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Preface

This preface contains the following sections:

e Documentation accessibility
e Diversity and Inclusion
* Related resources

e Access to Oracle Support

Documentation accessibility

For information about Oracle's commitment to accessibility, visit the Oracle Accessibility
Program website at http://www.oracle.com/pls/topic/lookup?ctx=acc&id=docacc.

Diversity and Inclusion

Oracle is fully committed to diversity and inclusion. Oracle respects and values having a
diverse workforce that increases thought leadership and innovation. As part of our initiative to
build a more inclusive culture that positively impacts our employees, customers, and
partners, we are working to remove insensitive terms from our products and documentation.
We are also mindful of the necessity to maintain compatibility with our customers' existing
technologies and the need to ensure continuity of service as Oracle's offerings and industry
standards evolve. Because of these technical constraints, our effort to remove insensitive
terms is ongoing and will take time and external cooperation.

Related resources

For information about Oracle Argus patches, see My Oracle Support.

All documentation and other supporting materials are available on the Oracle Help Center.

Access to Oracle Support

ORACLE

To receive support assistance, determine whether your organization is a cloud or on-
premises customer. If you're not sure, use Support Cloud.

Cloud customers receive support assistance through Support Cloud

Oracle customers that have purchased support have access to electronic support through
Support Cloud.

Contact our Oracle Customer Support Services team by logging requests in one of the
following locations:


http://www.oracle.com/pls/topic/lookup?ctx=acc&id=docacc
https://support.oracle.com/epmos/faces/DocumentDisplay?id=1077580.1
https://docs.oracle.com/en/industries/life-sciences/index.html
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» English interface of Oracle Life Sciences Support Cloud (https://
hsgbu.custhelp.com/)

« Japanese interface of Oracle Life Sciences Support Cloud ~& 5 Z % (https:/
hsgbu-jp.custhelp.com/)

You can also call our 24x7 help desk. For information, visit Life Sciences Support |
Oracle or visit Oracle Accessibility Learning and Support if you are hearing impaired.

On-premises customers receive support assistance through My Oracle Support

Oracle customers that have purchased support have access to electronic support
through My Oracle Support. For information, visit http://www.oracle.com/pls/topic/
lookup?ctx=acc&id=info or visit http://www.oracle.com/pls/topic/lookup?ctx=acc&id=trs
if you are hearing impaired.

Vi
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Introduction

MHLW (the parent agency of PMDA) made an announcement regarding changes to the PSR
report, as well as the ReSD report, on November 28, 2017. As per the updated guidance,
MAHSs can submit the PSR/ReSD reports to PMDA in the updated format starting on the date
of publication of the new guidance. The updated guidance makes it mandatory for MAHSs to
submit dossiers in the updated format starting in October 2019. As per the updated guidance,
there are several updates to the ReSD report, which in turn impact several forms in the PSR
report for which regulatory output overlaps with the ReSD reporting format.

ReSD Guidance Notification:
(PSEHB/ELD Notification No.1128-2 dated November 28, 2017)
PSR Guidance Notification:

(PSEHB/ELD Notification No.1128-5, PSEHB/SD Notification No.1128-4 dated November 28,
2017)

As a result of the updated guidance, the following areas of impact on Japan periodic reports
have been identified, for which Oracle Argus Safety functionality for Japan periodic reports
has been enhanced.

e Changes to ReSD Forms:
— Updated ReSD Forms
* ReSD Form 4 updated to ReSD Form 10 (Table)
* ReSD Form 5 updated to ReSD Form 11 (Listing)
— New ReSD Forms
*  Form 9 (Unlisted Events table)
*  Form 13 (Status of Overseas Measures Report)
*  Form 14 (Status of Study Report)
* Due to changes in ReSD, the following PSR Forms have been updated:
— PSR Form 3 (Table)
— PSR Form 4 (Listing)

This document lists recommendations on how to use the enhanced Japan periodic reports.
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Deprecated ReSD 7, 8, and 9
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Existing ReSD Forms 7, 8, 9 are marked as deprecated in the PSR/ReSD configuration
window, so that customers know they cannot generate any new report thereafter. The old
forms will be completely removed from the Ul in a future release.
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If any new PSR or ReSD report is created or copied from an existing report, it is

recommended to uncheck the checkbox for ReSD Forms 7,8, 9. This ensures that the
deprecated forms are not printed in the report output.

" Note:

e If there are existing ReSD Form 7, 8, 9 reports in a Submitted state, users can
still open them without errors.

e If there are existing ReSD Forms 7, 8, 9 reports in any state other than
Submitted, they are validated to ensure they will not fail generation after the
upgrade. Data printed in the report output is not verified for correctness, since
the reports are marked as deprecated.
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PSR and ReSD reports after the upgrade
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All the existing PSR and ReSD reports that were generated before the 8.1.3 upgrade are
retained in the old format.

All the reports that are generated or re-generated after the upgrade are generated in the
updated format/layout, as mentioned for individual forms.

When the reports are created (copied and saved after modification) using the submitted
report, the Inclusion Date Report-level Configuration parameter is automatically set to
Aware Date for all the reports. This allows the users to continue to generate the reports
correctly, including the PMDA feedback cases, without the need to create a new report (with
no historical schedule).
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Enhanced Event Counting Logic for P.S.R
Form 3, 4 and ReSD Form 10, 11 Common
Profile Switch

An additional option, Count each event from a case with the timeframe where the case
was reported last, has been added to the common profile switch, along with Count each
event from a case with the timeframe where the case was reported first. It is
recommended to set this option as per the business process.

I Code Lists | Busi Config ion | A Management | System Configuration | Tools _

COMMON PROFILE - Argus J|Reporting

Moty Argus JRsporting
Organized by |C0mmun Profile ﬂ P

-J-l5 Common Profile
.1 Advanced Conditions
,’,J..__‘ Argus Dossier

Event counting logic for PSR Form 3, 4 and ReSD Form 10, 11

O Count each event as reported in that timeframe(Deprecated)

L@ Agusy (O Count each event from a case with the timeframe where the case was reported first.
=l
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L[ Argus Mart
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+}-_ Case Processing
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" Note:

Count each event as reported in that timeframe (deprecated) has been retained
in the console, but the application logic has not been updated for changes made to

PSR and ReSD reports when the switch is set to Count each event as reported in
that timeframe (deprecated). It is recommended that this deprecated option is not
used. It will be completely removed from the Ul in a future release.
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Inclusion of reactions sent by PMDA to the

MAH
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As per the updated guidance, it is necessary to include the reactions reported to MHLW
directly (PMDA/MHLW sends back such cases to the MAH).
In order to include such reactions sent by PMDA/MHLW to the MAH, follow the steps below:

1.

Define a case classification in Codelist > Flexible Re-Categorization >
CASE_CLASSIFICATION to define PMDA to MAH cases.

For example, PMDA D 5% 57

When PMDA/MHLW sends a case to the MAH, create the case and add the case
classification in the Case form > General tab > Classification (448) window.

Select the classification defined in step a above in the configuration screen.

The PSR/ReSD configuration screen has been enhanced to provide an option to
configure the case classification using the list box Classification for cases sent by
PMDA (PMDA I & o TEE S N EFI D R).

# Note:

If the option All cases irrespective of Case Classifications (5D %3 $8 I
7 < ¥ X TDHER) is selected, then all the cases, irrespective of the case
classification set in the case, are considered for inclusion in the report. Even
cases where there is no case classification set are considered. Depending on
the volume of cases, this may impact the performance of report generation.
Hence, it is recommended to select case classification(s) in the PSR/ReSD
configuration screen.
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Chapter 5
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Listedness Assessment on Report-level
Configuration Parameter

ORACLE

A new report-level parameter has been added as Listedness Assessed on (B H1/7< &0 514ih)
for configuring the assessment parameter for the reaction, with the following options:

«  Option 1: Case Assessment (fiEfill D FF4if)) (Default option set in new reports)
+  Option 2: Datasheet (T —% ¥ — )

] T2 ERIFREDEIE -- Webpage Dialog

PMDATERASRS

WES [

0|

hd SHEDENTE 7

S BEENE

o
@ FEDER -VaE

BT O DLPDEM §—a B ER T 5.

FERVR- T vy (GG

V] [2ae]

24l =
SRR SE IO — LD BE*
IBEDESD SR B AU I IR EFRERC [ T OHREERFD LM
[ RS R TR ES R ESRERS 208

BREHAS - BIEA- BEEDRSICH T AR R —ER
BHFROEEORE#E  @®pT Our w3
PTALTAD Ll O BESSLL @ EHLAL

[ B30 F& - FHOFREOOHIDOHESR HUTHE TS
SOCZEITHIL—THIIT R

[ $REPMTEER R L TR ST %

BREHEAA - BIER- BAEERESDO BR
BIFROERDE#E  ©PT Ourers

[ 00T V77~ JEITib 2

SEEHHART - ERR AR IFEERH R EIRSE
(s NILGD s~ LEENRITS

BIRE - ARF0- JFE R EFRFEIER — X

[ $REMFERER 2L AL TREEI SN T3

T — SIS D07 — LD Bk

[ RIS FEsto-T (8RO R S FRITE L BI (R BEUED FRR
sifFAoESEOEsE O Ourtirs
Oscccad—74117%

[ TR THFBE B FRES T

[ 4psmBHERURE LLTRIEICE DTS

[ B0 - B PR ISR MRS |~ 51T ARIBINA—ER
sIfEROEBEORHE  Opr Qur T
PTALTAD VR LI OfgssL- e O fl-l

[ scoZ &t —F4137%

[ $pEMTEEBIIZE ELTRIEI SR T2

[ B —BIFR- BAMEE MRS O BIR
BIfFFOESEDREE  OpT OUT T
[ 8007 27w IBITTE A

[ RIS SNEEERES O RIR

[ BISETRRT — HFL$REH R (Deprecated)

[ BUsE RS ~ S1EIC511 18 E4RE (Deprecated)
0-%

O FHOBEEFRO—E

O B0 REFRO—E

[ B e A S OB R EN—&

[ BUE#=014 FATIRED LR
[ BUEFTRS - BFSTMRSHEIRES (Deprecated)

[ BEESEN—R
[ BrRapREEn—%

oK H

The Listedness Assessment Source for PSR and ReSD common profile switch is marked

as deprecated.

PSR and ReSD reports considering this common profile switch will henceforth consider the
new report-level configuration for newly created reports or for copied reports.

For reports created prior to the upgrade, the option for Listedness Assessed on is set
based on the value set in the Common profile switch Listedness Assessment Source for

PSR and ReSD during upgrade.

It is recommended to set this option for every report configuration as per the business

process.
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Inclusion Date Report-level Configuration
Parameter

ORACLE

A new report-level parameter has been added as Inclusion date (3 A H), with the following
options:

«  Option 1: Aware Date (¥ R&5#&25 H) (Default option set in new reports)
«  Option 2: Date Submitted ({2 B)
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For reports created prior to the upgrade or for copied reports, this parameter is set to Date
Submitted. For new reports, this parameter is set to Aware Date. As per the updated
guidance, it is recommended to set to case-based counts. If the same PT/LLT code appears
in the case/E2B more than once, then the application counts it as one. The infection count
that is printed in the ‘()’ also follows the same logic as PT/LLT if the event is marked as
Infection for any of the entries.

When the reports are created (copied and saved after modification) using the submitted
report, the Inclusion Date Report-level Configuration parameter is automatically set to
Aware Date for all the reports. This allows the users to continue to generate the reports
correctly, including the PMDA feedback cases, without the need to create a new report (with
no historical schedule).
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PT/LLT Count Level Form-level Configuration
Parameter

ORACLE

A new form-level parameter has been added as PTILLT Count Level (717 > k-L ~JL), with
the following options in PSR Form 3 and ReSD Form 10:

« Option 1: Case Level (fEf5 L- ~X)L) (Default option set in new reports)
«  Option 2: Event Level (FEf5I L ~XJL)

RIFETRTS - BIFFA- B EEMERS| CRI T aRB A —8

BIfFFOIESEDETEIT  @FT O LT TTS
TALTRO kLA ® HEBELL 'fl'EfFlJl/NJI/ |
[l BB SR SFED IR #2 0ORIOFEESH FLTEST 2

sl EICH IL—FHITd &

O M FEEm UL SLTRI ke 2

RlftEZI0 - BIFR- EERERERISR S CRI T 2RI INR—F

2 “ BT (T TS
PIALTAY UL LU @ mEsgLn Omplu~r |
2o o I P £ o S

[ $pEMFEERMA L TR CE DT 2

For reports created prior to the upgrade or for copied reports, this parameter is set to Event
Level. For new reports, this parameter is set to Case Level. As per the updated guidance, it is
recommended to set to case-based counts. If the same PT/LLT code appears in the
case/E2B more than once, then the application counts it as one. The infection count that is

printed in the ‘()" also follows the same logic as PT/LLT if the event is marked as Infection for
any of the entries.
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Count Listed & Unlisted as Two Separate
Events Form-level Configuration Parameter

A new form-level checkbox has been added as Count Listed & Unlisted as two separate

events (ﬁﬂ@?%tﬂiﬁﬂ@?%% 2ODRNDEEERE LTEENT B)in PSR Form 3.
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This checkbox is enabled only if the PTILLT Count Level is set to Case Level Count. It is
recommended to check the option Count Listed & Unlisted as two separate events, so
that if the same reaction is marked as listed for one entry in the case and unlisted for the
other entry, then it will be counted as two separate events.
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