standardization of medical
information systems in Japan

systems in Japan and issues in data
provision and management

for quality control of medical
information systems globally

In progress

| Research SENTINEL (US) ™
| and databases in Europe ,

Research medical
information systems and
related media

. Research issues related
Contrast practices to . Analyze and propose rules for
to utilization of

those at MID-NET standardization of data
accumulated data

Analyze and propose rules for
quality control of data

Understand aspects of quality control of the SENTINEL initiative including:
* How data is integrated from data partners and what check processes are in place
* Criteria for selecting data partners and issues that specific types of data partners may have
* Security and continuity measures
* Validation studies that have been conducted
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Fi/EEI-Rx1

7 RUFIZESIR
(HCPCS 10170,
J0171)

i RN
Dpt Dpt.

12/16

10/14

SIIDERSZIESY
(HCPCS 11200)

1/2

13/19

6/9

[ODifEREE ((ICD-
9 99.60, CPT
92950)

1/1

1/1

1/1

Number of Number of Positive predictive value (95%
charts cases .
. confidence interval)
reviewed confirmed

Total patient: 122 77 63.1% (53.9% - 71.7%)
Patient Gender

Female 77 53 68.8% (57.3% - 78.9%)
Male 45 24 53.3% (37.9% - 68.3%)
Patient Age (years)

0to10 13 8 61.5% (31.9% - 86.1%)
11to 19 17 10 58.8% (32.9% - 81.6%)
20to 64 75 48 64.0% (52.1% - 74.8%)
_>65 17 11 64.7% (38.3% - 85.8%)
Data Partner

1 27 16 59.3% (38.8% - 77.6%)
2 19 15 78.9% (54.4% - 94.0%)
3 26 18 69.2% (48.2% - 85.7%)
4 23 15 65.2% (42.7% - 83.6%)
5 27 13 48.1% (28.7% - 68.1%)
Specific Criteria*

Criterion A 34 58 69.0% (58.0% - 78.7%)
Criterion B 23 15 65.2% (42.7% - 83.6%)
Criterion C 24 11 45.8% (25.6% - 67.2%)
Encounter Type*

Emergency Department 75 45 60.0% (48.0% - 71.2%)
Inpatient 3 24 77.4% (58.9% - 90.4%)
Outpatient 23 15 65.2% (42.7% - 83.6%)

{RMmm/E (ICD-9-
CM 458.9)

4/4

1/1

2/2

* Total of rows sum to more than the total charts reviewed, since patients may have met more
than one set of criteria on the encounter date of interest

MEICLD7F 715+
>—23y) (ICD-9-
CM 999.4)

1/1

1/2

1/2

aEERTEDNS
EMECIIBEEE
M (ICD-9-CM
E930-E949)

1/1

TOMFEFIDFFES
NTVRVEIER

(ICD-9-CM
995.2)

2/4

3/3

FFETERLWTLIL
F-Ki& (ICD-9-
CM 995.3)

5/17
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TOMLAEZONYT =3 #2
2256155, 129(FEREDAKI. 67BN ENHELTBAKITHOI:

Table 1. List of International Classification of Diseases, Ninth Revision, Clinical Modification (ICD-9-

225 Records requested ‘ CM) diagnosis codes evaluated during index hospitalizations for their ability to identify potential cases
of at least mild acute kidney injury, and dialysis-requiring acute kidney injury.
__| 0 (0%) Na extraction form returned CODE | DESCRIPTION
L L At Least Mild Acute Kidney Injury
150 At least mild AKI extraction forms returned 75 Dialysis-Requiring AK| extraction forms returned | 584.5 Acute kldney failure with lesion of tubular necrosis
584.6 Acute kidney failure with lesion of renal cortical necrosis
584.7 Acute kidney failure with lesion of renal medullary (papillary) necrosis
584.8 Acute kidney failure with other specified pathological lesion in kidney
21 {14.0%) No requested chart components & (10.7%] d ch " N .
9 [5.0%] Missing chart/records o " :s _]3;:;’;"i:::;l:h:n;:::;“"em 584.9 Acute kidney failure, unspecified
5 [4.0%] Privacy issues p———— 3 (4.0%) Privacy issues e = e . " .
& [4.0%) No participation/consent 1 (L3%) No perddpationfoerment Additional Codes for Dialysis-Requiring Acute Kidney Injury
| V45.1 Renal dialysis status
V56.0 Encounter for dialysis and dialysis catheter care
v ' V56.1 Fitting and adjustment of extracorporeal dialysis catheter
129 (86.0%) At least mild AKI cases available for 67 (89.3%) Dialysis-requiring AKI cases available for 39.95 Hemodialysis

abstraction//adjudication abstraction/fadjudication
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Table 1. Distribution of Baseline Characteristics among Identified Stillbirth Cases in the Sentinel Distributed Database (SDD) from
July 1, 2016 to June 30, 2018

Characteristic Number
Overall Number of Patients 2,495 -
Demographics Mean Standard Deviation
Mean age (years) 316 5.7
Age (years) Number Percent
12-19 94 3.8%
20-24 275 11.0%
25-29 572 22.9%
30-34 807 32.3%
35-39 572 22.9%
40-44 165 6.6%
45-55 10 0.4%
Year
2016 963 38.6%
2017 1,402 56.2%
2018 130 5.2%
Index Code Distributions Number Percent
Stillbirth 2,054 82.3%
Mot Stillbirth 441 17.7%
Combination (Intrauterine Death (IUD) or Papyraceous Fetus [PF) 1,380 55.3%

Diagnosis with a 2 20-Week Gestational Age (GA) Code 28 Days
Prior to Index)

Same-Day Stillbirth and Combination (IUD or PF + GA) 939 37.6%
Care Setting Distributions Number Percent
Inpatient (IP) 1,879 75.3%
Outpatient (OP) (Ambulatory Visits or Other Ambulatory Visits) 578 23.2%
Emergency Department (ED) 49 2.0%
Same-Day IP and OP 0 0.0%
Same-Day IP and ED 0 0.0%

Same-Day OP and ED 11 0.4%
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