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OncoSec provide an update today regarding their KEYNOTE-890 trial.  That release is below. Following the 

release narrative, we have provided some color that we think is topical:  

 

 

OncoSec Expands KEYNOTE-890 Trial into First-Line Metastatic Triple Negative Breast Cancer 

(mTNBC) with TAVO™ and KEYTRUDA® Plus Chemotherapy 

 

PR Newswire•June 9, 2020 

 

 

- Tumor Shrinkage and Related Clinical Responses Observed in KEYNOTE-890 in Heavily Pretreated 

mTNBC Patients Supports Moving to a First-Line Treatment 

 

PENNINGTON, N.J. and SAN DIEGO, June 9, 2020 /PRNewswire/ -- OncoSec Medical Incorporated 

(NASDAQ:ONCS) (the "Company" or "OncoSec"), a company developing late-stage intratumoral cancer 

immunotherapies, today announced that, based upon tumor regression and associated clinical responses 

observed in the heavily pretreated Cohort 1 of the KEYNOTE-890 study, the Company plans to expand 

into earlier first-line treatment to investigate the combination of OncoSec's lead product candidate 

TAVO™ (plasmid-based interleukin-12 or pIL-12) and Merck's KEYTRUDA® (pembrolizumab) plus 

chemotherapy in patients with inoperable locally advanced or metastatic triple negative breast cancer 

(mTNBC).  Cohort 2 will be added as a second arm to the ongoing KEYNOTE-890 study.   

 

Merck's Phase 3 KEYNOTE-355 trial evaluating KEYTRUDA in combination with chemotherapy in first-

line mTNBC recently reported a statistically significant and clinically meaningful improvement in 

progression free survival (PFS) with the combination of KEYTRUDA plus chemotherapy versus 

chemotherapy alone for first-line treatment of patients with PD-L1 positive (CPS ≥10) mTNBC.  Safety 

was consistent with known profiles of each regimen.  These findings, as well as the strong signal, even in 

patients with PD-L1 negative tumors, and excellent safety profile observed in KEYNOTE-890 Cohort 1, 

served as the basis for OncoSec's decision to move into first-line mTNBC. 

 

Specifically, Cohort 2 of the KEYNOTE-890 study will evaluate the addition of TAVO in combination with 

KEYTRUDA and chemotherapy in the first-line setting in approximately 40 patients with mTNBC.  The 

primary endpoint will be overall responder rate (ORR) by blinded independent central review (BICR) 

based on RECIST v1.1. Should positive results from the KEYNOTE 890 Cohort 2 be observed, the 

Company plans to expand it and utilize the results from the expansion to seek accelerated approval.  

 

In December 2019, OncoSec presented interim data of 28.6% ORR from Cohort 1 at the San Antonio 

Breast Cancer Symposium.  These data included four confirmed partial responses, as assessed by the 

investigator, in 14 patients who were refractory to chemotherapy and had progressed after an average of 

three prior lines of therapy.  Three of the four responding patients' lesions were PD-L1 negative by IHC 

analysis before treatment (the fourth patient was undetermined).  Importantly, TAVO and pembrolizumab 

were well tolerated.  

 

"TAVO and KEYTRUDA have already demonstrated strong clinical data in heavily pretreated metastatic 

TNBC patients and we, along with our partners at Merck, recognize a compelling opportunity to improve 

response rates in a much larger overall patient population by moving into first-line metastatic TNBC 

where there remains a high unmet medical need," said Daniel J. O'Connor, President and Chief Executive 

Officer at OncoSec. "We are optimistic about the potential for TAVO to improve progression free survival 

and overall survival for metastatic TNBC patients. We expect to begin enrollment in KEYNOTE-890 

Cohort 2 next quarter and, if successful, intend to expand Cohort 2 into a registration directed study." 

 

For more information about the KEYNOTE-890 study, click here:   
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 https://clinicaltrials.gov/ct2/show/NCT03567720?term=tavo&draw=2&rank=2  

 

About Triple Negative Breast Cancer (TNBC) 

 

TNBC is an aggressive type of breast cancer that characteristically has a high recurrence rate within the 

first five years after diagnosis. While some breast cancers may test positive for estrogen receptor, 

progesterone receptor, or human epidermal growth factor receptor 2 (HER2), TNBC tests negative for 

all three.  As a result, TNBC does not respond to therapies targeting these markers, making it more 

difficult to treat. Approximately 10-20% of patients with breast cancer are diagnosed with TNBC. 

 

 

 

We are providing this update because we think there are a few important points here to note.  

 

 

First, much of our initiating coverage was centered on the Company’s most advanced clinical trial KEYNOTE-

695. Recall like the trial addressed above, KEYNOTE-695 is a combination trial with Keytruda but it is addressing 

melanoma patients. Again, we focused on 695 because it is the furthest along and we think the most “visible” in 

terms of the investment community, and that includes a Fast Track designation for the indication. However, as we 

also noted in the initiating coverage, OncoSec has several “oars in the water” and KEYNOTE-890, perhaps outside 

of 695, is probably the best example of that. To reiterate, in our view, these multiple shots on goal, as we referred 

to them, enhance the favorable risk reward profile that we think OncoSec represents and we also believe 

announcements like this support that view.  We would add, we have talked to people familiar with OncoSec who 

have suggested to us that the Company’s results in TNBC may end up being better than in melanoma.  Again, 

referring back to the initial coverage, we fully expect TAVO to be more effective for some indications than others, 

but we also expect it to demonstrate efficacy in perhaps several, and from the data to this point, safety in all of 

them.  

 

In addition to the above, we would refer to another issue we raised in the initiating coverage.  KEYNOTE-695, 

and as the release above indicates, KEYNOTE-890, were both designed to treat end stage (third and fourth line) 

patients in combination with Keytruda.  For that matter, 695 still is.  As we suggested, these patients have generally 

failed most of the available standards of care including available immunotherapies, so their illnesses are acute to 

say the least.  We suggested that further clinical success in KEYNOTE-695, could lead to an NDA in the coming 

months, and if they could gain that approval in would provide them a regulatory beachhead to perhaps expand 

TAVO to other indications as well as to first/second line protocols/patients. In our view, the above announcement 

extends that view. Access to first and second line patients, as opposed to being a third/fourth line adjuvant would 

obviously expand the market for any related therapy. 

 

We think the above announcement is supportive of our initiating coverage as it highlights some of the major 

elements of our thesis. Further, we think there are reasonable public comps trading at $100 million or even billion 

dollar valuations.  In that regard we would reiterate, we think the risk reward profile of OncoSec is compelling.  

While we submit there are critical clinical results we do not know yet, we remain bullish on OncoSec’s prospects. 
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General Disclaimer:  

Trickle Research LLC produces and publishes independent research, due diligence and analysis for the benefit of its subscriber base. 

Our publications are for information purposes only. Readers should review all available information on any company mentioned in 

our reports or updates, including, but not limited to, the company’s annual report, quarterly report, press releases, as well as other 

regulatory filings. Trickle Research is not registered as a securities broker-dealer or an investment advisor either with the U.S. 

Securities and Exchange Commission or with any state securities regulatory authority. Readers should consult with their own 

independent tax, business and financial advisors with respect to any reported company. Trickle Research and/or its officers, investors 

and employees, and/or members of their families may have long/short positions in the securities mentioned in our research and 

analysis and may make purchases and/or sales for their own account of those securities.  David Lavigne does not hold a position in 

OncoSec.  

Trickle Research has not been compensated directly by OncoSec for the publication of this report nor has OncoSec compensated 

Trickle Research for any other services associated with this research report at this time.   

Trickle Research co-sponsors two microcap conferences each year. Trickle Research encourages its coverage companies to present 

at those conferences and Trickle charges them a fee to do so. Companies are under no obligation to present at these conferences. 

OncoSec has paid fees to present at Trickle sponsored conferences.  

Reproduction of any portion of Trickle Research’s reports, updates or other publications without written permission of 

Trickle Research is prohibited.   

All rights reserved.   

Portions of this publication excerpted from company filings or other sources are noted in italics and referenced throughout the report. 

 

Rating System Overview: 

 

There are no letters in the rating system (Buy, Sell Hold), only numbers. The numbers range from 1 to 10, with 1 representing 1 

“investment unit” (for my performance purposes, 1 "investment unit" equals $250) and 10 representing 10 investment units or $2,500.  

Obviously, a rating of 10 would suggest that I favor the stock (at respective/current levels) more than a stock with a rating of 1.  As 

a guideline, here is a suggestion on how to use the allocation system. 

Our belief at Trickle is that the best way to participate in the micro-cap/small cap space is by employing a diversified strategy.  In 

simple terms, that means you are generally best off owning a number of issues rather than just two or three.  To that point, our goal 

is to have at least 20 companies under coverage at any point in time, so let’s use that as a guideline.  Hypothetically, if you think you 

would like to commit $25,000 to buying micro-cap stocks, that would assume an investment of $1000 per stock (using the 

diversification approach we just mentioned, and the 20-stock coverage list we suggested and leaving some room to add to positions 

around allocation upgrades. We generally start initial coverage stocks with an allocation of 4.  Thus, at $1000 invested per stock and 

a typical starting allocation of 4, your “investment unit” would be the same $250 we used in the example above.   Thus, if we initiate 

a stock at a 4, you might consider putting $1000 into the position ($250 * 4).  If we later raise the allocation to 6, you might consider 

adding two additional units or $500 to the position.  If we then reduce the allocation from 6 to 4 you might consider selling whatever 

number of shares you purchased with 2 of the original 4 investment units.   Again, this is just a suggestion as to how you might be 

able to use the allocation system to manage your portfolio.  

For those attached to more traditional rating systems (Buy, Sell, Hold) we would submit the following guidelines. 

A Trickle rating of 1 thru 3 would best correspond to a "Speculative Buy" although we would caution that a rating in that 

range should not assume that the stock is necessarily riskier than a stock with a higher rating.  It may carry a lower rating 

because the stock is trading closer to a price target we are unwilling to raise at that point.  This by the way applies to all of 

our ratings.  

A Trickle rating of 4 thru 6 might best (although not perfectly) correspond to a standard "Buy" rating.  

A Trickle rating of 7 thru 10 would best correspond to a “Strong Buy" however, ratings at the higher end of that range would 

indicate something that we deem as quite extraordinary..... an "Extreme Buy" if you will.  You will not see a lot of these. 


