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1 INTRODUCTION

1.1 Overview

European Paediatric Formulation Initiative (EuPFI) is a consortium working in a pre-competitive way
on paediatric drug formulations. Members are from academia, hospital pharmacies, pharmaceutical
industry (Innovators, Generics, Contract Research Organizations (CRO), Specials and Excipient

Manufacturers) with European Medicine Agency (EMA) as an observer.

Its main aim and objective is to identify/scope issues and challenges in paediatric formulation

development in order to raise awareness and facilitate preparation of better/safe medicines for children.

As there is no central repository in public domain that resides all the information on safety and toxicity
of Excipients for the paediatric drug development. The Eu-US PFI has established that there is a
pressing need for a single authoritative comprehensive database of adverse effects of excipients for

paediatrics.

STEP Safety and Toxicity of Excipients for Paediatric [STEP] Database holds all the animal toxicity
and human health data, regulatory information and toxicological reviews of excipients. STEP acts as
repository for all the scientific communities to share the data for better understanding and paediatric

drug development.

1.2 Scope

STEP database is intended to provide the data availability for the paediatric formulation development
by the implementation of freely accessible online source which will provide easy access to authoritative
comprehensive database of adverse effects of excipients for paediatrics from a key resource. Its main

compass is to provide all the regulatory information and toxicological reviews of excipients.

STEP accomplishes a high-level scientific literature review of the pharmacology, toxicology and safety

data of a prioritized group of excipients likely to be used in paediatric formulations.
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1.3 Purpose

STEP main rationale is to afford the public access of an evidence database of safety and toxicity of
excipients for the pharmaceutical industry academics, clinicians and regulators to make informed
decisions. This also enhances the prospects of identifying potential safety issues at earlier stages of the

development process when excipients are being screened and selected.

STEP also establishes a fine relationship between exposure and evidence of clinically significant

toxicity in the paediatric subpopulations and also assists in need of generating new data for padeatric

medicines.
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2 GETTING STARTED

Currently most of the existing databases are focusing in providing Safety and Toxicity related
information related only to adults and animals. But very few include the paediatric information related
to children. Consequently, there is an acute need for a single repository to capture, archive, validate,
manage, maintain and provide access to safety, tolerability and toxicity data that have been generated
for excipients available world-wide for paediatric drug development.

In order to address this need, the European (Eu) and United States (US) Paediatric Formulation
Initiatives (PFIs) are working together to create and maintain a database of Safety and Toxicity of
Excipients for Paediatrics (STEP).

2.1 Login

STEP login page appears as shown below

['m an Existing Eupfi User % | User Guide

Eorgot Login Email

New User - Register Now (Why Registration? Revision Dalg: 08/25/2012

EUPFI DATABASE END-USER LICENSE AGREEMENT

[ 1ve read the Disclaimer and accspted the Terms & Conditions

| * indicales mandalory feld
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When user clicks “Log in” button without entering “Login Email” then an alert message appears as

shown below

Windows Internet Explorer |E|

' E Flease Enter the Login Email.
-

When user enters invalid email address then the below alert message appears
Windows Internet Explorer |E|

' "-n,, Irealid E-rail Address. Please Re-Enter,
-

If user logins with unregistered Login Email as shown below

'm an Existing Eupfi User | User Guide

Lok Emas Liagel

Forgat Login Email

New User - Register Now (why Registration? Revision Date: D8/28:2012

EUPFI DATABASE END-USER LICENSE AGREEMENT

® T End Lisar Lioe = Ggresment shall be governed by the Linted Kingde S thaut § g EfTEct B2 pr as af |

of EUFFL to axercse & jar this E User License Agresment o Bon any Dfeach of this End L

[J 1ve read the Disclaimer and accepled the Terms & Conditions

* Indicales mandalony fledd

== _'|

[EEE
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And clicks “Log in” button then the below message appears

I'm an Existing Eupfi User % User Guide

| Email 1D not yet registered. Please register before logging in. |

New User - Register Now (why Registration?) Revision Date; 06725/2012

EUPFI DATABASE END-USER LICENSE AGREEMENT

® This End Usar License Agreament shall be governad by the United Kingdom laws, without giving effect to principles of Eatl
confiict of laws. You hereby consent to the exclusive jurisdiction and venue of the courts sitting tn London, United
Kingdom to resolve any disputes arising under this End User License Agresment.

& This End User License Agreement contans the complete agr h respect to the subject

f, and supersedes all prior or contemporaneous : in the o ten
r additional terms en notification o
n relation to Th hall be -of no effect. The failure
cige any of its pon any breach of this End w

2.2  Why Registration

STEP provides the detailed information about the necessity of registration. To know that information

user has to click “Why Registration?” link besides the “New User — Register Now” as shown below

New User - Register Now |why Registration?) | Revision Date: 06/25/2012

EUPFI DATABASE END-USER LICENSE AGREEMENT

¢ This End User License Agreement shall be governed by the United Kingdom laws, without giving

nder this End User License Agreement or upon any breach of w

[ vve read the Disdaimer and accepted the Terms & Conditions

Ugar Mame * Qrganization

Email Address * Confirm Email Address *
Contact ol

Mumber i

m * Indicates mandatory field
H :
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Then the information appears as shown below

New User - Register Now (why Registration?) Revision Date: 057252012

The benefits of becoming a Registered User with Step Database, include access to the Reference Database, collaboration mn User
Communities, Bast Practice and Tutonals. This allaws you to build your expertise in areas of particular interest to you, and to
create & ‘'myDBA° Profile which is perZonalized for you

EUPFI DATABASE END-USER LICENSE AGREEMENT

& This End User License Agreement shall be governed by the United Kingdom laws, without giving effect to principles of ﬁl
conflict of laws. You hereby consent to the exclusive junisdiction and vanue of the courts sitting in Londan, United
Kingdom to resolve any disputes arising under this End User License Agreement.

& This End User License Agreement containg the complete agreement betweean the parties with respect to the subjact
matter hareaf, and supersaedes all prior or contemporaneous agreements or understandings, whethar oral or written,
Tou agree that any varying or additional teems contained in any purchase order or othar written notification or
documeant issued by you in relation to The GNLINE STEF DATABASE licensed hereunder shall be of no effect. The failure
aor delay of EuFFl to exarcise any of its rights under this End User License Agreement or upon any breach of this End |

[ 1ve read the Disclaimer and accepled the Terms & Conditions

User Mame * Organization

Emazil Address * Confirm Email Address *
Contact

Number Country

| by el | W m

When user clicks “Why Registration” link then the data gets collapsed and the page appears as shown
below

New User - Register Now |why Registration?) | Revision Date: 082572012

EUPFI CATABASE END-USER LICENSE AGREEMENT

# This End User License Agresment shall be governed by the United Kingdom laws, without giving effect to principles of ﬁl
conflict of laws. You hereby conzent to the exclusive jurisdiction and venue of the courts sitting in Londen, United :i]l
Kingdom to resolve any disputes arsing under this End User License Agreement. I

& Thiz End User License Agreement containg the complete agreeament between the partias with respect to the subject
matter hareof, and supersedes all prior or contemporansous agreements or understandings, whether oral or written
You agree that any varying or additional terms contained in any purchase order or other written notification or
document issued by youin relatien to The ONLINE STEP DATABASE licensed hereunder shall be of no effect. The failure
or delay of EuPFl to exercise any of its rights under this End User License Agreement or upon any breach of this End |

O wve read the Disdaimer and accepted the Terms & Conditions

Lzer Mame ® Organization
Email Address * Confirm Email Address *
Contad
Country
Mumber g
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2.3 New user registration

STEP facilitates user to create a new user in a simple way by using the “New-User Register Now”
process. Here before registering user should check the “I’ve read the disclaimer and accepted the Terms
& Conditions” then the new user registration form then only the “Register” button appears in enabled

mode as shown below

New User - Register Now (Why Registration? Revision Date: 0602

i

EUPFI DATABASE END-USER LICEMSE AGREEMENT

gmita salunkeBcharmacy. ac i

&I Ive read the Digclaimer and accepted the Terms & Cu-nclluons}

Register | Reset * indicates mandatory Redd

1. In this page user need to specify the required details for registering as a new user. After filling

all the details click “Register” button as shown below
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New User - Register Wow (Why Registration? Revision Date

EUPFI DATABASE END-USER LICENSE AGREEMENT

=] rve read the Disdaimer and acceplsd the Terms & Condiions

Saraswaths 1 [ Gvkbio
* | saraswathi nimmaraju@gvkbio.com firmi Ema | saraswathi nimmaraju@gvkbio com
9247363934 L India

Reset | * indicales mandalony Beld

Note:
» User Name and Email Address are the mandatory fields

» If user doesn’t enters “User Name” and clicks “Register” button then the below alert message

appears

Windows Internet Explorer [g|

) E Flease Enter the Username
L

» If user doesn’t enters “Email Address” and clicks “Register” button then the below alert

Windows Internet Explorer Izl
! E Please Enter the Emailld.

message appears
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2. Then the user gets registered and an acknowledgement message appears as shown below along
with all the users information

ﬁ\'ew User Registered Succea&tﬁllﬂﬁea;e save the details for fullre reference )

The benefits of bacoming 2 Registered User with Step Database, include access to the Aeference Database, collaboration o
User Communities, Bes ctioe and Tutonals. w5 you bo build your expertise in areas of particular interest to you, and
to creste 8 ‘myDBEA’ Profle which iz perzonalized for you

: Emall Addiess saraswathi nimmaraju@gdbio.com ]
UseriD 140
User Mame Saraswathl
Drganizatien Gikbic
L ountry India
Contact Mumber 9247383084
Qi I

Developed by GVKTEIO G°STAR GBIOM

L R T

3. User should save the above information for further reference.

4. If user tries to register with the existing Login Email/ User name then an alert message appears

as shown below indicating the user has already existed as shown below

New User - Register Now (wny Registration? Revision Date; 05252012

EUPFI DATABASE END-USER LICENSE AGREEMEMNT

# This End User License Agreament shall be governad by the United Kingdom laws, wathout giving effect to principles of sl
conflict of laws. You hereby consent to the exclusive jurisdiction and venue of the courts sitting in Londan, United

Fingdom to resolve any disputes ansing under thiz End User License Agreament.

* Thas End User License Agreement contains the complete agreement belween the parties with respedt 1o the subject
matter hereaf, snd supersedes all pror or conlEmMporsnsEaus agreements or understandings, whether oral or wntten.
You agrae that any varying or additional tarms contained in any purchase arder or other writtan natification ar
daocument issued by you in relation ta The ONLINE STEP DATABASE licensed heresunder shall be of no affect. The failure

or delay of EuPF]l to exercise any of its nghts under this End User License Agreement or upon any breach of this End

!
Ive read the Disclaimer and accepted the Terms & Conditions
Uszer Name * Saraswathi Organization GVKBIO
Emall Address *  saraswathi nimmaraju@gvkbio_ com Confirm Email Address * saraswathi nimmaraju@gvkbio.com
Mo 9247363984 Countr Indi
Number LU ndia

| Register M * Indicates mandalory field

I Email ID{saraswathi.nimmarajudgvkbio.com) Already Registered. Use Some Other Email Address,
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2.4 Forgot Login Email

STEP database provides access to users using “Login Email” if user forgets the login email can retrieve

it very easily using “Forgot Login Email” link

EuPFi %TEP datakese uspt

Database of safety and toxicity of excipients Unktad Brarcen e g
for paediatrics

I'm an Existing Eupfi User % | User Guide |

Login Email

Forgot Login Email

1. Click “Forgot Login Email” link as shown above then the below page appears

E |7 iBF i %T_P database us

TR R e S
Database of safety and toxicity of excipients Wniltedd Btates

L]
Pediatris
tlan
for paediatrics

FOI‘gOT Email : * Indicates mandatory field.

User Mame:
(Full name the user
registered with)

UserID:

Get Login Mail

Click Here to Login

Developed by Wl{’BiO AR gw-.BIW

ot - I

2. Enter the User name (Full name of the user with which the earlier user was created) in the “User

Name” text box. Then enter the “UserID” provided by the application at the time of registration.

3. After entering the details click “Get Login Mail” button as shown below
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Forgot Email : * Indicates mandatory field.

User Mame:
(Full name the user

registered with)

Click Here to Login

4. Then the corresponding login Email 1d appears as shown below

Forgot Email : * Indicates mandatory field.

User Name:

registered with)

User ID: 140

Get Login Mail

(YGUI’ Login Email id |s: saraswathi.nimmaraju@gvkbio.comj
Click Here to Login

5. User can access the application using the retrieved Login Email

6. If user enters incorrect User ID in the “User ID” text box and clicks “Get Login Mail” button

then the application prompts the below message

EuPFi J’éT P dotabase usptt

Databsse of safety and toaichty of exciplemts. Lrinnd Ntazsa
for pacdiatrics

Forgot Email : * Indicates mandalory Held

ar Mame
| name the user Saraswathi
o with)

I Your Login Email id 1s: Mot Found, Please Enter The Correct Drata. I
TIicE, Beie 1o Lo

%

Deveioped by GUI BIO GoSI GoBIOM
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Stating that “Your Login Email id is not Found, Please Enter the Correct Data”.
7. To avoid this message it’s recommended to save the “User ID” after registration as a new user.

2.5 Regular User

STEP provides a new option for the regular user who ever are visited more than 25 times can provide

Feedback on the application using feedback form

Whenever user logins into the application more than 25times then for the next time feedback appears as

shown below

EU.‘ Fﬂ {”’{ST P datakase usz:fi

Database of safety and toxicity of excipients Unlied States M
for paediatrics ol
£ admin@gukbio.com Logout
FeedBack Form :
sl Mo, Question Answer
1 How da yau know aboutthis site?
2 15 itusefl for you?

Submit Reset | syip This Page

Developed by cvk'eio ﬁ’STf\R GUBIOM
User is recommended to fill the feedback form with the relevant information then a message box

appears as an acknowledgement for submitting the feedback as shown below

Windows Internet Explorer §|

?l') Thanks For Submitking Your FeedBack,
-

[ ok | [ Cancel
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Then click “Ok” on the message box then “Basic Search” page appears

If user is not interested in filling the form then can skip this page using “Skip This Page” link as shown
below

ﬁ lj ﬁF j ATEP database wusé / i

4 Sracasenow o,
Database of safety and toxicity of excipients

for paediatrics
FeedBack Form :
Sl No. Question Answer
1 How do you know about this site? |
2 |5 ituseful for you? |

Skip This Page

1
Developedty  GUK'BIO GESTAR GoBIoM

ot L

Then this Feedback Form page gets skipped and “Basic Search Page” appears as shown below

Search by Excipient

Bxcipient Name 't * Please enter minimum of 3
- Select — - characters to populate
Aspartame = suggestions.
g:ﬁ:zttnarz:.ldm chloride Plaase usa “Cirl” + "Mousa click” to
Benzyl alcohol 4 select multiple values,

Plaase use  + " icon to opan
lection di bao:
CAS Registry Number |+ = il toee
= Prograssive search will be based

- Select - e and filtered on the values already
tgfgfg E sslected in dropdowns.
1318-77-3
16731-55-23 =

Symonyms | ¥

(As perthe Handbook of Excipients}
- Select - A

1 winyl 2 pyrrelidinans pelymer m
1,2-Benzenedicarboxylic acid, dimethy| ester
1,2-Diethyl phthalate

1,2-propanedicl o

Function |14
- 32'5’1 7 -~
Adsorbent

Antimicrobial preservative
Coating agent
Canfectionery base ¥

Submit |

|| Advanced Search
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When user skips the “Feedback Form” and continues the work and logged out of the application
and login to the application again then again this Feedback Form page appears.

Until unless user fills the Feedback Form this “Feedback Form” will appear for every login

It’s recommendable to fill the “Feedback Form” to avoid the above circumstances

Website links

In the STEP application user can access the related websites using the icons in the page throughout the

application. When user clicks required logo then the corresponding website appears as shown below

5 N : e 2l
E ; F I RO s, e [ladii us
Uk A\

e '“W=I.|.-EU?FE_

Excipient Name Eutapean Pasdiatric Fomuiationintistive

lection dialog box.
CAS Registry Number selection dialog box.

© Fle Edt View Favorkes Tods Help ks ®

o % & ‘éj:'ﬁwgmmém _ AR R @Tuuls-v_»

.I

‘BascSearh | AdancedSea | Log

* Please enter minimum of 3
characters to populate
suggestions.

Please use "Chrl” + "Mouse click” to
seloct multiple values.

Please use " + " icon Lo open
Progressive search will be based

and filtered on the values already
v selected in dropdowns.

[
e

3 @ e . -
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3 SESSION EXPIRATION

If the user keeps the application idle for more than 30minutes then the session automatically gets
expired and displays the below message.

Eu i‘f‘f i JQTEP database Méé]

Database of safety and toxicity of excipients
for paediatrics

Session Expired:

click Here to login.

Developed by GvK'EI0 GISTAR gf‘.B.!w

ont - =TT

To login to the application click “Here” link which automatically opens the application’s login page.

I'm an Existing Eupfi User ) | User Guide

Eorgot Login Email

New User - Register NoW (Why Registration?) Revision Date: 08/25/201

112

EUPFI DATABASE END-USER LICENSE AGREEMENT

v the United Kingdom Laws, without giving effect to principles of ]

o S T ol e N Pt |
e courts sithing in Lendon, United

[ rve read the Disclaimer and accapted the Terms & Conditions

Liser Ham«a * Organization

Email Address Confirm Email Address *
At

Contact Country

Mumber .

L | * Indicates mandatory feld
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4  LOGOUT

Inorder to logout of the application user can use Logout link in the right top corner as shown below

.Ewli‘..f.Ei ATLP database u._s_

Mdnhnimﬁrdm

Exciplent Hame [ 1+ * Dlease enter minimum of 3
.- Gelect - A characters to populate
Aspartame =T suggestions.
Zenzalkenium chioride i Plaase use "Ciel" + “Mousa click” to
Benzoic acid select multiple values,
Senzyl alcohal v
Please use " ¢+ " icon o open
CAS Registry Number [ |+ fip
search will be based
- Gelect - Al and filtered on the values already
100-51-6 = salocted in dropdowns.
131-11-3
1318.77-3
16731-55-8 .|

Then the application logouts and navigates to the below page

EuPFi ATLP dotobase US@

mam and toxlcity of excipients Uniteltates

You're logged out of "Euphi®

Click here to "Login®

-
' GVK'E0 SISAR GoBIOM

If user desires to login to the application can click “Login” link as shown below
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EyPFi STUP datobase us /1 |

[ T T
Database of safety and toxicity of excipients
for pasdiatrics itiative

Logout

Yau'rs logged out of Euphi’

Click here to| Login

Delopedty  GUK'BIO GIST/R G BIOM

Then the login page appears as shown below

I'm an Existing Euvpfi User R | user Guide |

e r 0 1

ogin Email

New User - Register Now (Why Registration?) Revision Dale: D6/25/2012

EUPFI DATABASE END-USER LICENSE AGREEMENT

& This End User License Agreement shall be governed by the United Kingdom Laws, wathout giving effect to prnciples of -~
conflict of laws. You hereby consent to the sxclusive jurisdiction and venue of the courts sithing in Londan, United ..
Kingdom to resalve any disputes ansing under this End User License Agrasment.

& This End User License Agreement contans the complete agreement between the parties with respedt 1o the subject
matter Rereof, and superzedes all pr 1Sous agreaments or understand & whether aral or written.

You agree that any v ing or addsti ned in any purchase order or other written notification or
document issuesd by you in relat o The OMLINE STEFP DATABASE licensed hereunder shall be of no affect. The failure
or delay of EuBF] to exarcise any of its nghts under this End User License Agreement or upon any breach of this End |

[J rve read the Disclaimer and accepted the Terms & Conditions

Liser MName * Organization
Emall address * Confirm Email Address *

Lontac Country
Mumber :
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5 BASIC SEARCH

Login to the application with valid user credentials as shown below

E 5 ?Fi MéT"P database us Z | i

Database of safety and toxicity of excipients. Mtk B atas:
for paediatrics

BT TR s LAt

I'm an Existing Eupfi User '_}J “|- User GUide:,"

L1 L= BTl s araswathi nimmarajui@ gvkbio.com |

Forgot Login Email

New User - Register Now (Why Reqistration?) Revision Date: 06/25/2012

EUPFI DATABASE END-USER LICENSE AGREEMENT

® This End User License Agreement shall be governed by the Unite Kingdom laws, without giving effect to principles of
conflict of [aws. You hereby consent to the exclusive jurisdiction and wvenue of the courts sitting in London, United
Kingdom to resolve any digsputes arising under this End User License Agreement.

>

& This End User License Agresment contains the complete agreement between the parties with respect to the subject
matter hereof, and supersedes all prior or contemporanecus agreements or understandings, whether oral or written.
You agree that any varying or additional terms contained in an
document issued by vou in relation to The GMLINE STEFP DATABASE licensed hersunder shall be of no effect. The failure
or delay of EUPFI to exercise any of its rights under this End User License Agreement or upon any breach of this End |

purchase order or other written notification or

_ | I've read the Disclaimer and accepted the Terms & Conditions

Then click “Login” button, application navigates user to “Search” page as shown below

Search by Excipient
Excipient Name ! - * Please enter minimum of 3
oy = characters to populate
Aspartame suggestions.
g::za:\mmil.;m chloride Plaasa use "Ci" + "Mouse click” to
Beni:lcﬂlaccohni i | select multiple values,
Pleasa uss ' + " icon to opan
lecthan di box.
CAS Reglistry Mumbear | l + & n dialog box
e = Progressive search will be based
o el = | and filtered on the values already
:gg'?i'g = selected in dropdowns.
1319-77-3
.:-571'_--55-8 !
Synonyms g
(&5 perthe Handbook of Excipients} - |
— Select — A
1 vinyl 2 pyrrolidinone pelymer =
1,2-Benzenedicarboxylic acd, dimethyl ester |
1,2-Diethyl phthalate
{1,2-propanedicl ')
Function |+
- Select - ~
Adsorbent =)
Antimicrobial preservative |
Coating agent
Confectionery base e
st | RO agianceq sexrn
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In the STEP application by default “Basic Search” page appears wherein user is allowed to select the
required data and can view the results.

Search page provides results based on “Excipient Name, CAS Registry Number, Synonyms and

Function.”

5.1 Search by Excipient

Excipients in medicines are ingredients other than the active drug that are essential for their
manufacture, stability and function. Superlatively, an excipient is pharmacologically inactive, non-
toxic, and does not interact with the active ingredients or other excipients. However, in practice few

excipients meet these criteria.
5.1.1 Excipient Name
STEP endow with Excipient based search functionality for the end users to attain relevant results.

In the “Basic Search” page user can select the required excipient name from the “Excipient Name” drop

down as shown below

Search by Excipient
sala & tﬁ_. y ohal
E‘\'Iplllﬂrlalnl -nz‘llalc:\hc' s ull‘.'SBE enter minimum U'3
-- Zelegt - A characters to populate
Aspartame suggestions,
?:F;E::J:’;ﬂ chlaride Please use "(id" + "Mouwse click” to
e select multiple values.
Benzyl alcohol b
Please use " + "icon to open
CAS Registry Number selaction dialog box,
1o Registry
TR Progressive search will be based

and filtered on the values already
selected in dropdowns.

Symenyms
(A5 per the Handbook of Excipients)

A
hydrexymethylbenzene
phenmethylel
phenylcarbinel b i
Funclion
|-~ Select - A
Adsorbent
ntimicrobial preservative
| & g agent
Confectionery baze =

l Reset | Advanced Search

Basic Search Page | 22



Eu - USPFI User Guide
5.1.1.1 Multiple Excipient selection

To add more than one excipient user can use “CTRL” button and then select the excipients from the

drop down either continuously or randomly as shown below

Search by Excipient
Excipient Name Eenzalkon iurn chionda||Banzaic acid||Banzyl alco'ﬂl + » Plaass enter minmum of 3
-+ Select == Pl characters to populate
[FA - = ' suggestions.
Please use "CiH" + "Mouse dick” to
1 select multiple values.
= Please use " + " icon to open
: - lection dialog box.
CAS Registry Number [ ¥ = falog bax
g e Progressive search will be based
!100'51'5 and filtered on the values already
‘ gggﬁ 515 selected in dropdowns.
Smonyms | "
(As per the Handbook of Excipients} - -
[&lkyldimethyloenzylammanium chloride Al
|Benzalkanii chloridum =
Benzalkenium
alpha hydroxyicluene
berzenscarboxylic acid |
Function +
- Select - Al
Adsorbent =
Antimicrobial preservative
Coating agent
Cenfectionery base ||

[oom 1RO s

Search by Excipient
Exciplent Name {!Asearrame Benzoic acid ] I B e e
-~ Selact - ~ characters to populats
= suggestions.
| Eenzalkonium chloride Please use "Ctel” + "Mousa click” to
|Banzyl alcohal o mraitiphe vakes,
Please use " + "icon to open
ction di i
CAS Reagistry Number + B bR diaton oy
55-85-0 i Progressive search will be based
and filtered on the values already
selected in dropdowns.
Synonyms [ +
{45 per the Handbook of Excipients) 1
| berzenecarboxylic acid
|benzoate
| berzoylate
| carboxybenzene
|
Function +
|- Select - ~
| Adeorbent =
| Antimicrobial preservative
!C oating agent
|Confectionery base e

[sooe |80 smancedseams
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Based on the selected “Excipient Name” data in the “CAS Registry Number, Synonyms and Function”
appears. User can use the “+” symbol placed besides the “Excipient Name” textbox to select multiple

excipients randomly.

In the basic search page user only has the privilege of selecting “Excipients” of one category at a time
but there is an another option of selecting multiple category related excipients at a time using “+”

symbol.

When user clicks “+” symbol besides the “Excipient Name” text box then the below pop up window

appears

/= Select Multiple Excipients - Microsoft Internet Explorer provided by GVK BIOSCIENCES E||E|E|

| http:f172.21.0.54:8088/Eupfi_1207_179/getMultipleExcipient. jspiselectedCasMums=&selectedSyn= g |

Excipient Wame
| |

* Please enter minimmum of three characters.

Aspartame A~
Benzalkonium chloride =
Benzoic acid

Benzyl alcohol
Butyl Paraben

|£

2 Done EB @ Internet H 00w v

In the Basic Search if user enters required excipient name in the “Excipient Name” text box

Example: “Ben” then only the relevant excipient appears in the drop down as shown below
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/> Select Multiple Excipients - Microsoft Internet Explorer provided by GYK BIOSCIENCES
@ httpsff172.21.0,54: 8088 Eupfi_1207_179/aetMultipleExcipient. jsprselectedCashums=&selected3yvn= w

Excipient Name

(b=r3 |

* Please enter minimmum of three characters.

enzalkonium chlaride
Benzoic acid

Eenzyl alcohal

odium benzoate

i Done L& €D Internet & 100% v

Then user is allowed to select the required excipient from the list and can click “>" button then the
selected excipient name appears in the empty text box as shown below to

/= Select Multiple Excipients - Microsoft Internet Explorer provided by GVK BIOSCIENCES

@ httpeff172.21.0.54: 8085 /Eupfi_1207_179/getMultipleE xcipient . jsp?selectedCashums=&selectedSyn= hd

Excipient Wame

benz |

* Please enter minimum of three characters.

Benzalkanium chloride Benzyl alcohol )

Benzoic acid
Sodium benzoate

II

&
-

A | Done L8 & Internet L 00% -
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If user needs to select any other excipient from another category can again enter the excipient name
then the relevant excipients list appears as shown below

/= Select Multiple Excipients - Microsoft Internet Explorer provided by GVK BIOSCIENCES
@ http: /172, 21.0.54: 8088 /Eupfi_1207_179/getMultipleExcipient. jsp?selectedCasMums=&selectedSyn= b

| Excipient Name

(ero) |

* Pleass enter minimmumn of three characters.

Propyl paraben Benzyl alcohol
Propylene glycol

IL. Dane [@ € mternet H100% v

Then user can select the required excipient from the list and click “>” button to add it then it appears

along with the earlier selected excipient as shown below

/= Select Multiple Excipients - Microsoft Internet Explorer provided by GVK BIOSCIENCES
I@ http:ff172.21.0.54: 8088 Eupfi_1 207 _179/getMultipleExcipient . jsp?selectedCasMums=&selectedsvn= w

Excipient Name

pro |
* Please enter minitmum of three characters.

Fropyl paraben enzyl alcohol
> Propylene ghycol

Bl

OK

/4| Done [3 &0 Internet HoA00%, v

Basic Search Page | 26



Eu - US PFI

User Guide

Click “Ok” button then the selected search criteria appears in the “Basic Search” page as shown below

Search by Excipient

Exciplent Name

CAS Realstry Mumber

Synonyms

Function

{As per the Handbook of Excipients)

i Polyethylene glycol A
| Folyvinylpyrrolidone
| Potassium metabisulphite

nzyl alcohol]]

L2

1100-51-6

talpha hydroxyicluene A
‘kenzylic alcohol
I:I'.vdroxym ethylbenzene
' phenmethylal
ipherylcarbins!

| %

|-~ Selmct --
| Adsorbent
|Antimicrobial preservative
i Coating agent !
| Confectionary base L

[ e

3 ich

* Please enter minimum of 3
characters to populate
suggestions.

Please use "Ctrd"” + "Mouse click” to
salect multiple values.

Please use " + " icon to open

salection dialog box.

Progressive search will be based
and filtered on the values already
selected in dropdowns.

User can select “CAS Registry Number and Synonyms” also along with the selected “Excipient Name”

to retrieve the results as shown below

Search by Excipient

Evcipient Name

CAS Registry Number

Synonyms
(A5 per the Handbook of Excipients)

Fundciion

Benzyl alcahol|Propylene glycal +

Falyethylene glycol A
Pobyvinylpyrrolidone

Potassium mezabisulphite

P | paraban

alpha hydroxytoluene Al
benzylic alcohol =
hydroxymathylbenzens
phenmethylel

phenylcarbinal i

-« Selact -
Adsorbent
Antimicrobial preservative
Coating agent
Confectionery base i}

=

Advanced Search

* Please anter minimum of 2
characters ko populate
suggestions,

Please use "Clrl” 4 "Mouse click” to
salect multipla valuas.

Please uze ” + " icon to open

selection dialog box.

Progressive search will be based
and filterad on the valuas already
selected in dropdowns.

Basic Search
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Then click “Submit” button to retrieve the search results considering the search criteria.

Search Results Tolal References 25 Record 1 of4
Excipeent Navigasion
o Excipsent Chem ID
Excipient Chemicad Hame: Bercd aoohol
(CAS Registry Number: 100-51-5

& Extiplent CategoryFunction :
* Prarmacoposial Stabus

* Reguiatory Stabus.

* Sinonyms

* moepdable Daly Intaie

* Revsion Date

HonCinical Data  InvitpDala:  RegquisioryReference  Reviews

how Hide Clinical Columns =

Excipient Mame Study Type e Route Of Exposure Or Administration | Dd

=i Banzyl Alccihel Tonocolanatcs Unspecfiad Unspeofied Ungpecified Urspecified Cral

n Banzyl Abcche Agute Teodty ddolegoent Childen  5-13 Teus FM Cra

But here based on the selected “Excipient Name” the “CAS Registry Number and Synonyms” gets
progressively filtered. User is allowed to select the combination of the “CAS Registry Number” and
“Synonyms”.

Note:

» Based on the selected “Excipient Name” remaining data in the “CAS Registry Number”,

“Synonyms” appears

» When user selects “Excipient Name” and “CAS Registry Number” then based on both those
values data in the “Synonyms” appears

» The above functionality is applicable when user selects any of the value among “Excipient

Name, CAS Registry Number, Synonyms” based on that remaining data appears. If user selects
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any other value in addition to the initially selected one then considering both those values

remaining data appears

5.1.2 CAS Registry Number

CAS Registry Number is a numeric designation assigned by the “Chemical Abstracts Service” of the
American Chemical Society that uniquely identifies a specific chemical compound, regardless of the
name or nomenclature system used.

Example:

57-55-6 for propylene glycol) only a single excipient may be associated with a single CAS registry
number

The privilege of selecting the required CAS numbers using the CAS Registry number is also facilitated.
When user selects CAS registry number using “CAS Registry Number” then based on that selected

CAS Registry Number remaining data in the “Excipient Name, Synonyms” appears as shown below

Basic Search before selecting the CAS Reqgistry Number

Search by Excipient

Exciplent Name

¥ flease enter minimum of 3

characters to populate

-~ Sglect -- A :
Aspartame suggestions.
E?::-alf?tlam chloride Please use "Ctel” + "Mouse dick” to
Ee aci : i
i select multiple values,
Benzyl alcohal ¥ =
Please use " + " icon to opan
. . slection dialog box.
CAS Registry Number e ;
Prograssive search will be based
A and filtered on the values already
selected in dropdowns,
v
Synonyms
(As per tha Handboak of Excipients)
Sele A
fir rrolidinang polymer
1/ edicarbaxylic acid, dimethyl ester
1,2-Diethyl phthalate
1,2-propanedio ¥
Function
-~ Select — L
Adsorbent
Antimicrobial presarvative
Coating agent
Confectionery base bui

- .
koot Res& | duanced Search
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Basic Search after selecting the CAS Reqgistry Number

Search by Excipient

Excipient Mame

CAS Registry Humber

Synonyms
{4z perthe Handbook of Excipiants)

Function

Benzyl alcohaol

alpha hydraxytoluens A
benzylic alcohal

hydroxymethylbenzene

phenmethylal

phenylcarbinal b

|
-- Gelect -- A
Adsorbent

Antimicrobial preservative
Coating agent
Confecticnery base

._ Resst | Advanced Search

* Please entar minimum of 3
characters to populate
suggestions.

Please use "Ciel" + "Mouse cliek” to
select multiple values.

Please use " + " icon to open
selaction dialog box.

Progressive search will be based
and filterad on the values already
selected in dropdowns.

Note: Although user selects required CAS Registry Number value after selecting the Excipient Name

but the data in the search results appears considering not only with the selected CAS Registry Number

but also with all the other CAS Registry Numbers that are related to the selected Excipient Name

Search by Excipient

Exciplent Name

CAS Registry Number

Synonyms

(4= per the Handbook of Excipients)

Function

Basic Search

Benzyl alcohal

ﬁ

[|alpha hydrexytoluene A
|[Benzylic aleshal

hydroxymethylbenzene

{[phenmethylol

\lphenylcarbinol =

icrobial praservative
{|Coating agent
| Cenfectionery base ¥

[Lsoms [0 sances semc

* Please enter minimum of 3
characters to populate
Fuggestions.

Ploase usae "Ctrl" + "Mouse click™ to
select multiple values.

Please usa = + " icon to opan
selaction dialog box.

Progressive search will be based

and filtered on the values slready
A P Ay
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Example: In the above scenario user selected Excipient Names as “Benzyl alcohol” and CAS Registry
Number as “100-51-6" and clicks submit. Search Results page displays the results that are related to
“Benzyl alcohol” along with CAS Registry Number “100-51-6" as shown below

Search Results Total References: 25 Record 1 of1

Excipient Navigation
mation  Excipient Chem ID

Excipient Chemical Name: Banzyl aicohol
CAS Reqistry Humber: 100-51-6

[*! Excipient CategorgFunction :

[#] Pharmacopoeial Status:

[*] Regulatory Status:

B gymanyms.

[l Acceptable Dally Intake:
¥ Revlsion Date

MonClinical Data  imdtro Data  Reguistory Reference  Revews

Show/Hide Clinical Columns *
= Rl - 5 A ] =] ¥ vt =7 .'"
] v vl vil 4 || | | v ! i ||

36 Benzyl Aleahal Toxicokinatics Infant 1 es FM Oral

41 Benzyl Alcohel Toxicokinetics Unspecified Unspecified Unspecified Unspecified Oral 5C

5.1.3 Synonyms

Synonyms includes other chemical names, trade names, common or general names, foreign language
names (with the language in parentheses), or codes. Only the key synonyms would be displayed and for
details it would be linked to other source

Example: Chem ID Plus

The privilege of selecting the required synonyms using the Synonyms is also facilitated. When user
selects synonyms using “Synonyms” then based on that selected synonyms remaining data in the

“Excipient Name, CAS Registry Number” appears as shown below
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Basic Search page before selecting the Synonyms

Search by Excipient

i lama
Exclpient Nama . * Please entar minimum of 3
characters to populate

.- Selegt - A
Aspartame suggestions.
E?rizlf?n'“‘am e Plaase use "Cel” + "Moise click” to
E&nzoic at I R
select multiple values.
Benzyl aleshal ¥ e
Please usa " + " icon to open
2 selection dialog box.
CAZ Registry Number
Prograssive search will be based
5 and filterad on the values already
selected in dropdowns.
v
Simonms
4z per the Handbook of Exclplents)
Select A
1 vinyl 2 pyrrolidinone palymer
1,2-Banzenedicarbouylic acid, dimethy| ester
1,2-Duethyl phthalate
1 2-propanedial hi
Function
.- Gelect - A
Adsorbent
Aptimicrobial preservative
Coating agent
Confectionery base ¥

somt | SRR Adianced Search

Basic Search page after selecting the Synonyms

After selecting the entire required values click “Submit” button then the search results page appears as

shown below

Example: Excipient Name “Benzyl alcohol”, CAS Registry Number “100-51-6", Synonyms “Benzylic

alcohol” then click “Submit” as shown below
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Search by Excipient
Exciplent Name (Benzy! alcohol B s T * Please enter minimum of 3
— Select - A characters to populate
Aspartame = suggestions.
:erza!kuT{Qm chloride Please use "Cirl” + "Mouse click” to
B:::S;:a?c‘;hcl ¥ select multiple values.
— Please use " 4 " icon to open
G :
A% Registy Number qul-ﬁ J |+ selaction dialog box
e act : Progressive search will be based
= eren; = A and filtarad on the values alraady
}EE; :'g = selected in dropdowns.
1318-77-3
16731-55-8 &
Smonms lﬁenzviic alcoho I'] |+
(Ag per the Handbaok of Excipients) - —"
= Gelect -

Function

1 vinyl 2 pyrrolidinone polymer
1,2-Benzenadicarboxylic aod, dimethyl ester
1,2-Digthyl phthalate

1,2-propanedicl

—Salact =

Adsorbent

Antirmicrobial preservative
Coating agent

| Canfectionery base

L[>

Search Results page appears considering the search criteria as shown below

Search Results

Excipient Chemical Hame:
CAS Registry Humber:

[ Excipient CategoryFunction :
¥ Pharmacoposial Status.

¥ Regulatory Status:

# Bynonyms:

¥ Acceptable Daily intake:

* Revision Date:

General information  Excipient Chem [0

Total References: 25

Benzyl alcohal
100-51-8

Record 1 of1

Excipient Navigation

how/Hide Clinical Columns =
36 2enzyl Alcohal Toxicokinetics Infant 1 Year FM Oral 34
41 Benzyl Alcchal Toxicokinetics Unspecified Lnspecified Unspecifizd Unspecified Cral 5
f1 Benzyl Alcohol Acute Toxicty Adolescent,Children | 5-13; Years F.M Oral 3
=1, g

Basic Search
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6 ADVANCED SEARCH

Advanced Search supports user in selecting the search criteria in an easy manner. User can access the

“Advanced Search” page either from the "Advanced Search” link in the main menu bar or from the

“Advanced Search” link in the “Basic Search” page at the bottom as shown below

Search by Excipient
ExcplentName J ¥ ¥ Please anter minimum of 3
« Salagt - A characters to populate
Aspartame = suggestions.
g:::g!tﬂal':;m chloide Pleasa use "Cirl” + "Mouse click” to
: select multiple values,
Benzyl alcohel ¥
Please use " + " icon to opan
lection dialog box,
CAS Realstry Number |+ selection dialog box
Seled = 7 Prograssive search will be based
Pl & and filterad on the values already
ig??ig = selected in dropdowns,
1318-77-3
16731-55-8 ¥
Synonyms | 15
(A5 perthe Handbook of Excipients)

-+ Galagt - A
1 vinyl 2 pyrrolidingne palymer
1,2-Benzenedicarbowylic acd, dimethyl ester
1,2-Digthyl phthalate

1,2-propanedial ¥
Function Y

- Salect = A

Adsorbent E

Ar*nmicrobral preservative
Coating agent
Confectionary bace ¥

‘ Sugt eel | (1 sanced Search

On clicking “Advanced Search” link either from main menu bar or from the basic search page the

below “Advanced Search” page appears
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e s Pl Non Clinical Data

Search For Excipients

Organ / Sistem

Eu - US PFI

Contng agent

[T
OmeIonery Dase

Immane Sysem
Nasal mucosa

M, 5,
reajres
el LEVRY

Regpratory

User Guide

patic Span

Ueviloped b EW"'

Advanced Search

GISTAR G BIOM
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Advanced Search facilitates user to select the search criteria based on the below aspects
v Clinical Data
v" Non- Clinical Data

6.1 Clinical Data

STEP application provides the data of the excipients based on the various aspects one among them is
the Clinical Data. This provides complete optional environment depending on the “Clinical Data”

attributes.
Clinical Data attributes listed in the STEP database under “Advanced Search” are
1. Search for Excipients
v' Study Types
v' Age Category
v" Route of Exposure/Administration
v" Function
2. Search by Effect
v Organ/System

6.1.1 Search for Excipients

Search for Excipients includes all the data related to the excipient related to the Study Types, Age
Category, Route of Exposure/Administration and Function. Based on the data selected under the above

categories then relevant Excipients and its related data appears in the search results.

“Study Types” provides the nature of investigations like randomized controlled, cohort, case studies

etc. Depending on the Study Type selected the results page data appears.
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Search For Excipients

Study Types

Age Category

Route of Exposure / Administration

Function

“Age Category” indicates is classified as per ICH classification (CPMP/ICH/2711/99).Based on the age

Eu - US PFI User Guide

-- Select -- el
Adolescent =
Adolescents, adults |

[ 2dult
|Aadults =

Cral |
intranasal W
intraocular |
occular =

-- Select -- |
Adzorbent =i

[ Coating agent

Antimicrobial preservative i

Confectionery base o |

category the relevant group name in indicated here a few group names are

v Adolescents (12 to 16-18 years; dependent on the region)

v Adults

v" Children (2 to 11 years)
v" Infants

v" Pre-school Children
v" School Children

v Unspecified

Advanced Search
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All the above appears in the “Age Category” drop down based on the selected “Age Category”
corresponding excipients and the data appears in the search results page.

Clinical Data Mon Clinical Data

Search For Excipients
Py
Study Types | Acute toxicity E
:Chmnic toxici
;Dermal toxicity bl
[[zdolezcent ~
Adolezcents, adults
Age Category i-;-\dult i
{[Adults
| Children )|
= -- Select -- ~ i
iCutanEDus =
Foute of Exposure / Administration |Dermal (Closed patch) A
:I'-_.Ir
i_.I_ljhaIatiDn -]
[[-- select -- -
Ad=orbent =
Function Antimicrobial preservative
Coating agent
i Confectionery base i |

“Route of Exposure/Administration” indicates the part of the body through or into which, or the way in

which, the excipient is introduced.

Example: Cutaneous, IV, Oral, Inhalation, Dermal, Implantation, Parenteral, Topical, Ocular, rectal,

Intranasal.

Considering the selected Route of Exposure/Administration values the search results appears
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Clinical Data MNon Clinical Data

Search For Excipients

-- Select --

[*

Acute toxicity
Chronic toxici
Drermal toacicity

Study Types

|4

[=dolescent
Adolescents, adults
Age Category Adult
Adults

i |

|[-- select -- -~
l(RCILItE of Exposure .l'.-'l'xl:ll‘l"lil'listratil:lr‘l] Drermal (Closed patch) i
I
Inhalaticn B
Dizsper=sing agent o~
Diry powder inhaler carrier —
Function Emul=ifying agent B
Film-forming agent
Cintment base B

Functional Data helps to provide the information which is neither Clinical nor Preclinical data. It
facilitates user to access the data based on the function values as shown below

Clinical Data Mon Clinical Data

Search For Excipients

-- Select --
Acute exposure
Acute toxicity
Chronic toxici

|

Study Types

Dermal toxicity v

Adolezcent s

Adolescents, adults =
Age Category | Agu:t i

|l Adults

|

Route of Exposure ! Administration

Dermal {(Closed patch)
W

[ Inhalaticn ot

|l-- Select --

Ad=sorbent

Antimicrobial preservative
| Coating agent
| Confectionery base ot
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6.1.2 Search by Effect

“Effect” is any undesired action or effect of an excipient it includes the “System/Organ” information on

which the effect occurred.

Indicates on which organ or system the effects are observed

Search by Effect

-~
Crgan ! System [Mazal mucosa ]
|Qral cawity
|Respiratory | |
I it || e |Easic: Search

Based on the selected data under “Search by Excipients” and “Search by Effect” the search results

appears

Advanced Search

(oIS EIZI  Non Clinical Data

Search For Excipients

Study Types

Acute toxicity
Chronic toxicity

Dermal toxicity ™
-- Select -- ~
Adolescent

Age Category Adolescents, adults
Adult
Adults (M
-- Select -- A~
Cutaneous

Route of Exposure / Administration Dermal (Closed patch)
At
Inhalation (M
-- Select -- A
Adsorbent

Function Antimicrobial preservative
Coating agent
Confectionery base ™

Search by Effect

-- Select -- -
Immune System
QOrgan / System Nasal mucosa
Gral cavity
Respiratory b

Submit Basic Search

19

Developed by GVK'BIO ZSTAR  GUBIOM
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Then the total number of excipients existing for the given search criteria are more than one then it
appears as shown below

aatabavr of bty sl Spmaiy of peigensy
b bt

EuPFi Jsr- P datobase géﬁ

Excipient(s) [ntermediate Page :

Humber of Excipeent found 2

O
[CIBenzat snmem criznda
CIBeniei acd

Subme

Dealopedty  GUI0EID) G'ST"R G EIOM

User can select more than one excipient using the check boxes and click “Submit” button as shown
below

Number of Excipient found:2

Henzalkanium chloride
Henzoic acid
Submit

Then the Search Results page appears displaying the relevant excipient data as shown below
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Search Results Total Referances: M Racord 1 of 2

Excipient Navigation

Generdl lnformation - Exciplent them 1D 1 G0 | gFist €Pravious 3Na

Excipient Chemical Hame: Benzalkonium chioride
CAS Reqgistry Humber. 8001-54-5

¥ Excipiant Categary/Function
[l Phamacoposial Status:

¥ Requlatory Sfatus;

[ 8ynonyms:

¥l Accaptable Daly Intake:

¥ Revigion Date:

NonClinical Data o Data  Reguiatory Reference  Reviaws

rLast

Show Hide Clinical Columns #

Ref ID Ercrpwnt Name Rtud»,r Ty'pe Age Category Age Units Route Of Exposure Or Administration | Dq

I:IEIEEE:IEIZE

Benzalkonium Atute Exposure Unspacified Unspecified Unspecified Unspacified Intranasal
Chignge

User can navigate in between the excipients to view the resultant data using “<First <Previous> Next

>Last” navigation links

6.2 Non-Clinical Data

STEP application provides the data of the excipients based on the various aspects one among them is
the Non-Clinical Data. This provides complete optional environment depending on the “Non-Clinical

Data” attributes.
Below are the Non-Clinical Data attributes
1. Search by Excipients
e Study Type
e Species

e Age Category
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¢ Route of Exposure/Administration

e Function
2. Search by Effect

v Organ/System

6.2.1 Search by Excipient

Search by Excipients includes all the data related to the excipient related to the Study Types, Species,

Age and Route of Exposure/Administration. Based on the data selected under the above categories then

relevant Excipients and its related data appears in the search results.

Study Type helps in providing the nature of investigations like Acute Toxicity, Experimental Animal

Study, Eye Irritation, Ocular Toxicity etc;

Search For Excipients:

Study Type

Species

Age Category

Route of Exposure / Administration

Function

Advanced Search

Clinical Data MNon Clinical Data

| Chronic toxicity
Experimental animal study

Immunotoxicity
I Imunotoxicity

|-- Select --
Ciogs

Mice
Rabbit
|Rabit

|-- select --
Adult
Adults
Juwenille
uwinille

-- Select --
Inhalation
Intravenous
Intravencus infusion
| Cral

Film-forming agent
intment base

Sweetening agent

Tablet and cap=sule lubricant
lantimicrobial agent
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Species indicates the animal species used in the experiment.
Example: rabbit, rat, sheep, cat, cattle, dog, gerbil, guinea pig, hamster, monkey, mouse, pig and other

Clinical Data Mon Clinical Data

Search For Excipients

Eve irritation ~
Immunotoxicity =
Study Type Imunotoxicity
Meurotoxicity
_\Ccular taxicity it
Rat A~
Rats 7
chicks i
|ldeg 8|
-- Select -- -~
Adult =
Age Category Adults
Juvenille
Juwinille e |
-- Select -- P
Inhalation =
Route of Exposure / Administration Intravenous
Intravencus infusion
|Cral o8|
Film-forming agent -~
Cintment base =
Function Sweetening agent
Tablet and capsule lubricant
antimicrobial agent St

Age Category” indicates is classified as per ICH classification (CPMP/ICH/2711/99).Based on the
age category the relevant group name in indicated here a few group names are

Example: Adults, Juvenile etc;
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Clinical Data Mon Clinical Data

Search For Excipients

Ewe irritation -~
Immunotoxicity

Study Type Imunotoxicity

Meurctoxicity

Ccular toxicity Bt

Rabit -~
Rat |
Species Rats

Zebrafish |
chicks >

|-- Select -- -~

Age Category

-- Select --
Inhalation

Route of Exposure / Administration Intravencus
Intravencus infusion
Cral

L

3] |l

Film-forming agent

Cintment base

Function Sweetening agent = |
Tablet and capsule lubricant |

£

Route of Exposure/Administration indicates the part of the body through or into which, or the way in
which, the excipient is introduced.
Example: Oral, Inhalation, Dermal, Implantation, Parenteral, Topical, Ocular, rectal other.

-- Select -- A i
i Inhalation =l
Route of Expasure / Administration ] Intravenous |
f Intravenous infusion |
|Cral ol
tablet and capsule filler. Al
tablet and capsule lubricant. : I
Function tablet binder [
tablet disintegrant =l
bR aithteneat, e
Search by Effect
[-- select - Al
kidney =i
Organ / System Brain |
Cellular system
| Eonb s erie s st olefn =
S ” e ‘Elasic Search
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Functional Data helps to provide the information which is neither Clinical nor Preclinical data. It

facilitates user to access the data based on the function values as shown below

Clinical Data MNon Clinical Data

Search For Excipients

-- Select -- ~
Acute toxicity
Study Type Acute toxicity
Carcinocgenicity
| Chronic toxicity Bt |
-- Select -- -~
Dogs
Species Mice
Babbit
Rabit B
|-- Select -- -~
Adult =
Age Category Adults
Juwenille
[ Juvinille [
-- Select -- -~
Inhalation =
Route of Exposure f Administration Intravencus
Intrawvencous infusion
| Cral Bt |
-- Select — -~
Ad=orbent =
L Antimicrobial preservative
Coating agent
| Confecticnery base V_;

6.2.2 Search by Effect

Effect is any undesired action or effect of an excipient. User can view the search results based on the
effect

Indicates on which organ or system the effects are observed

Example: Kidney, Brian, Cellular System, Renal, Liver, Cardiovascular etc.

Search by Effect

Crgan ! System

Cellular system
| Central Nervous System ol |

Shiba || R |EasicSearch
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When user provides any search criteria in the “Non-Clinical Data” page and clicks “Submit” button as
shown below

Clinical Data MNon Clinical Data

Search For Excipients

== SEISCE == ~
Study Type, Acute toxicity

Carcinogenicity
Chronic texicity bt

Eal
Age Category
Juvenille
Juvinifle bl
—=Select -- .
Inhalation
Route of Exposure / Administration Intravencus
Intravenous infusion
Cral v
-- Select -- s
Adsorbant
Function Antimicrobial preservative
Coating agent
Confectionery base e

Search by Effect

== Select -- -~
Kidney
Organ / System Brain
Cellular system
Central Nervous System bt

Then “Search Results” page appears with the corresponding results. But if there are more than one

excipient exists for the given search criteria then the below page appears
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Number of Excipient found 2

O
CIPropyl paraben
|:| polysorbate 80

Submit

Developad by GvK'EIo ?is—,lg%'i G BIOM

And in the above page user is allowed to select the required excipient using the check boxes and then
click “Submit” button as shown below

MNumber of Excipient found:2

O A

] Prapyl paraben
bolysorbate 30

( soomic )

Then the “Search Results” page appears considering the selected excipient as shown below

§earch Results )

Total References: 35

General infformation  Excipient Chem ID

Excipient Chemical Name: polysorbate B
CAS Registry Humber: 9005-55-6

= Excipient CategoryFunction :
# Pharmacopoeial Status:

* Regulatory Status:

F Synonyms:

T Acceptable Daily Intake:

* Ravision Date:

Clinical Dats__Non Clinical Dats__Ivitrs Dats__ Regulator/ Referance _ Reviaws

[Show/Hide Clinical Columns &

e Study Type Ape Category Age Age Units Gende Route Of Exposure Or Administration 1‘
i3 Polysorbate 80 Infants 1--12; Weeks Unspecified v 9
¥ Polyzorbate 8O Sensitization Adolescents, Adults . 0 - >80 Years F.M Dermal (Clesed Fatch) ur
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7/ SEARCH RESULTS

Based on the search criteria given in the basic search page search results page appears. STEP provides
the Data in the search results page in a user friendly manner. Search Results page is universal when
user selects the search criteria either from “Basic Search” or from “Advanced Search”

Example: If user selects Excipient Name as “Benzyl alcohol”, CAS Registry Number as “100-51-67,

and Synonyms as “Benzylic alcohol” and clicks “Submit” button as shown below

Search by Excipient

Exclplentame Benzyl alcahal )

¥ PMaase enter minimum of 3

[ Iy haracters to populate

|-~ Selact - A s p

Lepartame suggestions,

Benzalkanium chlaride — .
-,-.:r;?ltal_lé-l s Please use "Ctrl” + "Mouse click” to

] select multiple values,

| Banzyl alcohol x A

Please use " 4+ "icon to apen
; . selection dialog bax.

CAS Repisiry Number

Progresshes search will be based
and filtered on the values already
selected in dropdowns.

b [benzyiic slcohal
(45 perthe Handbook of Excipients) Sl 00

== Select - A
|1 viryl 2 pyrrolidinone polymer
! zenedicarboxylic and, dimethyl ester

|
I

1 hyl phthalate

| 1,2-prepanedisl N

Function

|~ Select -

|Adzorbent

| Antimicrabial preservative
| Coating agent
|Confectionery base b

ik .
- REStl | ) vanced Search

Then the Search Results page appears displaying the corresponding information as shown below
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Search Results Total References: 25

senerd information  Excipient Chem ID

Excipient Chernical Hame: Benzyl alcohol
CAS Registry Humber: 100514

# Excipient CategonyFundion :
# Pharmacopoetal Status:

# Regulabory Status:

% Sinpnyms:

# Acceplabile Daily Intake:

# Revision Date:

e EFl Non ClinicalDats i Diats  RegulatoryReference  Revisws

User Guide

Record 1 of

Excipient Navigation

IShaw Hide Clinical Columas &

..
o
A

i Benzyl Alechol Tawiookinstics Unspecified

g1 Benzyl Alcohal Acite Tooaty Adolescent, Children  5-13;
& Benzyl Alcohol Arute Tomedy Adult

4

Unspacified

Years

Years

Search Results provides the result information in a categorical manner for that the information is

categorized into the below data
v General Information
v" Clinical Data
v Non Clinical Data
v" Invitro Data
v Regulatory Reference

v" Reviews

Search Results
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Among those “General Information” and “Clinical Data” information appears by default as shown

below
Search Results Tatal References: 25 Record 1 0f1
Excipient Navigation
r’_'-.'.'.'..'.'! al informanon  Excipient Chem ID
Excipient Chemical Name: Benzyl alcahol
CAS Registry Humber: 100-51-6

1 Excipient Category/Function
¥ Phanmacopoelal Status

! Regulatary Status;

B Synonyms;

i+ Acceptable Daily Intake:
[+ Revision Date:

MNon Clinical Dats  Initro Dats Regulatory Reference  Reviews
how/Hide Clinical Columns =
-
W
36 Benzyl dlcohol Toxicokinetics fant
15 Senzyl Aleahel Toxicekinetics Unspecified Unspecifisd Unspecifisd Unspecified aral 5C
-8 Senzyl Alcahal Arute Tewxicity Adolescent,Children | 5-13; Years F.H Qral B

7.1 General Information

In the “Search Results” page considering the search criteria “General Information” provides the

information about the corresponding Excipient along with the CAS Registry Number as shown below

Search Results Total References: 25 Record 1 af
Excipient Navigatio

Geperal informition  EXgiplent C

Excipient Chemical Hame: Benzyl alcahal

CAS Reqgisfry Number. 100515

¥ Excipient CategoryFunclion:

* Pharmacopasial Status:
+ Ragulatory Status:

+ Sinonyme:

| Acceptable DallyInfake
¥ Revialon Date:
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In the “General Information” along with “Excipient Chemical Name and CAS Registry Number” few
more details like “Excipient Category/Function, Pharmacopoeial Status, Regulatory Status, Synonyms,
Acceptable Daily intake, Revision Date” data is also available in “Search Results” page as shown

below in the Collapsed mode and

Search Results Total References: 25

Excipient Chem ID

Excipient Chemical Name: Benzyl alcohol
CAS Registry Number; 100-51-6

(¥ Excipient CategoryFuncion
[t Pharmacopoelal Status

[ Regulatory Status

[t Synonyms:;

¥l Azceptable Dally Intake:

\*| Revizion Date: |

Whenever user clicks [+] symbol before the fields then the corresponding data appears as shown below

Search Results Total References: 27 Record 1of 1

Excipient Navigation

General Information Excipient Chem ID

Excipient Chemical Name: Benzyl alcohol
CAS Registry Number: 100-51-6

[=1 Excipient Category/Function :

Antimicrobial preservative;disinfectant solvent.
[ Pharmacopoeial Status:

JP XV, USP32?NF2T PhEur 8.5;

= Regulatary Status:

Included in the FDA Inactive Ingredients Database (dental injections, oral capsules, solutions and tablets, tapical, and vaginal preparations). Included in parenteral and nanparenteral medicines licensed in the UK
Included in the Canadian List of Accepiable Men-medicinal Ingredients.

= Synonyms:
alpha hydraxytoluene benzylic alcohol hydroxymethylbenzene phenmethylal
phenylcarbinol phenylimethanal

[=1 Acceptable Daily Intake:

General Acceptable Daily Intake Acceptable Daily Intake for Pediatrics
0-5 ma/kg bw (19986) MIA

= Revision Date:

RIA

Note: Acceptable Daily Intake provides information of both “General Acceptable Daily Intake and

Acceptable Daily Intake for Pediatrics”

Search Results Page | 52



Eu - US PFI

Search Results Total References: 27

znecal Information  Excipient Chem 1D
Excipient Chemical Name: Benzyl alcohol
CAS Registry Humber: 100-51-8

User Guide

Record 1 o1

Excipient Navigatior

= Excipient CategoniFunction

Antimicrobial presenative disinfectant solvent
=l Phammacopoeial Status:

JP X USP32?NF27 PhEur 6.5

! Regulatory Stafus:

Included in the Canadian List of Acceptable Non-medicinal Ingredients.
= Synonyms:
alpha hydroxytoiuene benzylic alcohol

phenylcarbinol phenyimethanol

Included in the FOA Inactive Ingredients Database (dental injections, oral capsules, solutions and tablets. topical. and vaginal preparations ). Included in parenteral and nonparenteral medicines licensed in the LK.

hydroxymethyibenzens

=l Acceptable Daily Intake:

ieneral Acceptable Daily Intake
0-5 mgikg bw {1938 NA
=] Revision Date:

Acceptable Daily Intake for Pediatrics

Ni&

phenmethylol

7.2 Clinical Data

Clinical data provides complete Clinical information of the excipient that includes the below data

v RefID

v Excipient Name

v’ Study Type

v" Age Category

v Age

v Age Units

v Gender

v Route of Exposure or Administration
v Dose

v" Dose Units

v" Duration of Treatment

v" Duration Units

Search Results
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v" Frequency of Administration

v System/Organ

v’ Safety/Tolerability/Adverse Effects
v Dosage Form

v" Conclusion/Comments

v" Reference

v’ Reference Type

7.2.1 Ref ID

Ref ID accommodates the reference ID information of the selected excipient. If there is only one record

there will be no color differentiation and the page appears as shown below

Mon Clinical Data ~ Invitro Dats  Regulatory Reference  Ravigws

IShow/Hide Clinical Calumns #

RefID Excipient Name Study Type Age Lategory Age LI1'||ts Route Uf Exposure Or Jhdmmlstratlcnn

¥ Benzyl Alcghgl Toxicokinetics rfant

41 Berzyl Alcohal Toxicokinetics Unspecified Unspecified Linspecified Unspecified Oral i
gl Benzyl Aleghol Acute Texcity Adolescent Children  5-13; Yearz Fl Oral 34
85 Benzyl Alcohal Acute Touicity Aduk 18-25 Years FM Oral Ev
o — )

When user clicks “Ref ID”” value then the complete reference information appears in a separated tabular

format as shown below
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Mon Clinical Data  Invtro Data~ Regulalory Re Rayi

¥

how/Hide Clinical Columns

Senzy| Alcohol Toxicokinetics Infant

=] Benzyl Alcohol Toxicokinetics Unspecified Unspecified Unspecified Unspecified Oral a0
a1 Benzyl Alcohol Acute Toxiciky Adolescent,Children  5-13; Years F.M Oral 34
89 Benzyl Alcchel Acute Toxicity Adult 18-25 Years FM Oral is

W
{ »

Publed PHID: 6135765,

Fier L Jr, Baker GL, Stegink LD, Effect Of Aspaname Loading On Plasma And Erythrocyle Free Aming Acid Concentrations in One-Year-Oid Infants. J Nutr, 1982 Augi113(811591-8. ‘ ‘ ‘

The Reference information tabular format includes complete information about the related “Reference
ID”, “Reference” information, “Title”, “Author” , “Reference Type” and “Year” as shown above.
7.2.2 Excipient Name

Based on the search criteria the relevant “Excipient Name” appears in the “Excipient Name” column as
shown below

MonClinical Data Initro Data Regulatory Reference  Reviews

Show/Hide Clinical Columns &
[mpu‘nt Name Study Type Age Category Agc ||n|L. Route 0f Exposure Or Administration | D4

Benzyl Alcchaol Toxicokinetics Infant
41 Benzyl Alcohal Toxicakinatics Unspecified Unspecifiad Unspacifiad Unspecified Oral 5C
Bi Benzyl Aleahal Acute Toxicity Adalescent, Children | 5-13; Years F.M Oral 34
3 Benzyl Alcohol Acute Toxicity Adult 18-25 Years EM Oral 15

— v
{ ¥

Search Results Page | 55



Eu-USPFI User Guide
7.2.3 Study Type

Study Type provides the nature of investigations like randomized controlled, cohort, case studies etc in

this field considering the search criteria given the relevant “Study Type” appears in the column types as
shown below.

Mon Clinical Data Initro Data Reguiatory Reference  Reviews

how/Hide Clinical Columns ®

Excipient Name Age Category _ Age Units U‘ndcr Route Of Exposure Or Administratic -m :

Benzyl Alcohaol Toxicokinetics Infant
41 Banzy| Alcohol Toxicokinetics Unspecified Unspecified Unspecified Unspecified Oral SC
§1 Benzy| Alcghal Acute Toxicity Adolescent, Children | 5-13; Years F.M Oral i
85 Benzyl Alcghel Acute Toxicity Adult 18-25 Years F.M Oral 15

| T— v

{ 4

7.2.4 Age Category

“Age Category” indicates is classified as per ICH classification (CPMP/ICH/2711/99).Based on the age
category the relevant group name in indicated. Depending upon the search criteria the corresponding
age category information will appear under “Age Category” column

MonCiinical Data  Invitra Data  Regulatory Refersnce  Reviews

how/Hide Clinical Columns &

Ref ID | Excipient Mame |Siudy Type
I \i‘|| W |I W l

26 Benzyl &lcohol Toxicokinetics

4 Benzyl Aleahel Toxicokinetics Unspecified Unspecified Unspecified Unzpecified Qral 5C
8 Benzyl Alcohel Acute Toxicity Adolescent,Children | 5-13; Years FM QOral 3
g5 Benzy| Alcohel Acute Towcity Adult 18-35 Yzars F.M Gral 15

— ¥

4 ¥
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Age provides numerical entry for age in its corresponding column as shown below

NonClinical Data It Data ~ ReguiatoryReference  Reviews

Show/Hide Clinical Columns &

Study Type

Age Catepory

[
Age

Age Units

Eenzyl Aleghol

Toxicokinetics

Infant

Year

21 Benzyl Aleghol Toxicokinatice Unspecified Unspecified Unspecified Unspecified Oral 5C
g Benzyl Alcohol Acute Toxicity Adolescent,Children |5-13 Years FM Oral 34
as Benzyl Alcohol aAcute Toxicity Adule 18-25 Years F.M Cral

S ol
< 3

7.2.6 Age Units

Displays the unit for Age- provides in years, months etc; as shown below

ton Clinical Data

ImitroData  Requlatory Referance

Reslews

Shaw/Hide Clinical Columns &

Benzyl Aleghel

Taxicakinatics

Infant

Age Unils

Gender

4 Benzyl Alcohal Toxicokinetics Unspecified Unspecified Unspecified Unspecified Qral g
81 Benzyl Alcohol Acute Toxicity Adolescent Children  5-13; ears FM Cral 3
:H] genzyl Alcohal Acute Toxicity Adult 18-25 Years FM QOral 15

— v
¢ 5

Route Of Exposure Or Administration

7.2.7 Gender

Displays the gender based on the search criteria in the relevant column as shown below

Search Results
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Non Clinical Data  InvitoDala ~ Regulalory Reférence  Reviws

Show/Hide Clinical Columns E

Ref ID | Excipient Name Study Type Age Category Age Age Units Gender Route Of Exposure Or Administration E A

I:EII:]I:[:I | ——

Benzyl Alcohal Texicokinetics Infant 1 Year FH
21 Benzyl Aleshsl Texicokinetics Unzpecified Unspecified Unzpecified unspecified Oral 5C
a1 Benzy| Alcohal Acute Toxcity Adolescent,Children | 5-13; Years F.M Oral 3
] Benzyl Aleahal Acute Toxicity Adult 18-25 Years F.M Oral 15 3
< Sr— >

7.2.8 Route of Exposure or Administration

“Route of Exposure/Administration” indicates the part of the body through or into which, or the way in
which, the excipient is introduced will be displayed as shown below

NonClinicalDats  ImitroDala  ReguiatoryReference  Reviews

how/Hide Chinical Columns #
I-Ief 10 E-m 1p\ent Name \tudy T\"FP &gﬁ Lategory | Age Units | Gender | Route 0f Exposure Ur Administration | 1

Benzyl Alcahal Toxicoxingtics Infant Year Cral kS
4 Benzyl Alcahal Toxicokingtics Unspecified Unspecified Unspecified Unspecified Oral s
Bl Benzyl Alcohol Acute Towioty Adolescent,Chilgren | 5-13; ‘fears F.M Oral kH
B Benzyl Alcohol Acute Toxioty Adult 1825 Years FM Oral 5

% v
{ ¥
7.2.9 Dose

Dose(s) or concentration(s) tested/administered including unit (e.g. '0, 112, 220, 523 mg/kg bw/day

(m/f)" or '0, 112, 220, 523 mg/kg bw/day (m)) will be displayed based on the searched criteria as shown
below
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NenClinicalData  Invo Dala  Reguiatory Reference  Reviews

how/Hide Clinical Columns &
Dage Daose Units Disration Of Treatment i Duration Units Frequency Of Administration | System/Organ Safety / Tolerability / Adverse Eﬁs,-.w_'.l,r,' i
— - -
(
50; 300; 600 Mg Unspacified Unspecified 3 Times/Day For 2 Days NA
3 Mg/¥g 2 Weeks Single Neurephysiclegic Neurepsychole | No Effect On Cognitive And Beh b
(Mol [ Mored (
15,43 Mg/Kg Bw/Day blil Days 3 Times Daily Neuraphysiclegic,Neuropsycholo  No Effect b
{iMore) £
{
— v
L1 Wiglife Mad  lin imemsaibind dlmamwes i imssnnifind Aliahs bimiinan
{ 3

7.2.10 Dose Units

Dose Units represents the relevant dose unit terms of the dose based on the selected search criteria as

shown below

NonClinical Data  InvroData  Regulalon Reference  Revews

Show/Hide Clinical Columns @

Dose Units I}urahnn 0f Treatment Dumtmni]mh Frequency (f Administration | System/Organ Safety / Tolerability / Ad.?nel-ﬂal

-|:||:-_|:-I
50; 300; 800 Mg Unspecified Unspecified 3 Times/Day for 2 Days Ha
M Ma/Kg 2 Weeks Single NELII'CiJ|"'r'5Il:|3gI\. Neurepsyzhela \la Effect On Cognitive And Beh b
wMarel [...Mare) (
15;45 Mg/kg Bw/Day bl Days 3 Times Daily N!umshsmlﬂgr Meurcpsycholo Mo Effect b
{.. Mo g :
)
—
a4 [T W TS ] . 1 -~ ¥
¢ | >
7.2.11 Duration of Treatment

Based on the excipient the complete duration of the treatment will appear in the corresponding column

as shown below in days, weeks or months
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Clinical Data

MNon Clinical Data

Imitro Data  Regulatory Reference  Reviews

IShow /Hide Clinical Columns =

Duration Of Treatment

Dwuration Units

Frequency OFf Administration | System/Organ

| Safety / Tolerability / Adverse Effects

I Al O

uUnspecified Ha Unspecified Unzpecified
Unepecified Unepecified 3 Times/Day For 2 Days NA
Fi Weeks Single Neurophysiologic,Neuropsychelo ' No Effect On Cognitive And Beh
{...More) w:More)
20 Days 3 Times Daily Neurcphysiologic,Neuropsychele Mo Effect
g {...More]
£

L ———————————

7.2.12 Duration Units

Displays duration of the dose in units

NonClinical Data Invitro Data  Regulatory Reference  Reviews

how/Hide Clinical Columns &

System/Organ

Safety / Tolerability / Adverse Effects

Unspecified N& Unspecified Unspecified

Unspecified Unspecified 3 Times/Day For 2 Days MA

2 Wweeks Single Meurophysiclegic,Neuropsychelo | Mo Effect On Cognitive And Eeh
{, rel £ More ]

20 Drays 3 Times Daily Meurophysiologic,Neuropsycholo | Mo Effect
{...More)

S ——
4

7.2.13 Frequency of Administration

This indicates the administration of doses to the test species (example: 2 doses per day, 5 days per
week) as shown below
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MNon Clinicai Data  Invitro Data  Regulatory Reference  Reniews

how/Hide Clinical Columns &

Duration OFf Treatment | Duration Units Frequency Of Admlrmtra!mn-l System/'Organ safety / Tolerability / Adverse Effects

Unspecified NA Lirspacified Unspecified
Unspecified Unspecified I3 Times/Day For 2 Days NA
2 Weeks [=ingls Neurcphysiclogic,Neuropsycholo | Mo Effect On Cognitive And Seh
LaMore) aMorel
20 Days |3 Times Daily Neurcphysiclogic,Neuropsycheolo | No Effect
X, J L...More)
L4

7.2.14 System/Organ

Indicates on which organ or system the effects were observed

Mon Clinical Data  InvitroData  Regulatory Reference  Reviews

haw fHide Clinical Columns =

Duration Of Treatment | Duration Units Freguency Of Administration | System/Organ Safety / Tolerability / Adverse Effects
Urnspecified MA Unspecifiad Unspecified
Unspecifisd Unspecified 3 Times/Day For 2 Days LR
2 Weeks Single Neurcphysiclogic,Neuropsychela] No Effect On Cognitive And Beh
{...More} {...More]
20 Days 3 Times Daily Meurcphysiclogic,Neuropsychalo] No Effect
<

7.2.15 Safety/Tolerability/adverse effects

It displays the adverse effects that are in the excipient appears in this column as shown below
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MNon Clinical Data  Invitro Data  Regulatory Reference  Reviews

ystem/Organ | Safety / Tolerability / Adverse Effects

Unspecified N& Unspecified Unspecified As
O
Si
L

Unspecified Unspecified 3 Times/Day For 2 Days Ma
2 Weaks Single MNeurophysiologic, Neurcpsychole] Mo Effect On Cognitive And Beh M
L...Mgrel {...More} [
B
20 Days 3 Times Daily Neuraphysiologic, Neurspsychole] No Effect Ty
{...More) \ J R

£

When user clicks “more” link then the complete information about the adverse effects appears as shown

B MonCunical Diats  inabmData Feson Rafsrencs  Reddws
fchow Hide Clirecal Columns
1 O Troakmes [¥ Acdminintrafion | Syw Safety | Tolersbdlity / Adwerwe Effecty | Dosspe Form Conchuaion J Comments | Reforoncs | Rebell
: | il_-]:-:___-lz
oo ¢ Morg]
Wemaks gl Kawsehysislgrs Reeceirchols | Mo Effect On Cognanne and Bah g Effect On Apgatame b Gresier
LMore) LeuMgre) Cognare &nd Thae 10 TL.. More]
Baphd e’
Days 3 Times Dady Seuprophysiolops Hewnpsycholc Mo Effec Kewoprychologes - Larpe Dady Doses 20
L Mpne] Resuks; Ldve Tomas T, Morg]
L Bzagl
i Lrspecifed unspecified Shght Hauses adervrastrabon O - Mo Bffec of
ASpamame Al Aggactame Loading
Lo tae] Fr T
YemEkg [T TS | -'Itul’:--‘\-l: Bahgiiarsd, Gasra Aol rdgpaeryl=Ls M Beshennzal
Lo blgen’ Bhpmdscing Sen  EBadance OF Tex
Lo igirg] L More) »
£ ¥

Mouse hover on “more” link also displays the complete information of the “Adverse Effects” in a tool

tip as shown below

v OF Treatment | Durs
Converian PL_Herg]
Weaks Single MeursphysciopoMeurnosychclo Mg Piiec: on Cogritive &nd Beb Mo Effect On Aspartame ki Gresber
[ Mg Hprel Cogrnywe Ard Than L3 T Mgl
- iy 7.
et on cogritive aned behuaviordl statis | eald o
Ciys 2 Temes Ty Heurophyaaage Neuropsyiroln Mo Eﬂﬂi'ﬁ oo s, heardaches chaologes | Lerge Dy Doses { 20
] S Tiraga TL_MHergl
Lulgred
Led Lpdgectad Ledoes died Shght Hauses Admimgtraten OF Nz Effes Of
Apppctarme At Aspartame Lpadrg
L bl Lo Mo
Weest Lropesiind hluﬂ'ﬂu.. Bghavs-al, Gatrs AL Sgpartyll- N3 Siechamicy
Hong Fhacylanine Con  Ewdence Of Tox
L Mg [ Hpeay ot
i ¥
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7.2.16 Dosage Form

Describe the results of examinations based on free text template (delete/add elements as appropriate) as

shown below

hon Clinicsl Dats g Data - Ragriplon Refsrance  Ravews

W | Duration Units | Frequency OF Adminiiralion | SytesdDrgan ety | Telorability £ Adverse Elfects Dosape Ferm
Conveneen Bl Hoos)
Weehs Single Heuraphysishagiz Neurspayshals . He Efes On Cophite And Bek Ma Effest O Asparrame A Greater
Lupsen ] Cenritive and Thae 10 TL Mera)
Bah[ Mora]
TS 3 Tsed Dady Heurepkysishagic Neurspdychols | e Eflgcr Meursgdyehelage | Large Daldy Dedes | 20
LoPirn) Sesube; adve Tames T, Mooel
Lo Mgreh
unigealfad Undpeasfad Bhaks Haudds Admarairetcn O | s Bfect OF
Aspartams it agoatipTe Loading
{. Morah L. Mg
weeral uUnipesfigd Wgurgicoic, Bahaviorsl, Gawrg Acjaspatvils | Ne Bicchemical
LM’ Frenylanne Con | EBvdence Of Tox
Horet [ Mgl =
£ *

When user clicks “more” link the complete information about the “Dosage Form” appears in an

expanded mode as shown below

Hon Cinkal Data_imro Dt _ Regulabe Refwrance _ Rindens

Daodage Faormn

Caennarien PL_koogh

Wers Single Newphysologe Heeapsychota Mo Effect Dn Copnte And Be ¥z Effect On Aspartame At Gresber
Lo aere L Moyl Cogrenne And Than 50 Tl Hoegi
Satarary
Scatus And
Unnary Exeratian

Cays 3 Times Craddy Neurcphysologes Reoapsychols - Mo Effect Reirepsychologic  Large Dady Coses [ 20
[ Appuid; sy Tiraa T s’
Lo Bogre]
o - - - - o ot
£ ¥

User can click “Less” link to close the expanded mode as shown below

Salety § Tolevability § diverse Elfecis | Dosage Fo

Comverson FL M)
s S Ktsrophy Roleme lieeopsycheio  No Effea Cn Cogribve &nd Bek Moy Effect O Aspamame A1 Goeaber
Lo Mgt Lo Maegl L= ] Than 18 T Mgl
Dahg iyl
Status dnd
Unfaty Exirgias
Sptem Of
Moy Arad
Metabolnads [n
Erddran Wit
e
Dyl ¥ Tirestll Crldy RHewrophpsialsns eurapiyohsls | Mo Efes Mauragiverslage Liage Dacly Doses [ 20
Lapoce} Zmshin; Adve Times T Hore]
L Hgrai
i} 5,1
£ £
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Mouse hover on “more” link also displays the complete information of the “Dosage Form” in a tool tip

as shown below

Hon Clinicad Data oo Dats  Reguladony Ralerence Reieas

wHide Chnscal Columns
ent | Duration Units | Frequency OF Administration | Sytemi0rpan Safety § Tolersbility / Adverse Fect | Dovspe Form | Conclenion § Comments | Reference | Reference Tys: &
Comernnn Pl Mons
Weaks Singe Neurcphyesciogs. Neurcesvcholo | Ko Efect On Cognitive ard Bah Mo Bffect On dfpariama & Greaber
. Hons { M) Cageririe Snd Than 10 Tl Morg
Eefl_oe]
Oy 3 Tuwees D Neuncphyssloge, paycholo | o EMfeo o]
ays mets Dy Hamsraphyrniaioghc, Ncapeychola | Ma: it "__:::__,"_’. 1o clleck o Cogrdron ard beturirsl 2ot ard urary
L e femoreton rates of moncamres and metaboltes in chikdnen
{oMare]
Usspeihied unspealhad Shgh Nauted A srwten OF | Na Effem Of
Alpartama Lasdng
{ioMipre
e ok unigaafisd Hquoslags, Sehinnsral. Gadtra 3 Bisckgretsl
Lo Pgon
-
L3 *

7.2.17 Conclusion/Comments

Comments indicate the overall remarks of the references. Any remarks or concluding statement could
be entered in this section. It will be a free text editor field for creating formatted text and tables or

inserting any excerpt from a reference.

| Safety F Tolerability [ Adverss Efocts | Doaage Form Ceselumion [ Comments  Referencs | Relerence Typs

(SR T TS Eingle Maurspirisisgie MauregivePele  Na BRes Or Cogatrue 2nd Bak hs EMale On
Mol L MHome) Cognéiree dngd
Eah | _Hare]
SarE 3 Tarrews: Duaily Meursphysicicgic Neuropsychsio | Mo Bffect Repropspchologic | Large Delly Sosas | 20
[ Mgret Resuls: Love Toests T Mol

Urspacifiad Unspacfad Shght Hauges Agmenistration OF | o EMect Of
ALhatame A Liggrgene Lesdng
PR i o
Wiess TR Y Meursiogic, Behavicrsl Gasto Al Aigpaetyl=L Ha Bezchemical
L kgee) Ehmryigring Con | Evdance OF Tox
e L. Mce] i,
L3 ¥

7.2.18 References

A reference indicates the source from which the information is extracted. The references would be
linked to their original source through DOI. When possible the references would be linked to their
original source through DOI. The users who need the details of the study will be able to access the

abstract or full text depending upon their subscription/copyrights limitations.
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Convarsson P, Moral

Seharbe
Mo Effect Gn  Aspactame A Greater {2g], Tha
Cognitrve And Than 10 Tl Horel -
Bah [ Morg] o Heesi

7.2.19 Reference Type

Reference Type Indicator specifies the type of reference, e.g. 'Study report' or 'Publication’. Choices

include study report, company data, publication, review article or handbook, other;

S— ey e Converson PLMetel  segrs -
Schace
Mo Bffect On  dspartame At G-"e_atve-' 58], The

Cognritve And Than 20Tl MHore T A
Beh [ Mgre] {gre)

7.3 Non Clinical Data

STEP application provides the data of the excipients based on the various aspects one among them is
the Non-Clinical Data. This provides complete optional environment depending on the “Non-Clinical
Data” attributes.

v RefID

v Excipient Name
v’ Study Type

v’ Species

v Age Category
v Age

v Age Units

v" Gender
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v" Dose/Concentration

v Dose Units

v Route of Exposure/Administration
v" Duration Of Treatment

v" Duration Units

v Frequency Of Administration
v System/Organ

v Adverse Effect

v Dosage Form

v" Conclusion/Comments

v" Reference

v Reference Type

7.3.1 Ref ID

Ref ID accommodates the reference ID information of the selected excipient. If there is only one record

there will be no color differentiation and the page appears as shown below

crcaves NI tss_tosss e _fasns

(Show/Hide Non Clinical Columns

% Study Type Age Category hge Units

52 Ethanal Tolerance Mice Juvenilla 8 Wasks FM 3;5; 13
53 Ethanal Tolerance Rat Juverille 8 Weeks F.M 2 4: 10
3 Ethanel Chrenic Toxicity Rat Juvenille 23 Days M 9 (24-7)
4 Ethanol Developmental Rat Adult 100 Cays FM 2000; 4000
Toxicity -
4 >
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If there are multiple excipients (records) then the navigation links appears in the search results page.
And all the references of first record appears as and the color differentiation is also included to provide
the variation in reference data as shown below

Search Results Tatal References: 57 Record 1 ofd
Excipient Navigation
General information i 3 i s
! nforT Excipignt Chem ID [ GO |aFisl €Pravious Mex vLast
Excipient Chemical Hama: Ethanal
CAS Registry Number: §4-17-5

i Excipient CategonyFunction ;
i+ Pharmacoposial Status:

+ Reguiatory Status:

= Synonyms:

[ Acceptable Daily Intake:

¥ Revision Date:

Cinical Data IndroData  Regulatory Reference  Reviews

Show/Hide Non Clinical Columns &

Ethanal Fharmacology Rat Adult Unspecified Unspecified M 100
Ethanel Pharmacology Rat Adult Unspecified Unspecified M 5¢ 10} 30; 200
Ethanel Neuratexicity Rat Unspecified Unspecified Unspecified Unspecified 0,75-1.0

When user clicks “Ref ID” value then the complete reference information appears in a separated tabular

format as shown below

(EEaEIE Mon Clinical Data

Intro Data  Reguiatory Reference  Revigws

Show/Hide Non Clinical Columns

Excipient Name Study Type pecie & | Age Units Dose / Concentrat B

27 Ethancl Fharmacology Rat Adult Unspecified Unspecified M 100

27 Ethanc| Pharmacalogy Rat Adult Unspecified Unspecified M 5i 10y 304200

Ethanol Neurotowicity Rat Unspacified Unspacified Unspecified Unspecified 0,75-1.0
Ethanol Tolerance Mice Juvenille 8 Weeks F.M EHRE
Ethanal Tolerance Rat luvenille ] Wesks F.M 2 4:10

Pharmacol, 96 (1988), Pp. 4857493

518 G. Guio, 5. Caccia, A Vezzani MA, Stasi M. Salmona, W. Remane, 5. Garatini Effect Of Aspartame On Sezlres In Various Medels Of Experimental Epilepsy. Towicol Appl ‘ ‘ ‘
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The Reference information tabular format includes complete information about the related “Reference
ID”, “Reference” information, “Title”, “Author” , “Reference Type” and “Year” as shown above.

7.3.2 Excipient Name

Based on the search criteria the relevant “Excipient Name” appears in the “Excipient Name” column as
shown below

Clinical Data Imatro Data  Regulatory Reference  Reviews
ShowHide Mon Chinical Columns #
P ame Study Type Species Age Category Age Units
27 Ethanol Pharmacology Mice Adult Unspecifiad Unspgclfled 250; 500 1000
27 Ethancl Pharmacology Mice Adult Unspecified Unspecified ] 50; 100 200
2 Ethanaol Fharmacology Mice Adult Unzpecified Unepecifiad M 200
27 Ethansi Pharmacology Mice Aduft Ungpecified Unspecified M 200
27 Ethanol Fharmacology Mice Adult Unspecified Unspecified M 50; 100 w
sk
< >

7.3.3 Study Type

Study Type provides the nature of investigations like randomized controlled, cohort, case studies etc. In
this field considering the search criteria given the relevant “Study Type” appears in the column types as
shown below.

Clinical Data

Intro Data  ReguiatoryReferance  Reviews

Show/Hide Nan Clinical Columns ®
T S S N T
EEEEEI:
27 Ethanal Fharmacology Mice Adult Unspecified Unspecified 250; 500 1000
al Ethanal Fharmacology Mice Adult Unspecified Unspecified M 50; 100 200
27 Ethancl Fharmacelogy Mice Adult Unspecified Unspecified M 200
27 Ethanol Pharmacalogy Mice Adult Unspeaified Unspecified M 200
27 Ethanal Pharmacology Mice Adult Unspecified Unspecified M 50; 100 v
¢ b4
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7.3.4 Species

Species indicates the animal species used in the experiment.

Example: rabbit, rat, sheep, cat, cattle, dog, gerbil, guinea pig, hamster, monkey, mouse, pig and other
as shown below

Clinical Data

IviroData  Regulatory Refesnce  Reviews

haw/Hide Non Clinical Calumns *
Ref ID 3 dy Typ pecie Age Category | dge Unlts ' Dmea Concentrat
i} Ethanal Fharmacelogy Mice Adult Unspecified Unspecified 250; 500 1000
22 Ethana| Pharmacology Mice Adult Unspecified Unspecified M 50; 100 200
2 Ethana| Fharmacalogy Mice Adult Unspecified Unspecified M 200
k7l Ethanal Pharmacalogy Mice Adult Unspecified Unspecified M 200
27 Ethanol Fharmacology ice Adult Unspecified Unspecified 1 50; 100 v
i ¥

7.3.5 Age Category

Age Category provides category in which the age has to be considered on the search criteria

Clinical Data Imifro Data ~ Regulatory Reference  Reviews

Showaide Non Clin!ca} Columns &

[mplmt Hame Study Typ(' Species . Age Category Age igc Unlt [Inser Cancentrat {8
2 Ethanal Pharmacalogy Mice Adult . Unspecified Unspecified 250: 500 1000
2l Ethanol Fharmacalogy Mice Adult Unspecified Unspecified M 50; 100 200
27 Ethanal Pharmacology Mice Adult Unzpacified Unspecified M 200
22 Ethancl Pharmacslogy Mice Adult Unspecifisd Unspecifisd M 200
22 Ethanal Pharmacalogy Mice Adult Unspecified Unspecified M 50; 100 v

~
-
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7.3.6 Age

Age column provides the numerical entry of the age

ImdtroData  Regulafory Reference  Reviens

Show/Hide Non Clinical Columns

Ref ID

3 Ethanel Neuratoxicity Rat Unspecified Linspecified Unspecified Unspecified 0.75-1.0

52 thanal Tolerance Mice Tuvenille 8 Vieeks F.M 3513

5 Ethanal Telerance Rat Juvenille g Weeks FM 2;4; 10

13 Ethanal Chronic Toxiaty Rat Juvenille 23 Days FiM 9(24-7)

74 Ethanal Developmental Rat Adult 100 Days FM 2000; 4000 v
{ ¥

7.3.7 Age Units

Displays the unit for Age- provides in years, months etc; as shown below

ImitraData  Reguiatory Reference  Revews

Show Hide Non Clinical Columns &

RefID Fct iplent Naime 51 ur.i'.r Type Speties Age Category | Age Units Gender D«m'a Concentrat

I:I[:I--IZ — I — I:
Ethangl Meurataxicity Unspecified Unspecified Unspecified Unzpeciied 0.75-4

8 Ethanal Talerance Mica Juvenille g Wesks F bl 31 8;13

] Ethanal Telerance Rat Juvenille 8 Weeks . 4410

3 Ethanel Chranic Toxicity Rat Juvenille 23 Cays F M 5(24-7)

74 Ethanal Deyelopmental Rat Adult 100 Days F.M 2000; 4000 ¥

¢ )
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7.3.8 Gender

Displays the gender based on the search criteria in the relevant column as shown below

Clinical Oata - LRI <M mira0ata  Regulafory Reference  Reviews

Ghow/Hide Non Clinical Columns &

Ref ID Excipient Name 5lu¢.hr Type Spruv' Age Catepory A Age Units Dose / Concentrat &
------ I —
i) Ethanal Neuratexicity Rat Unspecified Unspecified Unspecified Unspecified 0.75:1.0

52 Ethanal Tolerance Mica Juvenille g Weeks FM %513

8 Ethanal Tolerance Rat Juvenille 8 Weeks FM 2; 4; 10

n Ethanal Chronic Toxicity Rat Juvenille 3 Days FM 9 (24T

24 Ethanal Developmental 4at Adult 100 Days e/ 2000; 4000 ;
4 ¥

7.3.9 Dose/Concentration

Dose(s) or concentration(s) tested/administered including unit (e.g. '0, 112, 220, 523 mg/kg bw/day
(m/f)" or '0, 112, 220, 523 mg/kg bw/day (m)) will be displayed based on the searched criteria as shown

below

Clinical Dats - WRGUReTWT=00E el nitro Diafa  Regulatory Refersnce  Reviews

how/Hide Nan Clinical Columns &

Dose / Concentration Dose Units Route Of Exposure / Administration | Duration Of Treatment | Duration Units Frequency Of Administration | Sv,trn'uflrgdn !«d'JFr',e Effect f&

'- [jI::II:EIE:

Unspecified Unspeciied Unspecified Flasma, Brain Convulsions
3; 513 G/¥g/Day Qral 4 Weeks Continuous No Effect
5410 G/4g/Day Cral 4 Weeks Continugus No Effect
9 (24-7) % (Gm/Kag) Cral g Weeks Continuous Multi Crgan Reduction In B
Weight
2000; 4000 M/ QOral ¥
{ b
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7.3.10 Dose Units

Dose Units represents the relevant dose unit terms of the dose based on the selected search criteria as
shown below

Indtro Dats  Regulatory Reference  Reviews

how/Hide Non Clinical Columns &

[ose / Concentration | Dose Units Route L\fErpofur?JAdnnnﬁtratiun Duration Of Treatment | Duration Units I-r»-quem."“fn'tdnnnhtratlun System/Organ .ﬁd'ferr.e errt
Oral Unspecified Uinepecified Unepecified Plazma, Brain Canvulsions

TR E G/¥g/Day Qral - Weeks Cantinugus No Effect

2410 G/Kg/Day Oral M Viaeks Continugus Ng Effect

5247 % {Gm/Kg) Oral 3 Weeks Continuous Multi Organ Reduction In B

Weight

2000; 4000 Ma/kg Oral ¥
{ ¥
b —

7.3.11 Route of Exposure/Administration

“Route of Exposure/Administration” indicates the part of the body through or into which, or the way in
which, the excipient is introduced will be displayed as shown below

Clinical Data ImitroData  Regulalory Reference.  Reviews

how/Hide Non Clincal Columns

Daose / Concentration | Dose Units

0.75-1.0 GiKg Cral Unzpecified Unspecified Unspecified Flasma, Erain Convulsions
31 5;13 G/Kg/Day Oral 4 Weeks Cantinuous No Effect
2410 G/Kg/Day Cral 4 Weeks Continuous No Effect
5(24-7) % (Gm/Kg) Cral g Wesks Continuous Multi Grgan Reduction In Bt
Weight
2000; 4000 Mg/Kg \Oral ¥
{ |
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7.3.12 Duration of Treatment

Based on the excipient the complete duration of the treatment will appear in the corresponding column

as shown below in days, weeks or months

Clinical Data  gubieiile kRN InviroData  Reguiatory Reference  Reviews

Show/Hide Non Clinical Columns &

‘ Dose / Cone nntrutmn Iirm Units Route Of Exposure / Administration | Duration Of Treatment Duration Units Frequency Of Administration | System/Organ m.-m Eh‘wt
1 Oral Ungpecified Unspeacified Unspecified Flasma, Brain Convulsions
3; 5 13 G/¥g/Day Oral 4 Weeks Cantinuous Ne Effect
2;4;10 G/¥g/Day QOral : Weeks Continuous No Effect
9 {24-7) % (Gm/Kg) Oral 9 Weeks Continuous Multi Crgan Reduction In &
Weight
—
2000; 4000 Ma/Kg Oral ¥
¢ }

7.3.13 Duration Units

Displays duration of the dose in units (Weeks, Days)

Clinical Data - WEGERTTEER (o Dats  Regulaory Reference  Reviews

Shaw/Hide Non Clinical Calumns ®
Dose / Concentration | Dose Units Route Of Exposure / Administration | Duration Of Treatment | Duration Units Frequency Of Administration | System/Organ Adverse Effect
0.75-1.0 G/Kg Oral Unzpecified Unzpecified Unspecified Flasma, Erain Canvulsions
Gl G/¥g/Day Qral - Weeks centinuous Ng Effect
2:4: 10 G/Kg/Day Qral H Wesks Continugus No Effect
9(24-7) % (Gm/Kg) Qral g Weeks Cantinuous Fulti Organ Reduction In Bt

Weight
—

2000; 4000 Ma/¥a Oral

£ ?
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7.3.14 Frequency of Administration

This indicates the administration of doses to the test species (example: 2 doses per day, 5 days per

week) as shown below

Imito Data  Reguilatory Reference  Reiews

Show;/Hide Non Clinical Columns #

Dose / Concentration | Dose Units Route Of Exposure / Administration | Duration Of Treatment | Duration Units
| Iwll v “ v -l v I
0.75-1.0 GlKp Oral Unspecified Unspecified Unspecified Blazma, Brain Convulsians
3513 G/Ky/Day Oral - VWeels Continucus Ng Effect
214;10 G/Kg/Day Oral 4 Weeks Continucus Mo Effect
g (247 % (Gm/Kg) Oral g Weeks Continugus Multi Qrgan Reduction In B
Weight
2000; 4000 Mg/¥g Qral v
$ >

7.3.15 System/Organ

Indicates on which organ or system the effects were observed like Renal, Liver, Cardiovascular etc

Adverse Effect

Unspecified Unspecified Unspecified Plasma, Brain Convulsions
3 513 G/Kg/Day Oral 4 Weeks Conbinuous No Effact
L4410 GiKg/Day Oral 4 Wasis Conbinugus No Effect
9(24-7) % (Gm/Kg) Oral § Weeks Continuous Fulti Grgan Reduction In B
Weight
—

2000; 4000 Ma/kg Oral ¥
L | 2
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7.3.16 Adverse Effect

It displays the adverse effects that are in the excipient appears in the above column

Adverse Effect | Dosage Form | Conchisdon |/ Comments | Reference | Reference Type
S0 CavE Unspehed Kidngy,Lover Heptepathologead| |
Changes [n L
{. eral
& Doy Evary 14 H pe_ - L B Sadum wiag Abis Te
Meutans Barionte Induge
Exposure Can C | Rewrcicng
[ M [ More)
2 Cays 1 On Fers Cary And 4g On Eusoular & Docage OF
Sesol, Margl Waakness Angd | 1430 Mg, ol
Hauies, Sodum
[.. M a] Mew
Honsh Once & Ciay Gk Erythema And Daity
Apphcaton ¥
£ ¥

7.3.17 Dosage Form

Describe the results of examinations based on free text template (delete/add elements as appropriate).

Describe the results of examinations based on free text template (delete/add elements as appropriate) as

shown below

Adminitration | Duration Of Treatmesdt | Duration Unitt | Freguency OF Admrinistration | Sytemi/UOnpen hverso Eflect Dosage Form | Conclivion / Commenty | Reference | Reference Type

] THVE Unipacified Fidnay Laar Heinpathciopssl

[ L

L] Dave Evary déH e T Fedium
Maurots Berzoane
Expeiiire Can C L
Lsce] {
Davs 1g On Fr Doy And &g On Hugoular,
Tacel oyt Weaknedd Ard
s,
[ Morg)

Hanth Onea & Day LAy Ershgmi 2nd | Daily

Edema J'fiul:t'n:r b

When user clicks “More” link then the complete information appears in expanded mode as below
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1 | = ~ . " 2
Advriniirstion | Duralion Of Teeatmest | Durat o Uity Frequency Of Aadmdsmiration | Srviemiigan devere Efevi | Doriage Form | Conelinion § Commenis | Beferenoe | Relerence Type
2 Dl 1g On Firpt Dy Al 43 G P'Ji-"\."h'
Secal Mol Wekiram And
Kausas
Lu.nrel
ot Onie & Day St Erythama A
Eddrra SIS
[T 'I-'
CH¥es Lingpecdied Agrenal e Lipper LG - by
[ ] ¥

User can click “Less” link to close the expanded mode. When user places mouse hover on “More” link

then the detailed information appears in a tool tip as shown below

o et o Clhrsed Columng =

Jd-—'"-lrall-ul_hli-drl 0d Teeaiseni | Duration Uedis Frequency (1 Adesinisiraiion | SystemfOngan Aibwerse Efevi Duosape Ferm | Conclusion f Comments F‘rlnrr---F‘rI--ru-I,p-
Cays L O Firgt Dy And dg On Muscular,
Secof,_doog) dedurass And 2t
N-,,.r.:
£ Mgre ﬂ
o A By o thagrr A B
Haenth Cose A D S Erythars and | Swhf FITTTTY e
Edama appif deaage i befusiale
P i
P [ i3
kh =2 uUngpeohied Adrenal Liver, Looes LO5D -
[reestine, Hasl 4070malEe
VBT =2 55 3 Saly Lrspecdied Hemon "-:r. s I Tha £ %5
Praum cﬂ B Dese Level
Edu{, tizrgl LEE
Mgre w
£ »

7.3.18 Conclusion/Comments
Comments indicate the overall remarks of the references. Any remarks or concluding statement could

be entered in this section. It will be a free text editor field for creating formatted text and tables or

inserting any excerpt from a reference.

7.3.19 Reference

A reference indicates the source from which the information is extracted. The references would be
linked to their original source through DOI. When possible the references would be linked to their
original source through DOI. The users who need the details of the study will be able to access the

abstract or full text depending upon their subscription/copyrights limitations.
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7.3.20 Reference Type

Reference Type Indicator specifies the type of reference, e.g. 'Study report' or 'Publication’. Choices

include study report, company data, publication, review article or handbook, other;

7.4 Invitro data

Invitro Data provides the complete information about the
v' RefID

Excipient Name

Study Type

Species

Dose

Dose Units

Route of Exposure or Administration

Duration of Treatment

Duration Units

System/Organ

Safety/Tolerability/Adverse Effects

Dosage Form

Conclusion/Comments

Reference

AV N N N N U N U N N N N N

Reference Type

7.4.1 Ref ID

Ref ID accommodates the reference ID information of the selected excipient. If there is only one record

there will be no color differentiation and the page appears as shown below
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Ciinical Data__ tion Cinicai Dota [ENIRRY  mepotatory Retwrince Ruaws

e Ivotra Columeg &
Excipbent Hame | Sudy Ty . Do Uit Rer O Experiase O Adebihilralion | Duratbosn (0 Trealsmsnt | I:quluu Units | Sirite
Becayl alcckal Pharmacclcgy Bowing Ircubatsn Erina
g Benzyl Alcohol  Pharmsoology o 125 Hpv Incubabon 2 Hr e
Lipane
i Banzyd Alsshal  Pharmacselegy LT 50430 40 HaL lszdate
7 Benzyl &lcohol  Pharmsookogy Rasbier v o Encubabon o - Slood
w
4 *

When user clicks “Ref ID” value then the complete reference information appears in a separated tabular

format as shown below

ClincatDats i Ciicai0ots [IENTREERY Requisters Rutwence  Rlewewrs

e vede Irmatrg Columng &
| Il 2l 2| 2| d| - 3| 1 |

o] Banzyl Aloolel Fharacoiogy By 123 (Dot ] Encibistenn 2 Hr Beving

of Baneyl Aleabel Fharmbscisgy - 1.28 iy Trnasss 3 Hr FEnng
Lsase

= Bansyl Aleohel Fharmacslogy kb 10 20 <0 gL jsclabg.

ar Bergyl dkcchal Fharmacology flakkbat - - Trooukainor - - Blocd

= b

£ *

FFTRIRCE 5 ETIENCT TYPE

| | Denal Coer, Prarmacsiegical Sisthes Of Aspariame, D
Fy | Bingicsl Researce, Seace Linormonen, June 1975
| | MEa e E i Ewroes EaniDaiacoees el

The Reference information tabular format includes complete information about the related “Reference

ID”, “Reference” information, “Title”, “Author” , “Reference Type” and “Year” as shown above.

7.4.2 Excipient Name

Based on the search criteria the relevant “Excipient Name” appears in the “Excipient Name” column as

shown below
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Cinical Dty Mon Clnical Data m Regulabory Reddrence  Rebass

wiHads Envitrg Codumims =
..
s Bernyd Alkkohel  Fharmacslogy Egrvina HEk) vaM Pregubasien z W Bewving
FEd Benzyl &icohold Phar TR = LIS g 'HI Incylaban rd Hr Fancre.
Lpade
iz Banzyl &lcghpd [FheTrcology Rabba 197 0048 MaL dctate
32 Baryd lrpkal  |Phaomacsdasy  Sabba . . JEEE ST . . rrea
,
4 *

7.4.3 Study Type

Study Type provides the nature of investigations like randomized controlled, cohort, case studies etc in
this field considering the search criteria given the relevant “Study Type” appears in the column types as
shown below.

Cirazad sty 14on Clinkesl Dt m Rrgulstcr; Rularence  Pibiews

o Hede Irnafro Columnes =
| "
i Barzyl Alpohol Fharmaoology B 143 oMl Encubabon z Hr B
2 Benzy Aloakal | PRarTRRoElz - 1.35 Pas R (LE0T o 2 H Fanere.
Lipans
22 Bangyl Algdad PMhamascelagy Flglsbat 10 20: <0 sl Eislpne
al Banrd Aloghol | Phamnscciogy Rakbat * - Irsourtpince . - Blood
i = w
€ *

7.4.4 Species

Species indicates the animal species used in the experiment.

Example: rabbit, rat, sheep, cat, cattle, dog, gerbil, guinea pig, hamster, monkey, mouse, pig and other
as shown below
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Cocal Doty HonCiicai Dot [ENTREREN Reguiaten; Rulrewnce  Rordews

fahownHide breatro Colusnng =
[ageare Linits Route OF Faposune Or Adminisbration | Duretien OF Treatment | Durstion Units | Syatem Y
[ —
2z Benry Alcekel  Fharmecclegy | Boveee 143 WG M Ireubabon 2 Hr Bavine
P Senpyl Alcchol Pharmacciogy | - LIS HoM Encubdatice z e Fancre-
Ligaie
s Benzyl aloghal FhpTrcicgy Akl 5Gc 3 &0 Ha'k it
i Bangyl Slochel  Fhaemaccicgy | Rakbe - - Encubstacn - - Bicad
w
£ ¥

7.4.5 Dose

Dose(s) or concentration(s) tested/administered including unit (e.g. '0, 112, 220, 523 mg/kg bw/day
(m/f)" or '0, 112, 220, 523 mg/kg bw/day (m)) will be displayed based on the searched criteria as shown

below

CliskasliData | Fian Cunical Dats m Fagultes; Retpants  Rideas

Py Hede Ivatie Columing =

Enclphent Mame | Study Typs | Speeches e Do Ubnid s Rowste O Eaposure (v Admbnit rakion Dasrwtion Of Treslment | Duration Units | Satempll

| |
| 3 | = “Ii
iy Benzyl Alochal P DAY By 143 Frii e Inoubatod i Hr B
iz Bergyl &loohol - Fharmacoiogy " 125 Mg HI Lrcub-ateoe 2 Hr Fanore
Ligase

Frd Bangyl Alookl Frarmacciogy Akt 18h 355 40 Mgl lgclaies
Fd Banzyf Abopdod Frasrmacoiogy bkt - - Drcubaiece ) - Blbzaid
= = w
L] &

7.4.6 Dose Units

Dose Units represents the relevant dose unit terms of the dose based on the selected search criteria as

shown below

ConieaiDaas Moo sl Doy ESETITN Regutaio; Resarines  Raviiod

[Showde Imatro Columng =
el i | Enzipient Mame | Seudy Type Specie | D Uit Reute 0 Exprnure Oy Adiminntration | Duration O Treatment | Duwatios Units | Syatem
) —] — — — — — | — | —
¥ Byt Slekel  Sharmacelody Birare 143 Tt Erubatinn 3 H* Beeitee
AL Banpyl dlpohsl Fhamatoegy = 1.35 MgHl Tracpbssr 1 Hr FRTOE-
Lpaga
2 Banayl Aloohal  Fhaemacolagy  Sabba 15 20 42 Ma'L Iecisie
- Banpyd Sloakal  Phacmscolsgy Babdet . ' Irobates ' . jesa
w

Search Results Page | 80



Eu - USPFI User Guide
7.4.7 Route of Exposure or Administration

“Route of Exposure/Administration” indicates the part of the body through or into which, or the way in
which, the excipient is introduced will be displayed as shown below

Eaciplent Hame | Sty Type Sperrion | Do ome Lindty Rowte OF Exposure Or Adednhiration  Durstion OF Treatment | Durstion Linit e
i Banzyl alophod  Pharmacoicgy . Bovine 143 oMl incubabon 2 - Bavaing
27 Beneyl Alcekel  Fharmacoslogy - 1.25 Mo Irecuibatise . Hr Fancre:
Lpade
s Bereyl Aokl Fhamnsesiedy  Rakkit 10: 3 &0 HaL E
il Benprl Alcckel | Fharmesclogy  Rakba - - Irsoubation ¥ Y Bl
L
£ »

7.4.8 Duration of Treatment

Based on the excipient the complete duration of the treatment will appear in the corresponding column

as shown below in days, weeks or months

Ciinical Dt tvon Chincad Data ENSPEFRN  Ruputaton) Rstersnce  Rinsews

e ieda Drvetrd Columng =

F1] Barzyd Aleskal  Phaswseslegy. Boose 143 B lAsutate 3 He Bawig
il Bangyl dicehol Pharmacology - 1.2% Mgl ingubation 2 - Epngrg.

Lipase
al Banzyl Afcphhod - PRemscology Rakbd 0 20; 40 Hgl fecinie.
27 Beppyl Alzakal e Eabla . E Incubatien . . Elmad

"

L] *

7.4.9 Duration Units

Displays duration of the dose in units
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CHnical Doty Hon Canical Dats m Reguistory Relerencs  Reviwa

ow Hide Invitro Columns &

apoiure Or Adminiytration | Daration O Toeatsent  Duration Unéti :.‘.-..-.l'.l-m-l:lrp.-. Safety / Tolerab@lity | Adverse Effects | Bonage Form | Conclinion J Comments | Refeneecs | Referenco Typo A
E B Eftes S Mt Inhilss [ Witro Actipepen
Feosa Aoty DL Mgre)
2 Hr Pancresbo Ho Effect On Lpase Ackmity Ho Significant
Lipade Decreage In
Lpl_sosel
|isclsted Hest Mo Bffec dzparsma The sty Of
WWad bneotve | Aspartame Te AF
Bn Aarew Latgisl
e}
| iz Effgen The Aversge  Effest O Bload
Cragulstion  Ccagulmion We
Time & [ Horgh
[_Mageel
; -
£ *

7.4.10 System/Organ

Indicates on which organ or system the effects were observed

o Hed @ Tinveftrg O olumng &=

aposisre Or Adminisbration | Durstion Of Treastment | Durstion Units  SystemyOrgan | Safety / Tolerability § Adwerse Dffects | Dossge Form | Conclanion | Commsents | Referen: ance Tygee
2 I |
z He Binvire Pepsn | Mo Effeor Cid ot Brshabet © T Witrn. Artaot e
Frpeéin acsrity O]
2 - Bangraatic N Effect On Lpise Aty Lk
Lipsss Decreass [n
Lip[ Mzre]
fcointed Mest  |No Effect AInETtEmE The abality Of
Was lpacte  Aspariame To &
b Py Laiaoah
Luore)
Blaad P Effes The Average  Effest On Bload
Coapufaticn Cosgulation Wa
Tawee O [ Moreh
[T
- - b
4 *

7.4.11 Safety/Tolerability/adverse effects

It displays the adverse effects that are in the excipient appears in this column as shown below

Chnicai Dot tien Cimscaiiats [IEREREN Roguiston Retwence  Ritens

Mo Hide lmatrg Colemng =

wpiare O Adesleduirathon | Durathon (F Trealment | Duoration Usdts | Syatemilivgan | Salety £ Teborability / Adverse EMects | Denage Form | Conchnion / Comssents | Reference | Reference Typs
T D
H Hr Boving Papmin | e Bfecs Sid Met ekl | In Vites ArSipesan
FepEn Aigrvity D Moo
z Wr Fancresbc Mo Effect On Lipsse activity o Tignficent
Lgase Decreass r!-u
Upl_Bioeal
Isclapad Heary Mo Effect Agpamame The &bty Cf
Was [mestive  Aspartams Ta AF
En Aaw o]
L.Mooe}
i E = Eilend Mo Efgst The Aakeage  EMest On Blsed
Coapulstcrn Coagulstion We
Teme O £ Mpoal
L)
- e - o
L3 *
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7.4.12 Dosage Form

Describe the results of examinations based on free text template (delete/add elements as appropriate) as

shown below

CinicalDats  tioncanicaipats [ENEEERE Repstator Reterince  Reiews

o ede [ritrg Columng &
sporre O Ademinbtration . Duwration Of Trestment | Dorathon Units | Syitem/ngas | Salety [ Tolerability § Adverse Efecty  Dosuge Form  Conclinion / Comssents | Relerence | Refevence Type
Hr Boves Papien  Ho Effect Did Mgk Inhitet | 1n Viire Artgaee
Fepmn dichrevty O Mgeal
2 HHr Fancresto Mo Effect O Lipase Sctiviny o Sigrefacmnt
Lipase Deereass In
Lol picral
Iscleed Hea® | Wo Effec SzpaTeme The Abslity Cf
Wos [ractive | Afpartama To &l
In Rewe B
Bload Mo Effect The dverage || Effect On Blood
Cesgulaton | Coagulatise Wa
Terwa O Lotigrel
L More}
: et i =
€L >

When user clicks “more” link the complete information about the “Dosage Form appears in an
expanded mode as shown below
Cincal Duta_ tion Ciinecst Dt [IENRTET - Reguistory Ratiewncs  Raewd

gaiibindi [rnetre Colusnng =
spiranie OF Adesniiiration | Dursthen Of Treatment | Duralion ests | SystemiOvgan | Telerabality £ Aiverse Effects | Dodage Farm | Conclushon § Comments | Reference | Relorence Tyipe
Boving Paginn s Effect e bice Prdabir | In witrs .\nu-p-tplm
Fepsin Sty Ol Horeh
i Hr Fancraatic Mo Effect O Lipase Activity Mo Sigrificant
Lipage Copcresse In
il
ACIeThy-
L Less)
Inclated Honst Mo Effgs gty The By OF
Was Inactve  dgparteme To &f
Ir Bgwe (-]
LoMsre)
Edocd Mo Effeo Thre Averape  Effec On Slood
Copgulaban  Cobgulshen \Wa
Tima & Lursera) »
£ 3

User can click “Less” link to close the expanded mode as shown below

how Hidhe bnwitra Columens &
sperasre Or Administration | Duration Of Trestment | Duration Units | SystemOrpan Salety | Tolerability / Adverse EMects | Denape Form | Conclusion ¢ Comments | Rederence | Reference Type i
L | — |—_-_--
- | Bavre Tepdn rs Effgss e Mt Inkiter  [e Vilrg ARScEde
e Activity QL Mgl
2 Bir Pansroatic s Effect On Ligass Sty hg Signihcpnt
Lipsse Decrease [n
Lig L Haral
Iscdated Heat  Hio Effect agparsme Tha &bdity Of
Woas [nprove  Sspansme To A7
i & Ay
. Moret Sl
Blassd He Effest The Average Efex O Eload
Coagulstr Coagulshon Wa
Teme © £ Mool
[ Smrgl
. b
4 *
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Mouse hover on “more” link also displays the complete information of the “Dosage Form” in a tool tip

as shown below

Coinical Dala__tion Chnical Data [ENTREFRY  Fepuiaion Retirence  Raews

ariyiaca [rvatro Columig &
Jipirine O Kiewnisiration | Dharaiboon O Tread el | Durad ko Undes SrstemiOngan | Salety [ Tolevability / Adverse Efects | Donage Form | Conclimlon / Comsnsmts Hrr-! e | Redenerwe Type A
Bt Pagi e Efges o Mot 1ekabet B Wb Antipegsin
Sapgr AgiveEy O Mol
F: ir Fancrastic Ma Effe Gn Lipsse &y o Signficant
Lipase Decrease [n
ve Ll
Isoleted Hesn Mo Effen -\&Mfthlrn =#“H- M"‘"“Ei‘ﬁi sty h
Wad
En R Lo More
2 ]
Bhced Mg Effec The swerage  Effect On Biced
Cosgulstssm - Coagulation Wa
Tene O Lol
[ Mase]
o w
£ ¥

Comments indicate the overall remarks of the references. Any remarks or concluding statement could
be entered in this section. It will be a free text editor field for creating formatted text and tables or

inserting any excerpt from a reference.

Chnical Dats Moo Cheical Data m Rragulsior, Refarsnce  Rosaws

heowi Hidg Enveitro: Columns =

xpcrpare O Admirdriration | Dnration Of Treatmend | Duration Units | SystemiOrgan | Saliety © Tolersbllity / Adverse [Hecks | Bomeape Form  Comclurion £ Comments | Rrderence | Referonce Type

2 He Bt Pepsa Mo EMsce D Mt Tekibir | Bn Vibre Antipepsin
Pagen agtnvity Ol Maslt

Hr Smngresiic Mo Effest On Lipsss Actrdty Ko Sigrificart
Lipass Cocrease [n
Lip L Mg’

[solsied Heat Mo Effect Aspariams The Ability Of
Was Inactive | Ascamame To Af
in Rewe H. -l
[, Horel

Blogd Ng Effec Tha Sversse | et On Biscd
Coagulston Coppulanon We
Time & Lobecel

Ltarel

7.4.14 References

A reference indicates the source from which the information is extracted. The references would be
linked to their original source through DOI. When possible the references would be linked to their
original source through DOI. The users who need the details of the study will be able to access the
abstract or full text depending upon their subscription/copyrights limitations.
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7.4.15 Reference Type

Reference Type Indicator specifies the type of reference, e.g. 'Study report' or 'Publication’. Choices
include study report, company data, publication, review article or handbook, other;
7.5 Regulatory Reference
Regulatory Reference includes the references to the regulations, and regulatory requirements for a
specific substance.
7.5.1 References

References indicate the source from which the information is extracted. Bibliographic source of the
study report or publication will be provided. The references would be linked to their original source
through DOI. The users who need the details of the study will be able to access the full text, if

available with their subscription or will be able to access the abstract.

7.5.2 Reference ID

All references will be given a unique reference ID. This will help users to identify the references

where two or more studies are discussed in one reference.

Clinical Data o Clinieal Oata Inviro Dala @EETEIGGBECCEISNE  Revsws

| Reference

When user clicks “Ref ID” link in the “Regulatory References” table as shown below the entire
information of the reference appears as a tabular separate with the “Ref ID, Reference, Title,

Author, Reference Type and Year information as shown below
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Clinical Data  NonClinical Data Invifro Data  RGELUEIERRETE el Raviaws

_ H Etere s

JECFA Toxicological Evaluation Of Some Food Addiives hcuding Anticaking Agents, Antimicrobials. Anticidants, Emulsifiers And Thickening Agents. WHO Food Addifves Series, (5),
(1574)

4
E REFERENCE
s ‘

7.6 Reviews

This includes the references to the general safety and toxicological reviews and specific reviews

Ex: IPCS, IARC monograph reviews, ASTDR reviews etc.

Clinical Data Mo Clinical Data  Invitra Data Regulatory Reference  JEEIGTS

7.6.1 References

Indicates the source from which the information is extracted. Bibliographic source of the study
report or publication will be provided. The references would be linked to their original source
through DOI. The users who need the details of the study will be able to access the full text, if

available with their subscription or will be able to access the abstract.

7.6.2 Reference ID

All references will be given a unique reference ID. This will help users to identify the references

where two or more studies are discussed in one reference.
When user clicks “Ref ID” link in the “Reviews” table as shown below
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Clinical Data ~ Mon Clinicat Data  Inviro Data  Regulatory Reference

REFERENCE ‘

Maner TJ, Wurtman RJ. Pozsiie Neurologic Effects Of Azpariame. A Widely Used Food Addtive, Environ Health Perspect. 1567 Nov75.53-7. Review. Publied PHID 3319585, Publied
Ceniral PUCD: PUC14T4447,

Then the entire information of the reference appears as a tabular separate with the “Ref ID,

Reference, Title, Author, Reference Type and Year information as shown above

7.7 Customization

In the STEP application user is allowed to customize the excipient selection by selecting more than one
excipient using “Basic Search” as shown below using CTRL key

Search by Excipient
Excipient Name ﬁ\spanamel;ﬁenzalknnium chloride|Benzoic acid ] g * Please enter minimum of 3
- Selsct —- | :h:lr_a:l'er: to populate
Aspartame suggestions,
:e:zEIf:nlum chioride Please use "Ctrl” + "Mouse click” to
bkl 2 select multiple values.
Please use " + " icon Lo apen
. T 1 selection dialog box.
CAS Registry Mumbar + =
= Progressive search will be based
A and filtered on the values already
selected in dropdowns.
&
Synonyms
(A5 per the Handbook of Excipients)
[ Select - A
|1 winyl 2 pyrrolidinone polymer
nzenedicarboxylic acid, dimethyl ester
ethyl phthalate
1,2-propanediol »
Funclion
== Select - A
Adsorbent
Antimicrobial preservative
Coating agent
Confecticnery base x

B s

Then click “Submit” button then below page appears
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Excipient(s) Intermediate Page

MNumber of Excipient found: 2

] an

[[]Benzalkenium chloride

[ Benzyl alcahal
Submit
In the above page user is allowed to select one or more than one excipient name using check boxes
as shown below
£ saraswathiL.nimmaraju@gvkbio.com BasicSearch | Advanced Search | Logout

Excipient(s) Intermediate Page

Number of Excipient found: 2
Al
Benzalkonium chloride
[“JBenzyl alcahol

Click “Submit” to retrieve the results. Then the “Search Results” page appears as shown below

| Search Results | Telal References 34 Record 1012

Excipient Navigation

General Information  Excipient Chem | 1 GO | y4First €Previous >Hext v Lagl

Excipient Chemical Hame: Benzalkonium chloride
CAS Registry Number: BO01-54-5

¥ Exciplent CatzgoryFunction |
¥ Pharmacopoelal Status

i+ Regulatory Status:

¥ Synonyms:

[# Arcaptable Dally Intake:

¥ Revision Date

Mon Clinical Data  Invitro Data  Regulstory Reference  Reviews

Show/Hide Clinical Columns ®

3 Senzalonium Chranic Toxaty Adults 4-98 Years FM Intrascular g
Chioride

= Benzalkonium Lang Term Adults Unspecified Unspecified FM Intranasal
Chloride
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In the search results page user can customize the columns by using the drop down option in all the
columns as shown below

MonClinicalData  ImifroData  Regulatory Reference  Raviaws

how/Hide Clinical Columns #
3 Zenzalkenium 9] selec 4l 8408 Years EM Intraocuiar 0
Chloride ] acute Exposure
= [¥] chronic Toxicity i
4 Bemzalkeniufm Unspecified Unzpecified FM Intranasal 0.
Chiorida I immunatoxicity
Lang Term
36 Eenzalkonium Immunctoucty Adults 42-45; Year M Inhalation &L
Chlaride
il Bepzalkonium Agute Exposure Unspecified Unzpecified Unspecified Unspecified Intrarasal 0,
Chioride
W
£ ¥

In the drop downs of all columns all the values that are in the drop downs appears as shown above
along with check boxes and user can select/deselect the required value (Study Type) using the
checkboxes as shown below

When user selects the required checkboxes then only those values appears in the results as shown
below

MNonClinical Data  InitroData  Requialory Reference Reuiews

Excipient Name Study Type Age Category hge Age Units Gender Route Of Exposure Or Administration

4 Banzalkonium [select 4l i Unspecified Unspecified FM Intranasal 0
[acute vpesure
[chronic Taxieity

Chlonde

36 Eenzalkonium

d2-d5; Year M Inhalation Bl
Chloride
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HonClinical Data It Dats  Requiatory Reference  Revlews

haw/Hide Clinical Columns &

[ Benzalkonium Adults Unspacified Unspacified F.M Intranasal 0.
Chigride

& Benzalkonium Immunataxicity Adules 42-45; Year M Inhalation i
Chisride

¢ !

Note:

As the data columns in all the tabs among the “Clinical, Non-Clinical, Regulatory Reference, Invitro,
Regulatory References and Reviews” are different the customization selection applicable to that
particular tab only if user selects any other tab among “Clinical, Non-Clinical, Invitro, Regulatory
Reference, and Reviews” then the complete data appears irrespective of selected customized value from

the drop down as shown below

Clinical Data InvitraData  Regulatory Reference  Reviews

.ho'm'Hide Mon Clinical Columns &
Senzalkonium Ocular Towict Rabit Unspecified Urspecified Unspecified Unspecified 0.01; 0.1
Chiride
- Benzalkonium Neurctoxicity Rat Juvenille 23 Months F 30
Chiaride
2 Eenzalkenium Immunretexicity Rat Juvenille 2-3; Manths F 5284376430
Chiaride
—
{ ¥

7.8 Show/Hide Columns

User is also allowed to view or to hide the required columns using the “Show/Hide Columns” as shown
below
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Clinical Data Mon Clinical Dats it de-: =0 Regulatory Reference  Reviews

Show/Hide Invitro Columns |-.|')

| | | Y
| Ref 1D I Excipient Name Study Type Speci | Dose Dose Units | Route Of Exposure Or Administration
I vIl UII vII v" v-I v" v-I

i1 Benzalkonium Cytotoxicity Human {.00005; 0.0001; 0.0005; 0.000 | % Incubation 30
Chignde [..Morel

4 Benzalkonium Corneal Toxicity Human 0.02;0.01 E Incubation Z
Chicnde

24 Benzalkomum Comeal Toxicty Human 0.02:0.01 o Incubation 2
Chloride

When user clicks “[+]” besides “Show/Hide Columns” then it displays all the columns in the page as
shown below. By default all the columns appears in the checked state.

Clinical Data  Non Clinical Data  @ULioRee =W Reguiatory Reference  Reviews

Show/Hide Invitro Columns 5| 5] nef 1p

~
i Study Type
I £ I
1

Flo
1 Benzalk Floose 0.00005; (.0001; 0.0005; 0.00 | % Incubation a0
Chioride] | ¥ Dese units {..Mare)
[¥] asiite of Exposure or Administration
— W
24 Benzalkanium Corneal Toxicity Human 0.02;0.01 % Incubation 2
Chloride
24 Berzalkonmum Comeal Toxicity Human 0.02;0.01 % Incubation 2
Chloride
45 Berzalkonium Cytotoxicity Rabit 0.02; 0.01; 0.005 % Topical 45 @
“hlnrids -
< >

User is allowed to customize the required columns to display the information using the check boxes as
shown below
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how/Hide Invitro Columns &

(iose

Fef 1D
Fxcipient Name
Etudy Type
Fpecies

Doze Units

Routs of Exposure or Administration

on Of Treatment | Duration Units

Min

M Comeal Towicity
24 Comeal Toxiciy
48 Cytotoxicity

0.02;0.01 2
0.02;0.01 2
0.02; 0.01; 0.003 45

Days

Days

Minutes

S\rs'tern /Urgan

Human Comeal
Epithelial Cellz
(o..Mare)

Cornea Endothelium

Cornea Endothelium

Cornga

Safety / Tolerability / Adverse Effects HE’iLilUI‘i

Cytotoxic Effects-DNA Damage Even At Lo
Concentrat

Caf...Mare

Slight Clarification Of The En{...Mors] Caused On
Slight Clan

{.More)

Caused On
Slight Clari

{..More]

Shght Clarification Of The En{...More]

Significant Cormeal Superf [al
{ Mreed

LOEL - 0.0 2

Piaen AmA

3

When user selects the required columns then the page gets refreshed and search results page only
displays the selected columns as shown below

Clinical Data Man Clinical Data Invitro Data Regulatory Reference Reviews

Show/Hide Invitro Columns

=SR]
=S [T [T I I I~ S F S ¥
o5}

e
[}
LN

Benzallconium Chloride
Benzallonium Chloride
Benzallonium Chloride
Benzallkonium Chloride
Benzallconium Chloride
Benzallkonium Chloride
Benzallonium Chloride
Benzallkonium Chloride

Benzallkonium Chlaride

Cytotoaicity
Corneal Toxicity
Corneal Toxicity
Cytotoxicity
Cytotoxicity
Genotoxicity
Genotoxicity
Immunotaoxicity

Immunotaoxicity

Search Results
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7.9 Navigations in Search Results page

Whenever user selects more than one excipient as shown below
2 saraswathinimmaraju@gvkbio.com BasicSearch | Advanced Search | Logout
Excipient(s) Intermediate Page
Number of Excipient found. 2
All
[v§Benzalkonium chloride
Benzyl alcohol

Submit

Then clicks “Submit” button search results page appears displaying the corresponding information

along with the navigation links to navigate in between the excipient selected as shown below

Search Results Total References: 34 Record 1 of 2
Excipiant Navigation
Geners VT i B : —
| Excipient Chem ID Go (lr-'-f <Previous hlext ‘@]
Excipient Chemical Name: Benzalkonium chioride
CAS Registry Number; 8001-54-5

i+ Excipient CategoryiFunction :
1 Phamacopoeial Status:

[+ Regulatory Status:

[ Synonyms:

[ Acceptabile Daily Intake:

I Revigion Date

Clinical Data  Mon Clinical Data  UEHONSE-W  Reguiatory Reference Revews

Show/Hide Invitro Columns &

er D Excipient Name | Study Type Route Of Exposure Or Administration Duralmn OIT

Senzalkonium C,' ctoxicity Human 0.00005; 0.0001; 0.0005%; 0.00 % Incubaticn
Chloride {...More]

11 Benzalkonium Cytotoxicity Humar 0.00005; 0.0001; 0.0005; 0.00 % Incubation 30
Chloride {...More)

When user selects multiple excipients then only these navigation links appears using which user can

view the search results information of the related excipient.
Based on the selection initially “Benzalkonium chloride” information is displaying as shown below.
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And on clicking the “Next” navigation link other excipient “Benzoic acid” information appears as

shown below

Search Results Total References: 34 Record 2012
Excipient Havigation

Ganaral Iformation  Excipient Chem ID .:2 Go dFlst <Previous 2hext BLast

Excipient Chemical Name:

CAS Registry Number; £5-85-0

| Excipient CategongFundion :
4 Pharmacoposial Status:

4 Requlatory Status:

& 8monyms:

Bl Acceptable Daily Intake:

B Revision Date:

MonClinical Data Invito Data  RegulsoryReferance  Reviews

how/Hide Clinical Columns

Excipient Name | Study Type Agc Age Units Gende
I S S S

FM Intraccular 0

g Benzeic Acid Chrenic Texicity Adults 64-98 Years

4 Benzoic Acid Leng Term Adults Unspecified Unspecified FM Intranasal

7.10 No records found

If there is no data available then the below message appears

Reguiatory Reference  Safety Or Toucological Reviews

Mon Clinical Data

Clinical Data

No Records Found
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8 EXPORT

STEP is also accommodating users to export the required information using the “Export” link from the
main menu bar from the “Search Results” page as shown below

& saraswathi.nimmaraju@gvkbio.com Basic Search | Advanced Search | | Logout
Search Results Total References: 27 Record 1012
Excipient Navigation
ition  Excipient Chem D o |y oiis SN& oLast
Excipient Chemical Name: Benzd alcohol
CAS Regisiry Number: 100-51-5

+ Excipient Category/Funciion :
+ Pharmacopoeial Status:

% Regulatory Status:

® Synonyms:

# Acceptable Dally Intake

+ Revision Date

Hon Chinical Data  Invitrg Data  Regulatory Reference  Reviews

how /Hide Clinical Columns &

Ref ID Excipient Name | Study Type Age Category | Age | Age Units | Gende | Route Of Exposure Or Administration M A

When user clicks “Export” link from the main menu bar then the below page appears

ﬂsarasmmi.rllmmnrm@g\rhmcom BasicHearch | Advanced Search | Logout

Select to Export

= General Information

[Clan [ Excipient ID [ cA3 Raegistry Humber Excipient Name
[ Excipient CategoryFunction [ Pharmacoposial Status [ Reguiatory Status [I8ynomms

[] General Acceptable Diaily Infake [l Acceptable Daily ntake for Pediatrics [ Revision Date

4 Clinical Data

4 Hon Clinical Data

 Jnvitro Data

3 Reference

Export to Excel Export to PDF

In this page all the information can be selected based on user requirements using the check boxes and

the data in the corresponding categories is provided in collapsed mode and user can click “[+]” symbol
besides the name of the category to view the expanded mode as shown below
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Select to Export

= General Information

Oa [ Excipientin (148 Regisiry Number Exciplent Name

extipient CategonyFundson [Phamacoposial Stabis CIRegulatory Status Osmenyms

[ General Acceptable Daily Intake [ cceptabe DailyIntake for Peckatrics [IRedsion Date

= Cinical Dota —

O CJretiD  Excigient Mame [ study Type

[4ge Categary [z [ Age Units Ocender

[ Route 0f Exposure Or Adminishralion Ooose [Dese Units [l Duration 04 Treatmend

[ ouration Uni [IFrequency Of Adminishation OsistemDrgan [ satety | Toterabilty iedverse Efiects
[ bosage Fom [ condusion ! Comments [IReference [ rReference Tipe

= Non Clinical Data

O [retiD | Extipient Name [ study Tipe

[ esposure Period [ spacies Oage [ age Urits

[z Category [Gender [Dese [oase Units

] Rioute Of Emosure Or Administraion Clouration Of Treatment [ Duration Lindt [l Frequenty O Administiation
OsystemiOrgan [l safety | Talerabity ichverse Effects [IDosage Form [ Conclusion | Comments
ClReterence DRefsrence Tipe

= Invitro Data

Out Oret0 * Excipient Name ] Shuty Tipe

| Dspedis Closse [ ose Units CJRoute Of Exposire Or sdministraion
| [ Durtion Of Treatment (] Dusaion Unit [ 3ystemirgan (0 safety  Toberabilty Ackerse Effects

[lDosage Fomm O conclusion! Comments ClReference

;_[]_Rekfenne_[:-pe

= Reference

| [IReterence

ExporttoExcel || Exportio POF Canzsl Exped

Then select the required fields using the check boxes then after selecting the required fields using the
check boxes clicks “Export to Excel” to export the data in excel format or “Export to PDF” to export
the data in PDF format
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Select to Export
= General Information
O Dexpient0 L] C4S Registry Number - Excipient Name

CategoryFunceon [ERramacsposiaistans stas Bsmonms
. Accepiable Daily Intabe [ Acceptable Dady Inkaks for Pediatrics O Reavision Date
= Clinical Data
Ou Oreto  ExcprentHame DsnayTive
Dlige Category Dage [ age units D oenene
| IR outs Cf Expusure O Administragon Ooes: [ Dose Units [ Duration Of Treatment
 Dlouation Unt [DFrequency Of agministaton O systemorgan COsatety Toleatity idverse Etects
Dloesage Fom DCondusion Comments ClReference ERetersnce Tpe
= Non Clinical Data
Om [Eeo * Excientame Dlsuay Tipe
Demosure Pering Dspecies Oage Dags nis
Dlage Category Dloenser Ooese O0ose unts
iljmusmsmorm [ Duration Of Treatment [ Durason Unit [ Frequency Of Adminisiralion
| systemiOrgan [safety i Tolerability icherse Eflects [IDosage Form O Condusion  Comments
ORefeeence D Reference Tpe
= Ivitro Data
Dan [Erero * Excipient Name mﬂm
[Phpediss Ooese [oose Units 0f Exposure Or Administration
, jon Of Treatment [ Duration Unit O systemiOrgan [ satety Tolerability iAdverse Effects
[Eposage Fom [Eesncsusion comments OReference
| OIReference Type
= Reference
| FReterence

Bgottobxcel || EpottoPOF | panceipies
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8.1 Export to Excel

User Guide

When user selects “Export to Excel” button from the “Select to Export” page as shown below

Select to Export
=l General Information
D Oexcipenti0 [1C43 Registry Number * Excplent Name
[ Excpient CategoryFuncsion (¥l Pramacaposial Satus [ Reguistor; Stabus Esmonyms
| 7] General Acceptatle Diallyintake [ Acceptabi Dy Intaks for Pediatics DlRevsion Date
= Clinical Data
al" OIRetiD Extiientliame Dty Tioe
| [ ege Categary [age [ge Urits D cender
 CJRoute OfExposure Or Administrason [oosz [pase nts [ Duraion Of Treatment
 Dowration Und [IFrequency Of Adminiskation [systemirgan () safety Tolerabily idverse Effects
\ Ooesape Fom O conclusion/ Comments OReference [PRsterence Tipe
= on Cinica Data
O MRefiD + ExcipientName [ study Tipe
 Olexpasure Periog Dspecies Oage Digeunis
| CJAge Categury [lgencer Doose [Cosse urits
| Reute Of Expasure Or Adminisbaion [ Duration Of Treatment [Clpuration Uit [ Frequency Of Adminisiration
| 8ystemiOrgan [ satety Tolerailty Adverse Eftects Doosage Fom DIconclusion! Comments
MRefrence [ Referencs Tioe
£ Invitro Data
O ¥iretin | Euripient Name [ Sudy Type
[l species [Dose [IDase Units [¥IRowe 0f Expasure Or Administration
[l Duration Of Trestment [l Duraion Uit [ systemiOrgan [ satety | Toleratiity iaverse Effects
M Dosage Fomn [ Conclusion Comments [Reference
[l Reference Tipe
= Reference
[MReference
[ bosto || et | oo
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Selectto Export
=l General Information
Oan [lexcipientiD [ ca5 Registry Humber Excipignt Name
[¥] Excipient CategoryFundion [Phamacoposial Status [ Reguiatory Status [simenms
[¥] General Acoeptatle Daly Intske (] Axceptable Daiy intake bor Pedistrics [ Revision Date
=l Clinical Data
O ORetio Excipient Name O study Tipe
[ &ge Categon [age [Jage Units [ Gender
[ Route O Expesure Or Adminisrafion Cpose [pose Units [l Dugation Of Treatrment
[JDuration Uni [l Frequency Of sdminiskation [l erstemiOrgan (] 8afety/ Tolerability Agverse Efects
OJDesage Fom Ol Conchusion ! Comments [ Reference [“IReference Tipe
= Non Chnical Data
Oan [#IRetiD Excipient Hame [ study Type
[JExpasure Period Cspedes [age [ 4g2 Units
[ Age Categen [l Gender Cloose [JDose Units
[Route Of Exposure Or Administratian [ ouration Of Trestment [ Duratian Unit [ Frequency Of Administratian
O systemOrgan [l sstety  Tolerabifty f2averse Eftects ClposageFom O canclusion | Comments
[IReference [IReference Tios
= Imvitro Diata
O [IRetiD Excipient Name [ study Type
M species [oase [ Dose Unis ¥ Route Of Expasure Or Administration
[ Duration 0f Treatment [ Durston Uit [ 8ystemiOrgan [ 5atety ] Tolerabiify Adverse Effects
MDosage Fom [ condlusion | Comments [IReference
[ Reference Type
= Reference
MReference

Export to Excel

Export to POF

Then the “File Download” window appears as shown below

X

Eile Download

Do you want to open or save this file?
@ j Mare: EupfiExportResults.xls

1H] Type: Microsoft OFfice Excel 97-2003 Warksheet
From: infwfO73

Open ] [ Save ] [ Cancel |

wihile filez from the Intemet can be uzeful, some filez can potentially
harm pour computer. 1f pou do not trust the source, do not open or
zave this file. wrhat's the risk?

?

Export Page | 99



Eu - US PFI User Guide
User can open or save or cancel the file download using “Open, Save, Cancel” button

When user clicks “Open” button as shown below

File Download ]

Do you want to open or =ave thiz file?

@ j Mame: EupfiExportResulks,xls
[HI

Type: Microsoft OFfice Excel 97-2003 Warksheet
Fram: infwfO7r9

| Dpen | [ Save ] [ Cancel |

l--’ “-] “wihile filez from the Intermet can be uzeful, zome files can potentially
"6/ harm pour computer. [F pou do not trust the source, do nat open or
= zave this file. wWhat's the risk?

Then the excel file appears with the selected data and based on the categorization data in the excel
sheets will appear in separate sheets as shown below

TR B 055 AE

0]
N f Format Painter

| :; = 1_1 Merge & Center = $ - % o[ %840 | Conditional Farmat  Cedl Insart Datete Format ~ soM @ Finda
! * | Formatting * as Table = Styles= | = : i Clear™  Fifter= Sefect >
Clipbogrd 7 Fant i Lligniment s Humbes r Stylas Celly Editing

Al - ﬁ: Excipient Names:
A B G D E f G| H d K L | M i 0 P Q | R
ExcipientlBenzyl zlcohol
CAS Regi 10051

o

N I3

1
2
3
4
5
B

8
g
0
"
12
13
4
18
16
1
18
19
20
iy
22
b
A
]
26
28
2
0
W P'(Seardllnpuu Genergl Information - Cinical Data .~ Won Clmical Data - Tnwitro Data - Requistory References m il
Ready * Serolf Lack |.-’r}r:jlﬂl.&‘{:] L 4

First page “Search Inputs” provides the information about the search criteria given by the user
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8.2 Exportto PDF

User Guide

When user clicks “Export to PDF” button as shown below

Selectto Export
2 oo bl . - -
Om Dlencpientio [cas Registry tumber * Eacipient Hame
| [ElEnsipient CalegonFunchin [ Pharmacoposial Status (7] Regueators Seatus Esmams
| Generat Acceptatis Dty ks [ Acosptatie Dl nkace or Pediatics [l Rztsion Date
= Cinical Data
Om Oreo * Exdigisntam Ot Typs
[ age Category s [ g Linits [ cendar
[l Rioute 0f Erpasure Or Admisistration Ooese [} Duse nits [ Duralion O Treatment
[Duratien Unt DFrequency 0f Adminiskaion CesstemOngn [ Safity i Takerabdiy isdverse Effects
_Dmsammm O Contssion | Comments CReterence DReference Tipe
£ Hon Chrecal Data
Om FlRet - EviplertHame [lstud Tipe
ClEwpasurs Peicd [ species Oage Dlage units
Clge Categany Dicenser Cioese Dloese s
[ Route OF Erpesure O Adminiskasion [ uwston Of Treabment [l Durabon Uit [ Feequency Of Adminisiration
| OlsstemOnan [T matets  Takerabiy verse Efects [ Dusage Fom D) Canstusion ! Comments
CReference [ Reterence Type
Bl
D [WRelD * Excighent liame ¥ stuy e
[l gpecies Cloase Dlpese Unts I Rowt 01 Exposese Or Adminishaion
] Dursbon 0 Troskment Clouratien Uni Osietemingan [ el Toderabiy ihverse Ellects
1 Dosape Foem [F Conctusion | Comments [Reforencs
| ] Risterersoe Trpe
= Reference
ERekrence
Epotiobuod | | Export 1o BOF | CanoeiExpon

Then the “File download” window appears as shown below
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X

Eile Download

Do yvou want to open or save this file?

= Mame: EupfiExportResults, pdf

sk Twpe: Adobe Acrobat Document
From: infwfo79

Qpen ] [ Save ] [ Cancel |

harm your computer. 1F pou do nat trust the source, do not open or

I@' “wihhile files fram the Internet can be useful, some files can patentially
b,
= zave this file. What's the rizk?

User can open or save or cancel the file download using “Open, Save, Cancel” button

When user clicks “Open” button as shown below

File Download X

Do you want to open or save thiz hle?

L Mame: EupfiExportResults, pdf
| Type: Adobe Acrobat Document
From: infwF079

" Open I[ Save ]| Cancel |

harm your camputer. 1 pau do nat trust the zource, do nat open or

|@' Y'hile files from the Internet can be useful, zome files can potentially
L
= zave thiz file. Wwhat's the rizk?

Then the PDF appears with the selected data as shown below
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Edit View Document Took Window Help

& € egllivie®m | iG] @il |

General Information :

Record No : 1

Excipient Name Benzyl alcohol

Excipient Category/Function Antimicrobial preservative disinfectant solvent

Pharmacopoeial Status JP XV,
USP32-NF27
PhEUr 6.5°

Regulatory Status Included in the FDA Inactive Ingredients Database (dental injections, oral capsules, solutions and
tablets, topical, and vaginal preparations). Included in parenteral and nonparenteral medicines
licensed in the UK. Included in the Canadian List of Acceptable Non-medicinal Ingredients.

Synonyms alpha hydroxytoluene, benzylic

alcohol, hydroxymethylbenzene, phenmethylol, phenylcarbinol, phenylmethanol
General Acceptable Daily Intake 0-5 mg/kg bw (1996)

First page “Search Inputs” provides the information about the search criteria given by the user and
based on the categorization data in the PDF appears in separate pages
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8.3 Cancel Export

User can cancel the “Export” page using “Cancel Export” link as shown below

Select to Export
= General Information
Oa OexcipientiD [Jcas Registy Number * Extipientame
| [ Exopien CategoriFunchion [Phamacapoeial Stahis [l Regutatory Stakus [ smenyms
| [Fl General Acceptatle Dally ntake [ Acceptable Dady Intake for Pediatics O Redsion Date
= Clinical Data
(O Orefip Excipient ame Dstuty Tipe
[age Cateqony [age [age units [aender
[Route 0 Enposure Or AdminisiraSion [pose [Coose nits [ Durafion of Treatment
| O] Duration Uni ClFrequency Of Administration Dissstemiorgen [ ssfety  Tolerabilty iadverse Efects
 Desage Fom O Goncusions Comments Oreterence [ Reterence Tipe
= Hon Ciical Data
D [IRefiD  Excipiznt Namg [Ostuty Type
| CIEspasure Perind [2pecies Oége [ Age Units
| [ Age Category [ Gender Ooose [JDose Units
 [JRoute Of Exposure Or Administrafion Cloaration Of Treatment [Jouration Uit [DFrequency of Administraion
[ 8ystemOrgan [ ety  Tolerability (4averse Effects DoesageFom Dconciusion] Camments
[rssrence [ Reference Tipe
S ik
O FIReriD ExcipientHame i stugy Tipe
[ Species ODase Coose Units [ Route 0f Exposure Or Administiation
[¥] Duraficn Of Treatment [ Duratian Uit [ 5ystemiOrgan ) 5iafey/ Tolerabity iAdverse Efects
¥ Dasage Form O condusion | Comments [JReference
DlReteence Tipe
= Reference
FIReference
Expart to Bucel Export bo FOF | Cancel Expord

Then the export page gets cancelled and the application navigates to the “Search Results” page
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9 GLOSSARY

Attribute: In data modeling, specific items of data that can be collected for a class.

Availability - The degree to which a system (or system component) is operational and accessible when
required for use.

Capacity - A measure of the amount of input a system could process and/or amount of work a system
can perform; for example, number of users, number of reports to be generated.

Document - Written and/or graphical information describing, defining, specifying, reporting, or
certifying activities, requirements, procedures, reviews, or results.

End user: The ultimate consumer of a product, especially the one for whom the product has been
designed. End-users for STEP database application include Pharmaceutical Scientists, Regulators,
Toxicologists, physicians, nurses, epidemiologists, health care providers etc.

Entity - Represents data attributes about which data are collected and maintained.

Functional Requirement: A description of what a system should be able to do-a function it should
perform.

Life Cycle: All the steps or phases a project passes through during its system life; from concept
development to disposition.

Methodology: A set of methods, procedures, and standards that define the approach for completing a
system development or maintenance project.

Non-functional Requirements: Software design requirements related to the efficiency, reliability,
portability, and usability of the system. Also known as supplementary requirement.

Process: A set of activities that produces products and services for customers.

Process Flow: The set of steps or working states in a documented standard process.

Requirement: A requirement describes a condition or capability to which a system must conform;
either derived directly from user needs, or stated in a contract, standard, specification, or other formally
imposed document. A requirement is a desired feature, property, or function to be met by the
application.

Scope - The established boundary (or extent) of what must be accomplished; during planning,

This defines what the project will consist of (and just as important, what the project will not

consists of.

Software Requirements Specifications (SRS): A project artifact that defines the complete system

requirements through use cases and supplementary specifications.
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Web-based: A set of interconnected web pages, usually including a homepage, generally located on
the same server, and prepared and maintained as a collection of information by a person, group, or
organization. Web-based applications are usually accessed with a web browser (e.g., Microsoft Internet
Explorer, Netscape).
User interface: The programming that controls a display for the user (usually on a computer monitor)
and that allows the end user to interact with the system with commands and mechanisms to control
system operation and input data.
User Manual - A formal document that contains all essential information for the user to make

full use of the new or upgraded system.
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