Information about Submissions to Drug & Therapeutics Committees
A Decision Tool

Information about the formulary submission template
This decision tool provides guidance for Drug and Therapeutics Committees (DTCs) undertaking review of
applications and for clinicians submitting applications for hospital use of new drugs, new drug presentations,
additional indications or new medicines access programs. It identifies the information that is required for DTC
decision-making, and provides a decision algorithm for use of this information. It may be used by DTCs to guide
the approval process for new formulary listings. It may also be used to guide the process for individual patient
use (IPU) approvals.
This decision tool consists of a number of documents relating to:
Formulary submissions:
IPU submissions:
• Formulary submission template(s)/form(s)
• IPU submission template/form
• Prescribing protocol template
• Supplementary information form
• Supplementary information form
• IPU decision algorithm
• DTC decision algorithm
• Questions to ask when evaluating a new drug
All documents are available here: https://www.nswtag.org.au/evaluating-new-drugs/

How should the submission forms be used?
The relevant submission form (Formulary submission form(s) or IPU submission form) should be completed by
the clinician requesting approval (the applicant). In most cases it will be appropriate for prescribing guidelines
(Prescribing protocol template) to be proposed and included in the submission. A Prescribing protocol template
is provided to assist this process. Once completed, the submission form (and prescribing protocol) should be
forwarded to the relevant DTC personnel (the Secretary, the Chair or the Director of Pharmacy) who will
coordinate preparation of supplementary information before referral to the DTC.

What happens to completed forms?
The completed submission will be considered by the DTC, together with information in the Supplementary
information form. Supplementary information will usually be prepared by a delegate of the DTC in consultation
with the applicant. All of this information is important for appropriate DTC decision making. Missing information
may delay the decision process.
In considering a new formulary listing, the DTC will assess the new drug in comparison with current therapy
using a structured approach that addresses specific questions. The DTC will use a standard decision algorithm to
guide its decision process. This decision algorithm is recommended for use in all NSW hospitals, to encourage
consistency in approach and equity of access to pharmaceuticals for hospital patients in NSW. The DTC will
consider not only clinical issues, but also economic issues (i.e. value for money). Economic analysis may be
undertaken on either a cost-effectiveness or cost minimisation basis depending on the circumstances. The DTC is
encouraged to consider economic analyses undertaken by the Pharmaceutical Benefits Advisory Committee
when considering hospital formulary decisions.
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The following schema, produced by NPS, gives an overview of the kinds of economic analyses that may be used.

Comparison of cost-effectiveness and cost-minimisation *

* New (and old) ways of looking at new drugs. NPS Newsletter 31. December 2003. Permission to use obtained from NPS.

Advice about completing the submission form, as well as further information about DTC processes,
may be obtained from the Director of Pharmacy in your hospital.
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