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FQ420 Update Shows VersaFilm Pipeline Still Well-

Diversified into Multiple Medical Markets – Spec BUY 

 

IntelGenx reported FQ420 financial data for the December-end quarter that was in 

line with our expectations, though not yet impactful on our valuation that is more 

focused on pending development milestones and not trailing revenue/EBITDA, at 

least not yet.  Most of the commentary provided was not as relevant to our PT as the 

just-announced expanded alliance with ATAI Life Sciences (private but go-public 

transaction seems imminent) as we described in our last note. Below, we will reflect 

on IntelGenx’s pipeline update on products based on its sublingual thin-film drug 

delivery platform VersaFilm, all of which are advancing at a pandemically-constrained 

pace but are nonetheless advancing, and we are maintaining our Speculative BUY 

rating and PT of C$1.00 as a consequence. At current levels, our PT corresponds to 

a one-year return of 100%. 

 

ATAI alliance simultaneously expands an existing VersaFilm alliance in psychedelic 

drug development while mitigating IntelGenx’s financial risk. New capital derived from 

ATAI investment gives IntelGenx sufficient cash runway to execute on several 

VersaFilm formulation initiatives. Starting with balance sheet metrics, IntelGenx 

exited FQ420 with US$2.2M in cash and total debt (including convertible debt) of 

US$9.2M, but pro forma data as impacted by the expanded ATAI alliance is 

substantially altered and is now assumed to be US$15.8M and US$10.4M, 

respectively. Pro forma data are adjusted for US$1.2M in new cash/debt (US$2.0M 

in an ATAI-funded secured loan, less US$0.8M in residual debt repayment) and for 

US$12.3M in new equity capital, also part of the expanded ATAI alliance we 

described last week. Pro forma data are thus embedded into our enterprise value 

calculation (Exhibit 2). 

 

Shifting to income statement metrics, IntelGenx reported F2020 revenue/EBITDA of 

US$1.5M/(US$5.3M) and this was consistent with our recent expectations. We had 

originally assumed that Rizaport would have been FDA-approved by now (see below) 

and that more substantive revenue from VersaFilm cannabis film strips through the 

Tilray alliance would have been generated last year. EBITDA loss was down from 

(US$8.5M) in F2019, through a combination of sequential R&D and SG&A expense 

reductions reported in the period. Revenue was from R&D/licensing agreements and 

not yet from product sales, though thin film cannabis sales are clearly on the 

immediate horizon. 

 

No firm timelines provided on Rizaport NDA re-submission, but this VersaFilm 

formulation is still the leading Rx asset embedded in our IGX model. Taking each of 

IntelGenx’s VersaFilm pipeline projects in turn, the firm’s thin-film rizatriptan (Merck’s 

(MRK-NY, NR) orally-active branded formulation is Maxalt) formulation Rizaport 

continues to undergo revision of its NDA filing in response to the Complete Response 

Letter (CRL) that the firm received back in late FQ120.  We assume that the US FDA 

has no lingering issues with the underlying pharmacology of rizatriptan itself, so the 

issues must reside with VersaFilm manufacturing and quality assurance measures at 

IntelGenx’s St. Laurent facilities and such issues should be logistically resolvable; 

accordingly, we are optimistic that the NDA can be re-submitted in the next quarter  
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or two. The product is approved in Spain, however, and regional partner Exeltis (private) is expected to launch Rizaport in that 

geography before end-of-FQ221. 

Cannabis film strip initiatives are advancing at a measured pace, but new commercial orders from partners provide us with key 

signal that this market niche can be relevant to our valuation. Shifting to IntelGenx’s VersaFilm/cannabis formulation initiatives, 

the firm indicated that it is poised to ship 75,000 cannabis film strips to partner Heritage Cannabis Holdings before end-of-

FQ121. This represents a larger order and a more aggressive delivery time than IntelGenx indicated in its MD&A, which was for 

50,000 cannabis film strips to be delivered to Heritage in FQ221.We assume that a similar legacy supply agreement with Tilray 

(TLRY-T, NR) is advancing well, though likely with the lingering distraction of Tilray’s merger with peer firm Aphria (APHA-T, NR) 

putting some constraints on partnership activities. 

Exhibit. 1 Income Statement & Financial Forecasts for IntelGenx 

 

Source: Historical Data – IntelGenx; Forecasts/Estimates – Leede Jones Gable 

Thin-film tadalafil is undergoing its own Rizaport-like regulatory journey, but it appears to still garnering positive mindshare from 

partner Aquestive. IntelGenx has not emphasized its alliance with peer firm Aquestive Therapeutics (AQST-Q, NR) in recent 

MD&As, but the partnership is still focused on commercializing a thin-film tadalafil formulation (Eli Lilly’s (LLY-NY, NR) tablet 

formulation is branded as Cialis), for which NDA resubmission is still pending. For context, Aquestive received its own Complete 

Response Letter on its tadalafil thin-film formulation, based on its own PharmFilm formulation and not on VersaFilm back in 

FQ418. Supplemental human safety data was apparently lacking in the original filing, and we assume that Phase I safety testing 

is ongoing under Aquestive’s supervision. 

But we are encouraged that the drug, identified as AQST-119 in Aquestive’s pipeline chart, is categorized by the firm as ‘filed’, 

indicating to us that tadalafil remains a core pipeline asset in Aquestive’s portfolio and not just in IntelGenx’s portfolio. While on 

the topic of Aquestive, it continues to advance its own PharmFilm portfolio with its epinephrine prodrug formulation AQST-108, 

which it is developing for ophthalmic indications and for which a 28-patient Phase I PK trial just concluded.  Aquestive’s already-

approved sublingual film-based assets includes the buprenorphine/naloxone formulation Soboxone (partnered with Indivior; 

INDV-L, NR), ondansetron formulation Zuplenz (partnered with Midatech; MTP-Q, NR), apomorphine formulation Kynmobi 

(partnered with Sunovion/Cynapsus; part of Sumitomo Dainippon Pharma; 4506-JP, NR), and riluzole formulation Exservan 

(partnered with Zambon; private) 

Clinical prospects for VersaFilm montelukast in Alzheimer’s disease remain strong in our view and we are optimistic that Phase 

II enrollment can resume in a quarter or two. IntelGenx was cautious on how pace of enrollment in its 70-patient Phase II BUENA 

trial was advancing. Although the trial was originally expected to conclude by FQ321, it is likely that full enrollment will take 

longer than that and thus six-month cognition data will likely not be available until FH122 at the earliest.  At present, the trial is 

Year-end December 31

(US$000's, except EPS) 2019A 2020A 2021E 2022E 2023E 2024E 2025E 2026E 2027E 2028E

Product Revenue

Rizaport/migraine pain 0 0 2,800 5,252 7,913 10,643 13,409 16,211 19,050 21,925

Tadalafil/erectile dysfunction 0 0 3,518 7,087 10,706 14,375 18,097 21,870 25,697 29,576

Suboxone/opioid dependence 0 0 0 0 1,936 3,900 4,909 5,933 6,971 8,023

Cannabinoids/Tilray 0 562 3,000 5,000 7,000 9,000 11,000 13,000 15,000 17,000

Royalties & licensing 742 982 992 1,002 1,012 1,022 1,032 1,042 1,053 1,063

Total revenue $742 $1,544 $10,310 $18,341 $28,566 $38,940 $48,448 $78,866 $109,684 $140,904

Revenue growth (%) (59.3%) 108.1% 568% 78% 56% 36% 24% 63% 39% 28% 

EBITDA ($8,499) ($5,337) $2,317 $9,951 $19,846 $29,876 $39,023 $69,066 $99,491 $130,303

EBITDA growth (%) NA (37.2%) NA 329.5% 99.4% 50.5% 30.6% 77.0% 44.1% 31.0%

EBITDA margin (%) NA NA 22.5% 54.3% 69.5% 76.7% 80.5% 87.6% 90.7% 92.5% 

Non-operating expenses $1,051 $927 $984 $984 $984 $984 $984 $984 $984 $984

Interest expense (income) $1,110 $780 $780 $780 $780 $780 $780 $780 $780 $780

Net income, fully-taxed ($10,330) ($7,064) $392 $6,003 $13,276 $20,647 $27,371 $49,452 $71,815 $94,461

Fully-taxed EPS (basic) ($0.11) ($0.06) $0.00 $0.04 $0.09 $0.14 $0.18 $0.33 $0.48 $0.63 

Fully-taxed EPS (fd) ($0.09) ($0.05) $0.00 $0.03 $0.06 $0.10 $0.13 $0.24 $0.34 $0.45 

P/E (basic) NA NA NA 12.5x 5.6x 3.6x 2.7x 1.5x 1.0x 0.8x 

EV/EBITDA NA NA 39.4x 9.2x 4.6x 3.1x 2.3x 1.3x 0.9x 0.7x 
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on a self-imposed clinical hold. Recall that the trial is assessing impact of 10mg-to-60mg daily VersaFilm montelukast dosing on 

global neuropsychological test battery (NTB) scores at six-month follow-up in patients with mild-to-moderate Alzheimer’s 

disease. 

As indicated in the FQ420 MD&A, 25 patients have been enrolled (no safety concerns so far) and thirteen patients have 

completed six-month follow-up. This patient subset is likely not large enough to extract any meaningful insights into montelukast’s 

cognitive activity and so we believe that IntelGenx will refrain from providing interim data until the trial is substantially more 

advanced. 

Exhibit 2. Valuation Summary for IntelGenx 

 

Source: Leede Jones Gable 

As we have discussed before, researchers at GA-based Emory University continue to advance their own 150-patient Phase II 

Alzheimer’s disease trial with montelukast (the EMERALD trial), and this trial is on pace to conclude by FQ222. The trial is 

however using a tableted formulation that is likely Merck’s anti-allergy/asthma drug Singulair itself or a generic alternative.  This 

trial too is on clinical hold, but is expected to resume enrollment before end-of-year.  We continue to be encouraged by the fact 

that Emory University has been reading the same studies that we have on montelukast’s prospects in mitigating cognitive 

impairment. Recall that the drug blocks inflammation through inhibition of leukotriene signaling pathways, and preclinical data 

on how blocking this signaling can reverse cognitive impairment is strong. We believe that positive data from either BUENA or 

EMERALD, or ideally both, would be positive for IntelGenx’s VersaFilm montelukast program. 

Newly published studies on montelukast provide added validation for our optimism on VersaFilm montelukast’s cognitive activity. 

IntelGenx’s scientific collaborator Lutwig Aigner published two manuscripts in recent months related to the leukotriene receptor 

antagonist montelukast (Singulair). One of these manuscripts were focused primarily on montelukast itself and its utility in 

mitigating COVID-19-associated lung pathology (Frontiers in Molecular Biosciences [2020]). The other was a more focused 

characterization of VersaFilm Montelukast (in the journal Pharmaceutics earlier this year, with several IntelGenx-affiliated 

scientists as co-authors) that is more germane to our IGX investment thesis.  In brief, the study showed as we would expect that 

VersaFilm-formulated montelukast exhibited superior bioavailability to tablet forms of the drug (its mucoadhesive form delivers 

drug sublingually and not through GI absorption).  Importantly for its potential as an Alzheimer’s disease therapy, the drug was 

found in measurable amounts in cerebrospinal fluid in test animals, thus providing favorable PK profile for the drug’s utility in this 

disease. 

Maintaining Speculative BUY rating and $1.00 PT on IGX, with VersaFilm development and associated alliances driving value in 

our model. Our valuation is still based on NPV (30% discount rate) and multiples of our F2024 EBITDA/EPS. Our 30% discount 

rate reflects a blended rate that caters to IntelGenx’s near-term commercial activities in cannabis thin film production and 

advanced regulatory-stage assets in Rizaport/rizatriptan and AQST-119/tadalafil, offset by clinical-risk activities with VersaFilm 

montelukast. In our F2024 reference year, we forecast EBITDA of $29.9M and fully diluted EPS of $0.10, with our share-based 

projections incorporating revised pro forma fully diluted S/O of 208.2M that incorporates new shares from the expanded ATAI 

alliance.   

NPV, discount rate 20% 25% 30% 35% 45% 50%

Implied value per share $2.87 $1.99 $1.05 $0.71 $0.54 $0.40

Price/earnings multiple, F2024 10x 15x 20x 25x 30x 40x

Implied share price 1 $0.35 $0.52 $0.69 $0.87 $1.04 $1.39

EV/EBITDA multiple, F2024 7.5x 10x 12.5x 15x 17.5x 20x

Implied share price 1,2 $0.37 $0.49 $0.62 $0.74 $0.87 $1.00

One-year IGX target price (US$) 1 ,2 $0.79

One-year IGX target price (C$) 1 ,2 ,3 $0.99

3 Based on an implied USD:CAD exchange rate of 1.26x

1 Based on F2024 fd fully-taxed EPS of US$0.10; EBITDA of US$29.9M, discounted at 30%; fd S/O of 208.2M

2 EV incorporates proforma cash of $15.8M (FQ420 cash of US$2.2M and $12.3M in proceeds from ATAI 

equity offering & US$2M in ATAI convertible debt), proforma debt of $10.4M (FQ420 debt of US$9.2M and 

$1.2M in net secured debt from ATAI)
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Our EV calculation now incorporates proforma cash of US$15.8M and total debt of US$10.4M as described above.  Taking the 

average of these three methods gives us a PT of US$0.79/C$0.99, which is sufficiently close to our $1.00 price target so as not 

to compel revision. This corresponds to a one-year return of 100%. 

On the milestone watch, we will clearly be watching for an update on pace of development for VersaFilm-based psychedelic 

drugs through the ATAI and Cybin (CYBN-NEO, NR) alliances, and on regulatory status for Rizaport/AQST-119. We do not yet 

incorporate any VersaFilm/psychedelic product sales in our model, but we expect to revisit this assumption once design lock on 

a specific drug candidate/formulation is achieved and clinical testing commences. The Phase II VersaFilm montelukast program 

may take a quarter or two for patient enrollment to be revitalized, but we are still assuming that meaningful clinical data on six-

month cognitive impact could be available in F2022. 

Exhibit 3. Competitive Drug Development Peers for IntelGenx 

 

Source: Refinitiv 

Share

Shares price

Company Curr Sym out (M) 26-Mar (curr) (C$) (curr) (C$) Commentary

Drug delivery companies with cannabis exposure

Acerus 

Pharmaceuticals 

Corporation

Canadian 

Dollar

ASP 975.8 $0.06 $53.7 $54 $66 $66 Platform intranasal drug delivery platform used in testosterone

formulation Natesto is being tested as delivery modality for

cannabinoids

Crescita 

Therapeutics Inc

Canadian 

Dollar

CTX 20.7 $0.75 $15 $15 $2 $2 Dermatology-focused commercial firm; has transdermal Multiplexed

Molecular Penetration Enhancer (MMPE) and DuraPeel

technologies, in vitro data shows transdermal cannabidiol

penetrationCTT 

Pharmaceutical 

Holdings Inc

US Dollar CTTH 16.3 $0.08 $1 $2 $4 $5 The firm has developed an intraoral, fast dissolving oral thin film

WAFER drug delivery system; supplies to Aurora under the Aurora

Dissolve brand targeted at medical cannabis patients

Cure 

Pharmaceutical 

Holding Corp

US Dollar CURR 34.5 $0.97 $34 $42 $51 $64 Develops thin-film (CUREfilm Blue) drug formulations; lead drugs

include sildenafil (IND pending), & dietary supplements vitamin D3

(Spee-D), beta-caryophyllene, CUREfilm Sleep

Neptune Wellness 

Solutions Inc

Canadian 

Dollar

NEPT 90.0 $1.83 $165 $165 $225 $225 The firm has a partnership with Lonza for the use of Lonza's Licaps

technology for deploying cannabinis-related ingredients for the

nutraceutical market.

BetterLife Pharma 

Inc

US Dollar BETR 15.0 $1.23 $18 $23 $49 $62 Acquired Solmic AG in Feb/20 for its IP portfolio related to the firm's

micelle formulation technology that enhances bioavailability of water

insoluble compounds such as CBD.

Rapid Dose 

Therapeutics Corp

#N/A DOSE 76.1 $0.24 $18 $18 $20 $20 Develops thin-film (QuickStrip) drug formulations; lead products are

formulations of caffeine, melatonin, & vitamin B12, with alliances in

cannabinoid formulation with Thrive Cannabis and Aphria (APHA-T)

Tetra Bio Pharma 

Inc

Canadian 

Dollar

TBP 258.1 $0.19 $49 $49 $68 $68 A biopharmaceutical firm aiming to develop both pharmaceutical

products and natural health products containing cannabis and other

medicinal plant based elements.

Other Drug Delivery Companies

Antares Pharma 

Inc

US Dollar ATRS 166.1 $4.05 $673 $847 $0 $0 Self-administered injection technology, six products FDA approved,

including generic Imitrex/ single-dose injectible formulation in

Dec/15

Aquestive 

Therapeutics Inc

US Dollar AQST 33.7 $4.49 $151 $190 $168 $211 Firm's lead partner is Indivior (INDV-L, NR) for the development of a

sublingual film formulation of Suboxone; partnered with IGX for

tadalafil oral film strips

BioDelivery 

Sciences 

International Inc

US Dollar BDSI 99.8 $3.68 $367 $462 $338 $426 Develops mucoadhesive drug forms based on BioErodible MucoAd-

hesive platform; three approved products: Belbuca (opioid

analgesic), Bunavil (buprenorphine/nalaxone buccal film;

discontinued in 2017), Onsolis (fentanyl buccal soluble film).

Collegium 

Pharmaceutical 

Inc

US Dollar COLL 34.4 $24.11 $830 $1,044 $921 $1,159 Pain portfolio includes extended-release tapentadol (Nucynta ER) &

oxycodone (Xtampza ER), but also thin-film fentanyl (Onsolis)

Indivior PLC British Pence INDV 732.9 p126.0 £923 $1,599 £697.1 $1,207 Sells thin-film buprenorphine/naltrexone (Suboxone), Aquestive is

manufacturer; firm was spun-out from Reckitt Benckiser in 2014

Midatech Pharma 

PLC

British Pence MTPH 18.3 p29.0 £532 $920 $18 $30 One FDA-approved film form, Zyplenz; Q-

Sphera/MidaSolve/MidaCore injectible drug delivery platforms,

focused on neurological cancers; MTD201 (octreotide) in Phase II

testing 

Oramed 

Pharmaceuticals 

Inc

US Dollar ORMP 20.5 $10.31 $212 $266 $241 $303 The firm has a proprietary oral protein delivery platform, and is

working to develop an oral insulin formulation ORMD-0801,

currently in a 675-patient Phase III trial with data by Sep/22

Average $380 $256

$0 $0 Intelgenx 

Technologies 

Corp

US Dollar IGXT 149.6 $0.40 $59.4 $75 $54 $68 VersaFilm alliances with Tilray, Aquestive, ATAI on

tadalafil, cannabinoid, psychedelic formulations. Phase I I

AD trial (montelukast) ongoing, Rizaport NDA is pending

Mkt cap ($M) Ent val ($M)
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Rating Definitions 

Buy 
The security represents attractive relative value and is expected to appreciate significantly from the current 

price over the next 12 month time horizon. 

Speculative Buy The security is considered a BUY but carries an above-average level of risk. 

Hold 
The security represents fair value and no material appreciation is expected over the next 12 month time 

horizon. 

Sell The security represents poor value and is expected to depreciate over the next 12 month time horizon. 

Under Review The rating is temporarily placed under review until further information is disclosed. 

Tender 
Leede Jones Gable Inc. recommends that investors tender to an existing public offer for the securities in 

the absence of a superior competing offer. 

Not Rated Leede Jones Gable Inc. does not provide research coverage of the relevant issuer. 
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Date Target ($) Rating

15 Dec 2020 C$1.00 Spec Buy

Coverage Initiated: Dec 15, 2020

Data sourced from: Refinitiv
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