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PRN-TSX, PROF-NASDAQ 

Rating: Buy 

Target:  US$28.00 

Price: US$16.87 

Return: 66% 

Valuation:  NPV (15% disc. rate), 20x 

EPS, 12.5x EV/EBITDA 

(F2024 estimates) 

 

No Major Commercial Activity for TULSA-PRO or 

Sonalleve, but Growth in Alliance Portfolio Portends 

Future Procedure Volume Growth - BUY 

 

ON-based ultrasound tissue ablation device developer Profound Medical reported 

FQ121 financial data for the March-end quarter that were pandemically soft, as is 

ubiquitously observed for most healthcare/medical device distributors in recent 

quarters. But with growing momentum on imaging clinic alliances (with MD-based 

RadNet (RDNT-Q, NR) last year and with FL-based Akumin (AKU-T, NR) last month) 

and distribution alliances (GE Healthcare (GE-NY, NR) added in FQ420 to a network 

that already included imaging giants Philips (PHG-NY, NR) and Siemens AG (SIE-

GR,NR)) collectively giving us confidence in pending growth for both of Profound’s 

flagship MR-guided ultrasound ablation devices – prostate gland-targeted TULSA-

PRO and uterine fibroid/osteoid osteoma-targeted Sonalleve MR-HIFU.  Both of these 

devices are approved in sizable target markets (US/EU for TULSA-PRO, US/China 

for Sonalleve) and though reimbursement codes are still actively pursued in the 

background, we believe that already-published evidence of medical benefit for both 

devices already exists and that unit sales growth can precede procedure volume 

growth in coming quarters. 

 

Summary & valuation. We are maintaining our BUY rating and one-year PT of 

US$28.00 on PRN, with our investment thesis still driven by our positive views on 

TULSA-PRO/Sonalleve commercial and medical prospects and with our valuation still 

based on NPV (15% discount rate) and multiples of our F2024 EBITDA/EPS 

projections (US$46.4M/US$1.52, respectively). Our EV calculation now incorporates 

FQ121 balance sheet data (cash of US$78.5M, no LT debt) and fully-diluted S/O of 

23.1M. At current levels, our PT corresponds to a one-year return of 66%. 

 

Pending milestones will focus on gathering momentum on TULSA-PRO placements 

and procedure volumes, initially within existing alliances with RadNet & Akumin. On 

the milestone watch, we expect periodic updates on pace of TULSA-PRO 

placements within RadNet and Akumin imaging center networks, and then separate 

updates on how procedure volumes are ramping post-installation. Separately, we are 

optimistic that more comprehensive roll-out of TULSA-PRO installations beyond the 

initial placements contemplated under each alliance (three systems in southern CA 

with RadNet, ten systems in FL with Akumin) can transpire during our forecast period.  

Thirdly, we will be watching for updates on Profound’s reimbursement strategy as it 

strives to obtain TULSA-PRO-specific codes for TULSA-PRO-based prostate ablation 

procedures, and we expect an update on this theme by end-of-year. 

 

Substantial cash already in hand to fund ongoing TULSA-PRO clinical and 

commercial activities. Profound exited the quarter with US$78.5M in cash & 

equivalents, which when compared to the firm’s FQ121 operating cash loss of 

(US$6.3M), indicates to us that Profound has at least two years of capital to fund 

ongoing TULSA-PRO/Sonalleve marketing and reimbursement activities. We do 

however expect R&D expense to modestly increase in future quarters as Profound 

initiates its 201-patient Captain trial, probably by next quarter. FQ121 revenue was 

trivial at US$0.7M. 
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The Captain trial will directly assess impact of TULSA-PRO tumor ablation on longer-term survival in comparison to surgical 

intervention. As stated above, Profound now intends to fund a supplemental TULSA-PRO clinical study to provide additional 

data beyond that already generated from the pivotal 115-patient TACT trial (one-year follow-up data were just published last 

quarter in the Journal of Urology).The relevant trial (the Captain trial) will test 201 randomized subjects with localized prostate 

cancer, 134 of which will be randomized to receive MR-guided TULSA-PRO-based prostate tumor ablation and 67 will undergo 

removal of the entire gland via radical prostatectomy. Profound did not indicate if the entire prostate gland would be ablated or 

just regions of the gland where tumor growth was apparent under MR imaging. Primary endpoints for the study have not yet 

been published within the US National Institutes of Health’s clinical database, but Profound did indicate that in addition to safety 

(no damage to peripheral nerve bundles) and ablation efficacy (which is apparent on MR), Captain will also be tracking 

progression-free survival in comparison to radical prostatectomy. 

Exhibit 1.  Financial Summary for Profound Medical 

 

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

As we described in our last PRN research comment, independent of the approval-enabling TACT trial, TULSA-PRO continues 

to perform well in post-approval clinical studies, including a 30-patient Phase IV prostate tumor ablation study conducted by 

Profound and clinical collaborators and published in Apr/21 in the Journal of Endourology. In a subpopulation of men with both 

localized prostate cancer and co-presenting BPH at enrollment, results demonstrated that BPH symptoms were dramatically 

and sustainably reduced (by 58%) for at least one-year post-ablation in eight of nine evaluable subjects. TULSA-PRO’s FDA 

approval is importantly not limited to ablation prostate tumors but rather is more broadly applicable to ablation of diseased tissue, 

which includes BPH and potentially other indications not embedded in our model as yet. 

Additionally, we were encouraged to see that the pivotal 115-patient TACT trial was officially published in peer-reviewed format 

last quarter in the Journal of Urology. There were no mysteries in the data, as Profound had presented top-line data in both 

press release and abstract form before and obviously data were sufficiently positive to support FDA approval anyway. Data from 

the trial showed that 96% of men with localized prostate cancer achieved at least a 95% reduction in serum PSA levels post-

ablation at one-year follow-up, and with favorable side effect profile. We believe that formal publication of data could resonate 

with as-yet-unidentified imaging or urology centers seeking to augment service capacity with TULSA-PRO functionality. Three-

year follow-up data from TACT should separately be published by end-of-F2021. 

We will be interested to see how TULSA-PRO ultrasound prostate tumor ablation compares in the Captain trial to alternative 

therapies for localized disease. While survival endpoints were not overtly required for TULSA-PRO’s FDA approval (which was 

based on reduction in serum PSA levels as an indirect measure of tumor ablation), it was inevitable that Profound would find it 

Year-end December 31

(US$000, exc per share data) 2020A 2021E 2022E 2023E 2024E 2025E 2026E 2027E 2028E

TULSA-PRO, capital equipment 4,463 7,974 16,070 22,981 28,561 32,896 35,872 38,916 40,923 

TULSA-PRO, accessories 347 2,875 11,563 27,223 52,887 86,987 124,852 167,779 210,487 

Sonalleve MR-HIFU, cap equip 1,770 3,552 9,160 18,349 27,538 35,728 40,797 45,867 50,936 

Service, maintenance 724 596 1,201 1,717 2,134 2,458 2,681 2,908 3,058 

Total prod revenue 7,304 14,996 37,994 70,271 111,121 158,069 204,201 255,469 305,404

Revenue growth, y/y (%) 75% 105% 153% 85% 58% 42% 29% 25% 20%

Gross margin 3,474 7,795 20,938 40,053 65,722 96,405 127,699 162,700 196,998

Gross margin, capital equipment 57.1% 45.0% 45.0% 45.0% 45.0% 45.0% 45.0% 45.0% 45.0% 

Gross margin, assessories (%) 68% 70% 73% 73% 73% 73% 73% 73% 73%

EBITDA (14,307) (9,165) 3,525 21,712 46,502 76,379 107,079 141,661 175,523

EBITDA margin (%) NA NA 9% 31% 42% 48% 52% 55% 57%

EBITDA growth, y/y (%) NA NA (138%) 516% 114% 64% 40% 32% 24%

Net Income, fully-taxed (21,622) (11,691) 799 15,348 35,179 59,079 83,639 111,304 138,392

EPS (basic) ($1.06) ($0.57) $0.04 $0.75 $1.73 $2.90 $4.11 $5.47 $6.80

EPS (fd) ($0.94) ($0.51) $0.03 $0.66 $1.52 $2.56 $3.62 $4.82 $5.99

P/E NA NA 487.5x 25.4x 11.1x 6.6x 4.7x 3.5x 2.8x

EV/EBITDA (basic S/O) NA NA 34.4x 5.6x 2.6x 1.6x 1.1x 0.9x 0.7x

1  Historic TULSA-PRO/Sonalleve unit sales in F2019/20 are estimates of Leede Jones Gable; consolidated product revenue is as reported
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necessary to fund a study that looked directly at survival post-ablation, since virtually all oncology therapies are assessed by 

survival measures anyway. Assuming that enrollment (probably at several of the centers that participated in TACT) commences 

by FQ421 as Profound predicts, interim survival data will not likely be available until mid-F2023 at the earliest. Profound did not 

indicate if there would be a bias toward robotic surgery vs laparoscopic surgery in the control arm. But we expect that a 

measurable proportion of control prostatectomies would be conducted with Intuitive Surgical’s (ISRG-Q, NR) widely-deployed 

da Vinci platform, and thus allow for clinical outcomes to be compared to one of the major alternatives to TULSA-PRO ablation 

that we considered in our TULSA-PRO unit sales/procedure volume projections. 

Intuitive has long ago diversified its target market to include non-prostate-based procedures, but it is nonetheless true that the 

firm originally focused on radical prostatectomy as da Vinci’s flagship indication, ironically for all of the reasons that we believe 

that TULSA-PRO can gain traction in this market (ability to precisely navigate within a compressed anatomical geometry where 

damage to adjacent nerve bundles can lead to long-term urological side effects that rival the original disease in severity). Despite 

pandemic constraints, we were interested to see that Intuitive experienced solid y/y unit sales growth last quarter, placing 294 

da Vinci systems vs 237 in FQ120, though that quarter was undoubtedly influenced by pandemic logistics as well. Intuitive’s 

cumulative da Vinci installed base is now 6,142 worldwide. 

Exhibit 2.  Valuation Summary for Profound Medical 

 

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

Intuitive conventionally provides insights into how da Vinci is being deployed in surgical practice and it indicated in a recent 

investor presentation that even today, urological procedures still constitute a sizable proportion of procedure volumes worldwide, 

second in prominence to general surgery and comparable to gynecologic surgery. We infer from graphical depiction of surgical 

volume trends in the aforementioned slide deck that about 25% of the 1.2M da Vinci procedures last year were for urologic 

indications.  This in our view establishes a reasonable procedure volume threshold for TULSA-PRO to achieve at steady-state, 

obviously when its installed base grows substantially from its currently modest base. 

Procedure-based revenue model for TULSA-PRO, specifically but not limited to the new Akumin alliance, corresponds to a rapid 

pay-back period on TULSA-PRO capital costs. We were encouraged to hear that TULSA-PRO tumor ablation procedure volumes 

for early adopters of the technology (for example, Germany-based Alta Klinik and the Finland-based Turku University Hospital, 

to name two of seventeen existing TULSA-PRO centers identified by Profound on its website, and ten of which are currently 

operational) are trending above original expectations and are reaching an annualized run-rate of about 60 procedures, quite 

close to the 100 annual procedure threshold that our model assumes can be achieved at steady-state. We do not yet know with 

certainty how procedure volumes stratify by geography (of Profound’s existing seventeen-center installed base, nine are in the 

US, seven are in the EU, and one is in Asia-Pacific/Japan), nor do we yet know how the case volumes stratify by indication 

(localized prostate tumor ablation vs benign prostatic hyperplasia). But Profound predicts that about 20% of its US procedures 

and about 35% of its EU procedures are for alleviating BPH symptoms. We will look forward to granularity on these themes in 

future updates from the firm.  

NPV, discount rate 7.5% 10.0% 12.5% 15% 20% 25%

Implied value per share $61.18 $50.38 $41.76 $34.80 $24.71 $17.93

Price/earnings multiple, F2024 P/E 7.5% 10% 12.5% 15% 20% 25%

Implied share price1 10 $12.27 $11.45 $10.71 $10.02 $8.82 $7.81

20 $24.54 $22.90 $21.42 $20.03 $17.64 $15.62

30 $36.81 $34.35 $32.13 $30.06 $26.46 $23.43

EV/EBITDA multiple, F2024 5x 7.5x 10x 12.5x 15x 17.5x

Implied share price1,2 $13.47 $18.50 $23.54 $28.57 $33.61 $38.64

One-year Profound Medical target price (US$) 1 ,2  $27.80

2 Balance sheet includes FQ121 cash of US$78.5M, no LT debt (legacy debt of C$12.0M repaid in FQ120)

1 F2024 fully-taxed EPS (fd) forecast $1.52; EBITDA $46.5M NPV discounted at 15%; fd S/O 23.1M
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Exhibit 3. Income Statement & Financial Forecasts for Profound Medical 

 

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

     

Fiscal year-end Dec 31

US$000, except per share data) 2020A 2021E 2022E 2023E 2024E 2025E 2026E 2027E 2028E

Revenue

TULSA-PRO, capital equipment 4,463 7,974 16,070 22,981 28,561 32,896 35,872 38,916 40,923

TULSA-PRO, accessories/ consumables 347 2,875 11,563 27,223 52,887 86,987 124,852 167,779 210,487

Sonalleve-MR-HIFU, capital equipment 1,770 3,552 9,160 18,349 27,538 35,728 40,797 45,867 50,936

Service/maintenance 724 596 1,201 1,717 2,134 2,458 2,681 2,908 3,058

Total Revenue $7,304 $14,996 $37,994 $70,271 $111,121 $158,069 $204,201 $255,469 $305,404

TULSA-PRO unit sales 1 17 30 60 85 105 120 130 140 146

Sonalleve MR-HIFU unit sales 1 0 0 0 5 10 15 18 21 24

Cumulative TULSA-PRO installed base 1 27 57 117 202 307 427 557 697 843

Cumulative Sonalleve MR-HIFU unit sales 1

0 0 0 5 15 30 48 69 93

Direct costs, cap equip, TULSA-PRO 2 1,915 4,386 8,839 12,640 15,709 18,093 19,729 21,404 22,507

Direct costs, cap equip, Sonalleve MR-HIFU 2 1,915 1,954 5,038 10,092 15,146 19,650 22,438 25,227 28,015

Less: assessories, TULSA-PRO 0 862 3,180 7,486 14,544 23,921 34,334 46,139 57,884

Gross margin $3,474 $7,795 $20,938 $40,053 $65,722 $96,405 $127,699 $162,700 $196,998

Aggregate gross margin (%) 47.6% 52.0% 55.1% 57.0% 59.1% 61.0% 62.5% 63.7% 64.5%

Gross marg, cap equip, TULSA-PRO (%) 57.1% 45.0% 45.0% 45.0% 45.0% 45.0% 45.0% 45.0% 45.0%

Gross marg, cap equip, Sonalleve (%) (8.2%) 45.0% 45.0% 45.0% 45.0% 45.0% 45.0% 45.0% 45.0%

Gross margin, assessories (%) 67.5% 70.0% 72.5% 72.5% 72.5% 72.5% 72.5% 72.5% 72.5%

Operating Expenses

Partnership/milestone-related payments 0 0 0 0 0 0 0 0 0

R&D expense, net 9,912 8,000 7,500 7,500 7,500 7,500 7,500 7,500 7,500

Adjusted G&A expense 3,009 3,310 3,641 4,005 4,405 4,846 5,209 5,470 5,743

S&M expense, TULSA-PRO 3,860 3,876 4,320 4,689 4,953 5,082 5,053 4,925 4,772

S&M expense, Sonalleve MR-HIFU 1,000 1,774 1,952 2,147 2,362 2,598 2,858 3,144 3,458

Sonalleve MR-HIFU royalties to Philips 0 0 0 0 0 0 0 0 0

Other operating expenses 0 0 0 0 0 0 0 0 1

Total Operating Expense $16,781 $15,185 $15,460 $16,194 $16,858 $17,428 $17,762 $17,895 $18,016

EBITDA ($14,307) ($9,165) $3,525 $21,712 $46,502 $76,379 $107,079 $141,661 $175,523

EBITDA margin (%) NA (61.1%) 9.3% 30.9% 41.8% 48.3% 52.4% 55.5% 57.5%

Non-Operating Expenses

Interest expense 472 0 0 0 0 0 0 0 0

Effective Interest Rate (%) NA NA NA NA NA NA NA NA NA 

Amortization Expense 1,538 1,526 1,526 1,526 1,526 1,526 1,526 1,526 1,526

Stock option expense 3,018 1,250 1,251 1,252 1,253 1,254 1,255 1,256 1,257

Interest income (692) (250) (250) (250) (250) (250) (250) (250) (250)

Preferred share dividend expense 0 0 0 0 0 0 0 0 0

Loss (gain) on debt valuation, pay-down 0 0 0 0 0 0 0 0 0

Loss (gain) on derivative valuation 398 0 0 0 0 0 0 0 0

Loss (gain) on one time items 0 0 0 0 0 0 0 0 0

Loss (gain) on currency exchange 2,536 0 0 0 0 0 0 0 0

EBT ($21,577) ($11,691) $999 $19,185 $43,974 $73,849 $104,549 $139,130 $172,990

Adjusted EBT ($21,577) ($11,691) $999 $19,185 $43,974 $73,849 $104,549 $139,130 $172,990

Adjusted EBT margin (%) NA NA 2.6% 27.3% 39.6% 46.7% 51.2% 54.5% 56.6%

Tax expense 45 0 200 3,837 8,795 14,770 20,910 27,826 34,598

Less: tax loss carryforward 0 0 (200) (3,837) (8,795) (14,770) (4,199) 0 0 

Effective tax rate (%) NA NA 20.0% 20.0% 20.0% 20.0% 20.0% 20.0% 20.0%

Adjusted net income ($21,622) ($11,691) $999 $19,185 $43,974 $73,849 $87,838 $111,304 $138,392

Tax-affected net income ($21,622) ($11,691) $799 $15,348 $35,179 $59,079 $83,639 $111,304 $138,392

Adjusted net margin (%) NA NA 2% 22% 32% 37% 41% 44% 45%

EPS (basic) ($1.06) ($0.57) $0.05 $0.94 $2.16 $3.63 $4.32 $5.47 $6.80

EPS (fd) ($0.94) ($0.51) $0.04 $0.83 $1.90 $3.20 $3.80 $4.82 $5.99

Adjusted fully-taxed EPS (basic) ($1.06) ($0.57) $0.04 $0.75 $1.73 $2.90 $4.11 $5.47 $6.80

Adjusted fully-taxed EPS (fd) ($0.94) ($0.51) $0.03 $0.66 $1.52 $2.56 $3.62 $4.82 $5.99

Shares out (basic) 20,347 20,347 20,347 20,347 20,347 20,347 20,347 20,347 20,347

Shares out (fd) 23,093 23,093 23,093 23,093 23,093 23,093 23,093 23,093 23,093

1 Historic unit sales as recorded above for TULSA-PRO & Sonalleve MR-HIFU are Leede Jones Gable estimates
2  Historic cost of goods as recorded above for TULSA-PRO & Sonalleve MR-HIFU are Leede Jones Gable estimates, assumed to be comparable for each device
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On Sonalleve MR-HIFU, Profound did not provide much supplemental commentary beyond acknowledging that the device is 

now FDA-approved for a niche bone cancer market (osteoid osteoma/bone metastasis) and is expected to be more aggressively 

launched in the US for this indication later in FH221. Recall that the device is separately approved in the EU and in China, where 

much of its high-profile clinical data were originally generated in uterine fibroid ablation. However, Profound’s commentary on 

Sonalleve unit sales has been limited in recent quarters, presumably with the firm prioritizing TULSA-PRO clinical-commercial-

reimbursement activities. 

Exhibit 4. Ongoing Clinical Studies Examining TULSA-PRO or Sonalleve MR-HIFU Utlrasound Ablation 

 
 

 

Source: US National Institutes of Health clinical database, company reports  

Device Innovator

Lead enrolling 

institution & lead 

investigator

Number of 

patients

Stage of 

Development Primary Endpoint

Timeline to 

Interim Data Comments/Study details

TULSA-PRO Profound 

Medical-

Sunnybrook

Turku University 

Hospital (Peter 

Bostrom MD PhD)

70 (four 

arms, 

distinct 

prostate 

diseases)

Phase IV (HIFU-

PRO trial)

Tissue ablation accuracy, 

also one-year efficacy on 

tumor control & urologic side 

effects.  Study amended to 

all for more salvage patients

Q1-21 Testing ultrasound ablation 

outcomes in local advanced, 

local recurrent, local 

recurrent prostate cancer 

after RT, & BPH

TULSA-PRO or 

Focal ONE

Profound 

Medical, EDAP 

TMS

Oslo University 

Hospital (Eduard 

Baco MD PhD)

200 Phase IV Treatment failure at three-

years; urological side effects, 

tumor progression, mortality

Q3-21 Comparing radical prosta-

tectomy to ultrasound 

ablation, using either TULSA-

PRO or EDAP's Focal ONE

TULSA-PRO Profound 

Medical-

Sunnybrook

Turku University 

Hospital (Peter 

Bostrom MD PhD)

30 (single 

arm)

Phase IV (PRO-

TULSA-PC trial)

Disease-free survival at 90d, 

urological side effects, tumor 

progression/survival at one-

year

Q4-21 Refining ablation protocols; 

using Philips Ingenia 3T MR, 

TULSA-PRO Profound 

Medical 

(Sunnybrook 

Health Sciences 

Center)

University of Chicago 

(Scott Eggener MD)

150 (single 

arm)

Phase IV Treatment-related urological 

adverse events, proportion of 

subjects with PSA <25% 

from baseline, IPSS, prostate 

volume, biopsy at one-year

Q2-22 MR-guided transurethral ultra-

sound ablation platform, now 

FDA-approved, intended to 

further refine ablation 

protocols

TULSA-PRO Profound 

Medical

TBA 201 (dual-

arm)

Phase IV Progression-free survival 

(duration TBA), ablation 

efficacy, urological side 

effects

TBA, but 

probably 

>FH123

Captain trial, will compare 

post-procedure outcomes to 

radical prostatectomy

Device Innovator

Lead enrolling 

institution & lead 

investigator

Number of 

patients

Stage of 

Development Primary Endpoint

Timeline to 

Interim Data Comments/Study details

Sonalleve MR-

HIFU, with 

Philips Ingenia 

3T MRI

Koninklijke 

Philips NV

Turku University 

Hospital (Finland)

30 Phase IV Change in subjective meta-

static bone pain at six month 

follow-up

Q1-22 Sonalleve ultrasound ablation 

compared to Varian True-

Beam RT system

Sonalleve MR-

HIFU Breast 

Therapy System

Koninklijke 

Philips NV

Kantonsspital 

Winterthur KSW 

(Switzerland)

10 Phase I/II Proportion of subjects with 

complete necrosis of target 

tumor, breast cancer

Q4-20 Breast tumor ablation as 

alternative to surgical 

resection is objective

Sonalleve MR-

HIFU Breast 

Therapy System

Koninklijke 

Philips NV

UMC Utrecht 

(Netherlands)

10 Phase I/II Amount of ablated tissue at 

two week follow-up

Q1-22 Early-stage breast tumors 

will be targeted (<3cm) for 

feasibility of tumor ablation

Sonalleve MR-

HIFU

Koninklijke 

Philips NV

Washington University 

(MO)

10 Phase I/II Achieving ablation-like intra-

tumor temp with ultrasound 

energy; safety

Q1-25 Feasibility of using ultrasound 

for ablating localized 

advanced cervical cancer

Sonalleve MR-

HIFU

Koninklijke 

Philips NV

Hospital for Sick 

Children, Sunnybrook 

Health Sciences 

Center (ON)

10 Phase IV Changes in pain intensity 

from metastatic bone pain, 

up to three months

Q1-21 Despite Sunnybrook 

participation, Profound does 

not appear to be involved

Sonalleve MR-

HIFU

Koninklijke 

Philips NV

Children's National 

Research Institute 

(DC)

14 Phase I Disease response rate and 

immune markers at one-year 

follow-up

Q2-21 Testing tumor ablation in 

multiple pediatric solid tumor 

types

Sonalleve MR-

HIFU, with Doxil

Koninklijke 

Philips NV

UMC Utrecht 

(Netherlands)

12 Phase I Multiple measures of 

technical utility, but also 

tumor response (breast 

cancer only)

Q4-22 Using focused ultrasound as 

a way to induce tumor hyper-

thermia, release doxorubicin 

from liposomal formulation
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Profound indicated in its commentary on its new Akumin alliance that its revenue model will be more procedure-based than we 

originally assumed, and will be at $7,710 per procedure. If we notionally assume that gross margin on TULSA-PRO 

manufacturing is about 45%, a common level for sophisticated medical technologies and close to Profound’s F2020 gross 

margin of 47.6%, and then assume that manufacturing costs per TULSA-PRO system are at/near US$140,000-to-US$150,000, 

pay-back period under this procedure-based revenue model is far below twelve months, far faster than we originally assumed. 

Exhibit 5. TULSA-PRO Prostate Tumor Ablation 

 

 
 

Source: Alta Klinik (upper panel); Journal of Urology (2021). Vol. 205, pp. 769-779 (lower panel)  

And yet, we suspect that TULSA-PRO’s pace of market adoption is less influenced now by its legacy clinical performance, which 

has been uniformly strong and getting stronger with procedural refinements, than about blocking-and-tackling of Profound’s own 

sales team and of its global partners that have long included MR imaging giants Philips and Siemens, and to which GE Healthcare 

was recently added back in FQ420.  Relationships with MR-equipped imaging centers that themselves are seeking to leverage 

MR imaging capacity with new therapeutic applications is one of many plausible strategies that we endorse, and existing alliances 

with MD-based RadNet and FL-based Akumin are clearly two high-profile examples of this strategy at work. We described these 

two high-profile alliances before, but as an update, we were encouraged to hear that at least one TULSA-PRO system has now 

been placed within RadNet’s network (in Los Angeles) and we are optimistic that the other two CA-destined systems will be 

deployed in the next quarter or two.  The first TULSA-PRO system is expected to be installed under the Akumin alliance in one 

of its MR-equipped FL-based facilities during FQ421, as we described before.  Both of these alliances with highly-MR-equipped 
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US imaging networks seem highly scalable to us, at least once initial TULSA-PRO installations generate procedure volumes 

consistent with current installed base (>60 prostate gland ablations per year).  Akumin has 134 clinics nationwide, mostly but 

not exclusively in FL, while industry giant RadNet operates 334 imaging centers mostly in CA and northeastern US.  Not all 

RadNet-Akumin centers are MR-equipped already but a sizable proportion are and we see no reason why Profound could not 

meet our medium-term expectations on TULSA-PRO unit sales growth just with these two relationships. 

Exhibit 6. Comparable Companies for Profound Medical 

 

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

Share

Shares price

Company Curr Sym out (M) 14-May (curr) (C$) (curr) (C$) (T12) FY1 FY2 (T12) FY1 FY2 Status of lead program

Canadian medical technology development peers

Greenbrook 

TMS

USD GTMS 13.7 $13.02 179 $216 172 $209 NA NA 25.4x NA NA NA FDA-approved transcranial magnetic

stimulation platform for treating major

depressive disorder

Helius Medical 

Technologies

USD HSM 2.3 $14.74 34 $41 31 $37 NA NA NA NA NA NA Portable neuromodulation stimulator

(PoNS), targets traumatic brain injury

or MS-related gait/balance disorders

Neovasc USD NVCN 28.9 $0.95 27 $33 -38 ($46) 1.0x NA NA NA NA NA Implantable CV devices - coronary

sinus stent Reducer (angina), TMVR

device Tiara (mitral regurgitation)

Perimeter 

Medical

#N/A PINK 44.7 $3.25 145 $176 134 $162 NA NA NA NA NA NA OCT-based tissue imaging platform

for breast and other cancer forms

Opsens CAD OPS 106.7 $1.99 212 $257 186 $225 NA NA 33.7x NA NA 56.9x Implantable CV devices - coronary

sinus stent Reducer (angina), TMVR

device Tiara (mitral regurgitation)

Average $127 $94 

Peer firms with ablative technologies in development or at commercial-stage

AtriCure USD ARTC 45.6 $72.00 3,285 $3,976 3,118 $3,774 NA NA NA NA NA NA Cryoablation probes for surgical

ablation/AF ablation

Edap TMS EUR EDAP 29.2 € 5.97 € 174 $256 € 128 $188 NA NA NA NA 51.1x 32.0x HIFU prostate ablation device

Ablatherm [FDA-approved in Nov/15],

Focus One [CE Marked in Jun/13],

US$15.8M in F2019 HIFU sales

Elbit Imaging ILS EMITF 9.2 ILS 637.90 ILS 5,863 $2,165 ILS 59 $22 NA NA NA NA NA NA InSightec division is developing MR-

guided focused ultrasound platform

called Exablate, part of Elbit Medical

Misonix USD MSON 17.4 $19.09 332 $402 343 $416 NA NA NA NA NA NA Ultrasound equipment (spine, neuro,

wound debridement, laparoscopic);

not focused on tissue ablation

Average $1,700 $1,100 

Mature imaging or prostate ablation technology firms

Elekta AB SEK EKTA 367.1 SEK 112.9 SEK 41,428 $6,015 SEK 43,773 $6,356 13.1x 13.4x 12.6x NA 31.8x 27.7x Sweden-based radiotherapy-radio-

surgery-brachysurgery firm, modest

focus on prostate cancer among other

oncology markets

Hologic USD HOLX 256.2 $63.74 16,332 $19,765 18,290 $22,135 6.3x 6.8x 11.6x 8.7x 8.4x 15.1x Diversified medical imaging firm, focus 

on women's health (Selenia 3D

mammography); sells Progensa PCA3

prostate cancer test

Integra 

LifeSciences 

Holdings

USD IART 84.5 $70.79 5,985 $7,243 7,217 $8,734 20.8x 19.0x 16.8x 35.1x 24.2x 21.0x Diversified surgical/medical equipment 

manufacturer (neursurgery, orthope-

dics, general surgery), including tissue

ablation

Intuitive Surgical USD ISRG 118.4 $833.38 98,683 $119,426 94,083 $113,859 NA NA 36.3x NA NA 52.7x da Vinci robotic surgery platform is

leading device for robot-assisted

radical prostatectomy

Koninklijke 

Philips NV

EUR PHG 905.3 € 46.27 € 41,883 $61,572 € 44,907 $66,018 NA 12.8x 12.0x NA 24.5x 21.4x Netherlands-based imaging & diag-

nostics giant with TULSA-PRO

alliance; image-guided therapy divi-

sion generated €1.6B in F2016

Siemens EUR SIE 799.3 € 144.48 € 115,484 $169,773 € 146,592 $215,505 15.7x 16.0x 13.6x 24.7x 21.5x 19.2x Germany-based imaging & diagnos-

tics giant, also TULSA-PRO alliance;

intervent oncol division markets RF

ablation platform (liver cancer)

Toshiba JPY 6502 453.8 ¥4,510 ¥2,046,823 $22,648 ¥2,069,684 $22,901 10.9x 10.4x 7.7x 16.8x 24.5x 17.4x MR imaging giant, though not

specifically partnered with Profound

Average $58,063 $65,073 15.8x 24.9x

Profound 

Medical

USD PROF 20.3 $16.87 $343 $343 $265 $265 NA NA NA NA NA NA Ultrasound ablation. TULSA-PRO

(US/EU-approved) & Sonalleve

MR-HIFU (US/China-approved)

Price/EarningsMkt cap ($M) Ent val ($M) EV/EBITDA
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Shifting to reimbursement strategy specifically for TULSA-PRO, we are encouraged by Profound’s commentary on how existing 

C-codes are being used by hospitals while the firm is independently pursuing a TULSA-PRO-specific CPT-1 code that could 

drive unit sales adoption and procedure volume growth even further.  A CPT-1, or category one code, is a designation set by 

the US Centers for Medicare & Medicaid Services to facilitate reimbursement to hospitals and medical professionals for well-

established procedures and services.  This definition probably does not truly define TULSA-PRO just yet – the device was only 

just FDA-approved in F2019 – and so supplemental data could be highly beneficial in this process. Consultation with relevant 

medical associations like the American Neurological Society and the American College of Radiology continues and feedback 

has been encouraging on the benefits of supplementing TULSA-PRO’s existing clinical data with new data, perhaps from ongoing 

studies that could generate data in the next few quarters (Exhibit 4). 

Competitive landscape – both EDAP and SonaCare provide their own updates that reflect favorably on the utility of ultrasound 

ablation in treating prostate disease. On competitive landscape, we conventionally track performance of publicly-traded peer 

firm, France-based EDAP TMS (EDAP-Q, NR), which markets its own prostate gland ultrasound ablation platforms Ablatherm 

and Focal ONE and which reported its own FQ121 financial data earlier this month.  HIFU sales were actually down y/y to €1.8M 

from €1.9M last year, which seems unconcerning to us given pandemic considerations, and since EDAP already has its own 

CPT-1 code for Ablatherm/Focal ONE ablation procedures (CPT55880, which became effective as of beginning of FQ121), we 

have long seen this reality as strong evidence that Profound should in time receive its own TULSA-PRO-specific code.  EDAP 

has identified gynecologic conditions like endometriosis as future target markets for Focal ONE, and we will be interested to see 

if Profound expands its medical reach into similar markets once its installed base matures. While still on the topic of EDAP, we 

were interested to see that it commented favorably on how well its ‘Distribution’ business performed in the quarter, up 102.5% 

y/y at €5.6M, and we believe that this business is predominantly driven by sales of its micro-ultrasound-based targeted biopsy 

platform ExactVu, which was developed by ON-based private firm Exact Imaging. 

Shifting to NC-based private competitor, Sonablate developer SonaCare Medical, we were encouraged to review the firm’s 

publication in the journal Prostate Cancer & Prostatic Diseases last quarter. Similar to what we expect TULSA-PRO to 

demonstrate in the Captain trial, the trial showed strong progression-free survival data at 3, 5, and 8 year follow-up with 

Sonablate-treated prostate cancer patients in comparison to those undergoing radical prostatectomy. Proportion of disease-

free Sonablate patients at the respective time points was 91%-86%-83%, as compared to 86%-82%-79% for radical 

prostatectomy patients.  The device has been FDA-approved since FQ415 and is implemented in >60 centers, mostly in the US. 

And lastly, FL-based MR-guided ultrasound ablation peer Insightec (Private), which developed Exablate and itself has >60 

treatment centers actively using its platform, continues to be focused (no pun intended) on non-prostate pathologies like 

essential tremor/Parkinson’s disease or bone metastasis (though it does overlap with Sonalleve in targeting uterine fibroids).  

Interestingly, it announced its own reimbursement success last month when health insurance giant Aetna (now part of CVS; 

CVS-NY, NR) added Exablate ultrasound ablation as a reimbursable procedure for essential tremor.  

Summary and valuation. As stated, we are maintaining our BUY rating and one-year PT on PRN of US$28.00, with our valuation 

still based on NPV (15% discount rate) and multiples of our F2024 EBITDA/fd fully-taxed EPS forecast (US$46.5M/US$1.52, 

respectively). Taking the average of these three methods, as shown in Exhibit 2, gives us an average PT of US$27.75, which 

we round to US$28.00.  At current levels, our PT corresponds to a one-year return of 66%. Our model still assumes that Profound 

can be EBITDA/EPS-positive by end-of-F2022, as shown in Exhibit 1. But even if that assumption turns out to be aggressive, we 

see multiple value drivers on the horizon. These include TULSA-PRO placements within the RadNet-Akumin imaging 

ecosystems, commencing the Captain trial and making solid advances on garnering a TULSA-PRO-specific CPT-1 code, which 

once achieved should drive TULSA-PRO procedure volumes and reimbursement specifically in the US.  We believe that attaining 

a device-specific code, even if it does depend on new clinical data from Captain or other ongoing post-approval clinical studies, 

is only at risk on timeline.  EDAP’s reimbursement success with Focal ONE serves as evidence for this assertion. 
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