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Topics

1. What is SEND - short story

2. SEND implementation in Novo Nordisk
e Challenges in implementing SEND
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With SEND the submission package to FDA
expands...

[ Current SEND
submission requirements submission requirements
TMob;e' 1‘“‘0& Same results

Final report Final report €———> SEND eData

\

for FDA Study data Define file

Special ! =5 “ C
considerations Adobe ' - Technical

meta data
about data

\ reviewers guide

J

...with SEND datasets, a Define File and a Study Data Reviewers guide
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SEND is scoped to the following study types
(GLP and non-GLP):

1) Single dose general toxicity
2) Repeated dose general toxicity
3) Carcinogenicity studies

Investigational New Drug (IND) compliance >— >
New Drug Application (NDA) compliance 3¢ >
| | | : | | ] >
' 2014 ' 2015 ' 2006 ' 2017 ! 2018 !
Q

X : FDA Binding Guideline on SEND effective
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What is the SEND data package?
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SEND in Novo Nordisk

- Challenges in implementing SEND
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Novo Nordisk challenges in implementing SEND

1. Interpretation of guidelines, domains and code lists

2. Mapping of processes both internally in Novo Nordisk and for
collaboration with CRO’s for conduct of non-clinical studies

3. Planning of non-clinical studies and communication both internally in
Novo Nordisk and in collaboration with CRQO’s

novo nordisk’



Why Non-clinical Data Standards?

SENDIG

SIBN ECImmicbd e BatatRia i@ledek (NCeDS)
* Nawny Nosdibkesimbeppettdioors, incl.
+ Each QRDAinegrpretaesEBID in their own way
« Non Clinical Development business & scientific
needs

Poten rI%i’i‘i”o'ogy
spon5|

. Sponsor 5 le for electronic data
» Are we able to explain each CRQO’s interpretation to

FDA for every submission? And if the EDA have
Dq;a;aggeements with each CRO

Each CRO’s SEND interpretation mapped to NCeDS

* Novo Nordisk able to handle data discrepancies between
CROs

» Clear communication between CROs and Novo Nordisk

« Ensures one overall target submission standard

« Clear communication between Novo Nordisk and FDA
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To submit eData to FDA, Novo Nordisk has to be able to:

1. Capture electronic data from in-house laboratory activities

7

CRO

NN Data Capture Systems

Consistent and
standardised
electronic data from
CROs

Data to be captured
electronlcally

ADA PK BA
Data Data Data

~N

Final Study
Report

NN SEND IT
system

Electronic
data from
CRO

Electronic
data from in-
house

systems

Receives Final
Study Report &

SEND data
il + £
J
Final Study f

Report
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To submit eData to FDA, Novo Nordisk has to be able to:

2. Merge electronic data from CRO and in-house sources into one data

package

. Final Study
Consistent and Report

standardised
CRO electronic data from NN SEND IT

CROs system

Electronic
data from

a .

Electronic
data from in-
house
systems

NN Data Capture Systems

Data to be captured
electronically

ADA PK BA
Data Data Data

Receives Final

Study Report &
SEND data

=3

Final Study
Report
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Bioanalysis Scientist challenges

o Standardisation on information in Study plans
e Data flow in in-house systems starts with us...
e Data integrity between the systems

e Collaboration and communication with Data Managers - also non-
clinical
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This has been and will continue to be a collaboration with
all areas involved in a non-clinical study....

Pathologists

TOX|coIog|sts e —————
PK/TK Scientist Data Managers
ki ~ , UEREIESS

Bioanalysis
Scientists
1T QA GLP QA
%

IT organisation
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Back-up slides
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FDA requires non-clinical data in electronic format

Providing Regulatory Submissions in
Electronic Format — Submissions Under
Section 745A(a) of the Federal Food.
Drug. and Cosmetic Act

Guidance for Industry

i of Helth sad Humas Servicer
d Drug Adminiseration

Center for Drug Evaluation and Research (CDER)
Center for Bislogic: Evalustion 3sd Research (CBER)

US. Departmen
Food

December 014
Electronic Subinision:

Providing Regulatory
Submissions
in Electronic Format —
Standardized Study Data

Guidance for Industry

14
Electrosic Sabmission:

Binding guidances

STUDY DATA
TECHNICAL CONFORMANCE GUIDE

Technical Specifications Document

‘This Document i incorporated by reference into the following
Guidance Document(s)

Guidance for Industry Providing Regulatory Submissions in Electronic
Format - Standardized Study Data

For que

US. Department of Heslth
Food 10d D

October 2018

@cpisc

Standard for Exchange of Nonclinical Data
Implementation Guide:
Nonclinical Studies

Prepared by the
CDISC Standard for Exchange of
Nonclinical Data Team

ofts o Readers

Technical
Conformance
Guide

Implementation
Guide
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Clinical Data Interchange Standards Consortium

e CDISC is an independent, non-profit, global consortium
e Members include (but are not exhaustive to):

Academia ®
Biotech
Governments (including FDA)

Health care providers
Pharmaceutical industry

e CDISC created SEND

e Based on a similar standard for the clinical area called SDTM (Study data tabulation model)
e The SEND standards is created from consensus

e SEND in described in a document called an “Implementation Guide” (SEND IG)
e Defines the organization, structure, and format of standard non-clinical tabulation datasets
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