
FOR ANALYST CERTIFICATION AND DISCLOSURES, PLEASE SEE DISCLOSURES SECTION AT THE END OF 

THIS REPORT.  This report has been prepared by Laidlaw & Co (UK), Ltd. Investors should be aware that the firm may 

have a conflict of interest that could affect the objectivity of this report.  Investors should consider this report as only a 

single factor in making their investment decision.  All prices are those current at the end of the previous trading session 

unless otherwise indicated.  Prices and consensus estimates are sourced from a reliable market source 

 

LAIDLAW 

& COMPANY 
Est. 1842 

London 

New York 

San Francisco 

Boston 

  EQUITY RESEARCH 

Company Report 

 
December 17, 2018 

  

  

 
  

 

Taiwan Liposome Company (TLC - $5.90) 

Initiation of Coverage – A Potentially Differentiated Platform in 

Large Unmet Medical Needs 

We are initiating coverage of Taiwan Liposome Company (TLC) with a Buy rating and 

an $11 price target.  TLC is a clinical-stage specialty pharmaceutical company that 

combines their proprietary lipid-assembled drug delivery platform with approved active 

pharmaceutical ingredients (APIs). Their 3 growth assets, TLC599 for osteoarthritis 

(OA), TLC590 for postsurgical pain and TLC399 for macular edema (ME) all use 

TLC’s BioSeizer platform, which enables local sustained release of APIs at the site of 

injury.  With recent (8/20/18) positive Phase 2 data demonstrating efficacy for up to 6 

months, we see TLC599 as their most important value driver as it could potentially treat 

>30M US patients with OA with a more rapid onset of action and a longer duration than 

currently available treatments. While early, we believe TLC590 could represent an 

improvement over Pacira’s (PCRX)’s $200M+ pain injection Exparel. They initiated 

their Phase 1/2 trial in 3Q18. TLC399 for ME due to retinal vein occlusion (RVO) could 

similarly fulfill a large unmet need due to its potential quick-acting and long-lasting 

product profile.  More than six months efficacy could be a significant competitive 

advantage over AGN’s Ozurdex.  Additionally, TLC also has a NanoX tumor-

concentrated delivery platform used by TLC178 for rhabdomyosarcoma (RMS), which 

we view as a very interesting call option (Phase 1/2 initiation in 3Q18).  With 4 lead 

products platforms that could potentially fulfill large unmet medical needs, we are 

initiating coverage with a Buy rating and an $11 price target.   

• TLC599 could become a differentiated treatment option for OA of the 

knee. With >3M US patients annually receiving IR TA, it doesn’t take much 

market penetration to appreciate the commercial opportunity in OA of the knee. 

• BioSeizer to fulfill large unmet medical needs in post-surgical pain and 

ophthalmology. We believe TLC590 should be able to match Exparel’s sales 

given a potentially improved label (3 days of pain relief).  Additionally, a 

potentially 6 months acting treatment for ME patients refractory to anti-

VEGF (~35% of cases) could prove superior to 1-3 month current treatment 

option.     

• NanoX platform, a potential edge in oncology for TLC. As NanoX platform 

could improve selective efficacy and safety, we see TLC’s oncology effort as 

an interesting call option (Voucher).  

• Initiate with a Buy rating, $11 PT. Our $11 price target is based on a sum-

of-the-parts analysis, with TLC599 valued at $8/share, TLC590 at $1.5/share, 

TLC399 at $0.5/share and cash (end 2019) and technology at $1/share.  
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(Dec)  1Q 2Q 3Q 4Q FY P/E  

FY19E  (0.27) (0.24) (0.26) (0.26) (1.04) NA  

FY18E  (0.10)A (0.14)A (0.12)A (0.24) (0.55) NA  

FY17A  (0.10) (0.13) (0.13) (0.17) (0.53) NA  

FY16A  (0.09) (0.08) (0.14) (0.15) (0.46) NA  
         

Source: Laidlaw & Company estimates  
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5 Key Reasons to own Taiwan Liposome Company 

1. TLC599 could become a differentiated treatment option for OA of the 

knee.  With >3M US patients annually receiving IR TA, it doesn’t take 

much market penetration to appreciate the commercial opportunity in OA 

of the knee. With a conservative market penetration of 12.5%, we 

anticipate sales of $626M by 2027. As their Phase 2 demonstrated 

statistically significant improvement over placebo through weeks 12, 16, 

20, and 24, as well as strong safety; we believe TLC599 could be capable 

of showing longer lasting (>3 months) vs. recently approved ER steroid 

(FLXN’s Zilretta). We believe it could add an interesting treatment option 

to a large and growing market.      

  

2. BioSeizer to fulfill large unmet medical needs in post-surgical pain 

and opthalmology. We believe TLC590 should be able to match 

Exparel’s sales given a potentially improved label (three days of pain 

relief).  Additionally, a potentially six months acting treatment for ME 

patients refractory to anti-VEGF (~35% of cases) could prove superior to 

1-3 month current treatment option (AGN’s Ozurdex).        

 

3. NanoX platform, a potential edge in oncology for TLC. While 

vinorelbine is currently listed as a therapy agent for RMS, its dose limiting 

myelosuppression is a real concern. Early pre-clinical data of TLC178 

using NanoX has shown impressive PK, toxicities and duration. Phase 1/2 

part #1 in pRMS is expected to readout in 2H19. 

 

4. Key near term catalysts in TLC’s two main value drivers around the 

corner. On the heels of TLC599’s positive Phase 2 topline data, we 

anticipate their end of Phase 2 meeting discussing study design and 

appropriate endpoints to happen in early 2019. Additionally, TLC590 is 

expecting to readout Phase 1/2 as well as Phase 2 in hernia in 1H19 

followed by Phase 2 data in bunionectomy in 2H19.   

 

5. Management’s extensive liposomal experience. With >150 years of 

experience in liposomal science between CEO Keelung Hong (third 

liposome company) and President George Yeh (second liposome 

company), we see management as veterans of the space to say the least.  
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Figure 1: Upcoming Potential Catalysts  

 

Source: Company Reports; Laidlaw and Company estimates  

Valuation 

We value TLC at $11/share based on a sum-of-parts valuation. TLC599 US sales 

is valued at $8/share based on a 3.5x multiple of 2027 sales of $626M, discounted 

back eight years at a 30% discount rate. TLC590 US sales is valued at $1.5/share 

based on a 3.5x multiple of 2029 sales of $367M, discounted back 10 years at a 

40% discount rate. TLC399 US sales is valued at $0.50/share based on a 3.5x 

multiple of 2029 sales of $105M discounted back 10 years at a 35% discount rate.  

We value net cash (end 2019) and technology value at $1/share.  

  

Figure 2: Sum-of-the-Parts Analysis  

 

Source: Company Reports; Laidlaw and Company estimates 

 

 

 

 

 

Event Expected Timing 

TLC590 Phase 1/2 data 1H19

TLC590 Phase 2 hernia data 1H19

TLC590 Phase 2 bunionectomy data 2H19

Sum-of-the-parts valuation

Segment Valuation Per share

(000's) value

TLC599 US sales $268,629 $8.00

TLC590 US sales $44,403 $1.50

TLC399 US sales $18,203 $0.50

Cash (end '19) & tech value $38,136 $1.50

$369,371 $11.00

2019 fully diluted shares out (000) 34,837
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Company Description 

Taiwan Liposome Company (TLC) is a clinical-stage specialty pharmaceutical 

company dedicated to the development and commercialization of novel 

nanomedicines that combine their proprietary lipid-assembled drug delivery 

platform with approved active pharmaceutical ingredients (APIs). Their extensive 

experience with liposome science could enable them to combine onset speed and 

benefit duration, and to improve API concentrations at target tissues while 

decreasing unwanted systemic exposures. Their BioSeizer lipid formulation 

technology enables local sustained release of APIs at the site of disease or injury 

and is utilized in their TLC599, TLC590 and TLC399 programs. TLC’s NanoX 

targeted delivery technology enables prolonged pharmacokinetic (PK) profiles 

and enhanced distribution of liposome-encapsulated APIs at the desired site and 

is utilized in their TLC178 program. Their technologies can be used with a broad 

range of APIs and enable a simplified and scalable manufacturing process. Since 

their product candidates use already approved APIs, they are eligible to use 

505(b)(2) regulatory pathway for approval in the US. They have used their 

proprietary technology platforms to assemble a diverse product candidate 

portfolio that targets significant areas of unmet medical need in pain management, 

ophthalmology and oncology.   
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TLC599 for Osteoarthritis (OA) 

OA is a joint disorder involving the degeneration of the articular cartilage in the 

knee.  OA leads to inflammation of the soft tissue and bony structures of the joint 

and the condition grows more severe over time and leads to progressive thinning 

of articular cartilage.  Symptoms include pain, stiffness, swelling and limitation 

in the function of the joint. In the early stage, oral pain medications such as 

acetaminophen are often prescribed, followed by oral or topical non-steroidal 

anti-inflammatory drugs (NSAIDs). When these therapies fail to alleviate the 

pain, physicians often prescribe intraarticular, or in-joint, injections of hyaluronic 

acid (HA) or steroid into the affected joint. If the disease continues to progress, 

patients may eventually require joint replacement surgery, which is expensive and 

may require significant recovery time.  

 

Figure 3: Treatment options depending on OA severity 

 

Source: Company Website 

 

Their lead product candidate, TLC599, is an intraarticular injectable BioSeizer 

formulation of the API steroid dexamethasone sodium phosphate (DSP), which 

could provide sustained pain management for ≥ 3 months.  Clinical data suggests 

that TLC may be able to achieve a best-in-class duration of action for an 

intraarticular steroid. Its advantages consist of encapsulation with sustained 

release BioSeizer platform.   

The BioSeizer technology enables TLC599 to trap DSP in multiple layers and 

pockets of liposome (similarly to the structure of an onion). As time progresses, 

the layers of these multilamellar and multivesicular vesicles slowly peel off, 

freeing the DSP that was trapped or resulted in a consistent release of the API 

over time.  
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Figure 4: BioSeizer Technology – Onion like structure for extended release (ER) delivery 

  

 

 

 

 

 

Source: Company Presentation 

 

The greater solubility of DSP has limited its routine use in knee OA because of 

its tendency to dissolve and not stay localized in the knee. TLC’s formulation of 

DSP in TLC599 exploits the fact that DSP is amphipathic (contains both polar 

(water-soluble) and nonpolar (not water-soluble) portions in its structure). TLC 

believes this amphipathic property is well-suited for liposome-based formulations 

as it allows the active drug molecule to be entrapped into the aqueous portion in 

the interior volume of the liposome and associated with the vesicle surface 

through molecular interactions. This formulation also provides free, non-

entrapped drug for immediate therapeutic relief while the lipid-entrapped drug is 

gradually released over a long period of time through hydrolysis and oxidation of 

the lipids resulting in the lipid bilayer breakdown.  TLC599 is designed to convert 

DSP’s key limitation for treating knee OA, its solubility, into an asset potentially 

enabling long residence time in the knee with continuous slow release.  

On 8/20/18, TLC announced positive topline data from their Phase 2 clinical trial 

as primary and key secondary endpoints were met.  TLC599 demonstrated 

statistically significant improvement vs. placebo through weeks 12, 16, 20, and 

24.  

Figure 5: Mean change from baseline in WOMAC pain through week 12, 16, 29, 24 

 

Source: Company Reports 
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Figure 6: WOMAC pain reduction vs. placebo at every visit 

 

Source: Company Reports 

 

Similar results were shown using the VAS pain scores as outcome measure. The 

VAS score outcome measure showed that the durable responders in the TLC599 

12mg group were 3X that of placebo.  

 

Figure 7: Stat Sig Improvements in VAS scores through weeks 12, 16, 20, and 24 

 

 

Source: Company Reports 
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Figure 8: Stat sig reduction in VAS pain vs. placebo at every scheduled visit 

 

Source: Company Reports 

 

Figure 9: Phase 2 Clinical Trial Design 

 

Source: Company reports 

In the first pivotal Phase 3 clinical trial, which they expect to initiate in 1H19, 

they plan to assess the safety and efficacy of a single intraarticular administration 

of TLC599 in patients with knee OA for up to 24 weeks. In the second randomized 

pivotal Phase 3 clinical trial, which they expect to also initiate in 2019, they plan 

to assess the safety and efficacy of repeated intraarticular administration of 

TLC599 in patients with knee OA for up to 52 weeks. 

Following potential approval of TLC599 for OA knee pain, they anticipate 

conducting other trials of TLC599 in additional indications such as OA of the hip 

and frozen shoulder, as well as erosive OA of the hands and fingers due to 

TLC599’s ability to be administered through small needle injections. 

In their open-label Phase 1/2 clinical trial completed in 2016, 40 subjects in 

Taiwan with moderate to severe knee OA were enrolled and randomly assigned 

to 1 of 2 groups to receive a single intra-articular dose TLC599 at a dose levels of 

either 6mg or 12mg DSP and were then followed up for efficacy and safety 

evaluation over 12 weeks.   

 

 

Phase 2: TLC599 evaluation at 24 weeks to confirm best-in-class duration

Aim Dose finding study to investigate safety and efficacy of TLC599 in subjectes with OA of the knee. 

Design Randomized, parallel, double-blinded, placebo controlled, dose finding. Study in Australia

Dosing study arms: placebo (n=24), 12mg TLC599 (n=24), 18mg TLC599 (n=24). 

Endpoints 1) WOMAC pain at week12. 2) WOMAC pain at week16, 20, 24; Pain score VAS w1, 4, 8, 12, 16, 20, 24; EuroQol-5 Dimension 

questionaire at w1, 4, 8, 12, 16, 20, 24; Usage of acetaminophen at w1, 4, 8, 12, 16, 20, 24

Patients n=72

Safety well tolerated, with comparable frequency of treatment-related adverse evens for both doses and placebo. Most Aes were mild. 

No treatment-related serious adverse events. 

Results 12mg TLC599 demonstrated stat sig improvement in pain relief vs placebo from Day 3 to 12 (p = 0.0027) hitting primary 

endpoint. 12 mg of TLC599 demonstrated stat sig improvement in pain relief vs placebo from day 3 through week 16 

(p=0.0024), week 20 (p=0.0033) and week 24 (p=0.0038). Majority of patients in 12mg group of TLC599 were durable 

responders, with a persistent response of > 30% pain relief at all visits through week 24. Rapid onset of pain relief, robust 

magnitude of effect observed as early as the first post-administration assessment at day 3. 
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Figure 10: Phase 1/2 Clinical Trial Design 

 

Source: Company reports  

 

The data from this trial demonstrated that single doses of TLC599 containing 6mg 

DSP or 12mg DSP led to rapid decrease in both the VAS pain and WOMAC 

scores. This exploratory trial only included TLC599 treatment groups and did not 

make statistical comparisons to a placebo or active control treatment. After a 

single injection of TLC599, decreases in VAS and WOMAC were observed at the 

first follow up visit at one week post-injection and persisted without notable loss 

of effect through the end of the trial at 12 weeks, as shown in the following 

figures. At baseline, the mean VAS score assessed by all 40 subjects was 

64.1±11.9.  

 

Figure 11: Phase 1/2 efficacy of TLC599 in knee OA – onset within one week, persisted to 
week 12 

 

Source: Company Documents 

 

This trial provided preliminary efficacy data of change in WOMAC scores from 

baseline throughout the trial period. The extent of decrease in WOMAC score 

also exceeded the minimally clinically important difference cutoff according to 

the Outcome Measures in Rheumatology-Osteoarthritis Research Society 

Phase 1/2: TLC599 in Subjects with Osteoarthritis (OA) of the Knee

Aim Investigate safety and efficacy of TLC599 in subjects with OA of the knee

Design randomized, open-label, parallel, multi-site phase 1/2 single-dose administration

Dosing study arms: 6mg TLC599, 12mg TLC599

Endpoints 1) Safety parameters (up to 12 weeks after dosing). Assessed by Aes, changes in physical examinations, vital signs, and 

clinical laboratory results. 2) Pain score VAS at w1, 4, 8, 12; WOMAC at w1, 4, 8, 12); IGART at w1, 4, 8, 12

Patients n=40

Safety no SAEs

Results strong immediate pain relief by first assessment, clear dose response over course of trial, continued downward trend after 

initial dose, sustained effect past 12 weeks; consistent improvement in WOMAC (total and all subscales); plasma cortisol 

levels within normal range
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International, a new OA pain measurement tool. Under this new tool, responder 

criteria is improvement of 20% and an absolute change > 10 points on 0–100 scale 

in both WOMAC pain and WOMAC function score to be clinically meaningful. 

 

Figure 12: TLC599 resulted in clinically meaningful response in WOMAC – Pain and WOMAC 
– Function subscales in Phase 1/2 trial of knee OA 

 

Source: Company Documents 

 

Figure 13: Phase 1/2 efficacy of TLC599 in knee OA – onset within one week, persisted to 
week 12 

 

Source: Company Documents 

 

Intra-articular injection of TLC599 in knee OA was well tolerated. No serious 

adverse events (SAE) or adverse events (AE) leading to withdrawal were reported 

in this trial. There were only two treatment-related AEs, both of mild 

hyperglycemia (elevated blood sugar). 
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Cortisol levels were monitored because cortisol can disrupt glucose homeostasis, 

which would be a potential concern in patients with diabetes as a comorbidity. 

During this trial, the value of plasma cortisol decreased after TLC599 injection 

but remained within the normal range and gradually elevated over time for both 

dose levels, as shown in the following Figure. 

 

Figure 14: Plasma cortisol levels in Phase 1/2 clinical trial of TLC599 remained in the normal 
range 

 

Source: Company Documents 

 

Osteoarthritis (OA) Background  

OA is a joint disorder involving the degeneration of the articular cartilage and 

leads to inflammation of the soft tissue and bony structures of the joint. It grows 

more severe over time and leads to progressive thinning of articular cartilage. As 

previously mentioned, symptoms include pain, stiffness, swelling and limitation 

in the function of the joint. Physicians are currently unable to reverse the 

progression of OA. Total knee arthrosplasty can cost between $25,000 and 

$35,000 on average, and as many as 20% of patients can be dissatisfied with the 

outcome of this procedure.  The earlier a patient receives TJA, the more likely the 

patient may need repeat replacement surgery in following years.  

There are currently >30M US adults with OA and the number is expected to grow 

as a result of aging, obesity and sports injuries (CDC, 2018). An estimated 20% 

of Americans will be over the age of 65 and at an increased risk for OA (NIH, 

2010). 

Approved intraarticular treatments include steroids and hyaluronic acid (HA) 

viscosupplements. While steroid injections can provide rapid pain relief, the 

effect generally only lasts for 2 to 4 weeks post injection. Currently approved 

dexamethasone preparations are freely soluble in water and can therefore be taken 

up rapidly by cells, leading to a quicker onset of effect as compared to other 

steroids, but suffer from a concomitant reduced duration of action. The American 

Academy of Orthopedic Surgeons has stated that they cannot recommend using 

hyaluronic acid (HA) for patients with symptomatic knee OA due to a lack of 

efficacy.  
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TLC590 for local anesthetic in development 

TLC590 brings sustained release delivery technology to the common anesthetic 

ropivacaine in order to potentially reduce the frequency of administration for local 

anesthesia for post-surgical pain. More effective pain relief may also allow 

patients to avoid the problems of opioid therapies often used for the treatment of 

post-surgical pain. It has proprietary manufacturing process to effectively reduce 

the cost of production.  

TLC590 has the potential to offer distinct advantages over other approved 

extended release products in this indication. In particular, ropivacaine might 

confer less cardiovascular and central nervous system (CNS) toxicity compared 

to bupivacaine. The dense multilamellar structure of TLC590 is capable of 

providing high concentration drug loading and continuous release of the API 

which, when administered into the surgical site, is intended to provide both 

immediate onset and extended pain relief.  

Based on a rat PK study, TLC believes TLC590 may extend ropivacaine’s 

effective half-life by ~20X. The following Figure displays TLC590’s PK profile 

(rat model) via subcutaneous injection.   

 

Figure 15: TLC590’s PK Profile (rat model) - ~20X extended half-life vs. free ropivacaine 

 

Source: Company Documents 

 

After approval for first clinical trial in patients with inguinal hernia repair, they 

plan to begin enrollment of a Phase 2 clinical trial of TLC590 in patients with a 

hernia in the 2H18 and subsequently initiate another Phase 2 in bunionectomy in 

1H19.  
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Post-Surgical Pain Background 

As pain and surgery often go together and postoperative pain represents an 

important part of the pain market, there are currently ~46M inpatient and ~53M 

outpatient surgeries in the US annually (HHS, 2006).  Although most surgical 

patients experience post-surgical pain, less than half of them receive adequate 

pain relief.  Ongoing pain can increase recovery time and lead to longer hospital 

stays and readmissions, thereby increasing non-reimbursed hospital costs. The 

current treatment of post-surgical pain may include wound infiltration with local 

anesthetics combined with the administration of opioid and NSAID analgesics. 

Opioids are effective but can also cause many undesirable side effects such as 

sedation, nausea and vomiting, inhibition of bowel function and dependency or 

addiction. 

A liposomal formulation of bupivacaine indicated for administration at the 

surgical site to produce post-operative analgesia was commercially launched in 

the US in 2012. This drug demonstrated significant reduction in pain intensity in 

the first 2 to 6 hours, with efficacy up to 24 hours post-surgery, but showed 

minimal to no difference in mean pain intensity compared to placebo between 24 

and 72 hours after administration. Local anesthetic systemic toxicity is also a risk 

of immediate and extended release (ER) bupivacaine. IR ropivacaine exhibits 

reduced cardiotoxicity and CNS toxicity compared to bupivacaine, but 

ropivacaine suffers from a relatively short half-life. In addition to the existing 

unmet need of ER ropivacaine for prolonged pain control, adequate immediate 

pain control can be elusive, with some physicians co-administering non-

liposomal, or IR, bupivacaine in addition to liposomal bupivacaine to augment 

post-operative pain control.  

While TLC590 would be second to the long-acting post-surgical pain market 

behind Exparel, we believe that the potentially superior label (long-acting 

formulation) could enable it to garner sales at least on par with the Exparel roll-

out.  The following Figure depicts Exparel’s first four years of sales starting in 

2012.  
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Figure 16: PCRX’s Exparel First 4 years of launch 

 

Source: Company Reports and Laidlaw Estimates 

Figure 17: Exparel for Bunionectomy Results 

 

Source: Company reports 
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Phase 3 trial: Exparel (DepoBupivacaine) for bunionectomy - results 10/20/09
Aim Safety & efficacy of Exparel for prolonged postoperative analgesia in patients undergoing metatarsal 

osteotomy (bunionectomy)

Design multicenter, random, 2x-blind, parallel-group, placebo controlled study; Pain intensity rated by patients 

on 0-10 numeric rating scale (NRS) out to 72 hours. Rescue meds (5mg oxycodone/325mg 

acetaminophen orally every 4-6 hrs as needed or ketorolac 15-30mg IV).

Dosing 106mg Exparel directly into wound at conclusion of surgery

Endpoints 1': cumulative area under the curve (AUC) of NRS pain intensity over 1st 24 hrs post surgical;

2': % pts pain free 8-48 hrs; % pts requesting & total amount rescue meds through 24hrs; 

Patients N = 193

Safety Well tolerated, AE's similar to placebo; No SAEs

Results - 10/20/09 1': reduced NRS scores (p=0.0005) 24 hrs post-surgery; 

2': % pts requesting rescue meds (1% vs 7% placebo; p<0.05), fewer opiods over 24 hrs post 

(p=0.0077); pain free at 2,4,8,48 hrs post-surgery than placebo (p<0.05)
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TLC399 for Macular edema 

 

TLC399 also applies the BioSeizer technology to allow sustained release of the 

corticosteroid dexamethasone, and is also designed to provide effects lasting as 

long as six months between injections. Preliminary clinical data from an early 

study of TLC399 have demonstrated its potential to decrease the thickness of the 

retina and improve vision. TLC399 applies sustained release technology for the 

treatment of ME secondary to retinal vein occlusion (RVO), designed to provide 

benefits for a much longer duration than existing therapies and to thus reduce the 

administration frequency. Approximately 16M people WW may have ME with 

RVO, a disease of the retina that causes impaired vision. Characterized by leakage 

of fluid from the blood vessels in the retina, current therapies for this type of 

macular edema require an injection into the eye that may be required every one 

or two months. 

  

Figure 18:  Macular Edema Visual Effect 

 

Source: Company Website 

 

TLC399 in preclinical models has been shown to provide therapeutic levels of 

DSP in the eye for ≥6 months after a single administration. A Phase 1/2 safety 

trial has demonstrated encouraging signs of efficacy in both the reduction of 

retinal central subfield thickness (CST) and improvements in visual acuity. The 

company is also evaluating opportunities to develop TLC399 in diabetic macular 

edema (DME) in combination with intravitreal anti-VEGF drugs. 

ME is one of the most prominent treatable causes of decreased visual acuity in 

patients with RVO. TLC submitted an IND for ME secondary to RVO indication 

on 11/22/13. A current dexamethasone treatment for ME due to RVO uses drug 

eluting implants which are injected into the eye using a needle 2X the diameter of 

the needle used with TLC399, which could increase the risk of conjunctival 

hemorrhage. Upon completion of their ongoing Phase 2 clinical trial in RVO 

(expected mid-2020), they plan to conduct a pivotal superiority trial comparing 

TLC399 to an approved dexamethasone treatment.  

TLC is conducting a Phase 1/2 clinical trial also in Taiwan with TLC399 in 

patients with ME due to RVO in order to characterize the safety of different doses.  
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Figure 19: Phase 1/2 Clinical Trial Design 

 

Source: Clinicaltrials.gov and Company Reports 

 

As mentioned in the previous figure, all subjects had improvements in CST after 

treatment, and two of the four subjects achieved target CST levels <310 

micrometers which were maintained through 12 months.  

 

Figure 20: Decrease in CST over 12 months after single intra-vitreous TLC399 injection 

 

Source: Company Documents 

 

 

 

   

 

 

 

 

Phase 1/2: TLC399 trial to find Maximum Tolerated Dose (MTD) and Dose Limiting Toxicities (DLT) in ME due to RVO

Aim Find MTD and DLT of TLC399 in Patients with Macular Edema Due to RVO 

Design randomized, parallel assignment, single-blind (participant) and no control arm. Stat sig not assessed. 

Dosing TLC399 (0.24mg, 0.36mg and 0.6mg)

Endpoints 1) MTD and DLT for 4 weeks; Proportion of patients with BCVA gain of 15 or more letters from baseline BCVA in study eye (1-

12 months and up to 1 year). 2) Safety, Aes, physical examination, vital signs for up to 1 year, time to achieve a treatment 

response of gain of 15 or more letters from baseline BCVA to 6 months (up to 1 year), mean change IOP, mean change of 

retinal thickness

Patients not over. N=7 and 1 evaluable patient received a dose of 0.24mg and being followed; additional 18 patients planned to be dosed 

at this level.

Safety Among n=7, 19 treatments-related Aes, all eye-related of mild to moderate severity with no unexpected serious adverse 

reactions or patient withdrawals due to AEs. 4 of 7 required medication  to control IOP. 2 of these were considered SAEs 

probably related to drug. All IOP elevations were manageable by eye drops. Floaters were reported in all patients but improved 

within 1 -2 months after trial drug administration.  

Results As of 12/7, 7 subjects enrolled but 2 didn't receive correct study medication. Of 5, 4 had BRVO and 1 had CRVO. Efficacy 

assessed in first cohort of 4 subjects who completed 12 months of follow-up after single injection of TLC399, 3 receiving dose 

of 0.36mg and 1 receiving 0.6mg.  In all, there were improvements  in BCVA and decreases in CST which were sustained for 6-

12 months.  At 6 months, all subjects had improvements of BCVA ranging from 5 to 18 letters (1-3 lines) on vision chart. All 

subjects improvements in CST and 2 of 4 achieved target CST levels <310 micrometers, which were maintained through 12 

months
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Figure 21: Phase 2a Clinical Trial Design 

 

Source: Clinicaltrials.gov and Company Reports 

 

TLC plans to have discussions with the FDA to explore the potential of TLC399 

as a combination therapy for other indications. Following these discussions, they 

plan to initiate a Phase 2 clinical trial evaluating a combination treatment of 

TLC399 with anti-VEGF in patients with DME.  

 

Figure 22: Anti-VEGF Ab PK Profile with BioSeizer – Increase duration from 1-2 to 24 months 

 

Source: Company presentation 

 

 

RVO Background 

RVO is a sight-threatening disorder resulting from a blockage of one of the veins 

carrying blood out of the retina. RVO is estimated to affect ~16M adults WW 

(Ophthalmology, 2011). In RVO, the blockage of a retinal vein can lead to poor 

blood circulation, low oxygen and often inflammation. RVO is associated with 

ME, an abnormal thickening of the central area of the retina. Development of ME 

is a common occurrence in many retinal disorders besides RVO, such as DME.  

Phase 2a: TLC399 trial in Subjects with Macular Edema due to Retinal Vein Occlusion (RVO)

Aim Evaluate Safety and Efficacy of TLC399 in patients with Macular Edema due to Retinal Vein Occlusion (RVO)

Design randomized, parallel, 2 sites in US, quadruple masking (participant, care provider, investigator, ourcomes assessor)

Dosing 3 groups receiving single intravitreal dose at either 1) 0.36mg DSP with 100mM PL in 30uL solutino, 2) 0.6mg DSP with 

100mM PL in 50uL solution or 3) 0.6mg DSP with 50mM PL in 50uL solution. 

Endpoints 1) Proportion of subjects with BCVA gain of 15 or more letters from baseline in trial eye at 6 months; 2) evaluation of BCVA and 

CST through 12 months 

Patients n=66

Safety Monitoring for elevated IOP

Results data expected mid 2020
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Figure 23: Retinal Vein Occlusion (RVO) 

 

Source: Retinal Vitreous Resource Center 

 

There are two primary pharmacologic treatments currently used for the treatment 

of ME due to RVO. The first-line treatment usually consists of intravitreal 

injections of anti-VEGF drugs (ranibizumab, aflibercept or bevacizumab) 

followed by intravitreal steroid injections for non-responders, which represents 

~35% of cases.  

There is currently a marketed steroid injection to treat ME due to RVO in the form 

of dexamethasone intravitreal implant, in which a solid polymer implant is 

inserted into the vitreous cavity. The duration of effect persists for one to three 

months after onset; however, it takes up to six months for the implant to dissolve.  

 

Figure 24: Steroid intravitreal implant 

  

 

 

 

 

 

Source: Opthalmology Notes, 2014 and Company Presentations 

 

TLC399 is designed to release therapeutic levels of dexamethasone in the eye for 

periods greater than six months. They believe TLC399 has distinct advantages 

over other ocular products, with the potential to provide therapeutic benefit for 

much longer periods. They believe the interim results from their ongoing open-

label Phase 1 clinical trial demonstrate the potential to provide therapeutic 

benefits over an extended period, with some RVO patients continuing to show 

improvement one year after initial treatment.  
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In addition to potential extended duration of action, TLC399 may provide 

meaningful advantages in the method of administration. An approved 

dexamethasone product uses drug eluting implants injected into the eye using a 

needle 2.3X larger than the diameter of the needle used with TLC399, which is a 

standard 30-gauge needle.  

Dexamethasone implants can sustain therapeutic levels of dexamethasone in 

animals for ~35 days. Dexamethasone levels after administration of TLC399, 

however, were maintained for at least 200 days in the rabbit model receiving a 

100mM phospholipid formulation in their PK study. 

 

Figure 25: TLC399 delivers therapeutically relevant doses of dexamethasone over a period 
of at least 200 days in preclinical studies in rabbits 

 

Source: Company Documents 

TLC178 for Adult advanced malignancies/soft tissue sarcoma 

 

TLC178 is their proprietary NanoX formulation of the anticancer drug 

vinorelbine, developed for the treatment of rhabdomyosarcoma (RMS), a rare 

form of soft tissue sarcoma (STS) that most frequently occurs in children. 

Vinorelbine is a vinca alkaloid chemotherapy agent commonly used off-label to 

treat RMS and other sarcomas. TLC178 is a formulation of vinorelbine loaded 

into liposomes, designed to reduce toxicity and improve efficacy with fewer 

administrations. They are initially developing TLC178 for pediatric RMS 

(pRMS). The increased specificity of TLC178 for tumor versus non tumor tissue 

through the use of their NanoX technology, which utilizes enhanced permeability 

and retention effects (could enable greater dose intensity) with attendant benefits 

in antitumor response without impairing the safety profile. TLC178 could also 

have significantly lower myelosuppression, resulting in a lower rate of severe 

neutropenia.   
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Figure 26: NanoX Targeted Delivery 

 

Source: Company Website 

 

Non-resectable RMS tumors and tumors that recur after surgery are generally 

treated with chemotherapeutic agents such as vincristine, dactinomycin, 

cyclophosphamide, and vinorelbine. In clinical trials of relapsed or refractory 

RMS, vinorelbine treatment yielded an ~36% overall response rate (ORR), with 

four to seven months duration of response. Dose limiting toxicity of vinorelbine 

is mainly hematological, and TLC178 is designed to enhance the accumulation of 

vinorelbine in the tumor while limiting systemic exposure, thus reducing 

hematological toxicity. They submitted an IND for advanced solid 

tumors/lymphoma indication on 8/31/16.  They have received a Rare Pediatric 

Disease Designation for TLC178 in RMS, which will qualify TLC178 in this 

indication for priority review in the US and may result in the granting of a 

transferable Priority Review Voucher. They plan to seek initial approval for 

TLC178 in RMS and believe that a single-arm, response-oriented registration trial 

may be sufficient for approval. In parallel with their efforts in RMS, they also 

plan to initiate clinical trials evaluating TLC178 in other STSs, for which TLC178 

has already received an Orphan Drug Designation (ODD), and in non-small cell 

lung cancer (NSCLC).   

A Phase 1/2 dose escalation trial of TLC178 in adult patients with advanced 

malignancies is underway for which they expect data in pediatric RMS in the 

2H19 and plan to subsequently initiate a pivotal trial in 1H20. 

 

Figure 27: Phase 1/2 Clinical Trial Design 

 

Source: Company Presentation 

 

Phase 1/2a: TLC 178 trial in Subjects with advanced malignancies

Aim Evaluate Safety, tolerability and PK of IV Liposomal Vinorelbine Tartrate Injection in patients with advanced malignancy

Design Dose-escalation, open-label 

Dosing Mono TLC178; pRMS: Combo TLC178+CTX single-arm pivotal; NSCLC: Combo TLC178+GEM comparator Docetoxel phase 

2/3 adaptive random; STS: Combo TLC178+GEM single-arm p2 (n=100-200)

Endpoints 1) Maximum Tolerated Dose (MTD) determination at week 4. Determine MTD and recommended p2 dose (RP2D) of IV 

LipoVNB given every 4 weeks in patients with advanced malignancies. 2) PK parameters of AUC from day 1-29

Patients n=51

Safety occurrence of neutropenia, anemia and thrombocytopenia; no hematological toxicity observed in the initial 9 subjects

Results data part 1 pRMS expected 2H19
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RMS Background 

RMS is a tumor that develops from skeletal muscle precursors. It often affects 

children in the first decade of their lives and results in tumors that are located at 

various sites in the body such as the head, neck, arms, legs, trunk and urinary and 

reproductive organs. RMS is a rare disease with 350 new cases diagnosed in the 

US annually and the incidence in children, adolescents, and young adults <20 

years old is 4.5 cases per million (Cancer, 2013).  

Surgical excision of the tumor, when possible, is the primary treatment for RMS. 

However, for patients with advanced disease, prognosis is poor. Current 

recommendations include multidrug chemotherapy, often containing vincristine, 

dactinomycin and cyclophosphamide. Less than 20% of patients with metastatic 

RMS respond to aggressive multimodality treatment, and up to 30% of RMS 

patients relapse within three years of diagnosis. Most patients with recurrent RMS 

will die within one year of relapse (a median survival time of 0.82 years), and, 

with a 5-year survival rate of < 20%, there are currently no established guidelines 

for chemotherapy in the relapse setting.  

 

STS Background  

There are >50 histological subtypes of STS, which are associated with their own 

clinical, prognostic and therapeutic features. The rarity and heterogeneity of the 

disease make STS difficult to study and to treat. In the US, the incidence of 

diagnosed STS is ~12,310 new cases per year, leading to ~5,000 deaths annually. 

The heterogeneity of STS poses a challenge to a standard chemotherapy approach. 

For most patients with unresectable or metastatic disease, chemotherapy is 

primarily palliative. Ifosfamide and doxorubicin are routinely used for these 

patients, with response rates of 50%-60%. However, it is unclear if the treatment 

improves overall survival, which remains at ~12 to 18 months for these patients. 

Olaratumab, a platelet-derived growth factor receptor α blocking antibody, has 

recently been granted accelerated approval by showing improved median overall 

survival in an open-label, randomized, active-controlled trial in 133 patients. 

Other treatment options for second-line therapeutic regimens remain very limited 

and are only recommended for palliative therapy.  

 

NSCLC Background 

Small cell and non-small cell lung cancer represents the second most common 

cancer in both men and women (excluding skin cancer) and ~14% of all new 

cancers are lung cancers (American Cancer Society, 2018). In 2018, there should 

be ~234,030 new cases of lung cancer (121,680 men and 112,350 in women) and 

~154,050 deaths from it (83,550 in men and 70,500 in women) (ACS, 2018). 

NSCLC constitutes ~80% of all types of lung cancer. Adenocarcinoma and 

squamous cell carcinoma are major histological subtypes of NSCLC. Most 

patients are diagnosed with advanced disease and cannot be cured. 

Immunotherapy, several targeted therapies and platinum-based doublet 

chemotherapy are first-line treatment options for advanced disease.  
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Figure 28: 2010 US Estimated Cancer Cases – Lung most common in men and women 

 

Source: ACS, 2010 

 

Somatic mutations involving epidermal growth factor receptors (EGFR), which 

are receptor proteins that span the cell membrane, whose constant activation 

produces uncontrolled cell division (also known as EGFR-sensitizing mutation).is 

This is the most common and well established driver mutation in lung 

adenocarcinoma in Asian populations, with an incidence rate of 47.9%. However, 

the incidence of EGFR-sensitizing mutation is only 19.2% in Western 

populations. Other druggable driver mutations, such as anaplastic lymphoma 

kinase or ROS1 gene arrangements, are not common, with an incidence rate of 

<5%. Immunotherapy, such as programmed cell death protein 1 (PD-1) antibody, 

is most active in patients with high programmed death-ligand 1 (PD-L1) 

expressing tumors (tumor proportion score >50%). The prevalence of high PD-

L1 expression is ~28%.  

For those NSCLC patients without driver mutations and with low PD-L1 

expression, combination cytotoxic chemotherapies are recommended as first-line 

treatment. For patients who progressed after first-line combination cytotoxic 

chemotherapy who are not responsive to first-line immunotherapy or 

contraindicated to second-line immunotherapy; there exists a need to identify a 

better salvage regimen to decrease the risk of cross-resistance and also reduce 

toxicity. 

Vinorelbine is a chemotherapeutic agent that is a member of a class of agents 

known as microtubule inhibitors that work by preventing cell division. 

Vinorelbine has been approved by the FDA for use in NSCLC since 2000. 

Vinorelbine is often used in combination with the alkylating agent 

cyclophosphamide for treatment of sarcomas.  

TLC believes that TLC178 has the capacity to dramatically improve the selective 

delivery of vinorelbine to tumor versus non-tumor tissue. They evaluated TLC178 

and standard vinorelbine alone or in combination with cyclophosphamide in a 

mouse RMS xenograft study. In the study, TLC178 resulted in total drug exposure 

levels at the tumor site that were 5X > than standard vinorelbine. These higher, 

sustained levels of active drug resulted in higher anti-tumor efficacy. 

 



 

December 17, 2018 

 

Laidlaw & Company 

Est. 1842 

 

Taiwan Liposome Company Page 23 of 36 
Francois Brisebois 

 fbrisebois@laidlawltd.com 

 

Figure 29: TLC178 can control tumor growth more effectively than free vinorelbine when 
used in combination with cyclophosphamide (CPA) in a mouse xenograft model of human 
alveolar RMS 

 

Source: Company Documents 

 

Although vinorelbine demonstrates its potential antitumor activities in pediatrics, 

it also has significant hematological toxicities such as neutropenia. With most 

liposomal chemotherapeutics, the liposomal formulation seems to exhibit less 

toxicity than the free form. Therefore, they believe TLC178 with preferential 

distribution to tumor tissue could have reduced systemic toxicity compared to free 

vinorelbine.  

 

Proprietary LipAD (Lipid Assembled Delivery) Technologies 

TLC has created solutions for several longstanding challenges in drug 

development to enable new therapies with entirely unique properties. These lipid-

based technologies allow TLC to design medicines at the nanometer scale that 

can improve drug solubility, protect molecules from degradation or target drug 

delivery to specific tissues and compartments within a cell. These techniques can 

create drugs that are longer lasting, increase efficacy and enable drugs with new 

mechanisms that would otherwise be impractical. TLC’s technology also enables 

straightforward development of new formulations of well-known drugs that 

improve their clinical characteristics. 

 

Prolonging Duration of Effect: BioSeizer Technology 

Many different types of drugs are quickly metabolized and removed from 

circulation, limiting the duration of their effect following a single dose. Frequent 

dosing may compensate for a short duration of effect, but this is not always a good 
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solution. Frequent dosing of drugs delivered by injection can be inconvenient, 

painful and carries an increased risk of infection. 

TLC’s lipid-based BioSeizer technology entraps drugs to control the rate at which 

a therapeutic molecule is released from a lipid nanoparticle once in the body. 

BioSeizer nanoparticles consist of a drug wrapped within multiple layers of lipid 

membrane, precisely designed to release the drug at a constant rate as each layer 

collapses over time. This technology can be applied to a wide range of molecular 

payloads, including biologics, small molecules and oligonucleotides.  

 

Figure 30: Micrograph of mixed liposome composition of TLC399 

 

Source: Company Documents 

 

Passive Targeting: Increasing Time in Circulation with NanoX 

Many drugs are quickly degraded once they enter the body. TLC uses NanoX 

technology to efficiently encapsulate drugs of many different molecular subtypes 

within lipid nanoparticles. This protects fragile drugs from enzymatic degradation 

or changes in pH. With prolonged time in circulation, a drug is more likely to 

reach specific disease sites such as tumors characterized by increased vascular 

permeability. 

NanoX technology uses nanoparticles coated with the compound polyethylene 

glycol to reduce uptake by phagocytic cells of the immune system. This prolongs 

circulation in the body, allowing a drug to predominantly accumulate at particular 

disease sites such as tumors.  
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Figure 31: CryoEM image of NanoX technology 

 

Source: Company Documents 

 

Approved Generic Products 

Ampholipad and Lipo-Dox are TLC’s two generic products that have been 

approved for sale in Taiwan and Southeast Asia. They have entered into license 

agreements with third party distributors to sell their generic products in exchange 

for royalties.  

Ampholipad, approved product in Taiwan and Macau, is a liposomal formulation 

of amphotericin B for systemic fungal infection. Ampholipad is capable of 

delivering highly effective doses with a more desirable toxicity profile compared 

to other marketed formulations of amphotericin B products. Ampholipad is 

manufactured by Yung Shin Pharmaceuticals.  

Lipo-Dox is a liposomal encapsulated doxorubicin product which was approved 

by Taiwan’s Department of Health in 1998 for the treatment of breast cancer, 

ovarian cancer, and AIDS-related Kaposi’s sarcoma and multiple myeloma. Lipo-

Dox, with its PEGylated liposomes design, reduces the rate at which the active 

substance is broken down, allowing it to circulate in the blood for a longer period 

of time. Lipo-Dox also reduces effects on non-cancer tissues and cells, hence has 

reduced cardiotoxicity compared to free form doxorubicin. Lipo-Dox has been 

licensed to TTY Biopharm. 
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Competition  

 

Figure 32: Competitive Landscape 

 

Source: Laidlaw Estimates and Company documents 

 

 

 

 

 

 

 

 

 

 

 

 

Product Competition

TLC599 Current approved intraarticular treatements of OA pain include steroids and hyaluronic acid 

(HA) viscosupplements.  Immediate-release steroids are generic, and therefore available at 

prices that are significantly below the price they would expect to charge.  They believe 

FLXN's Zilretta, an extended release intrarticular steroid  is their most direct competitor. Their 

ability to compete with IR steroids and Zilretta will depend on ability to demonstrate > duration 

of pain relief and safety. 

TLC590 They are initially developing TLC590 for treatment of post-surgical pain management.  Many 

treatments exist, including local anagesics, opioids and elastomeric pumps.  They believe 

PCRX's Exparel and HRTX's HTX-011, an extended release formulation of bupivacaine and 

meloxicam in phase 3 are their most direct competitors.

TLC399 They are initially developing this product for the treatment of macular edema associated with 

RVO. Current approved treatments include intravitreal injections of anti-VEGF drugs and 

intravitreal steroid injections.  It is also treated with steroid injections in the form of 

dexamethasone intravitreal implants and the most direct competitor is AGN's Ozurdex.

TLC178 They are initially developing this for the treatment of relapsed or refractory pediatric RMS.  

There are no FDA approved products for RMS but current options include vinorelbine, 

doxorubicin, irinotecan, topotecan and trabectedin (all conventional chemotherapy drugs).
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Major Risks 

Exogenous events could impact our outlook. We believe pharmaceutical 

companies have the least control over competitive, political, and regulatory risks. 

Although we have incorporated competitive assumptions into our forecasts, there 

may be other risks beyond the scope of our analysis. Changes in the drug 

reimbursement system, as well as any political or regulatory amendments, may 

significantly influence the earnings power of these companies. 

Actual clinical results and the FDA’s conclusions may deviate from expectations. 

Many of our assumptions are based on a review of incomplete clinical trial data 

available in the public domain. Often, our conclusions are drawn from early stage 

data, which may not be reflected by pivotal studies. Furthermore, the FDA’s 

conclusions may not coincide with our own, materially changing our revenue and 

earnings assumptions.  

Compliance issues, product recalls, and other mandates by regulatory authorities 

could materially change our expectations. Regulatory compliance issues, ranging 

from accounting irregularities to defective manufacturing practices, could 

materially change our assumptions and earnings outlook. Unanticipated product 

recalls and labeling changes could also have adverse consequences on our 

earnings assumptions. 

Legal risks could lead to additional liabilities and revenue loss. In addition to the 

expenses incurred by patent challenges, product liability and other legal suits 

could occur and lead to additional liabilities and revenue loss, which could 

substantially change our financial assumptions. 
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Management 

 

Keelung Hong, Founder, Chairman & CEO. Dr. Hong founded TLC in 1997 

and has served as our Chairman of the board of directors since 2002 and CEO 

since 2005. Prior to serving as CEO, Dr. Hong served as their Science and 

Technology Adviser from 1997 to 2004. Dr. Hong co-founded Hermes 

Biosciences and served as its Chief Scientific Officer from 1999 to 2005. Before 

venturing into the world of drug development, Dr. Hong was a Research Scientist 

for the California Pacific Medical Center Research Institute from 1998 to 2002, 

prior to which he was a Scientist at the Liposome Research Laboratory at the 

Cancer Research Institute of the University of California, San Francisco from 

1979 to 1998. Dr. Hong has also served as consultant to various 

biopharmaceutical companies over the years. Dr. Hong received a Ph.D. in 

Chemistry from the University of California, Berkeley, an M.S. in Chemistry 

from the University of Texas at El Paso, and a B.S. in Chemistry from Taiwan 

Cheng Kung University. 

George Yeh, President. George has served as the President of TLC since 2002. 

Prior to joining TLC, he was VP of AsiaWired Group, a venture advisory 

company, from 1999 to 2002. Before AsiaWired Group, George was an associate 

at General Bank, a U.S.-based commercial bank. He also served as the CFO of 

Hermes Biosciences from 2002 to 2005, where he first started working alongside 

Dr. Hong. George received a Master of Architecture and an M.B.A. from the 

University of Michigan. He received a B.A. in Architecture from the University 

of California, Berkeley.  
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Figure 33: Potential Clinical Trial Timeline 

 

Source: Company Reports; Laidlaw & Company estimates 

 

 

 

 

 

 

 

 

 

 

 

 

Taiwan Liposome Company

Potential clinical trial timeline estimates

2017A 2018E 2019E 2020E 2021E 2022E 2023E 2024E

1QA 2QA 3QA 4QA 1QA 2QA 3QA 4QE 1QE 2QE 3QE 4QE 1QE 2QE 3QE 4QE 1QE 2QE 3QE 4QE 1QE 2QE 3QE 4QE 1QE 2QE 3QE 4QE 1QE 2QE 3QE 4QE

TLC599 - Osteoarthritic (OA) pain 

   Phase 2 trial phase 2 data

  2 Phase 3 trial phase 3 data

phase 3 data

   NDA filing NDA

   FDA approval & launch FDA US LAUNCH

TLC590 - postoperative pain

   Phase 1/2 trial phase 1/2 data

   Phase 2 Hernia phase 2 data

  Phase 2 Bunionectomy phase 2 data

   Phase 3 trial #1 phase 3 data

   Phase 3 trial #2 phase 3 data

  NDA filing NDA

  FDA approval & launch FDA

TLC399 - Macular Edema (ME)

   Phase 2 trial phase 2 data

   Phase 3 trial phase 3 data

   NDA filing NDA

   FDA approval & launch FDA

 TLC178 - adult advanced malignancies 

STS & pediatric RMS 

   Phase 1/2 trial in pRMS part 1 phase 1/2 data

   Phase 2 trial Part 2 pivotal phase 2 data

   NDA filing NDA

   FDA approval & launch FDA US LAUNCH

   voucher on approval voucher
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Figure 34: Quarterly Income Statement 

 

Source: Company Reports; Laidlaw & Company estimates – Note any discrepancies due to currency translation from New Taiwan Dollar to USD 

  

 

 

 

 

 

 

 

 

 

 

Taiwan Liposome Company

Quarterly income statement

2017A 2018E

($000 except per share)   1QA   2QA   3QA   4QA Year   1QA   2QA    3QA    4QE  Year

Revenues

Total Revenue $391 $395 $442 $447 $1,675 $484 $512 $502 $500 $1,998

Expenses: 

COGS (% of US Revenue)

Gross Margin 391         395          442       447       1,675       484        512        502        500        1,998       

General and administrative (959)        (889)         (1,363)   (1,339) (4,550)      (1,165) (1,112) (1,128) (1,250) (4,656)

Research and development (4,846)     (7,021)      (6,744)   (8,827) (27,438) (5,193)   (7,090)    (6,059)    (7,250)    (25,591)

Total operating expenses (5,806)     (7,911)      (8,106)   (10,165) (31,988)    (6,358)   (8,202)    (7,187)    (8,500)    (30,247)    

Income (loss) from Ops (5,415)     (7,516)      (7,665)   (9,718)   (30,313)    (5,874)   (7,690)    (6,685)    (8,000)    (28,249)    

other income (expense) 117         65            313       218 713 156        79          496        150        881

other gains and losses 60           4              (7)          89 147          34          15          (53)         50          46

finance costs (28)          (29)           (28)        85 (183)       

(Loss) income before inc.taxes (5,267)     (7,476)      (7,386)   (9,324)   (29,453)    (5,684)   (7,597)    (6,425)    (7,800)    (27,322)    

Income tax expense (4)            (18)           (0)          (9) (32)           (6)          (8)           (9)           

Ni/(loss) b/f translational diff.foreign ops (5,271)     (7,494)      (7,386)   (9,334)   (29,485)    (5,690)   (7,605)    (6,434)    (7,800)    (27,322)    

Earning per Share (EPS) ($0.10) ($0.13) ($0.13) ($0.17) ($0.53) ($0.10) ($0.14) ($0.12)

Adj EPS ex-1x & non-cash ($0.10) ($0.13) ($0.13) ($0.17) ($0.53) ($0.10) ($0.14) ($0.12) ($0.24) ($0.55)

 Weighted avg. shares (000) 55,730    55,728     55,713  54,785  55,489     54,885   55,085   55,699   32,162   49,458     

 Fully diluted shares (000) 55,730    55,728     55,713  54,785  55,489     54,885   55,085   55,699   32,162   49,458     

2017A 2018E
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Figure 35: Annual Income Statement 

 

Source: Company Reports; Laidlaw & Company estimates – Note any discrepancies due to currency translation from New Taiwan Dollar to USD  

 

 

 

 

 

 

 

 

 

 

 

Taiwan Liposome Company
Annual income statement

 ($000's except per share) 2016A 2017A 2018E 2019E 2020E Comments

 Revenues

TLC 599 Launch 2023

TLC590 Launch 2025

TLC 390 Launch 2025

TLC178 Launch 2H23

Total sales $0 $1,675 $1,998 $2,400 $2,800

COGS

Gross margin 0 1,675 1,998 2,400 2,800

SG&A (4,387) (4,550) (4,656) (6,500) (9,000)

R&D (22,849) (27,438) (25,591) (33,000) (46,000)

Operating income/(loss) (25,944) (30,313) (28,249) (37,100) (52,200)

Interest income 518 713 881 600 600

Total other loss

Ni/(loss) b/f translational diff.foreign ops(25,543) (29,485) (27,322) (36,300) (51,400)

NI/(loss) as reported (25,560) (29,485) (27,322) (36,300) (51,400)

Adj-EPS ex-non-cash ($0.46) ($0.53) ($0.55) ($1.04) ($1.34)

EPS as reported ($0.46) ($0.53)

Shares out (000) 55,361 55,489 49,458 34,837 38,220

Fully diluted shares (000) 55,361 55,489 49,458 34,837 38,220
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Figure 36: Balance Sheet 

 

Source: Company Reports; Laidlaw & Company estimates – Note any discrepancies due to currency translation from New Taiwan Dollar to USD 

 

 

 

 

 

 

 

 

 

 

 

 

 

Taiwan Liposome Company
Balance sheet

($000's except per share) 1Q17A 2Q17A 3Q17A 2017A 1Q18A 2Q18A 3Q18A 2018E

ASSETS: 

Current assets

  Cash and cash equivalents $54,345 $46,655 $41,437 $31,980 $25,158 $29,219 $21,635 $6,936

  Notes receivable, net

  Prepayments 1,484       1,643       1,706       2,399       3,861       3,889       3,952       

  Other 60            
    Total current assets 56,504     49,123     43,937     35,345     30,176     33,521     25,935     6,936       

    PP&E 5,618       5,643       5,328       5,169       5,183       4,721       4,797       6,000       

  Intangible assets 379          353          298          290          249          186          141          

  Total Assets 64,129     56,666     51,123     42,424     37,479     40,569     33,203     14,686     

LIABILITIES

    Total current liabilities 5,602       5,617       7,167       6,487       6,713       8,448       8,131       7,000       

Total liabilities 9,571       9,178       10,261     9,249       9,325       20,972     19,698     7,000       

common stock 18,375     18,320     18,411     18,884     19,312     18,468     18,458     19,000     

capital surplus 69,017     42,177     42,876     44,443     45,619     15,053     15,428     46,306     

accumulated deficit (32,461)   (12,749)   (20,203)   (29,371)   (36,025)   (13,369)   (19,790)   (57,620)   

other equity interest (321)        (275)        (247)        (781)        (753)        (555)        (591)        

    Total shareholders' equity 54,610     47,472     40,837     33,175     28,153     19,597     13,505     7,686       

Total liabilites & net worth 64,181     56,650     51,098     42,424     37,479     40,569     33,203     14,686     
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Figure 37: Cash Flow Statement 

 

Source: Company Reports; Laidlaw & Company estimates– Note any discrepancies due to currency translation 
from New Taiwan Dollar to USD 

 

 

 

 

Taiwan Liposome Company
Statement of cash flows

($000's except per share) 2017A 1Q18A 2Q18A 3Q18A 2018E

Operating Cash Flow 

Consolidated loss before tax (29,335) (5,709) (13,094) (19,508) (27,322)

Amortization 355 93 172 228

Interest expense 114 24 62 245

Interest income (170) (19) (35) (55)

changes in assets/liabilities (1,081)

income tax received 170

Cash from operations (27,831) (6,533) (11,339) (17,334) (24,903)

Investing Activities

decrease (increase) in other financial 61

acquisition of PPE (609) (470) (857) (1,419) (1,000)

proceeds from disposal of PPE 1

Cash from investing (991) (506) (905) (1,329) (1,000)

Financing Activities 

prepayments (1,564) (1,629)

proceeds from ST borrowings 1,546 986 985

payments of ST borrowings (1,546) (986) (985)

payment of LT borrowings (57) (58) (56) (112)

proceeds from lt borrowing 11,929 12,026 (12,057)

proceeds from common stock 23,262

Cash from financing 151 (471) 9,520 9,078 11,205

Effect due to exchange rate (99) (53) 11 (25) (100)

Change in cash (28,770) (7,562) (2,713) (9,610) (14,699)

Cash, start of period 60,444 32,705 31,673 31,245 21,635

Cash, end of period 31,673 25,143 28,961 21,635 6,936
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Hold (H) 
Expected returns to be in line with the sector average over 12 
months. 

6.78% 1.69% 0.00% 

Sell (S) 
Returns expected to significantly underperform the sector 

average over 12 months. 
0.00%  0.00% 
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