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Compare Detailed requirements such as
manufacturing, trial, and distribution for
different countries/entities

Example: You are running a clinical trial for a small molecule in the USA and are looking to also run a
trial in China or the Russian Federation. You want to compare manufacturing requirements and note
similarities and differences across these countries for the drug substances used in your clinical trials to
help with your country selection.

3 Clarivate

Cortellis CMC Intelligence | small Molecules | Pre-Approval
1. Choose Small Molecules

2. Choose Pre-Approval

Small Molecules Biologics
Content available is based on your subscription.

@ Pre-Approval O Post-Approval

3 CliCk Countries/Territories Countries / Territories Regions Organizations Member States Climz >

tab and select USA, Russian
Federation and China from the |, -, uiee  toriorie Q
list that appears. Click Apply.

Select all / Clear all

D Taiwan |:| Tajikistan D Tanzania
O Tthailand [ Togo O Tunisia
[ Turkey USA O vganda
O Ukraine [ united Arab Emirates [ united Kingdom
'3 |:| Venezuela D Vietnam D Yemen
Cor;;llis O zambia [ zanzibar O zimbabwe '

Small Molecules Biologics
(@) Pre-approval () Post-Approval
E| Detailed
Countries / Territories (3) Regions Organizations Member States cli »
Explore and search through,
both official regulatory
requirements and local
practices organized into eCTD
i structure efficiently linked to
China @ Russian Federation usa @ the source documents.

4. Click Detailed
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In the left-hand column, select the requirements you'd like to compare. For our example we'll
focus on manufacturing requirements for clinical trials.

2 Clarivate

Cortellis CMC Intelligence | small Molecules | Pre-Approval

® > My selection (3) ; Manufacturing Requirements
e Compare the Official Regulations from the
. . . regulatory authority and the Local Practi
m Select Clinical Trial 9 J e o€ ctice
Summary section displays additional guidance from local
consultants.

~ Detailed Requirement=

~ Clinical Trial
Lz e China 44 Russian Federation b4 USA W

~ Administrative

Requirements . .
Official Regulations | IMP ~ Official Regulations | IMP & Official Regulations | IMP ~

Clinical Trial

Application
Procedure Per the China GCP Revision 2020 Local Practice

Updates .
Content of the . I . Click the arrows to open and
Article 44: The investigational product shall be
close the content

Clinical Trial .
manufactured, pack abel
Application .

d codedin = All local manufacturers as well as all foreign

accordance with the following req ents: +
accordance with the following re ment: manufacturers should confirm that have a

turing license and the drug samples for

register with FDA except when the drug product is used

in research, teaching, or chemical analysis and not for

~ Manufacturing and

) Additional requirements to manufacture the IMP ) .
o Authorisations . L e were produced according with GMP conditions.
L | . = INDdrug ples should be stored under sale
Cortellis Manufacturing Select Manufacturlng conditions defined by the specification . . L
Requirements ) Manufacturing of an investigational drug
~ GCP compliance Reql“rements Investigational drugs for use in a Phase 1 study are not
ype: IMP subject of current good manufacturi ractice

regulations and are exempta mpliance with
21 CFR Part 211 Current d Manut g Practice
Drug Type: Drug Substance, Drug Product for Einished P Is. The exerr -'w does not
tical Form: Not Applicable apply to an investigational drug for use in a phase 1
Standard Procedure study once the investigational drug has been made
available for use by or for the sponsorin a phase 2 or

Import of IMP product shall be marked; the investigational product Tyoe: New Drug

shall be packaged and labelled in a manner that
protects the blinding for blinded trials.

Export of IMP

v

Marketing Authorization
Requirements

product, storage temperatures,

in: Local, Foreign

> CMC Requirements — transportation condition g., protection from light|
Drug Substance storage times, reconstitution fluids preparation ) 03-Mov-2016
s cMeR methods and procedures, and requirements for = - Decision Mo. 79 on Approu‘al of the as been made a
equirements - product infusion devices. The sponsor shall inform all . o R the drug has been
Drug Product involved parties (e.g., monitors, inv 2 Rules of Good Clinical Practice of the 1 0 phase 1 study must
. pharmacists, and storage managers) of the product use Eurasian Economic Union
> CMC Requirements - thods . . X X
- e = meifods. Click the links t c e Selr EAEU - Eurasian Economic Unicn
Sl S UMY ke SELIMGS IDRAC Number: 247331
documents and click the links to access Get PDF & Got

from the pop-up.

Filters allow you to narrow down the data. For example, let's filter the table
to data just pertaining to new drugs:

Click Filters Apply Filters

Ht =

L

Product Type
IMP
FPP

Submission Tvpe

Select New Drug New Drug

Generic Drug

Hybrid Application

Drug Master File
Drug Type

Drug Substance

Drug Product

Click Apply

=N -

Pharmaceutical Form
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Filtering the Menus

Cortellis CMC Intelligence

2 Clarivate

Type a term into the Filter Menu field to search the table of contents.

Cortellis CMC Intelligence | Small Molecules | Pre-Approval

> My selectici (3)

stability X

~ Detailed Requirements

~ CMC Requirements -
Drug Substance

5.7 Stability

v 5.7.1 Stability
Summary and
Conclusions

General
Provisions

Forced
degradation/stress
testing

Photostability

5.7.2 Post-approval
Stability Protocol and
Stability
Commitment

~ 5.7.3 Stability
Data

General
Information

w CMC Requirements —
Drug Product

~ P.8 Stability

v P.8.1 Stability
Summary and

General Provisions

China 10f2 > &
Official Regulations | IMP -
Click the sections [
that appear to >
view that content [7""

ve H'|5|35

G ™
data should support
emical parameters of the new drug

s during the planned

e limited support stability
f the planned trial period is extremely short.
Based on ensuring the stability of the drug during
ta is gradually

llated to support further

clinical development.

tudy, and prt

SFDA Circular No. 48 of 2018 for Phase Il studies

= Asummary of the stability data can be combined
with a forced degradation test to discuss possible
degradation pathways.

= Based on the results of the st

Searching Detailed Requirements

> Clar

te

Russian Federation 1

Official Regulations | FPP ~

1) Document co
the pharm.
medicinal product to be provided.

ning the following information on
ical substance(s) composing the

* Data on the stability of the drug substance;
* Shelf-life

Russia follows EAEU regulations from January 2021
laid down by the EEU common union for registration of

new medicinal products and to bring existing national
licenses in compliance with new EEC requirements.

e The types of studies conducted, protocol used
and the results of the studies shall be summarized;

Local Practice -

Product Type: FPP

pe: New Dry

Submissior Generic Drug

Cortellis CMC Intelligend

> My selection (3) ;

Type a term into into the box and click the search icon.

~ Detailed Requirements

~ Clinical Trial
Requirements

~ Manufacturing and
Authorisations

Manufacturing
Requirements

Updates > Marketing Authorization

Requirements

Q ~ CMC Requirements —
Drug Substance

5.5 Reference Standards
or Materials

~ CMC Requirements -
Drug Product

P.1 Description and
Composition of the
Drug Product

~ P.2 Pharmaceutical
Development

General Information

v P.2.1 Components
of Drug Product

P.2.1.1 Drug

Suhstanca

excipient xXQ
China 1of2> &
Official Regulations | IMP -~

Dosage form and product composition:
SFDA Circular No. 16 of 2018 for Phase | studies

# Applicant shall list describes the formulation and
dosage prescription form, but with the fina
alafthe components should also be listed

rer
* Tk = excipients n the preparations shauld meat the
Meuiia0equirements; for the nev. excipients

that have not been used in domesdc andicragh

preparations, the relevant declaration should be
o

Click the sections that
appear in the table of y
contents to find the
content with the search |
term highlighted in the |-
Detailed Requirements |

Search applied

Russian Federation &
Official Regulations | FPP -
2) Document containing the following information on
the medicinal product for medical use to be provided
= Description and composition of the drug
medical use
Russia follows EAEU regulations from January 2021
laid down by the EEU common union for regi ion of

new med
licenses in compliance with new EEC

As per R -

cinal products and to bring existing national
quirements.

On th

A description of the finished medicinal product and its
composition shall be provided

= The information shall include the description of
the pharmaceutical form and composition
all the constituents of the finished medicin

|
product, their amount on a per-unit basis, the

function of the constituents of.
the active suhstance
- the constituent(s) of th = excipients w

their nature or the auarniv e

ncluding

For more information contact Customer Service at LS Product Support.
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USA 1

Official Regulations | FPP -

As per the information in the Guidelines - ICH M4Q The
CTD — Quality AND the ICH Q1A: Stability testing of
Drug Substance & Drug Product:

rpose of stability testing is to provide evidence
on how the quality of a drug substance or drug product
th time under the influence of a variety of

The

varie
environmental factors, such as temperature, humidity

and light, and to establish a retest period for the drug
substance or a shelf life for the drug product and
recommended storage conditions.

The types of studies conducted, protocols used, and
of the studies should be summarized. The
y should include results, for example, from

the res
sumr
forced degradation studies and stress conditions, as
well as conclusions with respect to storage conditions
and retest date or shelf-life, as appropriate.

Contains stability summary and conclusions. The
applicant ma er to the DMF for complete stability
data. However, the retest date or expiration date of the

APl should
product manufacturing site and the drug substance
mani turing site,

ata minimum, be provided at both the drug

USA 1of4 ¥ 5

Official Regulations | FPP -

As per the information in the Guidelines- ICH M4Q: The

CTD — Quality:

A description of the drug product and its composition

should be provided. The information provided should

include, for example:

® Description (Fora drug

reconstitution diluent(
diluent(s) should be provided in a separate part
“p”, as appropriate) of the dosage form:

product supplied with
, theinforr n on the

Composition, i.e., list of all components of the
dosage form, and their amount on a per-unit
(including overages, if any) the function of the
components, and a reference to their quality
standards (e.g., compendial monographs or
manufacturer’s specifications|

® Description of accompanying reconstitution
diluent(s); and

Type of container and closure used for the dosage

asis

form and accompanying reconstitution diluent, if

applicable.

(Source ID- 6717 for injectables ): FDA recommends that
a drug product’s vial fill size should be appropriate for
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