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Efti continues to win in NSCLC
 Announcement highlights

Today Immutep have released the abstracts for their 2022 ASCO presentations, including their 
oral presentation focused on updated interim data from their TACTI-002 Phase II trial in 1st line 
metastatic non-small cell lung cancer (NSCLC). This new interim data shows that the treatment 
response achieved with Efti in combination with pembrolizumab (Keytruda®) in the initial n=36 
patient data readout (June 2021) was maintained in an expanded cohort of 75 patients (noting 
that ASCO data presented next week will include further data out to 114 patients). 

The Efti + Keytruda combination continues to be superior when compared to Keytruda 
monotherapy (current standard of care) when looking at overall response rate (ORR) (37.3% vs 
27%) (Table 1). No detail regarding progression free- or overall survival (PFS or OS) was 
provided in the abstract today however we anticipate updated interim data (for PFS) to be 
presented at ASCO next week in Immutep’s Oral presentation (3rd June ET).  

Key to note, Efti has achieved this superior response in mNSCLC patients in a 1st line setting that 
is unselected for PD-L1 expression, and are therefore achieving efficacy in an expanded patient 
population than is currently addressable with standard of care anti-PD-1/L1 monotherapy.

  Wilsons’ view

Initial analysis

As a reminder, the last interim data readout from this 1st line NSCLC cohort from 36 patients 
was presented at ASCO 2021. In Table 1 overleaf we restate this data (far left column) alongside 
today’s updated 75 expanded cohort data (highlighted column), and compare it to existing 
approved 1st line metastatic NSCLC therapies (right hand side columns).

Efti has achieved response rates equal to Keytruda in PD-L1 negative (TPS <1%) patients. The 
key takeaway in our view is when comparing the ORR achieved with the Efti combination on a 
like-for-like basis with Keytruda monotherapy. ORR in a PD-L1 positive (TPS ≥1%) population 
Efti + Keytruda achieved a 44% response rate which compares on a LFL basis to Keytruda at 
27% based on data from their Phase III KEYNOTE-042 trial. This 17% incremental efficacy uplift 
is meaningful. Further, the Efti combination has achieved an ORR of 27.3% in PD-L1 negative 
patients (TPS <1%) which is on par to that of Keytruda in the positive population – this is an 
impressive outcome which broadens the applicability of checkpoint inhibitors such as Keytruda 
beyond only patients with “hot” tumours. We caveat this with the fact we are yet to see PFS and 
OS data and statistical analysis of these important endpoints (yet to come in time). 

All comers approach provides access to entire patient population; a valuable differentiator. Prior 
approaches with anti-PD-1 therapies (i.e. pembrolizumab and atezolizumab monotherapy) have 
focused on including only patients with PD-L1 expression, excluding those with nil to very low 
expression (TPS <1%). As a result, the approved 1st line anti-PD-1 monotherapies are restricted 
to patients with confirmed PD-L1 positive tumours representing only ~65% of the total 
metastatic NSCLC population. In the US 65% of these patients are able to be treated with anti-
PD-1 monotherapy in a 1st line setting, whilst in Europe only ~30% of patients are eligible based 
on them requiring a higher PD-L1 expression level (TPS ≥ 50%). There is a clear unmet need for 
the 35-70% of patients not currently eligible for therapy that may see benefit from an IO 
approach, prior to moving to chemotherapy which brings with it a toxicity and side effect profile 
that is far less desirable than immunotherapies. The addition of Efti to pembrolizumab (approved 
anti-PD-1 monotherapy) highlights there is the ability to broaden the use case for these 
blockbuster drugs and be able to address 100% of the mNSCLC patient pool. Table 2 highlights 
the relative treatment efficacy of the Efti combination across the different PD-L1 cohorts – 
importantly consistency of effect is maintained. 
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Source: Immutep, Wilsons, clinicaltrials.gov, PubMed. 

Response consistency maintained. The responses across different PD-L1 subgroups 
with Efti + Keytruda (pembrolizumab) remain consistent when comparing the n=36 
patient data (2021 – right hand column) to that reported in today’s updated n=75 
patient data set. As a reminder, in the PD-L1 negative population (TPS <1%) we saw a 
4.1month PFS which is impressive in this cohort with so called “cold” tumours. The ORR 
data today supports the likely preservation of this PFS response. 

Source: Immutep, Wilsons. 

Investment case rests on Efti expanding the addressable market for leading IO blockbusters – this data continues to support. The data presented 
continues to support the thesis that Efti’s value lies in its ability to expand the existing addressable market for blockbuster anti-PD-1 therapies such as 
Keytruda (FY21 US$17B sales) by up to 35%, in the second largest cancer indication globally.

Strengthened fundamentals not reflected in share price. The validation of LAG-3 as a novel immune checkpoint target in March with Bristol Myer’s 
Squibb’s relatlimab in March of this year only further validates Immutep’s approach to the IO space and de-risks their portfolio. Market conditions have 
been such that pre-commercial biotech has been hit in sell-offs, with Immutep no exception. On a fundamental basis Immutep are in the strongest 
position they have ever been with a unique and comprehensive portfolio of assets in development focused on the newest approved immuno-oncology 
target – LAG-3 – the first new target to be approved since 2016. Also, at a time with other IO target hopefuls, TIGIT, have run aground driving pharma to 
re-evaluate their pipelines and investments to other targets such as LAG-3. Further to this, Immutep now have strengthened data in their NSCLC 
program which presents the largest commercial market opportunity for IMM and currently accounts for 58% of our risked valuation. 

Ef t i +  
p e mb ro lizu ma b

Ef t i +  
p e mb ro lizu ma b Pe mb ro lizu ma b Ate zo lizu ma b

Pe mb ro + 
c h e mo

Nivo lu ma b  +  
ip ilimu ma b

Ta rg e ts APC activator +      
Anti-PD-1

APC activator +      
Anti-PD-1 Anti-PD-1 Anti-PD-L1

Anti-PD-1 + 
chemo

Anti-PD-1 +         
Anti-CTLA-4

FDA a p p ro va l - - April 2019 May 2020 Oct 2018 May 2020

Stu d y
TACTI- 0 0 2               

Pa rt  A

TACTI- 0 0 2               
Pa rt   A  

e xte n sio n
Ke yn o te - 0 4 2 IMp o we r110 Ke yn o te - 4 0 7

Ch e c kma te -
2 2 7

Ke yn o te -
0 4 2

Ke yn o te -
4 0 7 IMp o we r110

Ph a se II II III III III III III III III

Th e ra p y L in e 1st 1st 1st  1st  1st 1st  1st  1st  1st  

n 36 7 5 637 277 278 583 637 281 277

De mo g ra p h ic s (% male) 69% NR 71% 71% 79% 67% 84% 70%

Me d ia n  a g e 69 NR 63 64 65 64 63 65 65

% c u rre n t / fo rme r smo ke r 94% NR 78% 87% 92% 85% 78% 93% 87%

PD- L 1 TPS <1% 23% 29% n il n il 34% 32% n il 35% n il

TPS  1- 4 9 % 46% 31% 53% 61% 37% 33% 53% 37% 65%

TPS ≥ 5 0 % 31% 29% 47% 39% 26% 35% 47% 26% 35%

Me d ia n  PFS 8 .2  m NR 5 .4  m 5 .7  m 6 .4  m 7 .2  m 6 .6 m 4 .8  m 5 .5  m

HR (fo r p ro g re ssio n ) - - 1.07, p>0.05 0.77 0.56, p<0.001 0.79 - - -

Me d ia n  OS (mo n th s) No t  ye t  
re a c h e d

No t  ye t  
re a c h e d

16 .7 m 17 .5  m 15 .9  m 17 .1 m 12 .1m 11.3  m 14 .1 m

HR (fo r d e a th ) - - 0.81, p=0.0018 0.83, p>0.05 0.64, p<0.001 0.73 - - -

Do R me d ia n >13 m Not yet reached 20.2 m not estimatable 7.7 m 19.6 m 8.4m 4.8 m 5.7 m

ORR 3 6 % 3 7 % 2 7 % 2 9 % 5 8 % 3 3 % 2 7 % 3 8 % 3 2 %

Re sp o n se  c rite ria iRECIST iRECIST RECIST v1.1 RECIST v1.1 RECIST v1.1 RECIST v1.1 RECIST v1.1 RECIST v1.1 RECIST v1.1

Ad ve rse  Eve n ts (A Es)

Discontinuation AEs 3.5% # 17% 8% 6% 23% 18% 7% 12% 16%

Grade ≥3 AEs 50% # NR 18% 34% 70% 33% 41% 68% 57%

Treatment related death 0% NR 2% 4% 4% 1% 2% 2% 4%

^Note this is not an exhaustive list of all approved IO combinations and drugs ; simply a summary of interesting trial predicates and comparisons. 

ORR is shown as the blnded independent central review values, not investigator assessed. * HR when compared to chemotherapy arm. 

Table 1. Comparison of Efti vs other checkpoint inhibitors vs SOC in 1st line metastatic NSCLC^

NR = not reported. # total TACTI-002 population (includes HNSCC). 

For trials with PD-L1 subgroups, the most inclusive dataset is shown (i.e. all PD-L1 levels) to make most comparable to TACTI-002 data. i.e. for some IO higher OS 
data was found in TPS>50% groups etc. 

Pla t in u m- b a se d  Ch e mo  (SOC)

PD- L 1 su b g ro u p
Pro p o rt io n  
o f  c o h o rt ORR ORR

n 75 36

All (unselected) 100% 37% 36%

<1% TPS 29% 27% 27%

≥ 1% TPS 67% 44% 44%

< 50% TPS 67% 32% 32%

≥ 50% TPS 29% 55% 54%

Table 2. Efficacy responses by PD-L1 subgroup                         
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Earnings implications

None. 

Investment view

We maintain our OVERWEIGHT recommendation on Immutep and $0.91 per share risked price target, which is comprised of a SOTP focused on their Efti 
programs in a) metastatic breast cancer $0.30/share, b) HNSCC $0.09/share, and c) NSCLC $0.53/share. Our unrisked PT remains at $2.33 per share.
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material non-public information about the issuer.
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written permission of Wilsons. 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 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 contains any financial product advice, it is general advice only and has been prepared by Wilsons 
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’ 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 
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 is current as at the date of the issue but may be superseded by future publications. Wilsons 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 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 makes no warranty, express or implied, concerning any information prepared by 
Wilsons. Wilsons 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 Wilson s with respect to their correctness, quality, accuracy, completeness, reliability, 
performance, timeliness, or continued availability. Wilsons’ 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, 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 and are subject to change without notice (including but not limited to economic 
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