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About this guidance

This guidance describes how to change sponsor details in the Product Information (PI) and
labels for prescription medicines.

Sponsor details may include:

* name

* address

¢ phone number

* email

* website of the sponsor and/or the distributor

Changes to sponsor details in PIs and labels may be required when:
¢ there is a change in sponsor

* the sponsor changes their name or address.

New sponsors

Prescription medicines must be registered in the Australian Register of Therapeutic Goods
(ARTG). Making a change to an ARTG entry requires that you apply to the TGA for a variation.

If you are the new sponsor of a registered prescription medicine you must notify us of the
change in sponsorship.

The ARTG must reflect the new sponsor details before any application can be made to vary the
Pl and/or labels.

An approved Pl is required to register prescription medicines in the ARTG
under Section 25AA of the Therapeutic Goods Act 1989.

Any changes to the approved PI for a registered prescription medicine must
also be approved by the TGA.

Timeframe
You must apply to change the sponsor details:
e in the Pl immediately after a change has occurred

e on the label within 12 months after a change has occurred.

Supplying products with former sponsor details

You may continue to supply medicines with the existing sponsor details for up to 12 months
while you are waiting for TGA approval. Your product must comply with Therapeutic Goods
Order No. 91 (TGO 91) - Standard for labels of prescription and related medicines.
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Products complying with TGO 69

The Therapeutic Goods Order No. 69 (TGO 69) - General requirements for labels for medicines
ceased to be in effect from 1 September 2020. Products released to the market from
1 September 2020 must comply with the requirements of TGO 91.

If your product complies with TGO 69, you must apply for consent to supply the goods with the
former sponsor details on the label.

For information on how to update your labels to TGO 91, refer to Variations to prescription
medicines - excluding variations requiring the evaluation of clinical or bioequivalence data.

Applying for a variation to change sponsor details

To change the sponsor details in the PI and label of a registered prescription medicine, you
must:

¢ ensure that the sponsor details have been updated in the ARTG

e apply for a variation under Section 9D(3) of the Therapeutic Goods Act.

Applying for the Pl and label variation at the same time

We encourage you to apply to change the details in the PI and the label in the same application.
As these are related requests, if you apply at the same time:
* you will only need to pay a single fee related to the SAR

¢ you will not need to pay for the notification request.

Complete a self-assessable request (SAR)

If you are only planning on updating the sponsor details in the PI and labels, then you need to go
to TGA Business Services (TBS) and complete a self-assessable request (SAR). Choose the code
PIPS: PI- changing the name, address or other details of the product’s sponsor or distributor.

Refer to the Application process for details on how to complete your request.

Data requirements for the PI

In your application include:

e acopy of the currently approved PI for the relevant registered medicine, with changes
clearly marked

* aclean copy (not marked-up) of the currently approved PI for the relevant registered
medicine containing the proposed changes

Ensure that:

* any included technical information is accurate and obtained from recognised reference
sources

¢ all names and terminology used in the PI are Australian approved names or entered in the
TGA Business Services code tables

Submit the PI in the form for providing product information.
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Submit the Pl in the new PI format

If the PI was approved before 1 January 2018 it may be in an old format. You should reformat
your PI at the same time as the variation request if your PI is still in the old format. Please
include the request to reformat the PI in the comments section of the e-form. Otherwise you will
have to apply separately to reformat the PL.

The PIs for all marketed products will need to be in the new format by
31 December 2020.

Data requirements for the label

In your application include:

¢ final copies or mock-ups of the amended labels (for each strength, where applicable)
¢ final copies or mock-ups must:

— include any logos, design work or graphics

— betoscale

—  verify the size/dimensions of the labels

— indicate the colours to be used

e where there are multiple pack sizes available, one representative label can be provided for
each strength, as long as the only difference between the labels is the pack size

Ensure that:

e there are no other changes to the label made under this request

¢ the new label follows labelling best practice

¢ the new name and address are the same as the one in the ARTG and PI

Applying for the label variation separately

If you apply separately to change the sponsor details on the label, you will have to pay an
additional fee.

To change only the label, complete a notification request on TBS and select the code LPCS:
Label - addition or deletion of, or change to, the name or address of the Australian sponsor or
supplier of the product.

Fees

To view the current fee for this variation go to Requests with a single fee on the Fees and
Charges summary page.

For the SAR fee, refer to ‘Self-assessable request with no evaluation of data’.

For the notification request fee, refer to ‘notification request’ (if applying for the notification
request separately).
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Application process

The application process must be completed online through the TBS portal.

Logging into TBS

To apply for a variation, you will need:
* aTGA client identification number
¢ access to the TBS portal

TGA Business Services: getting started with the TGA provides information about TGA business
services.

Steps to complete your application

1. Login to TBS and on the Applications tab, select Variation to access the variation e-form on
the TBS portal.

ﬁ Documents ~ & Your TGA ~

Adverse Event Reporting Regulatory Compliance Annual Charge Exemption Biologicals Listed Medicine
Medicine Adverse Event Medical Device Post Market ~Manage my entries Biological Application General Listed
Medical Device Incident Compliance Clinical Trials Submission Assessed Listed
Reporting Export Only Medicine Clinical Trial Notification Manufacturers General Composite

Assessed Composi
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Medical Device S.26 - Export Only Submission Certification Application i
Device/OTG Application General Listing Medsine Shortages Clearance Application Subgtlance !Evaluati
Class III/AIMD Variation Composite Pack Notification Declaration Medicine Kit _
Class 1-3 In-house IVD Export Certificates Stibisgis Licence Application ('_?halnge Multiple Ct
Notification Listed Product (CLP) L i Non-Prescrinti Lisfings
P tion Med plon -

Manufacturer Evidence Pharmaceutical Product R o U SRLPIER Medicines Indication and Qual

X Designation/Determination application
Conformity Assessment (CPP) . . — 2 i i pR

o o Designation/Determination Non-Prescription Medicine Labiel Infotmiation
IVD Variation Submission Extension Non-Prescription Composite o
Request Change Export Only T, Pack Submission

s = . Welcome Page
GMDN Hel Certificates
P Single Medicine Application ~ Change Multiple ARTG
Regulatory Actions Composite Pack Application ~ Entries Bagam.
ARTG entry Cancellation Substance Evaluation Recall/Non-Recall
Submission Submission Submission
Welcome Page
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2. Fill in your details.

Applicant information

An applicant is either a sponsor of registered goods or an agent representing one or mare sponsors

Applicant

L
Applicants reference (optional)
eSubmission identifier (optional)
Contact

Billing address:

Regulatory carrespondence address

3. Add the product that you want to vary. A single PI often refers to multiple ARTG entries for
prescription medicines. If you are applying to change the sponsor details for multiple
ARTG entries select all AUST-R entries included in the PI. If you don’t include all of the
ARTG entries in your application, you will have to make another variation request in future.

New Application > Prescription Medicine Minor Variation

Step 1 Step 2
Applicant information Make variation(s) A

Application ID: PM-

Variations

Add the goods you want to vary

== Add : X =

Fee item Legislative basis Variation category Variation type
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4. You will be able to search for the product by typing the first letter of the active ingredient,
or by its ARTG ID.

Variations

Add variation

Step 2a L3
Search for goods

Search for goods

All active ingredients need to be entered before the form will auto populate.

® Search by active ingredient Search by ARTG ID

X X Remove All

5. In Category Group select Quality Information. In Category select Self-assessable request not
requiring the submission of data for evaluation. In Type select PIPS (PI - changing the name,
address or other details of the product’s sponsor or distributor).

Select the variation category. Multiple variations are allowed in a submission but they can only be made one at a time.

Category Group Correct an ARTG entry Nolifica(i@g Product Information (PT) ® Quality Information
Category Self-assessable request not requiring the submission of data for evaluation L
Type PIPS: PI - changing the name, address or other details of the product's sponsor or distributor ~
Assurances

All of the required information specified for each proposed variation in the current guidance document, Minor variations to
registered prescription medicines: Chemical entities/Biological entities, has been pravided.

All of the specific conditions specified for each proposed variation in the current guidance document, Minor variations to
registered prescription medicines: Chemical entities/Biolagical entities, are met. Where applicable, relevant validation data have:
been generated and have been self-assessed.

Details of the variations sought are provided.
No request for a variation that requires TGA evaluation of data is included.

The only variations being made to the ARTG entry are those identified in the request and no other aspects of the quality
information have been changed.

Where a proposed variation requires update to the product information (P} or labels, details of the update to the Pl or labels ars
stated and clean and marked-up copies of the draft revised Pl or labels are provided.

If you are applying for the label variation at the same time, you do not need to select a
separate variation type for the label variation. Instead, include this information in the cover
letter of your application.

Changing sponsor details in Product Information (PI) and labels of prescription medicines Page 9 of 13
V1.0 October 2020



Therapeutic Goods Administration

6. Include a summary of the changes in the comments field in the variation e-form and
complete your variation request.

Variations

R e s
Details of the variations sought are provided.
No request for a variation that requires TGA evaluation of data is included.

The only variations being made to the ARTG entry are those identified in the request and no other
aspects of the quality information have been changed.

Where a proposed variation requires updalé‘:iu the product information (PI) or labels, details of the
update to the PI or labels are stated and clean and marked-up copies of the draft revised PI or labels
are provided.

Legislation basis  9D(3)

Comment

7. Validate your variation request. You will then be able to attach your supporting
documentation.

Variations

Add the goods you want to vary

= Add / 4 Reset application
Fee item Legislative basis Variation category Variation type ARTG 1Ds ARTG data
2A(a) ap(3) Self-assessable request not PIPS: PI - changing the name, address or ather details of

requiring the submission of data for the product's sponsor or distributor

evaluation

“ Validate

8. You will receive a single invoice via the variation e-form if all your changes are for the
same fee item.

Prescription medicines with more than one registered trade
name

If you are applying to change the sponsor details for prescription medicines that have multiple
registered trade names, you may include the following in your application:

* one representative marked-up copy of the complete PI
* one clean copy of the PI for each registered trade name

e anassurance that all PI documents for all trade names will be changed in the same way, and
at the same time, once we have approved the changes.
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Timeframes for approval
Changes to the PI and label will be approved within 45 working days if requested as a SAR.

Changes to the label will be approved within 48 hours if submitted as a separate notification.

When Pl changes are approved

If we approve your PI with the updated sponsor details, you will receive an approval letter
informing you of the date of effect of the variation.

After receiving your approval letter

After you receive this letter, you must submit the approved PI on TBS within 2 weeks of the date
of approval. Agents cannot upload an approved PI on behalf of a sponsor via the agents TBS
portal.

If the Consumer Medicine Information (CMI) document needs to be changed as a consequence of
the change to the approved PJ, it must be lodged with the TGA within 2 weeks of the date of the
changed PI.

and/or labels. Sponsorship transfer must first occur in order for you to make
changes to the PI and labels. For more information on changing sponsors refer

6 The change in sponsorship is processed independently of the changes to the PI
to Changing the sponsor of therapeutic goods.
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Version history

Version Description of change Author Effective date

V1.0 Original publication Regulatory Guidance September 2020
Team
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