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In this Notes from the Help Desk, we explore the relationship between the Therapeutic Goods
Administration’s Black Triangle Scheme and the Code, and answer some of the practical
questions that have recently been raised with the Help Desk.

What is the Black Triangle Scheme?

The Black Triangle Scheme is a TGA initiative designed to encourage reporting of suspected adverse
events for medicines subject to additional safety monitoring. For products included in the Scheme,
the TGA requires the black triangle symbol and accompanying explanatory wording to appear in the
Product Information (Pl) and Consumer Medicine Information (CMI).

Further information about the Scheme, including sponsor obligations, is available on the TGA
website.

What does the Code say?

The Code refers to the Scheme in Section 2.1, which states that product-related promotional
materials must include Black Triangle information where required by the TGA. In simple terms, if the
TGA requires the information, it should be included. If it does not, it is not required.

Section 2.1 is often viewed as the home of the Code's "mandatory information" requirements. Its
reference to TGA requirements provides a useful starting point for companies seeking to understand
the minimum information that should accompany promotional product-related materials.

The requirement to include Black Triangle information in promotional materials aligns with the
broader objective of helping healthcare professionals access important safety information for
medicines under additional monitoring.

How should the information be presented?
Consistent with the Code’s principles-based approach, there are no specific requirements regarding
presentation. Placement, formatting and prominence should be guided by the relevant TGA
requirements and the company's judgement.

This extends to the use of the black triangle symbol itself. While the symbol is a widely recognised
indicator of additional safety monitoring, the Code does not expressly require its inclusion. Where
TGA requirements are met, the statement may be sufficient. However, including the symbol may
help healthcare professionals quickly identify medicines subject to additional monitoring and draw
attention to relevant safety information.
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https://www.tga.gov.au/safety/adverse-events/medicine-adverse-events/obligations-report-adverse-events-medicines-and-biologicals/black-triangle-scheme
https://www.tga.gov.au/safety/adverse-events/medicine-adverse-events/obligations-report-adverse-events-medicines-and-biologicals/black-triangle-scheme
https://code.medicinesaustralia.com.au/code/part-b-ethical-interactions-with-healthcare-professionals/section-2-requirements-for-material-directed-at-healthcare-professionals/#21nbspRequired_Inclusions_for_Product-related_Materials

When should it be included?

Simply mentioning a medicine in educational or informational content does not necessarily constitute
promotion. Where a medicine is referenced as part of a broader educational communication, rather
than being promoted in its own right, the requirements of Section 2.1 may not apply.

What about media releases and social media?

Section 10.1(e), of the Code requires that "a summary of the side effect profile, product's precautions,
adverse effects, warnings, contraindications, and interactions" be included when referring to a specific
prescription medicine.

How these requirements are met will depend on the communication. Media releases generally provide
greater scope to include detailed safety information and, in those circumstances, it may be
appropriate to include Black Triangle information as part of the overall safety messaging.

By contrast, product-specific social media communications are less likely to accommodate detailed
references to the Black Triangle Scheme. Guidance on balancing benefit and risk information in
product-specific public statements can be found in NETHD #87: Product-specific media statements —
Getting_the balance right.

What about patient-directed materials?

The Code does not expressly address this issue, meaning the appropriate approach will depend on
the context and the company's judgement. If the TGA regards the Black Triangle Scheme as an
important mechanism for encouraging adverse event reporting, inclusion of Black Triangle information
could be appropriate where the format and circumstances allow.

However, patient understanding of the Black Triangle Scheme may be limited, and companies should
not assume the symbol's meaning is widely recognised, so additional explanation may sometimes be
helpful.

What about disease awareness materials?

Educational and disease awareness materials directed to the general public must not refer to a
specific prescription medicine under Section 12.2(a) of the Code. As a result, Black Triangle
information will generally not be relevant because the material should not be product-specific.

Final reflections

The Black Triangle Scheme is fundamentally a TGA safety-monitoring initiative, and TGA
requirements remain the primary reference point when considering the use of Black Triangle
information. Its inclusion in Section 2.1 of the Code serves as a useful reminder for companies when
those requirements apply.

As the Code is principles-based, companies should consider not only whether a Black Triangle
statement or symbol has been included, but also whether the communication effectively supports
awareness of important safety and risk information.
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https://code.medicinesaustralia.com.au/code/part-c-ethical-interactions-with-relevant-stakeholders/section-10-appropriate-communications-with-relevant-stakeholders/
https://code.medicinesaustralia.com.au/code/part-c-ethical-interactions-with-relevant-stakeholders/section-10-appropriate-communications-with-relevant-stakeholders/
https://code.medicinesaustralia.com.au/wp-content/uploads/sites/68/2025/05/NFTHD-87.pdf
https://code.medicinesaustralia.com.au/wp-content/uploads/sites/68/2025/05/NFTHD-87.pdf
https://code.medicinesaustralia.com.au/code/part-d-ethical-interactions-with-patients-and-the-general-public/section-12-interactions-with-the-general-public/#122_Educational_Information_and_Disease_Awareness
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