
INGREDIENT

Substance Name

Substance ID

Substance Type

Substance Role

HA CORRESPONDENCE

Corresp Date

Corresp Type

Corresp particpants

ORGANIZATION

Org Name

Org Acronym

Org Identifier

Org Type

Org Central Country

CONTACT

Contact First Name

Contact Last Nmae

Contact Organisation

Contact Title

Contact Email

Contact Phone Nbr

PROCESS_OBJECTIVE

Objective Name

Objective Type

Field

COMMITMENT

Commit Start Date

Commit Type

Commit Due Date

PRODUCT_FAMILY

Product Family Name

Product Company Code

Product Generic Name

MEDICINAL PRODUCT_COMPONENT

Component Name

Component Type

Component ID

MANUF_PROCESS

Field

Field

Field

MANUF_PROCESS_STEP

Field

Field

Field

MANUF_PROCESS_STEP_MATERIAL

Field

Field

Field

DEVICES

Field

Field

Field

TRADE_NAME

Trade Name

Generic Name

Language

COUNTRY

ISO 2-Char Code

ISO 3-Char Code

ISO Full Name

Primary Language

Medicinal Drug Agency

Pharmaceutical Product
Components

Packaging

Clinical Studies

Submissions

Application 
Country

License / 
Application

Licensed  Country

Products

PROCESS_PLAN_TEMPLATE

Template Name

Template Country

Template Type

Appl 
Process Plan

PROCESS_PLAN

Process Plan Name

Planned End Date

Actual End Date

Submission Content - 
Non-Clinical Study

Trade
Name

ORGANIZATION 
SITE

Org Site Name

Org Site Identifier

Org Site Address

Applications

SUBSTANCE

Field

Field

MARKET STATUS

Market Launch

Field

Field

LABELING

Label Name

Label Type

Label Language

Approved
Manufacturing

Site,
Contributors/3rrd Parties

PROCESS STEP

Step Name

Planned Step Date

Actual Step Date

Parent Process Step

Label's
Process Plan

APPLICATION

Application Name

Application Number

Application Type

Appl-Procedure Type

Appl-Procedure Nbr

GLOBAL LABEL (Clinical 
use Definition)

Label Name

Version

Labeling

INSPECTION

Inspection Name

Inspection Type

Inspection Date

Change Control

HA Q&A

Question Name

Question Type

Question Date

MEETING

Meeting Name

Meeting Type

Meeting Date

REGULARY INTELLIGENCE DOMAIN

Country

Regulation

Data

Precedence

PROCESS STEP TEMPLATE

Step Name

Planned Step Duration

Field

c 

Submission Content Plan

Submission 
Meeting

Pharmaceutical
Product

Medicinal 
Products

Label's 
Packaged Product

Medicinal
Product

Ingredients

GLOBAL PRODUCT

Global Product Name

Product Type

Dosage Form

Product Therapeutic Area

Product Identifier

MEDICINAL PRODUCT

Strength

Version

Field

Field

Submission Content Plan - 
Submission Content

Label's
Process Objective

Submission Content - 
Clinical Study

c 

Trade Name Country

Submission Correspondence

Content

Name

Type

Date

Content

PROCESS_OBJECTIVE_GROUP

Group Name

Field

SUBMISSION

Submission Type

Submission Date

Submission Agency

Submission Content Plan

Name

Type

DateHealth Authority,
MAH

Certification Body

PHARMACEUTICAL 
PRODUCT DETAIL

Strength

Version

PACKAGING

Field

Field

Field

Artwork Content

Label's
Medicinal Product

Package Market Status

Sponsor

PACKAGED PRODUCT

Field

Field

Field

Packaged
Product

LICENSE

License Name

License Number

Application Number

License Status

License Renewal Date

Liense - Clinical

License

Clinical Pariculars

Contains objects:  
Indication, 
Contraindication, 
Undesirable Effects, 
Interaction,   
Interactant, Population, 
Other Therapy

PACKAGE 
CHARACTERISTCS

Field

Field

Field

License Label

Labeling Content

Submission Content

Name

Type

Date

Parent/Child Content

NON-CLINICAL_STUDY

Study Name

Study Title

Study ID

Species

Study Type

ORGANIZATION 
DIVISION

Divison Name

Division Acronym

CLINICAL_STUDY

Study Name

Study Title

Study ID

Study Type

Indication(s)

Field

Health Authority Division

PSMF

Reference Application

License-Contact

LEGAL STATUS OF 
SUPPLY

Humidity

Jurisdiction

License - Legal Status

License - Clinical Study

ARTWORK

Field

Field

Field
Legal Status 

Packaged Product

Appl - Legal Status

Application -
HA, Sponsor

Organisations

Application 
HA, Sponsor and 

QP Contact

SHELF_LIFE/STORAGE

Temperature

Humidity

Region(s)

PHYSICAL 
CHARACTERISTICS

Color

Share

Size

Application
HA Division

Label Country

Submission Role

Contact Role

Submission

MANUFACTURING_BUS_OPERATION

Org Site

Manuf Process

Type

OTHER 
CHARACTERISTICS

Sterilization Method

Manufacturer

O

O
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