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Regulatory Update on OTIS/AI Platform Reflects 

Positively on Device Utility in Breast Tumor Margin 

Assessment 

 

Medical imaging device developer Perimeter Medical Imaging AI, Inc. reported on a 

number of encouraging updates both on the technological and regulatory fronts. The 

updates were primarily focused on the firm’s flagship point-of-care, wide-field optical 

coherence tomography (OCT)-based, medical imaging system OTIS, and specifically 

centered on the firm’s investigational stage AI plugin known as ImgAssist AI. The firm 

is presently focusing efforts on targeting the device for use in breast conserving 

surgery and with roll out initiatives focused on its current iteration of the OTIS device 

(without the AI plugin).  

 

Breakthrough Device Designation and an associated change to Medicare 

reimbursement policy on devices accorded with the designation could expedite 

adoption of OTIS. Beginning with this morning’s update, the firm reported that it was 

a recipient of the Breakthrough Device Designation from the FDA for the iteration of 

the firm’s OTIS imaging system coupled with the ImgAssist AI plugin. Recall that this 

iteration of the device is currently not approved, and recently completed a 400-

patient image collection study as we will discuss below.  

 

While we do not conventionally comment on post-approval FDA regard for medical 

devices in general, we are motivated to make an exception in this case based on how 

positive the breakthrough designation can be to future reimbursement status for 

ImgAssist AI and thus to its future commercial prospects. Moreover, breakthrough 

designation clearly reflects favorably on the FDA’s regard for a device’s clinical utility 

in comparison to other devices that FDA sees on the horizon, and thus enhancing 

the probability that future engagement with FDA will be cooperative and collaborative 

in ways that could facilitate review of any downstream enhancements to ImgAssist AI 

that may require new regulatory review.  

 

On reimbursement, a new Medicare policy program called Medicare Coverage of 

Innovative Technology provides Medicare coverage for up to four years for FDA-

designated breakthrough devices (of which ImgAssist AI is now one) upon market 

authorization, independent of any supplemental reimbursement initiatives that 

Perimeter may put in place with private insurers.  Accordingly, we believe that 

soliciting private insurance coverage for ImgAssist AI should be expedited with 

breakthrough designation just conferred, encouraging OTIS adoption in the process.  

 

Image collection study to train ImgAssist AI now completed, with plans to enter a 

reader study before proceeding into pivotal trial. In a separate development reported 

yesterday, Perimeter Medical reported on an update from its 400-patient image 

collection study testing the ImgAssist AI technology. With the ImgAssist AI technology 

now trained on over 400 volumes of images of excised breast tissue collected, the 

firm’s proprietary AI algorithm achieved key sensitivity and specificity benchmarks, 

including an AUC (area under the receiver operating characteristic curve) of 0.94, a 

strong indicator of ImgAssist AI’s sensitivity/specificity as a breast tumor margin 

assessment platform. 
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For context, the closer the AUC is to 1, the better the ability to distinguish between classes and in this case, the ability to 

distinguish between suspicious and non-suspicious areas of breast tissue. Details on these benchmarks apart from the AUC 

were not disclosed for now, but we do know that findings are in support for the firm to move on to the next phase of its AI plugin 

initiatives, which will be to enter a reader study, where clinicians will be assessed on their ability to interpret images using 

ImgAssist, conducted on an offline basis (so, not done during a BCS procedure). Findings from the reader study will then support 

the move into a pivotal trial, which we anticipate could start by FQ421. 

Exhibit 1.  Financial Summary for Perimeter Medical 

 

Source: Historical data – Company Information (Perimeter Medical), Forecasts/Estimates – Leede Jones Gable  

Perimeter’s AUC data compare favorably to other AI-based breast tumor imaging platforms. For comparison, one of Perimeter’s 

peers, NH-based cancer imaging firm iCAD (ICAD-Q, NR) has its own AI-enabled 2D mammography platform for breast cancer 

risk assessment, branded as ProFound AI, for which AUC data have been separately published that are below AUC accuracy 

levels that Perimeter just reported for ImgAssist AI. 

Exhibit 2.  Valuation Summary for Perimeter Medical 

 

Source: Historical data – Company Information (Perimeter Medical), Forecasts/Estimates – Leede Jones Gable  

Specifically, iCAD and collaborators at the Sweden-based Karolinska Institute published a 70,877-participant mammography 

risk prediction study (the so-called KARMA project) in the journal Radiology that used ProFound AI as a screening tool for breast 

cancer risk assessment.  The study sampled 974 women with incident cancers and 9,376 healthy women, and the platform was 

able to prospectively discriminate between healthy and cancer-positive patients with an AUC of 0.73.  AUC data are fairly 

Year-end December 31

(C$000, exc per share data) 2020E 2021E 2022E 2023E 2024E 2025E 2026E 2027E 2028E 2029E 2030E

OTIS, capital equipment 0 0 953 3,810 7,711 11,706 15,795 19,981 24,265 28,649 31,063 

OTIS, consumables 0 0 357 2,381 9,473 18,581 31,082 47,169 67,042 90,909 117,345 

Service revenue 0 0 95 476 1,247 2,418 3,998 5,996 8,422 11,287 14,393 

Total revenue 0 0 1,405 6,668 18,431 32,705 50,875 73,146 99,729 130,845 162,801

Revenue growth, y/y (%) NA NA NA 375% 176% 77% 56% 44% 36% 31% 24%

Gross margin 79 0 735 3,822 11,585 21,157 33,640 49,185 67,947 90,088 113,447

Gross margin, capital equipment NA NA 37.5% 40.0% 42.5% 45.0% 45.0% 45.0% 45.0% 45.0% 45.0% 

Gross margin, assessories (%) NA NA 70% 73% 73% 73% 73% 73% 73% 73% 73%

EBITDA (5,124) (5,490) (5,305) (2,821) 4,281 13,128 25,001 40,091 58,372 80,006 102,828

EBITDA margin (%) NA NA NA NA 23% 40% 49% 55% 59% 61% 63%

EBITDA growth, y/y (%) NA NA NA NA (252%) 207% 90% 60% 46% 37% 29%

Net Income, fully-taxed (5,638) (2,706) (2,521) (37) 5,652 12,729 22,229 34,300 48,925 66,232 84,490

EPS (basic) ($0.15) ($0.06) ($0.06) ($0.00) $0.13 $0.29 $0.51 $0.79 $1.13 $1.53 $1.96

EPS (fd) ($0.11) ($0.05) ($0.05) ($0.00) $0.11 $0.24 $0.42 $0.65 $0.92 $1.25 $1.59

P/E NA NA NA NA 37.9x 16.8x 9.6x 6.2x 4.4x 3.2x 2.5x

EV/EBITDA (basic S/O) NA NA NA NA 36.1x 11.8x 6.2x 3.9x 2.6x 1.9x 1.5x

1  OTIS unit sales are estimates of Leede Jones Gable

NPV, discount rate 7.5% 10% 12.5% 15% 20% 25%

Implied value per share $15.51 $12.78 $10.58 $8.42 $6.16 $4.38

Price/earnings multiple, F2026 P/E 7.5% 10% 12.5% 15% 20% 25%

Implied share price1 10 $3.52 $3.29 $3.08 $2.88 $2.53 $2.24

20 $7.04 $6.58 $6.16 $5.51 $5.06 $4.48

30 $10.56 $9.87 $9.24 $8.64 $7.59 $6.72

EV/EBITDA multiple, F2026 5x 7.5x 10x 12.5x 15x 17.5x

Implied share price1,2 $2.73 $3.91 $5.09 $6.27 $7.45 $8.63

One-year Perimeter Medical target price 1 ,2  $6.73

2 Balance sheet data includes proforma cash of $20.3M (FQ320 cash of $12.0M and an anticipated warrant 

exercise of $8.3M in Mar/20), LT debt of $0.3M (predominantly low-interest government loans)

1 F2026 fully-taxed EPS (fd) forecast $0.44, EBITDA $25.0M; NPV discounted at 15%; fd S/O 50.9M
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disease-specific – a value this low for an infectious disease diagnostic would be unacceptably low, for example – but is reasonably 

strong for a cancer screening or diagnostic tool in our view.  It does not however rival the level of sensitivity/specificity that 

Perimeter was able to achieve with ImgAssist AI in its recent update. 

Exhibit 3.  Medical Imaging Peers for Perimeter Medical 

 

Source: Consensus data – Refinitiv 

Share

Shares price

Company Curr Sym out (M) 15-Apr (curr) (C$) (curr) (C$) Status of lead program

Small-to-Mid Cap Medical Technology Development Peers

Avinger Inc USD GTMS 95.3 $1.28 122 $153 113 $141 Image guided catheter based system that diagnoses

and treats patients with peripheral artery disease

Butterfly Network Inc USD BFLY 191.3 $16.44 3,145 $3,937 3,145 $3,937 Handheld, single-probe ultrasound system that is

capable of scanning whole body and can plug into a

smartphone

Greenbrook TMS Inc USD AVGR 13.7 $14.99 206 $258 190 $238 FDA-approved transcranial magnetic stimulation

platform for treating major depressive disorder

Hamilton Thorne Ltd USD HTL 138.9 $1.73 240 $301 180 $226 Developer of microscope lasers for fertility, stem cell

and biology research markets

Helius Medical 

Technologies Inc

USD HSM 2.3 $17.56 41 $51 37 $47 Portable neuromodulation stimulator (PoNS), targets

traumatic brain injury or MS-related gait/balance

disorders

ICAD Inc USD 24.9 $18.78 468 $586 448 $561 AI-based breast cancer risk assessment platform

ProFound AI Risk

Lexagene Holdings Inc USD LXG 118.7 $0.75 89 $111 63 $79 Rapid pathogen detection platform MiQLab for human

clinical and veterinary diagnostics, and food safety

testing

Nano-X Imaging Ltd USD NNOX 47.4 $36.04 1,708 $2,138 1,494 $1,871 Developer of the digital X-ray Nanox.ARC

Neovasc Inc USD NVCN 28.9 $1.16 33 $42 22 $28 Implantable CV devices - coronary sinus stent Reducer

(angina), TMVR device Tiara (mitral regurgitation)

Opsens Inc CAD OPS 106.6 $1.82 194 $194 195 $195 Develops fibre optic sensing devices & pressure

guidewires that are deployed into implantable CV heart

assist devices

Profound Medical Corp USD PRN 20.3 $25.17 511 $511 325 $325 Ultrasound ablation platform TULSA-PRO (prostate

ablation) and HIFU device Sonalleve (uterine fibroids)

VentriPoint Diagnostics 

Ltd

CAD VPT 133.4 $0.51 68 $68 69 $69 VMS +3.0 diagnostic device deploys AI to echocard-

iography; monitor patients with right-side heart disease

Average $745 $689 

Large Cap/Mature Medical Imaging Firms

Hologic Inc USD HOLX 257.7 $75.01 19,327 $24,198 21,243 $26,596 Diversified medical imaging firm with breast health

business segment providing breast imaging products

Canon Inc JPY 7751 1,045.8 ¥2,610 ¥2,729,469 $31,364 ¥3,679,447 $42,281 Acquired Toshiba's medical systems business in 2016;

name change to Canon Medical Systems Corp. in 2018

General Electric Co USD GE 8,784.7 $13.68 120,174 $150,458 152,819 $191,329 Medical imaging giant; has a line of handheld

ultrasound devices for use in breast imaging

Integra Lifesciences 

Holdings Corp

USD IART 84.5 $70.22 5,934 $7,430 7,018 $8,787 Diversified surgical/medical equipment manufacturer

(neursurgery, orthopedics, general surgery)

Intuitive Surgical Inc USD ISRG 118.4 $785.83 93,025 $116,467 87,800 $109,926 da Vinci robotic surgery platform tested in breast

surgery; FDA issued a warning against this use in 2019

Koninklijke Philips NV EUR PHG 905.1 € 50.52 € 45,727 $68,563 € 48,783 $73,146 Netherlands-based imaging & diagnostics giant 

Onex Corp USD ONEX 90.0 $79.64 7,166 $8,972 9,131 $11,432 Onex's subsidiary Carestream Health is a provider of

breast imaging equipment used for diagnostic use

Siemens AG EUR SIE 799.3 € 140.00 € 111,903 $167,788 € 143,398 $215,011 Germany-based imaging & diagnostics giant; acquired

Varian Medical and its image-guided radiation therapy

platform TrueBeam in Aug/20

Average $71,905 $84,813 

Perimeter Medical 

Imaging AI Inc

CAD PINK 44.2 $4.04 $179 $179 $159 $159 Optical coherence tomography medi-cal (OCT)

imaging platform OTIS (FDA-approved) 

Mkt cap ($M) Ent val ($M)
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AI functionality is sparsely deployed in the breast imaging space but performance metrics provided by peer firm iCAD form a 

favorable baseline for comparison. Perimeter does not have any AI-based breast tumor margin assessment platforms that are 

based on optical coherence tomography (OCT), as OTIS/ImgAssist AI are, but as stated above, there is one AI-enabled 

mammography platform in iCAD’s FDA-approved ProFound AI to which we can compare OTIS for its diagnostic 

sensitivity/specificity.  ProFound AI was FDA-approved back in 2018 and is a software-equipped system with AI functionality that 

can be used to guide digital breast tomosynthesis (DBT). DBT is a breast cancer screening technique that generates 3D images, 

as compared to a mammogram which generates 2D images. Briefly, the product works by reading DBT exams from compatible 

systems.  

In addition to the KARMA project described above, in 2019, iCAD published results from a reader study that used ProFound AI 

for Digital Breast Tomosynthesis in the journal Radiology: Artificial Intelligence. The trial saw 24 radiologists (13 of which who 

were breast subspecialists) who were assigned to read a set of 260 DBT cases, with and without ProFound AI. Data indicated 

that use of the ProFound AI technology demonstrated an increase in radiologist performance, enhancing mean AUC from 0.795 

to 0.852. ProFound AI increased sensitivity from 77% to 85%, and specificity from 62.7% to 69.6%, while decreasing the recall 

rate for noncancers from 38% to 30.9%. As well, using the ProFound AI also saw the reading time for radiologists were essentially 

cut in half from 64.1 seconds to 30.4 seconds. A key takeaway for us is that the AUC of 0.852, while certainly high by cancer 

diagnostic standards, provides a standard to which ImgAssist AI compares favorably. 

We await further validation on Perimeter’s AUC in future clinical trial updates, with the next stage of its reader study, we also 

note that the firm has conducted a prior reader study before using OTIS (though without the AI component), and as discussed 

in our prior report. Results from a smaller 8-reader, 90-case study that iCAD published in 2018 in Academic Radiology reported 

that average reader sensitivity/specificity/accuracy on identifying potentially tumorous tissue were 80%/87%/87% respectively. 

Again, Perimeter’s new AUC data compares favorably to this standard. 

Summary and valuation. As we described in our initiation report, we continue to be strong supporters of Perimeter’s AI 

technology, given its potential to streamline the margin visualization process, and enhance the intra-surgical decision making 

process for surgeons during breast conserving surgery. And as shown in our prior report, OTIS’s AI component has also not 

been emphasized as a priority in other approved imaging devices targeting BCS procedures, and as such, we see an opportunity 

for Perimeter Medical to capture market share with this functionality. 

That said, we for now continue to maintain our Speculative BUY rating and $6.75 price target on Perimeter Medical. Our PT 

valuation continues to be based on the average of three methodologies: NPV, and multiples of our F2026 EBITDA and EPS, and 

with all methods discounted by 15%. In our F2026 reference year, we project EBITDA of $25.0M and EPS of $0.42 respectively. 

Our EV incorporates proforma cash of $20.3M (includes FQ320 cash of $12M and an upcoming warrant exercise valued at 

$8.3M, as indicated above) and trivial LT debt of $0.3M (mainly low-interest government debt that is thus immaterial to our 

valuation). 

 

  

https://www.globenewswire.com/news-release/2019/09/10/1913393/0/en/iCAD-s-ProFound-AI-Reader-Study-Published-in-Radiology-Artificial-Intelligence.html
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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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