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Structured Content Management (SCM) (&, A* T4HAL ATV T ICBWTEELRBIZRT-9, SCMTSyrI4—LlL, A>T YEERL
TSAITIVIZREL. BDEITHELTYA—RTHIENTES, UTISSCMTSYRI+r—LADA—HF—( L A—Tx—RAD—PEFRT . 1—HF—IZ,
Web7 7% EL TR#EESN D TS9P R—R DL Y — L OELEREMicrosoft Word7 U E L TURTLERIAT 32 e TES, XL,
CSRMD A iZER5 L. Protocol wSAPD IV T YEBFAL, £ THEMNTES,

Document generation by reusing content

For example: Our SCM Platform

from one or more existing documents

» End users can interact with the system via Browser-based Console i
. . . y . . b For example’ a CIInICaI StUdy GENERATE DOCUENT
that is delivered via a Web App, or via a standard Microsoft Word report, which can be generated
app- from reused content from both [ v]
NAVIGATOR the protocol and statistical Document Type:
ﬁWorkspace I SiS |an lCMmcaI Study Report Vl
WoABC Product ana y p ) Template: *
W Dashboards WaClinical [ According to the reuse map, [CsRemp v|
ViBStudy 1 1 Cancel Next
% Navigator ABC_Study-Clinical Study Reporti@? the Content 1S aUtomatlcally
ABC study test Protocol_H.O.@! reused from the protocoland . @ o
i Libraries XXX_Study-Clinical Study Report@? statistical anaIySiS plan to the
XXX study_ test Protocol @t . V®@ABC Product
XYZ-Clirical Study Report & sections of the study method oo
XYZ_Clinical Study Report for live demo@? and ana'ysis plan of a clinical ABC_Study-Clinical Study Reportl
AAA _Clinical Study Report_Japanese test_H.O.@} studv report ABC;M;Y‘:IS‘Pf:’:’cz'-*'ﬂo-“'m
XXX_Study-Clinical Study Reporti
y p ) XXX sludi_ test Pvutoc);\ ﬂ!p
XYZ-Clinical Study Report @
XYZ_Clinical Study Report for live demo@@
AAA_Clinical Study Report_Japanese test_H.0.@%
Cancel Previous Next

Page 9 DlA Cancel Previous Next
Page 10 | ’IA

18th DIA Japan Annual Meeting 2021, Structured Content Management® IRk L2784 5| A
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Accumulus Synergy, Inc.[XU7IIL2A LERIZB TSV I+ —LEZRRETT. TOEMNIE. HELSFLERFLBEDaSKRL—
AVENEDBRIEETREICT HEHIC, A —F— DB LG T—2BEIRORREMHETELLIICTHILETHS HRAEEINER
MICKETHAICEOT LTIV I+ —LBEAITHSIBLEEDOABLEVS-RENHILDD . KISV IT+—LDOEBFIZELY . B
EHMOREBOCEEORHNERICH>BEEROT IEFNBRITESHERAFENS, =, PRISM (Pharmaceutical

Regulatory Information System Management) [XFDAYEE T HIEHMIEMT IV I+ —L T, EERCERBBRORHIEHE
BREMCTHENICHETLILODORATLTHY. EXROBFE., KRB TREBRELGEICAHTEIT 22— aEEHTHLITKY.,
tEORHFLBLOBEHRZRERELEL. EFENECEERBRFORMICERTIEEALONS, SR ChoDBIMZEZEHRLIZLY,

Phase 1
The Data Exchange Solution will Support CMC Data as its First Data Use Case: eCTD & Study Data Technical oA
Domain, with a Strong Roadmap to Add Additional Data Sources ’
Sponsor  fege
Data Source é S GOAL: Evaluate greater efficiencies in
FP submission receipt and processing,
Pilot _ "f:“"f“"" — m LORENZ 4 e.g., perform eCTD and Study Data
Zemai giie @ Ac umul Sy gy wm bk @g g n Validator Validation prior to Gateway submission
reference maps t tive and ILLUSTRATIVE = = = it n . and eliminate technical rejection.
. pare Wl'v - 'ﬁ’g "“2 °°':I'z:’ = bT PINNACLE Sponsors upload a large eCTD
Pre-Clinical - @ ocessay eCTD & Study Data P B 9 )
- - (BLA/NDA) with study data to their
SEND) =N T Se PRISM Private Interactive Review
(oisc) 7 \ He: m- Authorite alyze and HIPAA m @"‘“E"”E GDPR zmn Space
Sealing the assess the consoldtdorldpd nt 3
capabiity 1o @ AL [ o \ e five content ! ] 5 Using 21 CFR Part 11-compliant
o 4 [Actumulus > ,@, Health G e = " - ﬁb % precisionFDA Workstations, Sponsors
por of the csR \ FPRero 4 | Authority = scTD e validate their eCTD and study data
ki) _ (1SOMLT) / | using FDA-managed applications.
discussion Safety @ Interactive Review Spaces L=chricaliValidation Potential for Sponsors to select from
SPL L :
(HL7) ] - ;Y ) multiple validation profiles to validate
" @ Where available, data can be structured in preC|5|OnFDA>*' SENE against multiple regulators
Labelling accordance with international standards & B e ency €CTD & Study Data Validation Results requirement.
In domains ernational requiremennt:
standards, Acoumulus Syners wn attempt Sponsors share the eCTD and study
o nflence o generso sonercs ® data validation results with FDA using
FDA Reviewers < E
[ ] Shared Interactive Review Spaces.

https://phuse.s3.eu-central-1.amazonaws.com/Archive/2024/CSS/US/Silver%20Spring/PRE_03.pdf 23
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POC (Proof of Concept)
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