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Accumulus Synergy Background
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Accumulus Synergy is a non-profit organization dedicated to creating innovative solutions that can
reduce regulatory review times and transform global data exchange

Our Vision Current Focus Current Stakeholders
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Regulators and Industry Recognize that Existing Ways of Working and &
Information Exchange are Ripe for Innovative Maturity syneray

Innovation Challenges

Keeping Pace with Medical Escalating Increasing Complexity of Enabling Global Addressing Access and
Innovation Development Costs Data and Evidence Collaboration Availability Constraints

.

Today’s information exchange creates unnecessary complexity and inefficiencies

Company- or health regulator-specific solutions

Reliance on narrative and textual elements J
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Regulators recognize the need for the industry to move towards interoperable, &

structured data exchange, and are taking initial steps towards implementation synergy

Regulatory Roadmap for FHIR-Based Submissions

Q1Fy22 Q1FY23 Q1FY24 Q1 FY25 ———— Accumulus Global Footprint

EMA Support for Mandatory 1SO

ISO IDMP Product IDMP for Product
Data Submissions Data (Estimated)
(Estimated)

FDA (PQ/CMC(C) ‘
o ~

PQ/CMC Draft PQ/CMC Final Mandatory
Guidance? Guidance PQ/CMC
(Estimated) (Estimated) (Estimated)

1 https://www.fda.gov/media/147696/download
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Our Collective Future State Platform Vision
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A reimagined information exchange between stakeholders in the healthcare ecosystem can streamline the regulatory
lifecycle and facilitate real-time, simultaneous, and global submissions, reviews, and assessments of therapies

Biomarker Devices / Academic Medical

Database Wearables Institutions Records New Evidence Sources lllustrative

Lists of source data, new evidence
sources, tools, and collaborating nations
are representative and non-exhaustive

Source Data, Not Documents

Regulator-Only
Space

Q=

-————

TIVMIYId HOLVYINO3Y

Medical Device Company D

Cross-Platform Reusable Toolkit*
*Jurisdictional autonomy
# Business Rules & Validation Tools will be maintained

# Communication Tools

# Analytical Tools

# Submission Development Tools
+ Data Management Tools

We dramatically accelerate critical
and insights are derived (with permission from data owners) therapies to citizens of the world

*Toolkit and capabilities will expand as data is aggregated in the platform
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The Vision for Data Exchange A umulus
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We will bring safe and effective medicines to
patients faster and more efficiently by
reimaging regulatory information exchange

To achieve our vision, we will focus on delivering a cloud
platform that allows for exchange of structured data in
alignment with changing regulatory needs. The platform will
allow customers to:

« Store validated regulatory data in a common format
« Automatically map terminology across jurisdictions
« Construct templated filings from common data

« Exchange structured filings with global regulators

* Flexibly import/export data through key integrations




The First Offering for Data Exchange Looks to Provide Value to Both Sides of the &

Regulatory Information Exchange Paradigm through a Common Data Platform synergy

Key Value Propositions

Sponsors

Enable Health Authorities to accelerate post-
approval submission reviews through
exchange of standard, structured data to
support life cycle management activities

Prepare for forthcoming PQ/CMC & SPOR (ISO
IDMP) data standardization requirements through
step-by-step data upload, data element
mapping, and controlled terminology
validation
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Data Exchange
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4 N
1111 Health Authorities

Increase review efficiency and throughput
through a reduction in manual data
transcription into agency databases and review
tools

For agencies without advanced analytical
tools, reduce the barrier to quantitative
data analysis through a simple download of
structured data in Excel format



Data Exchange provides a unified platform for flexible, standardized &
data exchange to enhance regulatory agility and efficiency

Interoperate Standardize Exchange
Flexible data import Comply with regulatory Secure managed
& export data requirements data exchange

Cross-Functional Application and Scalability
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Accumulus Platform Vision
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Accumulus provides a managed platform for sponsors and regulators to securely
exchange and collaborate on structured regulatory information

. Accumulus

s’é Sponsor r____s_y";"g_y ________________________________________ AR Agency
& Systems | I IIII Systems
| |
Source ' Ingest and Author Manage DIETETELE: View and Export | Analyze and Archive
| Collaborate |
I 'd N\ ' A 'd A 'd N\ I
I I 'd '
I Z p
S | .f_ - p‘ a I N
S | | =
= = | Document Data Element Cross-Account Data Push/Pull via I =
On-Prem Data I Upload Management Exchange Managed APIs : Systems of Record
Warehouse : |
" | S o :
I [11] Iﬁ I
Ii] | Direct Submission Secure, Compliant J | — )
l Integration Template Mapping Data Transfer Document Export I Analytical
| — —_— | Databases
RIM I I
| |
o i 2 |
| =2 v v Ty
. : Manual Terminology CO:';‘era“VG View and Assess |
Entry/Authorin Validation eview Data | i
Cloud Data Lake | niry/Authoring ~arcauon | Analytics Tools
I . b I L y
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Accumulus Will Utilize Module 3 Data Mapping to Provide Structure

&
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and Standardization for CMC Data Requirements

1. Use POQ/CMC data elements for high-
level categorization of data

4. Assess whether data
component is an EC, based
on ICH Q12 guidance and

2. Align ISO IDMP (SPOR _API Specification)
Controlled Terminology where applicable. For
Out-of-Scope elements, Accumulus to propose
solution.

3. Valid values to align with Controlled
Terminologies, with regional considerations
for acceptable terms/formats.

PQ/CMC Data

Data Element

L Controlled Terminology/ , : ICH Q12
Data Element Definition s Data Type Valid Values FHIR Artifacts
Element(s) Name Definition Source yp Vocabulary EC?
Batch or Lot Information
A commonly used name or a
. . NCI concept
systematic name assigned to the
. . ) code for
Product proprietary name, | chemical or compound; The .
roduct non-proprietar content of an active ingredient pharmaceutical
P prop y /'€ 1ng ISO IDMP: dosage form: | MedicinalProduct.name
name, strength expressed quantitatively per Adapted from NCI EVS . - .
. : : . ISO11615 — Medicinal Product Name, C42636 MedicinalProduct.combin
numericnumerator, strengthf dosage unit, per unit of volume, C53294 Text, numeric, code . Yes
i . . . Manufactured Item Dose Form, edPharmaceuticalDoseFo
numericnumerator UOM, [or per unit of weight, according to
. Reference Strength SPOR rm
dosage form, route of |the pharmaceutical dosage form. R
e ) i Referential List
administration This should be the strength as .
: for basic
listed on the label
dosage form
Manufacturing Process Information
SUPAC
ISO IDMP: . . L
. Equipment is categorized by . ISO11615/1SO11238 — Out of scope | Manufacturing [ PharmQualitySpecificatio
Equipment class and . S SUPAC Manufacturing . Equipment n
subclass, working capacit €25 (@G [DME(RE) el Equipment Addendum Text, numeric | - Addendum Extension: ves
: 9 capacltyl s nclass (design characteristic) |~ ' ASTM E1705-15; ASTM E2363-14; ’ 5 -
ASTM Additionallnformation
SUPAC Addendum standards

Data Element Mapping moves us closer to a structured and standardized filing enabling us to leverage technology and automation
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https://www.regulations.gov/document/FDA-2017-N-2166-0002
https://www.ema.europa.eu/en/documents/regulatory-procedural-guideline/substances-products-organisations-referentials-spor-spor-api-v2-specification_en.pdf

Data is Brought into the System, Assessed to Ensure Quality, and &

Submitted for Agency Review

@'Z Sponsor
gg% Manual Entry Import

data

Excel Upload

@ Direct Integration
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Dashboard » Projects » [(Product)-(Regulatery Event)-(Mw)-(¥yyy)] »

< P.8.3 - Stability Data

Batch/Lot Information + Add Row

Medicinal Product Namea Dosa Form strength({mg) BAID | BAID 2 Batch Size/unit Maonufacturing Date Monufacturing Site Narme

Stability Study + Add Row

Study Name Study Purpose Study Type Study Dasign Test Usage Storage Condition Iedantifier Fhysical Charocteristics

A v Export shared data in alignment with

IIII HA regulatory requirements

P | Integrate with
9 Excel Export systems of record
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Through Standard Data Structures, the Platform Allows Sponsors and &

Agencies to Communicate in a Common Language
Accumulus
synergy
Sponsor & DataX Data Element Filing Template a
& : . I Agency Systems
Systems Repository Assembly ===
Data exists in a variety of Through integrations with Flexible templates are used to Star&dardl daéaéelg_menlts can be
formats and systems within Accumulus APIs, data is assemble data elements for ownloaded directly into
and across organizations ingested and stored in standard sharing with agencies agency repositories or
eve e e iR e transformed to meet agency
platform heeds
Heterogenous Data Validated, Standard Data Elements Assembled Elements Structured Repositories

4 ) e N

4 N 4 )
. - A . . . Filing Template
: = BB
® o

|
A HEEE .
easy) (mmm) | La] [EEE
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DataX Supports Visualization of Data, Narrative, and Graphical

Content in a “Single Pane of Glass”

®

= > Accumulus
SYerGY

View Only Mode

[ (Product)-(Regulatory Event)-(MM)-(YYYY)]

Figure 2. Chromatogram of degradation products of bromazepam obtained during the kinetic

&= Print

study of acid hydrolysis after 30 (a), 60 (b), 90 (c), 120 (d), and 150 (e) minutes.
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DATA
P.8.3 - Stability Data

Lorem ipsum dolor sit amet, consectetur adipiscing elit, sed
do eiusmod tempor incididunt ut labore et dolore.

PREVIEW

NARRATIVE

Quality Overall Summary

Lorem ipsum dolor sit amet, consectetur adipiscing elit, sed
do eiusmod tempor incididunt ut labore et dolore.

GRAPHIC
Fig 2. HPLC Chromatograms

Lorem ipsum dolor sit amet, consectetur adipiscing elit, sed
do eiusmod tempor incididunt ut labore et dolore.

PREVIEW

&, Download all



The Data Exchange Solution will Support CMC Data as it's First Data &

Domain, with a Strong Roadmap to Add Additional Data Sources

Sponsor -r/-
w9

Data Source

Pilot

Accumulus will create reference maps
to link narrative and raw data while ILLUSTRATIVE
allowing each to flow independently,

structuring the content when necessary

Pre-Clinical @\

SEND
(CDISC)

Health Authorities can analyze, review,
and assess the consolidated or

Scaling the — | | independent data and narrative content
capability to Clinical @\ gty / & \ P
additional
domains is ' Accumulus Healt!l
part of the ICSR synergy Authority
ongoing (ISO/HL7)
roadmap
discussion Safety @/ @
SPL
(HL7)

: Where available, data can be structured in
Labe”'ng accordance with international standards Represents appropriate permission,
@] access rights, security, and privacy
In domains without international requirements

standards, Accumulus will attempt to
influence or generate standards
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Thank You

Thank you for the opportunity to present at today’s conference.
We greatly appreciate your feedback, perspectives and ideas to
advance the Accumulus Synergy mission and vision.

Public



Q
“ Accumulus Synergy, Inc.

Accum U I Us 1534 Plaza Lane / #210 / Burlingame, CA 94010
synergy

accumulus.org



