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TACTI-003-B | Approvable in HNSCC?
| Investment View

The combination of Efti and KEYTRUDA has achieved impressive efficacy data from Part B of 
TACTI-003. Results are ahead of the KEYTRUDA/chemotherapy regimens that pass for standard 
of care in first line HNSCC (for CPS < 1 or ‘cold tumour’ patients); albeit on a cross-trial 
comparison basis. Maintain O/W. PT under review, mulling accelerated approval prospects.

| Announcement Highlights

Immutep have announced updated data from the TACTI-003-B study in 1L head and neck squamous cell carcinoma (HNSCC). As a reminder, this trial is 
evaluating Efti, in combination with anti-PD-1 therapy (KEYTRUDA) in PD-L1 non-expressors (CPS < 1). As a reminder, this component of TACTI-003 
was uncontrolled. Maturing data from 31 evaluable patients treated with this combo has built upon the strong initial response rates shared earlier this 
year at ESMO24. At the data cut-off point (31st October), median progression free survival (mPFS) was 5.8 months, (interim) median duration of response 
was 9.3 months and the proportion of complete responders continued to increase (to 12.9% and 16.1% by RECIST 1.1 and iRECIST, respectively). These 
results sit well ahead of rival KEYTRUDA with or without chemotherapy. Overall survival has not been reached but with 66% of patients still alive at 12 
months, the combo seems well positioned. Our view is that a 2-3 month mOS benefit over the ~11.3 months established in KEYNOTE-048, would be 
decisive. Whether or not these data are enough to secure accelerated approval is the focus for today’s discussions. We estimate US$450M peak sales 
for Efti in the CPS<1 HNSCC population, should that prove the case (reminding investors that a confirmatory Phase III will be mandated).

| Wilsons’ View

Initial analysis

Figure 1: TACTI-003-B data to date versus KEYNOTE-048 

 
Source: Immutep, Merck, Wilsons Advisory. 
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Study TACTI-003              
Part B Keynote-048 Keynote-048 Keynote-048

Phase IIb III III III

Therapy Line 1st 1st 1st 1st

n 31 301 281 278

Demographics (% male) 74% 83% 80% 87%

HPV status (% positive) 12.9%^ 21% 21% 22%

Current smoker 26% * * *

Median age 64 62 61 61

PD-L1 CPS <1 100% 15% 15% 15%

CPS 1-19 41% 40% 45%

CPS ≥ 20 44% 45% 40%

Median PFS 5.8 months 2.1 months 4.9 months 5.2 months

HR (for progression) NR p>0.05 0.84 (p>0.05) -

PF at 6 months NR 25% 45% 45%

Median OS not reached 11.6 months 13.0 months 10.7 months

mOS CPS ≥1 not reached 7.9 months 11.3 months NR

OS at 12 months 67% 39% - -

Median Duration of response 9.3 months 2.6 months 6.7 months 4.3 months

ORR (total) 35.5% 16.9% 36.0% 36.0%

ORR CPS <1 35.5% 5.4% 30.8% 39.5%

ORR CPS ≥1 - 19% 36% 36%

ORR CPS 1-19 - 14.5% 29.3% 33.6%

ORR CPS ≥20 - 23% 38% 43%

DCR (total) 58.1% 44% (32% for 
CPS<1) 64% 70%

Comparison of relevant trial programs in 1L mHNSCC

0%

KEYNOTE-048 the trial to beat. The current standard of care 
(SoC) for 1L mHNSCC with PD-L1 negative tumours is a 
chemotherapy-based regimen, either incorporating a 
combination with Keytruda (in US) or cetuximab (in EU). In 
either case, 50% of these patients either refuse or are 
ineligible for chemotherapy. The metrics to focus on are ORR 
(often supported as a surrogate endpoint for accelerated 
approval), OS (gold standard primary endpoint in oncology) 
and DOR (remembering that mPFS is a poor surrogate in this 
indication). Thus far, the most impressive deltas from SoC are 
ORR, DOR and the complete response rates (CR: 13%-16%), 
noting that 0% CPS<1 patients achieved CRs on KEYTRUDA 
monotherapy (and ~3% with the addition of chemotherapy 
and/or cetuximab).  OS remains the key in positioning the 
combo for potential accelerated approval. To our minds a 2-3 
month benefit over the 10.7-13.0 month range established in 
KN-048 would be decisive.

Implications of a potential accelerated approval in HNSCC. 
We’ve always modelled HNSCC based on waiting for a 
Phase III pivotal trial and full BLA in 2028. Although on paper, 
the HNSCC opportunity contributes just 5% to our IMM 
valuation, the prospect of earlier revenue generation (peak 
sales estimate of US$450M derived from just 5,000 CPS<1 
patients un US/EU5) would lead to a reappraisal of that, 
clearly. Proximity to revenue could have a profound effect on 
how IMM stock is perceived and valued in the market.
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| Recommendation structure and other definitions

Definitions at wilsonsadvisory.com.au/disclosures.

| Analyst certification

Each analyst of Wilsons Advisory and Stockbroking Limited (ACN 010 529 665: AFSL 238375) (“Wilsons Advisory”) whose name appears in this 
research certifies that (1) the recommendations and opinions expressed in this research accurately reflect the analyst’s personal, independent and 
objective views about any and all of the subject securities or issuers; (2) no part of the analyst’s compensation was, is, or will be, directly or indirectly, 
related to the specific recommendations or views expressed by the analyst in the research; and (3) to the best of the analyst’s knowledge, he/she is not in 
receipt of material non-public information about the issuer.

| Disclaimer

This document has been prepared by Wilsons Advisory. This communication is not to be disclosed in whole or part or used by any other party without 
Wilsons Advisory’s prior written consent. All material presented in this document, unless specifically indicated otherwise, is under copyright to Wilsons 
Advisory. None of the material, its content, nor any copy of it, may be altered in any way, transmitted to, copied or distributed to any other party, without 
the prior express written permission of Wilsons Advisory. This document is not directed to, or intended for distribution to or use by, any person or entity 
who is a citizen or resident of or located in any locality, state, country or other jurisdiction where such distribution, publication, availability or use would 
be contrary to law or regulation or which would subject Wilsons Advisory to any registration or licensing requirement within such jurisdiction.

This document is being supplied to you solely for your information and no action should be taken on the basis of or in reliance on this document. To the 
extent that any information prepared by Wilsons Advisory contains any financial product advice, it is general advice only and has been prepared by 
Wilsons Advisory without reference to your objectives, financial situation or needs. You should consider the appropriateness of the advice in light of your 
own objectives, financial situation and needs before following or relying on the advice. You should also obtain a copy of, and consider, any relevant 
disclosure document before making any decision to acquire a financial product. Please refer to Wilsons Advisory’s Financial Services Guide for more 
information: wilsonsadvisory.com.au/disclosures. Any person, before acting on any advice contained within this communication, should first consult with 
a Wilsons Advisory investment adviser to assess whether the advice within this communication is appropriate for their objectives, financial situation and 
needs. Those acting upon such information without advice do so entirely at their own risk.

This document provided by Wilsons Advisory is current as at the date of the issue but may be superseded by future publications. Wilsons Advisory 
assumes no obligation to update the information or advise on further developments relating to the company or companies covered in this document 
(“Companies”) or relevant financial products. Wilsons Advisory has not independently verified all of the information given in this document which is 
provided at a point in time and may not contain all necessary information about the Companies. Wilsons Advisory makes no warranty, express or 
implied, concerning any information prepared by Wilsons Advisory. Wilsons Advisory expressly disclaims (1) any implied warranty of merchantability or 
(2) fitness for a particular purpose, including any warranty for the use or the results of the use of any information prepared by Wilsons Advisory with 
respect to their correctness, quality, accuracy, completeness, reliability, performance, timeliness, or continued availability. Wilsons Advisory’s research 
content should be viewed as an additional investment resource, not as your sole source of information. To the fullest extent permitted by law Wilsons 
Advisory, its related bodies corporate and their respective officers, directors, employees or agents, disclaim any and all liabilities for any loss or damage 
howsoever arising in connection with the use of this document or its contents. Past performance does not necessarily indicate a financial product’s likely 
future performance.

This document may contain “forward-looking statements”. Forward-looking statements, opinions and estimates provided in this document are based on 
assumptions and contingencies which are outside the control of Wilsons Advisory and are subject to change without notice (including but not limited to 
economic conditions, market volatility and company-specific fundamentals), and therefore may not be realised in the future.

This report does not constitute an offer or invitation to purchase any securities and should not be relied upon in connection with any contract or 
commitment whatsoever.
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| Regulatory disclosure

Wilsons Advisory restricts research analysts from trading in securities for which they write research. Other Wilsons Advisory employees may hold 
interests in the company, but none of those interests are material. Wilsons Advisory further advises that at the date of this report, neither Wilsons 
Advisory and Stockbroking Limited or Wilsons Corporate Finance Limited have any material interests in the company. Wilsons Corporate Finance Limited 
ACN 057 547 323, AFSL 238 383 acted as Joint Lead Manager in the June 2024 pro rata accelerated non-renounceable entitlement offer and 
Institutional Placement of Immutep Limited Securities for which it received fees or will receive fees for acting in this capacity; acted as Joint Lead Manager 
and underwriter in the May 2023 pro rata accelerated non-renounceable entitlement offer and Institutional Placement of Immutep Limited Securities for 
which it received fees or will receive fees for acting in this capacity. 

Wilsons Advisory and Stockbroking Limited may have a conflict of interest which investors should consider before making an investment decision. 
Wilsons Advisory and Stockbroking Limited, Wilsons Corporate Finance Limited and its related bodies corporate trades or may trade as principal in the 
securities that are subject of the research report. Wilsons Advisory further advises that at the date of this report, neither Wilsons Advisory and 
Stockbroking Limited or Wilsons Corporate Finance Limited have any material interests in the company. Wilsons Advisory restricts research analysts 
from trading in securities for which they write research. Other Wilsons Advisory employees may hold interests in the company, but none of those 
interests are material. 

| Wilsons Advisory contact

For more information please phone: 1300 655 015 or email: publications@wilsonsadvisory.com.au
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