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KEY POINTS

Initiating coverage of Scilex with a Buy rating and a $14/share 12-month price target.
Scilex is commercializing three non-opioid products for the management of pain. The company
has three additional drug candidates in development.

Our Buy thesis on the shares of Scilex is based on the following:

Stop the Epidemic: Over the last two decades, the United States has faced a mounting crisis
related to substance abuse and addiction. Since the year 2000, the annual count of overdose
deaths linked to various drugs in the US has surged almost sixfold. A substantial portion of
these fatalities, around 80,000, were connected to opioids. To combat this opioid epidemic, the
CDC now advises against prescribing opioids for noncancerous pain management, advocating
instead for non-opioid therapies for both acute and chronic pain. This shift has spurred growing
demand for effective non-opioid medications.

Dedicated to Pain Management: Scilex is dedicated to the development and
commercialization of non-opioid pain management solutions. The company has three
commercial products, ZTlido, Gloperba and ELYXYB, along with three products in the pipeline,
SP-102, SP-103 and SP-104. Its leading product, ZTlido (lidocaine topical system) 1.8%, is
an approved prescription lidocaine topical product by the FDA in 2018 for alleviating pain
associated with postherpetic neuralgia. The product incorporates innovative delivery and
adhesion technology, aiming to overcome limitations observed in existing prescription lidocaine
patches.

The company has also obtained approval from the FDA for two additional non-opioid pain
products, ELYXYB and Gloperba. ELYXYB is indicated for the immediate treatment of
migraines with or without aura in adults while Gloperba is prescribed for preventing gout flares
in adults. ELYXYB was launched in the US in April 2023, and the company aims to bring
Gloperba to the market in 1H24.

Early Commercial Success: ZTlido generated $145M in gross sales in 2023. The three
approved products combined could allow the company to turn cash flow positive in 2H24. The
extension of the label of ELYXYB to acute pain could help turn the drug into a blockbuster,
generating over $1B in sales by 2031.

Valuation & Risks: We arrive at our twelve-month price target of $14/share by assessing the
after-tax, risk adjusted NPV of potential future cash flows from the company’s ZTlido, ELYXYB
and Gloperba programs, in addition to the estimated value of pipeline assets. For commercial-
stage assets, the probability-adjusted, fully taxed (21%) NPV (15% discount rate) of potential
cash flows through 2036 is ~$1.2B or $11/share, according to our forecasts. We estimated
that the value of pipeline assets to be $300M, or $3/share. The combined total NPV of all the
assets is ~$1.5B or $14/share, corresponding to our 12-month price target. Significant factors
that could impede shares from reaching our price target include the failure of ELYXYB’s label
expansion into acute pain and lower-than-estimated sales. In addition, the company may not be
able to raise additional funds to repay debt and to complete development of drug candidates.

Elemer Piros, Ph.D.
epiros@rodmresearch.com
(212) 540-4425

Stock Data
Rating Buy

Price Target 14.00

Exchange NASDAQ

Price 1.53

52-Week High 16.20

52-Week Low 0.90

Cash (M) 4

Market Cap (M) 254

Shares Outstanding (M) 166

3 Month Avg Volume 928,359

Estimates
2022A 2023A 2024E

(Curr.)

Revenue (M) | $ | Year end: December

Q1 - 10.6A 15.7E

Q2 - 12.6A 20.9E

Q3 - 10.1A 31.3E

Q4 - 13.5A 47.0E

FY 38.0A 46.7A 115E

EPS | $ | Year end: December

Q1 - (0.22)A (0.11)E

Q2 - (0.19)A (0.02)E

Q3 - (0.63)A 0.05E

Q4 - (0.25)A 0.15E

FY (0.17)A (0.88)A 0.08E

One Year Performance Chart

16
14
12
10
8
6
4
2

04/23 07/23 10/23 01/24 04/24

SCLX Created by BlueMatrix

Refer to pages 37-39 of this report for definitions, analyst ratings distribution, analyst certifications, and other disclosures.



BACKGROUND 
 
Pain Management 
 

In the US, experiencing pain is one of the most common reasons adults seek medical care. According to International 

Association for the Study of Pain (IASP)1, pain is “an unpleasant sensory and emotional experience associated with 

actual or potential tissue damage or described in terms of such damage.” Typically stemming from a specific cause, 

sudden onset acute pain is characterized by its sharp quality2. This type of pain is usually short-lived, usually not 

extending beyond six months, and dissipates once the underlying cause is resolved. Lasting beyond a period of six 

months, chronic pain persists even after the resolution of the initial injury or illness3. Pain signals remain active in the 

nervous system for an extended duration, ranging from weeks to months or even years. Some individuals experience 

chronic pain without a discernible past injury or evident bodily harm. Experiencing moderate to severe acute pain 

increases the likelihood of developing chronic pain4.  

 

Prescription opioids such as hydrocodone, oxycodone, and morphine are among the various choices available for 

addressing intense, short-term pain. While effective in alleviating pain during brief usage, these medications pose 

significant danger, including the risk of addiction and potential overdose, leading to fatalities when taken over 

extended periods or in high doses5. 

 
History: Opioid Crisis 
 

Over the last two decades, the United States has faced a mounting crisis related to substance abuse and addiction, 

particularly evident in the significant increase in fatalities resulting from drug overdose6. Since the year 2000, the 

annual count of overdose deaths linked to various drugs in the US has surged almost sixfold7. A substantial portion of 

these fatalities, around 80,000, was connected to opioids, encompassing heroin, prescription pain medications, and 

notably, synthetic opioids, such as fentanyl in recent years8. In 2021, fentanyl and similar synthetic opioids 

independently contributed to approximately 71,000 drug overdose deaths, playing a role in most fatalities associated 

with methamphetamine, cocaine, and prescription opioid overdose — the next most prevalent substances linked to 

such deaths9. 

Mid-to-Late 1990s: The origin of the opioid crisis can be traced back three decades ago, with the "Pain as the 5th 

Vital Sign" initiative and the approval of Purdue Pharma's highly successful OxyContin by the FDA, prompting a surge 

in the prescription of opioid painkillers within the US healthcare system. Over the next decade, opioid prescriptions 

soared, leading to widespread addiction. Opioid over-prescription became commonplace, contributing to a rapid rise 

in overdose deaths. Multiple pharmaceutical companies, including Purdue Pharma, engaged in aggressive marketing 

strategies, downplaying the risks of addiction. 

Turning Point – 2011: For over a decade after the approval of OxyContin, the upward trend in overdose fatalities 

linked to prescription opioids went largely unnoticed. However, in 2011 the Centers for Disease Control and 

Prevention (CDC) officially labeled deaths resulting from prescription painkillers as an "epidemic" and introduced 

guidelines to mitigate risky prescribing practices, and various states implemented legal restrictions. In the subsequent 

years, efforts were made within the US healthcare and public health systems to curb the prescription of opioid 

painkillers. Many healthcare providers started to adopt more cautious approaches in prescribing opioid painkillers. As 

                                                 
1
 Raja SN, Carr DB, Cohen M, Finnerup NB, Flor H, Gibson S, Keefe FJ, Mogil JS, Ringkamp M, Sluka KA, Song XJ, Stevens B, Sullivan MD, 

Tutelman PR, Ushida T, Vader K. The revised International Association for the Study of Pain definition of pain: concepts, challenges, and 
compromises. Pain. 2020 Sep 1;161(9):1976-1982. doi: 10.1097/j.pain.0000000000001939. PMID: 32694387; PMCID: PMC7680716. 
2
 Treede RD, Rief W, Barke A, Aziz Q, Bennett MI, Benoliel R, Cohen M, Evers S, Finnerup NB, First MB, Giamberardino MA, Kaasa S, Kosek E, 

Lavand'homme P, Nicholas M, Perrot S, Scholz J, Schug S, Smith BH, Svensson P, Vlaeyen JWS, Wang SJ. A classification of chronic pain for ICD-
11. Pain. 2015 Jun;156(6):1003-1007. doi: 10.1097/j.pain.0000000000000160. PMID: 25844555; PMCID: PMC4450869. 
3
 Romanelli RJ, Shah SN, Ikeda L, Lynch B, Craig TL, Cappelleri JC, Jukes T, Ishisaka D. Patient characteristics and healthcare utilization of a chronic 

pain population within an integrated healthcare system. Am J Manag Care. 2017 Feb 1;23(2):e50-e56. PMID: 28245659. 
4
 Rosenbloom BN, Khan S, McCartney C, Katz J. Systematic review of persistent pain and psychological outcomes following traumatic musculoskeletal 

injury. J Pain Res. 2013;6:39-51. doi: 10.2147/JPR.S38878. Epub 2013 Jan 10. PMID: 23357964; PMCID: PMC3555553. 
5
 Dowell D, Ragan KR, Jones CM, Baldwin GT, Chou R. CDC Clinical Practice Guideline for Prescribing Opioids for Pain — United States, 2022. 

MMWR Recomm Rep 2022;71(No. RR-3):1–95. DOI: http://dx.doi.org/10.15585/mmwr.rr7103a1 
6
 Judd D, King CR, Galke C. The Opioid Epidemic: A Review of the Contributing Factors, Negative Consequences, and Best Practices. Cureus. 2023 

Jul 10;15(7):e41621. doi: 10.7759/cureus.41621. PMID: 37565101; PMCID: PMC10410480. 
7 National Center for Health Statistics (NCHS). (2022, May 11). US Overdose Deaths In 2021 Increased Half as Much as in 2020 – But Are Still Up 
15%. Centers for Disease Control and Prevention (CDC). https://www.cdc.gov/nchs/pressroom/nchs_press_releases/2022/202205.htm 
8
 Spencer, M.R., Miniño, A.M., & Warner, M. (2022, December 1). Drug Overdose Deaths in the United States, 2001–2021. NCHS Data Brief (No. 

457). https://www.cdc.gov/nchs/data/databriefs/db457.pdf 
9
 Spencer, M.R., Warner, M., Cisewski, J.A., Miniño, A., Dodds, D., Perera, J., & Ahmad, F.B. (May 2023). Estimates of Drug Overdose Deaths 

Involving Fentanyl, Methamphetamine, Cocaine, Heroin, and Oxycodone: United States, 2021 (NVSS Rapid Release Report No.27). National Center 
for Health Statistics (NCHS). https://www.cdc.gov/nchs/data/vsrr/vsrr027.pdf 

Rodman & Renshaw, LLC Scilex Holding Company (SCLX)

87_0f7de9e4-82ce-4d9e-959f-3c3fbb6ba34d.pdf

April 8, 2024 2 of 39



a result, the number of prescription opioid overdose deaths started to stabilize, but did not experience a significant or 

sustained decline. 

2011-2014 Transition to Illicit Opioids: During the period when deaths from prescription opioids reached their peak, 

the landscape of the opioid crisis underwent a noticeable transformation.  

Initially, the rise in deaths was attributed to heroin, an illicit opioid trafficked by criminal enterprises for years, followed 

by an increase in fatalities from fentanyl and similar synthetic opioids, which also became part of trafficking efforts. 

Heroin gained popularity as individuals who were dependent on prescription opioids suddenly faced restrictions on 

access, leading them to seek alternative substances. Exploiting the expanding market for illicit opioids, traffickers 

eventually shifted their focus to fentanyl due to its ease of large-scale production, higher potency, and more 

convenient and cost-effective smuggling compared to heroin. Consequently, death rates from heroin began to 

decline, while those from fentanyl continued to rise. 

2015 & Beyond: Ongoing Consequences and Legal Actions. The opioid crisis continues to have a profound societal 

impact, with escalating death tolls, strained healthcare resources, and legal actions against pharmaceutical 

companies, including Purdue Pharma, which face bankruptcy and lawsuits. Other pharmaceutical companies, 

including Johnson & Johnson, Endo Pharmaceuticals, McKesson, AmerisourceBergen, and Cardinal Health are 

experiencing legal consequences for their role in the crisis. 

Pain Management to Alleviate the Opioid Crisis 
 

The misuse of illicit opioids for chronic pain poses a significant public health challenge, prompting healthcare 

regulators to implement stringent policies to control prescription practices. In March 2016, the CDC released 

guidelines for opioid prescription, offering various cautions on prescribing. In 2022, the CDC updated the guideline, 

with 12 recommendations. Three principles stand out as crucial for enhancing patient care and safety:  

 Nonopioid therapy is the preferred option for chronic pain, excluding cases of active cancer, palliative, and 

end-of-life care.  

 In situations where opioids are prescribed, the dosage should be the lowest effective amount to minimize the 

risks of opioid use disorder and overdose.  

 Prescribing opioids requires caution, and clinicians should diligently monitor all patients under opioid 

treatment. 

As a result of restricting the prescription of opioid for noncancerous pain management, CDC recommended the usage 

of non-opioid therapies for both acute and chronic pain management, driving an increasing demand for effective non-

opioid medications.  

Overview of the Pain Management Market 
 

The market is segmented by the mode of pain management, including pharmaceutical drugs (opioids and non-

narcotic analgesics), neurostimulation devices, and the combination of devices and drugs such as analgesics infusion 

pumps. According to Mordor Intelligence, the pain management market in the US is estimated to be $78B in 2024, 

and could grow to $93B by 2029, increasing at a CAGR of 3.6%. The current market is progressively embracing a 

greater utilization of non-opioid drugs to mitigate the dependence on opioids and other widely used pain relievers in 

the industry. 
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PAIN INDICATIONS 

 
Postherpetic Neuralgia-Related Pain 

 

Disease Overview. Shingles is a viral infection that results in a painful rash10. Typically, it manifests as a single stripe 

of blisters. It is caused by varicella-zoster virus, the same virus responsible for chickenpox. After experiencing 

chickenpox, the virus remains dormant in the body throughout one's life, with the potential to reactivate as shingles 

years later. Around 1M instances of herpes zoster arise each year in the US, with one out of every three individuals 

experiencing herpes zoster at some point in their lifetime11.  

 

While shingles is not life-threatening, it can cause significant pain. The primary complication is postherpetic 

neuralgia (PHN), a painful condition that prolongs shingles pain well after the blisters have healed12. It is a 

neuropathic pain condition persisting for months to years after the herpes zoster rash has resolved. This pain results 

from harm to peripheral and central neurons, potentially arising from the immune/inflammatory response triggered by 

the reactivation of the varicella-zoster virus13. Individuals affected by postherpetic neuralgia often express a 

diminished quality of life and disruption in their daily activities14.  

 

Treatment Options. Strategies for managing postherpetic neuralgia involve 1) preventing herpes zoster through 

vaccination or antiviral treatment and 2) using specific medications to address pain. Current guidelines suggest a 

stepwise approach to treating PHN, with priority given to calcium channel α2-δ ligands (including gabapentin and 

pregabalin), tricyclic antidepressants (including amitriptyline, nortriptyline, or desipramine), or topical lidocaine 

patches as first-line medications, and opioids and topical capsaicin patch or cream as second- or third-line treatment 

options.  

 

Consideration may be given to topical treatments involving capsaicin and lidocaine for individuals experiencing mild 

to moderate localized pain from PHN or for those who prefer not to undergo oral drug therapy. In a meta-analysis of 

four randomized and controlled trials, patients with PHN treated with a single application of 8% topical capsaicin 

exhibited significantly better efficacy outcomes compared to those treated with 0.014% topical capsaicin15. However, 

pivotal trials revealed notable administration site reactions associated with the capsaicin 8% patch, along with 

transient increases in pain are frequently observed on the day of treatment. The utilization of 5% lidocaine patches 

(Dermalid and Lidoderm) has demonstrated, both in clinical practice and various trials, an enhancement in the quality 

of life and a reduction in pain for patients, especially when combined with other established analgesics for PHN16.  

 
Migraine 

 

Disease Overview. Migraine is defined as “an episodic headache associated with certain features, such as sensitivity 

to light, sound, or movement” or “a recurring syndrome of headache associated with other symptoms of neurologic 

dysfunction in varying admixtures”17. It can be classified into two types: 1) resistant migraines, defined as those that 

have not responded to at least three classes of migraine preventatives, leading to at least eight disabling headache 

days per month for a continuous three-month period without improvement; and 2) refractory migraines, characterized 

by the failure of all available preventatives and enduring at least eight debilitating headache days per month for a 

continuous six-month period18. 
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Migraine is a challenging condition that affects an individual's financial status, family connections, and engagement in 

work and educational responsibilities19. In the US, individuals with migraine experience a notably greater economic 

burden compared to those without migraine. Migraine stands as one of the most prevalent neurological conditions 

globally, with an estimated 1.1B individuals affected. The worldwide occurrence of migraine has markedly risen in the 

past thirty years20.  

 

Treatment Options for Acute Migraine. The objective of acute migraine treatment is to swiftly alleviate migraine 

attacks, manage the dosage of medication effectively, and deter the onset of chronic migraine. Healthcare 

professionals have various classes of acute medications for prescribing to address migraine, including non-opioid 

analgesics, opioid analgesics, ergot derivatives, triptans, and rescue medications21. For mild to moderate migraine, 

initial treatments typically involve non-opioid analgesics such as acetaminophen and nonsteroidal anti-inflammatory 

drugs (NSAIDs), while triptans are preferred for managing moderate to severe migraines. Despite their effectiveness, 

triptans can be costly. In the case of refractory migraine or for specific patients, second- or third-line therapy may 

involve medications like ergot (such as dihydroergotamine), rescue medications and opioids. 

 

Treatment Options for Chronic Migraine. The management of chronic migraine emphasizes preventive measures 

aimed at decreasing both the frequency and intensity of headaches, with the goal of reducing reliance on acute 

treatments22. A variety of oral medications are employed for preventive treatment of chronic migraine, including 

antihypertensives such as beta-blockers and calcium-channel blockers, antidepressants like tricyclic antidepressants 

(TCAs), selective serotonin reuptake inhibitors (SSRIs), and noradrenergic and specific serotonergic antidepressants, 

as well as anticonvulsants. However, the effectiveness of these medications is often supported by limited evidence, 

leading to discontinuation of treatment due to perceived lack of efficacy or poor tolerability. 

 

Injectables, including topiramate, onabotulinumtoxinA (BOTOX), and monoclonal antibodies targeting calcitonin gene-

related peptide (CGRP), have demonstrated effectiveness of relieving chronic migraine. Topiramate, a broad-

spectrum antiepileptic medication23, received approval for migraine prevention in adults in Europe in 2003 and in the 

USA in 2004. CGRP monoclonal antibodies, including erenumab, galcanezumab, fremanezumab, and eptinezumab 

that blocks CGRP transmission in the trigeminovascular system, a key pathway involved in headache24, have been 

approved since 2018 for treating chronic migraine.  

 

OnabotulinumtoxinA (BOTOX) gained approval in the EU in 2010 for alleviating symptoms of chronic migraine and in 

the US for preventing headaches in adult chronic migraine patients. In those patients, onabotulinumtoxinA is 

administered at multiple sites in the head and neck muscles where sensory nerve endings are located25. By inhibiting 

these nerve endings, it reduces the transmission of pain signals to the brain and prevents the activation and 

sensitization of central neurons implicated in chronic migraine. OnabotulinumtoxinA disrupts vesicle trafficking and 

pain transmission in both motor and sensory nerves and reduces the exocytosis of pro-inflammatory and excitatory 

neurotransmitters and neuropeptides, such as substance P, calcitonin gene-related peptide, and glutamate, from 

nociceptive fibers.  

 

Gout 
 

Gout is a systemic condition arising from the accumulation of monosodium urate crystals (MSU) in tissues, with 

elevated level of serum uric acid (SUA) surpassing a specific threshold26. MSU crystals can lead to the formation of 

tophi, stone-like deposits. Gout is an intensely painful arthritis triggered by the body's natural immune reactions to the 
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accumulation of MSU in affected joints and nearby tissues27. The predominant symptom of gout is the flare-up 

experienced in the impacted joint. Flares typically improve within one to two weeks, with symptom-free intervals in 

between28. Untreated gout can lead to more frequent and prolonged flares over time29.  

 

Despite hyperuricemia being the primary pathogenic factor in gout, not everyone with elevated uric acid levels 

develops gout or forms uric acid crystals. It affects approximately 1–4% of the overall population30. The global 

occurrence of gout is progressively rising, attributed to aging population, unhealthy dietary patterns such as fast-food 

consumption, insufficient physical activity, and an increased prevalence of obesity and metabolic syndrome31.  

 

Treatment Options. The treatment of gout encompasses two primary objectives: easing the pain and inflammation 

associated with acute gout attacks and implementing long-term management strategies concentrated on reducing  

SUA levels to mitigate the likelihood of future attacks32. As the first-line therapy, the American College of 

Rheumatology recommends pharmacologic therapy, complemented using topical ice and rest as necessary33. Three 

primary first-line therapies include NSAIDs or COX-2 inhibitors, colchicine, or systemic glucocorticoids34. Usually, 

monotherapy is suitable when dealing with mild-to-moderate pain affecting two or fewer joints of any size. In case of 

severe pain or attacks involving multiple joints, initial combination therapy may be advantageous.  

 

Colchicine, derived from plants belonging to the Colchicum genus, has a well-established history of therapeutic 

application in conditions including gout and familial Mediterranean fever35. Colchicine influences multiple pro- and 

anti-inflammatory pathways associated with gouty arthritis36. By impeding microtubule assembly, colchicine disrupts 

inflammasome activation, inflammatory cell chemotaxis based on microtubules, the production of leukotrienes and 

cytokines, and the process of phagocytosis.  

 

SCILEX - LEADER IN NON-OPIOID PAIN THERAPEUTICS  
 

Company Overview 

 

Scilex is dedicated to the development and commercialization of non-opioid pain management solutions. The 

company has three commercial products, ZTlido, GLOPERBA and ELYXYB, along with three products in the pipeline, 

SP-102, SP-103 and SP-104 (Figure 1).  

 

Its leading product, ZTlido
®
 (lidocaine topical system) 1.8%, is an approved prescription lidocaine topical product by 

the FDA in 2018 for alleviating pain associated with PHN. The product incorporates innovative delivery and adhesion 

technology, aiming to overcome limitations observed in existing prescription lidocaine patches.  

 

The company has also obtained approval from the FDA for two additional non-opioid pain products, GLOPERBA
®
 

and ELYXYB
®
. GLOPERBA

®
 is prescribed for preventing gout flares in adults, while ELYXYB

®
 is indicated for the 

immediate treatment of migraines with or without aura in adults. ELYXYB
®
 was launched in the US in April 2023, and 

the company aims to bring GLOPERBA
®
 to the market in 2024. 

 

Besides commercial products, the company also has three product candidates listed below: two in late-stage and one 

under early-stage clinical development.  
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Figure 1: Products & Pipeline Overview 
 

 
Source: Scilex Company Presentation, March 2024 
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ZTlido - FDA Approved for Relief of PHN Pain 

 

Product Overview. ZTlido is an FDA-approved therapeutic product used for alleviating the pain associated with PHN 

caused by shingles. It is a transdermal non-opioid anesthetic topical patch with 1.8% lidocaine. It incorporates 

exclusive patch non-aqueous adhesion technology, ensuring a 12-hour wear time, and facilitating efficient lidocaine 

delivery, even during physical exercise. Its active ingredient, lidocaine, is classified as an amide-type local anesthetic 

agent that stabilizes neuronal membranes by impeding the ionic fluxes essential for initiating and conducting 

impulses. ZTlido requires only 36mg per patch, as opposed to 700mg for Lidoderm (5% lidocaine patch), to attain an 

equivalent therapeutic drug dose based on comparative pharmacokinetic studies. 

 

Efficacy of Pain Relief. Patients experiencing persistent PHN pain often find that gabapentinoids (gabapentin and 

pregabalin) do not offer sufficient relief from their discomfort while incorporating other oral pain relievers to enhance 

the efficacy comes with side effects. Topical treatments including lidocaine transdermal patch help pain relief without 

the concerns of oral analgesics. Lidocaine transdermal patch is available with either a prescription (Dermalid, 

Lidoderm, ZTlido) or without a prescription (Absorbine Jr, Aspercreme, Lidocare, Salonpas, among others). About 5M 

of lidocaine patch prescriptions were filled, and around 170M lidocaine patches were sold in the US in 202237. As 

mentioned earlier, Lidoderm and Dermalid (5% lidocaine patches) are part of the first-line standard of care for PHN, 

showing effectiveness in pain management when used in conjunction with other established analgesics38.  

 

A Phase 3, two-stage randomized, open-label study has been conducted to compare ZTlido with pregabalin 

monotherapy in patients with PHN (Figure 2A). The study demonstrated that adding ZTlido to pregabalin doubled the 

pain relief effect of pregabalin. 

 

In Stage One, 98 individuals experiencing PHN with pain intensity exceeding 4/10 on the pain numeric rating scale 

(NRS) were randomly assigned to receive four weeks of monotherapy, with the option of either Pregabalin or ZTlido. 

The dose of pregabalin was adjusted based on its effectiveness, that all patients in pregabalin group were initially 

given 150mg/day in the first week, followed by an increase to 300mg/day in the second week. For those experiencing 

inadequate relief (NRS >4) at the end of the second week, the dose was further increased to 600mg/day. For those 

patients in the ZTlido group, each received a dosage of up to three patches per day, each worn for 12 hours followed 

by a 12-hour off period. By the end of Stage One, pain relief for all patients was evaluated using NRS to identify 

individuals who did not attain adequate pain relief. 

 

During Stage Two, patients who achieved satisfactory treatment with monotherapy (NRS≤4) during Stage One 

continued with the same medication for a duration of eight weeks. On the other hand, those who did not experience 

sufficient improvement with monotherapy (NRS>4) were administered a combination of both drugs for eight weeks. 

The analysis primarily focuses on the patients who did not achieve adequate relief with pregabalin monotherapy. 

 

The combination therapy of pregabalin and ZTlido was well-tolerated, with no serious adverse events (AEs) reported. 

The incidence of drug-related AEs was 5.9%, most of which were associated with pregabalin. The results indicate 

that during Stage Two combination treatment, the addition of ZTlido to pregabalin led to a 48% reduction in pain 

intensity (Figure 2B) and an improvement in PGIC score compared to pregabalin alone. Additionally, NRS score and 

quality of life showed improvement. The rescue usage of acetaminophen was also reduced by 49% compared to 

pregabalin alone. 

 

Product Differentiation - Adhesion. Issues with adhesion are the most widely reported quality defects of transdermal 

patches (Figure 3A). ZTlido is the only lidocaine transdermal patch that delivers a 12-hour adhesion in a non-opioid 

therapy of PHN. ZTlido’s non-aqueous adhesive is applied onto a non-woven polyester felt backing and is then 

overlaid with a release liner made of polyethylene terephthalate film. The release liner is perforated at the center and 

is taken off before applying the patch to the skin (Figure 3B).  

 

In clinical trials assessing adhesion scores after the 12-hour period, 91% (49 out of 54) of participants achieved a 

score of 0 (≥ 90% adhered; essentially no detachment from the skin), while five subjects received a score of 1 (≥ 75% 

to <90% adhered; some edges lifting off the skin). In a separate adhesion study involving 44 participants, ZTlido 

exhibited statistically significant superior adhesion (p<0.0001) compared to Lidoderm at three hours, and this 

superiority continued to improve over the 12-hour administration period. 

 

                                                 
37

 Symphony Healthcare 
38

 Davies PS, Galer BS. Review of lidocaine patch 5% studies in the treatment of postherpetic neuralgia. Drugs. 2004;64(9):937-47. doi: 
10.2165/00003495-200464090-00002. PMID: 15101784. 
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Figure 2: ZTlido Doubles Pain Relief Effect of Pregabalin Alone 
 

 
 

Source: Scilex Company Website, March 2024 
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Figure 3: 12-Hour Adhesion with ZTlido 
 

 
 

Source: Scilex Company Presentation and Website, March 2024 
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Revenue Growth Supported by Affordable Prescription and Favorable Payer Coverage 

 

ZTlido is covered by both Medicare and Medicaid (Figure 4A) and is preferred by many key commercial payers over 

lidocaine patches (Figure 4B).  

 

ZTlido also provides a savings and support system that simplifies the process for PHN patients to access affordable 

monthly prescriptions. After securing ZTlido prescriptions from their doctor, PHN patients can request complimentary 

samples. With these prescriptions, patients can present the co-pay savings card to the pharmacist, potentially paying 

as little as zero for the prescriptions depending on their insurance coverage.  

 

As a result of dedicated commercial efforts, ZTlido has achieved significant milestones since its introduction in 

October 2018. Over the last year, the average daily prescriptions have grown by 35% (Figure 4C). Over 1M patients 

are estimated to have received treatment with ZTlido since its launch, as indicated by Symphony Health prescription 

data. It has become the leading prescribed non-opioid branded pain medication among pain specialists in the US. 

Patients expressed an 89% satisfaction rate with ZTlido, rating their experience as "completely" or "mostly" satisfied 

with ZTlido treatment, based on a 2023 patient survey conducted by Scilex39.   

 

The company recorded ZTlido gross sales for the fiscal year ending December 31, 2023, of over $145M, marking a 

growth of >50% compared to $96M in the previous fiscal year. Additionally, ZTlido net sales for the fiscal year ended 

December 31, 2023, were ~$46M, exhibiting a growth ~21% compared to $38M in the fiscal year ended December 

31, 2022.  

 

Commercial Strategy - ZTlido as Add-on to Gabapentinoids 

 

The company has launched a new campaign designed to allow ZTlido to achieve its true potential by repositioning 

from the benefits due to adhesion to efficacy. As discussed earlier, ZTlido possesses a unique ability to enhance the 

effectiveness of gabapentinoids, doubling their efficacy without the associated side effects commonly found in other 

oral analgesic options. With this Phase 3 combination efficacy data, the company aims to actively promote ZTlido by 

increasing awareness of the combination therapy among healthcare professionals. This campaign enables the 

company to enter the gabapentinoids market, which is significantly larger (ten times bigger) than the previous 

lidocaine patch market40.  

 

ZTlido - Planned Commercial Expansion  

 

The company has partnered with CH Trading Group, and AD Port for a territorial distribution agreement to enhance 

the commercial presence of ZTlido in the Middle East and North Africa (MENA). This agreement includes a minimum 

five-year purchase commitment of $105M (first commitment: $11.5M; second commitment: $19M; third commitment: 

$22.5M; fourth commitment: $27M; fifth commitment: $30M), with the initial purchase order expected in 2024. 

 
 
 

 

 
 
 
 

 
 
 
 
 
 
 
 
 
 
 

  

                                                 
39

 Scilex company announcement. Source: https://www.scilexholding.com/archives/33611  
40 Scilex Company Presentation, March 2024 
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Figure 4: Commercial Success Driven by Favorable Payer Coverage 
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Source: Scilex Company Presentation and Website, March 2024  
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Elyxyb – Newest Addition to Scilex Non-Opioid Portfolio Addressing a Fast-Growing Market 

 

Product Overview. Elyxyb (celecoxib) oral solution is a prescription NSAID indicated for the acute treatment of 

migraine with or without aura in adults. Its active ingredient, celecoxib, effectively reduces inflammation and alleviates 

pain by inhibiting cyclooxygenase-2 (COX-2), which is responsible for converting arachidonic acid into prostaglandin, 

a substance involved in inflammation. Although initially accessible in capsule form (Celebrex) since 1998, the FDA 

approved Elyxyb as an oral solution in 2020. The Elyxyb oral solution utilizes a self-micro emulsifying drug delivery 

system, enhancing the absorption and expediting the effectiveness of celecoxib. It is designed to deliver fast and 

long-lasting migraine relief.  

 

NSAIDs are commonly prescribed to address pain management41. They exhibit analgesic effect through the inhibition 

of the cyclooxygenase enzymes (COX)42. COX presents two isoforms, COX-1 and COX-2, exhibiting variations in 

their expression and functions. COX-1 is consistently expressed, producing prostaglandins essential for regular 

cellular activities such as gastrointestinal (GI) mucosal protection and vascular maintenance43. On the other hand, 

COX-2 is an inducible isoform that contributes to inflammation and pain44. Traditional NSAIDs, including aspirin, 

ibuprofen, and naproxen, inhibit both isoforms and may lead to GI toxicity associated with COX-1 inhibition45, 

rendering them unsuitable for chronic usage in migraine management. As a result, selective COX-2 inhibitors were 

created to deliver comparable analgesic effects while circumventing the gastrointestinal toxicity linked to traditional 

NSAIDs46.  

 

Celecoxib functions as a reversible and selective COX-2 inhibitor, is the only selective COX-2 inhibitor available in the 

US. In contrast to non-selective NSAIDs, celecoxib consistently demonstrates equivalent pain relief but with fewer 

gastrointestinal adverse effects47. In a large study involving 24,081 participants undergoing long-term treatment for 

osteoarthritis and rheumatoid arthritis, celecoxib exhibited a significantly reduced risk of GI events compared to 

naproxen or ibuprofen and a notably reduced risk of renal events compared to ibuprofen48 49.  

 

Elyxyb is an oral liquid solution of celecoxib designed for the immediate treatment of migraines in adults. In contrast 

to the oral capsule formulation of celecoxib under fasting conditions, Elyxyb exhibited a quicker median time to peak 

concentration Tmax (within  one hour compared to 2.5 hours)50. This faster attainment of maximum plasma 

concentration may lead to a more rapid onset of pain relief, addressing a crucial treatment need for individuals with 

migraine51. Furthermore, Elyxyb demonstrated a relative bioavailability of 144%, 44% higher than 400mg dose of 

celecoxib oral capsules52. This increased bioavailability could potentially necessitate lower doses, contributing to 

enhanced GI safety and tolerability. 

 

  

                                                 
41

 Noor N, LaChute C, Root M, Rogers J, Richard M, Varrassi G, Urits I, Viswanath O, Khater N, Kaye AD. A Comprehensive Review of Celecoxib Oral 
Solution for the Acute Treatment of Migraine. Health Psychol Res. 2022 Apr 26;10(2):34265. doi: 10.52965/001c.34265. PMID: 35783664; PMCID: 
PMC9242839. 
42

 Puljak L, Marin A, Vrdoljak D, Markotic F, Utrobicic A, Tugwell P. Celecoxib for osteoarthritis. Cochrane Database Syst Rev. 2017 May 
22;5(5):CD009865. doi: 10.1002/14651858.CD009865.pub2. PMID: 28530031; PMCID: PMC6481745. 
43

 Conaghan PG. A turbulent decade for NSAIDs: update on current concepts of classification, epidemiology, comparative efficacy, and toxicity. 
Rheumatol Int. 2012 Jun;32(6):1491-502. doi: 10.1007/s00296-011-2263-6. Epub 2011 Dec 23. PMID: 22193214; PMCID: PMC3364420. 
44

 Tindall E. Celecoxib for the treatment of pain and inflammation: the preclinical and clinical results. J Am Osteopath Assoc. 1999 Nov;99(11 
Suppl):S13-7. PMID: 10643176. 
45

 Conaghan PG. A turbulent decade for NSAIDs: update on current concepts of classification, epidemiology, comparative efficacy, and toxicity. 
Rheumatol Int. 2012 Jun;32(6):1491-502. doi: 10.1007/s00296-011-2263-6. Epub 2011 Dec 23. PMID: 22193214; PMCID: PMC3364420. 
46

 Puljak L, Marin A, Vrdoljak D, Markotic F, Utrobicic A, Tugwell P. Celecoxib for osteoarthritis. Cochrane Database Syst Rev. 2017 May 
22;5(5):CD009865. doi: 10.1002/14651858.CD009865.pub2. PMID: 28530031; PMCID: PMC6481745. 
47

 Noor N, LaChute C, Root M, Rogers J, Richard M, Varrassi G, Urits I, Viswanath O, Khater N, Kaye AD. A Comprehensive Review of Celecoxib Oral 
Solution for the Acute Treatment of Migraine. Health Psychol Res. 2022 Apr 26;10(2):34265. doi: 10.52965/001c.34265. PMID: 35783664; PMCID: 
PMC9242839. 
48

 Moore RA, Derry S, Makinson GT, McQuay HJ. Tolerability and adverse events in clinical trials of celecoxib in osteoarthritis and rheumatoid arthritis: 
systematic review and meta-analysis of information from company clinical trial reports. Arthritis Res Ther. 2005;7(3):R644-65. doi: 10.1186/ar1704. 
Epub 2005 Mar 24. Erratum in: Arthritis Res Ther. 2006;8(1):401. PMID: 15899051; PMCID: PMC1174947. 
49

 Nissen SE, Yeomans ND, Solomon DH, Lüscher TF, Libby P, Husni ME, Graham DY, Borer JS, Wisniewski LM, Wolski KE, Wang Q, Menon V, 
Ruschitzka F, Gaffney M, Beckerman B, Berger MF, Bao W, Lincoff AM; PRECISION Trial Investigators. Cardiovascular Safety of Celecoxib, 
Naproxen, or Ibuprofen for Arthritis. N Engl J Med. 2016 Dec 29;375(26):2519-29. doi: 10.1056/NEJMoa1611593. Epub 2016 Nov 13. PMID: 
27959716. 
50

 Pal A, Shenoy S, Gautam A, Munjal S, Niu J, Gopalakrishnan M, Gobburru J. Pharmacokinetics of DFN-15, a Novel Oral Solution of Celecoxib, 
Versus Celecoxib 400-mg Capsules: A Randomized Crossover Study in Fasting Healthy Volunteers. Clin Drug Investig. 2017 Oct;37(10):937-946. doi: 
10.1007/s40261-017-0548-6. PMID: 28748412; PMCID: PMC5602059. 
51

 Lipton RB, Hamelsky SW, Dayno JM. What do patients with migraine want from acute migraine treatment? Headache. 2002 Jan;42 Suppl 1:3-9. doi: 
10.1046/j.1526-4610.2002.0420s1003.x. PMID: 11966858. 
52

 Pal A, Shenoy S, Gautam A, Munjal S, Niu J, Gopalakrishnan M, Gobburru J. Pharmacokinetics of DFN-15, a Novel Oral Solution of Celecoxib, 
Versus Celecoxib 400-mg Capsules: A Randomized Crossover Study in Fasting Healthy Volunteers. Clin Drug Investig. 2017 Oct;37(10):937-946. doi: 
10.1007/s40261-017-0548-6. PMID: 28748412; PMCID: PMC5602059. 

Rodman & Renshaw, LLC Scilex Holding Company (SCLX)

87_0f7de9e4-82ce-4d9e-959f-3c3fbb6ba34d.pdf

April 8, 2024 13 of 39



Efficacy in Pain Relief. The effectiveness of Elyxyb for the immediate treatment of migraines in adults, with or without 

aura, was established in two randomized, double-blind, placebo-controlled clinical trials. A total of 1,253 patients 

underwent screening in two Phase 3 trials, one study involved 622 patients and the other one included 631 patients. 

The co-primary endpoints measured the percentage of patients achieving pain freedom and freedom from the most 

bothersome migraine symptom (MBS) two hours after the dose. The MBS, selected from nausea, photophobia, or 

phonophobia, was identified during screening.  

 

In Study One, at two hours post-dose based on last observation carried forward (LOCF) analysis, Elyxyb (DFN-15) 

demonstrated significant superiority over the placebo for pain freedom (35.6% vs 21.7%), with an odds ratio of 2.0053. 

For MBS, Elyxyb also showed significantly better efficacy than the placebo (57.8% vs 44.8%), with an odds ratio of 

1.68 (Figure 5). The most common AEs were dysgeusia and nausea. Similar results have been obtained for the 

observed case analysis. No DFN-15-treated subjects reported severe or withdrawal-inducing TEAEs, and there were 

no serious TEAEs, or deaths reported in the study.  

 

In Study Two, Elyxyb exhibited significantly higher two-hour post-dose pain freedom response rates compared to the 

placebo (32.8% vs 23.5%)54. For two-hour post-dose freedom from the MBS, response rates were significantly 

elevated in the celecoxib oral solution group compared to the placebo (58.1% vs 43.9%) (Figure 6). Adverse events 

were reported by 10.7% (31/289) of patients using celecoxib oral solution and 9.9% (28/283) of those on placebo. 

Drug-related adverse events were reported by 7.3% (21/289) of celecoxib oral solution patients and 7.4% (21/283) of 

placebo patients.  

 

Commercial Strategy of Elyxyb 

 

Scilex positions Elyxyb as an acute treatment for migraine with features that are fast-acting and long-lasting (Figure 

7). The product was officially launched in the US in March 2023, with continued growth in prescriptions and market 

share (Figure 8). In December 2023, the company announced the completion of an insurance coverage agreement 

with one of the top three national Pharmacy Benefit Managers (PBMs) for its Medicare population. This agreement 

has the potential to significantly expand Elyxyb coverage, broadening the patient base and fostering increased 

market adoption.  

 
Indication Expansion of Elyxyb 
 

With the successful launch of Elyxyb for migraine, the company is planning to expand its indication to include acute 

pain. It is estimated that approximately 100M Americans experience various forms of acute pain, with over 20M of 

them requiring prescription drugs for pain management.55 Elyxyb has the potential to address the unmet medical 

demand for fast-acting, safe, and effective non-opioid treatment options. 

 

The company is on track of filing acute pain indication for Elyxyb with FDA in 2024. Celebrex, the oral capsules of 

celecoxib, is approved for treatment of acute pain. Therefore, in the supplement filing, the primary efficacy and safety 

data will involve PK modeling between Elyxyb and Celebrex. This data will be used to determine the dose and dosing 

regimen, providing a 505(b)(2) pharmaceutical bridge between Elyxyb and Celebrex. No additional clinical or 

nonclinical studies are needed, and no changes are required in CMC since there is no alteration in drug composition 

or product formulation/manufacturing process. 

 

The company is also seeking to file for the pediatric migraine indication. The supplementary New Drug Application 

(sNDA) needs to include an initial Pediatric Study Plan (iPSP) agreed upon by the FDA. The company will request a 

waiver of pediatric studies due to the lack of prevalence in these populations and the availability of other therapies. 

The iPSP has been submitted, and all information requests by the FDA have been submitted as well. If the waiver is 

not approved, the company aims to conduct a post-approval PK study in age groups of 6 to <17 years. The status of 

the sNDA has been prepared and is being published. The company is on track for a 2024 submission pending iPSP 

agreement with the FDA. 
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Figure 5: Elyxyb (DFN‐15) Efficacy vs Placebo at Two Hours Post-Dose 
 

 
 
Source: Lipton et al., 2019 

 
 
Figure 6: Proportion of Patients with Headache Pain Relief by Post-Dose Timepoint 
 

 
Source: Lipton et al., 2021 
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Figure 7: Elyxyb Commercial Positioning 
 

 
 

Source: Scilex Company Presentation and Website, March 2024 
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Figure 8: Growing Prescriptions Since Launch in 2023  
 

 
 

Source: Scilex Company Presentation, March 2024 

 

 

Gloperba – Gout Treatment Addressing Unmet Demand 

 

Product Overview. Gloperba is an FDA-approved colchicine oral solution for the prevention of painful gout flares in 

adults. It addresses a crucial aspect of treatment for patients who face challenges in swallowing pills and offers 

greater flexibility in dosing, allowing for titration and dose reduction, particularly beneficial for specific populations 

such as gout patients with renal or hepatic impairment. Romeg Therapeutics' Gloperba (colchicine) oral solution 

received FDA approval on January 31, 2019, for the prophylaxis of gout flares in adults. The company has 

announced the successful completion of the commercial manufacturing process for Gloperba, and the anticipated 

launch in the US is set for the second quarter of 2024.  

 

Licensing Agreement with Romeg Therapeutics. On June 14, 2022, the company entered into a license and 

commercialization agreement with Romeg Therapeutics for the exclusive right to market and distribute Gloperba in 

the US. Under the License Agreement, Romeg granted Scilex the following rights: (a) a transferable license, inclusive 

of sublicense rights, to utilize specified patents and know-how and to commercialize such products; and to 

manufacture Gloperba; (b) an exclusive, transferable license, inclusive of sublicense rights, to utilize the trademark 

GLOPERBA and associated logos, designs, translations, and modifications thereof for the marketing of the Initial 

Licensed Product solely within the US. 

 

In exchange for the license granted under the License Agreement, Scilex has committed to pay Romeg (a) an initial 

payment of $2M, (b) certain milestone payments totaling up to $13M upon Scilex achieving specific net sales 

milestones, and (c) royalties ranging from mid-single digit to low-double digit percentages based on annual net sales.  

 

Efficacy in Gout. As discussed above, colchicine is a standard of care for gout. Besides Gloperba, colchicine is 

available in both branded and generic forms, including capsules (Mitigare
®
) and tablets (Colcrys

®
). The safety and 

effectiveness of Gloperba for addressing acute gout flares in the context of prophylaxis have not been investigated. 

Instead, the effectiveness of colchicine in individuals with chronic gout is supported by information found in published 

literature.  

 

Two randomized clinical trials investigated the effectiveness of colchicine at a dosage of 0.6mg twice daily for 

preventing gout flares in patients with gout who were starting urate-lowering therapy. In both trials, the use of 

colchicine resulted in a reduction in the occurrence of gout flares. 
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The initial randomized controlled trial investigating the efficacy of colchicine in acute gout was conducted by Ahern et 

al., in 198756. In this trial, 43 patients with crystal-confirmed acute gout were randomly assigned to receive either 

colchicine (1mg loading dose followed by 0.5mg every two hours until symptom relief) or a placebo. The study 

revealed that 73% of joints in the colchicine group exhibited a 50% or greater improvement in pain at the 48-hour 

mark after initiating treatment, compared to 36% of joints in the placebo group (Figure 9A & B). Additionally, pain 

relief occurred sooner among patients in the colchicine group; however, all 22 patients in the colchicine group 

developed diarrhea.  

 

More recently, Terkeltaub et al.57 conducted a double-blind, placebo-controlled trial involving 575 patients with acute 

gout. The patients were randomly assigned to receive either a high dose of colchicine (1.2mg loading dose, followed 

by 0.6mg every hour for 6 hours), a low dose of colchicine (1.2mg loading dose, followed by 0.6mg 1 hour later), or a 

placebo. Participants were instructed to begin their medication within 12 hours of symptom onset, and 185 patients 

experienced an eligible gout flare during the study duration. After 24 hours of follow-up, a similar percentage of 

patients in the high-dose and low-dose colchicine groups achieved a ≥50% improvement in joint pain (32.7% in the 

high-dose group and 37.8% in the low-dose group), while a significantly smaller percentage of patients in the placebo 

group (15.5%) showed improvement (Figure 9C & D). However, 19.2% of patients in the high-dose colchicine group 

encountered diarrhea, whereas the incidence of diarrhea or other adverse effects in the low-dose colchicine group did 

not significantly differ from the placebo group.  

 

Aligned with real-life practice and previous clinical studies, physicians generally express contentment with colchicine 

treatment for gout. Nevertheless, they recognize that colchicine's potential to induce GI adverse events, coupled with 

the caution required when prescribing it to patients with comorbidities, underscores the need for novel formulations 

with markedly enhanced safety profiles. With Gloperba, physicians can easily modify colchicine dosages for the 

management of toxicity profiles in patients with renal and liver impairment, side effects, common drug-to-drug 

interactions.  

 

Regulatory and Commercial Strategy for Gloperba  

 

The company aims to target gout patients who require adjustments to the colchicine dosage, including those with 

CKD Stage 3/4/5, GI tolerability issues, at risk of drug-to-drug interactions, or difficulty swallowing. Scilex is in the 

process of seeking FDA approval for an updated label of Gloperba to include a warning that patients with mild or 

moderate renal or hepatic impairment should be considered for dose adjustment, for patients with severe renal 

impairment the starting dose should be 0.3mg/day and for those who are undergoing dialysis the total recommended 

dose should be 0.3mg twice a week. The rate limiting step for label adjustment was Takeda’s (TAK; NR) filing of a 

complaint against Scilex for infringement of specific Orange Book listed patents covering Takeda's colchicine product, 

Colcrys. Takeda sought a court order stipulating that any FDA approval of label revision be delayed until after the 

expiration date of the asserted patents listed in the Orange Book. In March 2024 Scilex announced a settlement 

agreement with Takeda, paving the way for the official adjustment of the prescription label of Gloperba. 

 

Scilex intends to introduce Gloperba to the market in the first half of 2024, setting the launch price at $595 per 150ml 

bottle of liquid colchicine formulation. 

 

The company is confident in its ability to effectively market and distribute Gloperba in the US. Scilex possesses a 

direct distribution network covering national and regional wholesalers as well as pharmacies across the US. The 

company also boasts a seasoned commercial and managed care team, which has demonstrated success in 

launching and expanding market access for multiple commercial products within the company. 
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Figure 9: Clinical Evidence Supporting the FDA Approval of Gloperba 
 

 
 

Source: Ahern et al. 1987 & Terkeltaub et al. 2010 
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PIPELINE PRODUCT 
 
SP-102 (SEMDEXA) – Treatment for Chronic Low Back Pain 
 
Disease Overview. Low back pain (LBP) poses a significant challenge to public and occupational health, presenting 

substantial professional, economic, and social implications58. It is estimated that up to 84% of the general population 

will encounter an episode of LBP at some point in their lives, with recurrent occurrences being common59. Non-

specific LBP is characterized by axial/non-radiating pain primarily localized in the back, devoid of indications of a 

serious underlying condition60. Depending on the duration of symptoms, LBP may be categorized as acute (lasting 

less than two to four weeks), subacute (persisting from four to 12 weeks), or chronic (lasting beyond 12 weeks). 

Sciatica, a common type of back pain, is a condition characterized by pain that radiates along the path of the sciatic 

nerve, which branches from the lower back through hips and buttocks and down each leg61. It is often caused by 

compression or irritation of the sciatic nerve, commonly due to a herniated disk, bone spur on the spine, or narrowing 

of the spine. Symptoms of sciatica may include pain, numbness, tingling, or weakness in the affected leg or foot.  

 

Non-pharmacological treatments of lower back pain include exercise therapy, physiotherapy, psychological treatment, 

and pharmacological treatments include NSAIDs, topical treatments such as lidocaine patch, and epidural steroid 

injections62. Approximately 60% of individuals suffering from chronic back pain utilize opioid pain medications63, 

leading to the emergence of numerous new persistent opioid users each year. This trend also contributes to the 

annual rise in cases of opioid use disorder, underscoring the significant role of opioid use in addressing low back pain 

and its association with the broader opioid epidemic in the US. 

 

Epidural steroid injections (ESIs) are frequently used to address various types of lower back pain and leg pain64. 

Named for the anatomical area of target, epidural steroid injections entail the direct administration of a local 

anesthetic and steroid medication into the epidural space surrounding the spinal cord and nerve roots. They are 

deemed essential in the nonsurgical treatment of sciatica and lower back pain.  

 

Product Overview. SP-102 (SEMDEXA) is a non-opioid injectable therapeutic designed for alleviating low back pain. 

It represents a groundbreaking development as the initial non-opioid injectable corticosteroid gel formulation aimed at 

addressing lumbar radicular pain. Remarkably, it is devoid of preservatives, surfactants, solvents, or particulates. 

Following the completion of pivotal Phase 3 clinical trials, SP-102 received Fast Track Designation from the FDA.  

 

SP-102 is targeting a significant market for back pain, with over 12M epidural steroid injections administered annually 

in the US. It benefits from an established reimbursement pathway as one of the most frequently performed pain 

procedures. The product employs an innovative viscous biologic gel formulation optimized for epidural injection, with 

its unique biocompatible excipient enabling rapid and durable local efficacy. SP-102 is stable at refrigerated 

temperatures in a prefilled syringe, which can be delivered epidurally through minimally invasive procedures 

conducted in outpatient pain clinics.  

 

Clinical Status. SP-201 has completed its pivotal Phase 3 clinical trial and is on track to be the first and only FDA-

approved epidural steroid product. Currently used products are off-label and contain preservatives, particulates, 

surfactants, or solvents. Its Phase 3 trial, known as the C.L.E.A.R. trial program, involved 401 randomized patients 

with lumbosacral radicular pain/sciatica across 40 sites spanning 25 states in the US. This trial stands as the largest 

double-blind randomized controlled clinical trial of epidural steroid injections for sciatica conducted to date.  
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The study successfully achieved its primary endpoint, demonstrating a highly significant reduction in average daily leg 

pain among patients treated with SP-201 compared to those receiving a placebo. The median time to require a repeat 

injection was 58 days for the placebo group and 84 days for the SP-102. The safety analysis revealed a favorable 

safety profile, with no identified safety concerns and established the safety of repeat injections.  

 

The key secondary endpoint assessed using the Oswestry Disability Index—an established measure for evaluating 

disability and estimating quality of life—demonstrated a notable 23% improvement at four weeks among patients 

treated with SP-102 compared to baseline.  

 

Next Step. The company has confirmed the NDA 505(b)(2) application of SP-102 with the FDA and agreed with the 

FDA regarding the next steps for the NDA. Simultaneously, the company is engaging in discussions with various 

parties regarding distribution plans, aiming for a product launch in 2026.  

 

SP-103 for Treatment of Acute Back Pain 
 

Disease Overview. Neck pain is a complex condition that poses a significant challenge in contemporary society65. It 

ranks among the prevalent musculoskeletal conditions66, with an age-standardized prevalence rate of 27.0 per 1000 

population. In 2016, neck pain, along with low back pain, accounted for the highest healthcare expenditure among 

154 conditions in the United States, totaling an estimated $134.5B67. Additionally, in 2012, neck pain contributed to 

absenteeism among 25.5M Americans, resulting in an average of 11.4 days of missed work per individual68.  

 

No single definitive treatment exists for neck pain. Nonetheless, various pharmacological and non-pharmacological 

interventions have been recommended69. NSAIDs are commonly prescribed to mitigate pain by diminishing 

inflammation and serve as the conventional approach for pharmacological treatment of neck pain70. Topical lidocaine 

products are often used off-label for treating neck and lower back pain71. However, the current low dosage strength 

may not always provide adequate pain relief. Increasing the concentration of lidocaine per patch area could 

potentially enhance efficacy.  

 
Product Overview. SP-103, a triple-strength formulation of lidocaine (5.4%), is currently under clinical development as 

an investigational non-aqueous topical system for neck pain and acute low back pain. Leveraging insights from 

Scilex's FDA-approved product, ZTlido (a topical lidocaine system 1.8%), SP-103 utilizes the same adhesive drug 

delivery formulation and manufacturing technology. If granted approval, SP-103 has the potential to be the first FDA-

approved lidocaine topical product indicated for neck and acute low back pain. 

 
Clinical Status. On September 15, 2023, the company concluded a Phase 2 trial investigating SP-103 for managing 

acute lower back pain (LBP). The objective of this multi-center, parallel-group, placebo-controlled, double-blind, 

randomized study was to assess the safety and tolerability of SP-103 in individuals experiencing moderate to severe 

acute LBP. Subjects applied topical systems to the area of greatest tenderness in the lower back following a 12-hour 

ON/12-hour OFF regimen.  

 

In the preliminary analysis, SP-103 exhibited favorable safety and tolerability profiles, with no instances of serious 

AEs reported. Patients receiving the higher lidocaine concentration of SP-103 (5.4%) did not display any signs of 

systemic toxicity compared to those using ZTlido 1.8%. Additionally, a subset of patients experiencing more severe 

muscle spasms demonstrated pain reduction during the initial week of treatment. 

 

Next Step. The company has planned a Phase 2/3 trial of SP-103 for chronic non-radicular neck pain in 2024.  
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SP-104 for Treatment of Fibromyalgia (FM)  
 

Disease Overview. Fibromyalgia (FM) is a chronic condition associated with pain, stiffness, and tenderness of the 

muscles, tendons, and joints72. Additionally, it also causes restless sleep, tiredness, fatigue, anxiety, depression, and 

irregularities in bowel function. The affected painful tissues do not exhibit inflammation73. As a result, individuals with 

fibromyalgia, despite experiencing potentially incapacitating bodily pain, do not undergo tissue damage or 

deformation74.  

 

There is no cure for fibromyalgia, while various pain medications are beneficial in managing the symptoms of 

fibromyalgia75. While paracetamol and NSAIDs are commonly prescribed, they often prove ineffective in alleviating 

pain associated with the condition. Acetaminophen, however, may provide some relief from the pain and stiffness 

caused by fibromyalgia. Additionally, antidepressants, anticonvulsants, dopamine agonists, and growth hormones are 

among the drugs used to manage symptoms alongside analgesics. There is an unmet medical demand for novel, 

safe, and efficient treatments that can enhance the care provided to approximately 10MM fibromyalgia patients in the 

US and over 200M worldwide. 

 
Naltrexone is an opioid receptor antagonist used to treat alcohol and opioid dependence, with typical daily dosages 

ranging between 50 and 100mg76. At these high doses, naltrexone can block activity across mu-, delta-, and kappa-

opioid receptors77. At low doses (daily dose of 1 to 5mg; LDN), naltrexone appears to have paradoxical analgesic and 

anti-inflammatory systemic effects78, causing transient blockade of opioid receptors centrally resulting in a rebound of 

endorphin function which may attenuate pain in fibromyalgia79. In a systemic review, LDN was found to be effective in 

the symptomatic management of FM, and of the 78% of included studies that evaluated for safety, no severe adverse 

events were reported80. 

 

Currently, there are no available formulations of naltrexone in doses lower than 5mg. Physicians rely on high-dose 

tablets commercially available (naltrexone hydrochloride 50mg) and have compounding pharmacies divide these 

doses into smaller amounts for patients. However, pharmacy compounding lacks precision and does not involve 

analyses to ensure the divided product contains the intended drug level. This lack of consistency can result in dosing 

errors and difficulties with dosage adjustment. Both commercial and pharmacy-compounded products release the 

drug immediately in the stomach, leading to potential compliance issues due to severe side effects, including 

hyperalgesia, dysphoria, insomnia, and anxiety.  

 
Product Overview. SP-104 is a novel, patented, fixed dosage form with delayed burst release containing low-dose 

naltrexone (4.5mg), developed for FM treatment, aiming to minimize the adverse effects linked with immediate-

release naltrexone formulations and the burden of FM disease. SP-104 employs delayed burst release technology, 

delivering the drug directly to the upper intestine rather than the stomach. By taking SP-104 before bedtime, peak 

drug levels are reached during sleep, minimizing the patient's awareness of hyperalgesia and other side effects. This 

combination of delayed-release and nighttime administration may enhance efficacy, as most endorphin/enkephalin 

release occurs during sleep, optimizing the product's potential to trigger a compensatory response. Data from the 

Phase 1 clinical trial indicated that SP-104 administered to healthy volunteers resulted in fewer adverse events 

compared to volunteers treated with immediate release naltrexone at the same dose (4.5mg).  

 

Scilex plans to continue development of the program, once external non-dilutive capital is available. 
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PRICING, MARKET POTENTIAL, NPV 

ZTlido for PHN Pain 

 

Typically, PHN patients are likely to remain on ZTlido for six months to a year, with rare cases extending to years. 

Each patient receives a prescription ranging from 30 to 90 patches, averaging 45 patches per patient, with each 

patch cost $11.70. ZTlido's patent is set to expire in 2031, implying an eight-year product lifecycle in the US. Based 

on our projections, peak US gross sales of ~$300M could be reached by 2031 (Figure 10). Net revenue also includes 

the five-year MENA purchase commitments mentioned earlier. 

 

Elyxyb  

 

Migraine. On average, a patient experiences between two to four migraine attacks per month. Elyxyb is available in a 

pack of six bottles, with each pack lasting for two months. Therefore, we estimate that the average annual cost per 

patient would be ~$5,000. 

 

Acute Pain. The management has not provided guidance on pricing of Elyxyb for acute pain. We estimate it to be 

~$500 per bottle, which could last seven to ten days.  

 

Elyxyb patents will expire in 2036 for both migraine and acute pain. Therefore, we have assumed a twelve-year life 

cycle for the product in the US. Based on our estimate, peak US gross sales of ~$180M for migraine and ~$1.2B for 

acute pain could be achieved by 2036 (Figure 11 & 12). 

 

Gloperba  

 

Typically, a gout patient is likely to remain on Gloperba for six months. Each bottle of Gloperba lasts for 45 days per 

patient. Gloperba is expected to have its patent expiration in 2036, therefore, we assume a twelve-year life cycle for 

the product in the US. According to our estimate, peak sales of ~$400M could be achieved by 2036 in the US. (Figure 

13).  

 

The combined risk adjusted NPV of all commercial assets, with a 90% probability of success for Elyxyb's indication 

expansion in acute pain, is ~$1.2B ($11 per share), according to our model (Figure 14).  
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Figure 10: Market Model of ZTlido 
 

 
 
Source: Historical SEC Filings; Rodman & Renshaw estimates 
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Figure 11: Market Model for Elyxyb for Treating Migraine 

 

 
 
Source: Historical SEC Filings; Rodman & Renshaw estimates 
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Figure 12: Market Model for Elyxyb for Treating Acute Pain 
 

 
 
Source: Historical SEC Filings; Rodman & Renshaw estimates 
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Figure 13: Market Model for Gloperba 

 

 
 
Source: Historical SEC Filings; Rodman & Renshaw estimates 
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Figure 14: NPV Model 
 

 
 
Source: Historical SEC Filings; Rodman & Renshaw estimates 
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FINANCIALS 

 

As of December 31, 2023, Scilex holding reported $4M in cash, cash equivalents, and investments. On March 5, 

2024, the company announced the closing of a public offering of 5,882,353 shares of common stock and 

accompanying common warrants to purchase up to 5,882,353 shares of common stock, at a combined public 

offering price of $1.70, with gross proceeds of approximately $10M.  

 

As of December 31, 2023, Scilex had nearly $129M in indebtedness (Figure 15). In March 2024 the company 

paid off the remaining balance of the Convertible Debentures and made a $15M payment on the Oramed Note. 

Beginning on June 21, 2024 Scilex is due make $20M quarterly payments on the note, concluding with a $26M 

payment by March 21, 2025. 

 

Figure 15: Indebtedness, as of December 31, 2023 

 
 
Source: Historical SEC Filings 

 
In addition to the shares (preferred and common) listed in Figure 16 and mentioned above (private placement in 
March), the company also has 33MM stock option shares issuable.  
 
Figure 16: Capitalization Table 

 

 
 
Source: Historical SEC Filings 
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MANAGEMENT 
 
Jaisim Shah – Chief Executive Officer & President 

 

Jaisim Shah has over 30 years industry success in leading product development & commercializing innovative 

therapies and creating companies with documented success in development and commercialization of some of 

today’s most recognized pharmaceutical brands. He is a seasoned life science executive and board director with 

extensive accomplishments at Bristol-Myers Squibb, Roche, PDL Biopharma, Sorrento, Pfizer/Upjohn, Scilex, and 

start-ups Elevation and Semnur Pharmaceuticals. Mr. Shah has been CEO and President of Semnur 

Pharmaceuticals (acquired by Scilex Pharmaceuticals) since its inception in 2013. He has served as CEO and 

President of Scilex Holding and Scilex Pharmaceuticals since March 2019 and serves on the board of directors of 

Sorrento Therapeutics Inc. and Scilex Holding. Most recently, Mr. Shah served as Chief Business Officer of 

Elevation Pharmaceuticals where he focused on financing, mergers and acquisitions, and business development. 

He led the sale of Elevation to Sunovion Pharmaceuticals in 2012. At Facet Biotech and PDL BioPharma, he 

served from 2000 to 2009 as Chief Business Officer and held the position of senior vice president of marketing 

and medical affairs. During this time, he completed numerous licensing/partnering and strategic transactions 

including with Roche, Bristol-Myers Squibb, Otsuka, and Biogen Idec. His leadership in marketing and leading the 

commercial enterprise helped the company make large improvements to meet its profitability potential. At Bristol-

Myers Squibb, as vice president of global marketing from 1997 to 2000, Mr. Shah received the “Presidents 

Award” for completing one of the most significant collaborations in the company’s history. Prior to working with 

Bristol-Myers Squibb, Mr. Shah led international marketing for oncology and virology and was global business 

leader for corporate alliances at Roche from 1991 to 1997 with Genentech and IDEC, and prepared products for 

worldwide launch and pre-launch at F. Hoffman-La Roche AG in Switzerland. He has played a key role in the 

formulation of long-range plans and pre-launch and launch strategies for such brands as Abilify®, Pegasys®, and 

Rituxan/MabThera®, each of which have generated well over $1B in sales. Mr. Shah holds an M.A. in Economics 

from the University of Akron and an M.B.A. from University of Oklahoma. 

 
Henry Ji, Ph.D. – Co-Founder and Executive Chairman of the Board 
 

Henry Ji brings 25+ years of experience in the biotechnology and life sciences industry. Dr. Ji has been Chairman 

of Scilex from March 2019 to August 2023 and served as the CEO of Scilex Pharmaceuticals from November 

2016 to March 2019. Dr. Ji co-founded Sorrento Therapeutics, Inc. and has served as a director since 2006, as its 

CEO and President since September 2012, and as Chairman of its board of directors since 2017. During his 

tenure at Sorrento, he has engineered and led a phenomenal growth of Sorrento through acquisition and mergers 

including Bioserv, Scilex Pharmaceuticals, Concortis Biotherapeutics, Levena Biopharma, LACEL, TNK 

Therapeutics, Virttu Biologics, Ark Animal Health, and Sofusa Lymphatic Delivery Systems. Dr. Ji has served as 

Sorrento’s Chief Scientific Officer from November 2008 to September 2012 and as its Interim CEO from April 

2011 to September 2012. Prior to Sorrento, he held senior executive positions at CombiMatrix, Stratagene, co-

founded Stratagene Genomics, a subsidiary of Stratagene, and served as its President & CEO and a member of 

the board of directors. Henry Ji received a doctorate from the University of Minnesota and an undergraduate 

degree from Fudan University.  

 

Suketu D. Desai, Ph.D. – Chief Technical Officer & Senior Vice President  
 

Suketu D. Desai, Ph.D. has 25+ years of experience in the Biologics and Pharmaceutical Industry. Dr. Desai is 

Chief Technical Officer and Senior Vice President, Chemistry, Manufacturing and Controls, Regulatory CMC, and 

Quality Assurance at Scilex Pharmaceuticals (2015 – present). Prior to Scilex, Dr. Desai was Vice President of 

Biologics Development and Manufacturing for biologics drug substance and drug product, technical due diligence 

and commercial technical operations at Allergan, Inc. (2014-2015), which was acquired by Actavis, plc. Before 

Allergan, Dr. Desai was a CMC consultant in 2013. Dr. Desai was Vice President, Biotechnology Technical 

Operations for biologics drug substance and drug product, analytical, manufacturing, and technical due diligence 

at Cephalon, Inc. (2010-2012), which was acquired by Teva Pharmaceuticals. During 2007-2010, Dr. Desai was 

Ception Therapeutics, Inc., Vice President, Chemistry, Manufacturing and Controls and Quality Assurance 

responsible for biologics drug substance and drug product development, analytical, manufacturing, quality, 

regulatory CMC, and technical due diligence for business development. Ception was acquired by Cephalon 

(2010). Suketu was Principal Scientist, Process Sciences/Technical Operations for late-stage and commercial 

biologics drug substance and drug product at Centocor, Inc., a Johnson & Johnson subsidiary (2003-2006); 

Assoc. Director, Pharmaceutical and Biologic Formulations at AAI Pharma Development Services (2001-2003); 

Director/Sr. Manager at Aronex Pharmaceuticals, Inc. (1996-2001); and Senior Scientist II/I at Novartis 
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Pharmaceuticals, formerly Alcon Labs, Inc., (1992-1996). Dr. Desai has contributed to several commercial 

biologic products (Botox, Cinquair, Simponi, Remicade, ReoPro, Retavase, and Eprex) and pharmaceutical 

products (Azopt and Volfenol) and late-stage development products including placulumab, abicipar 

pegol/DARPin, and Innotox. Dr. Desai received his Ph.D. in Pharmaceutical Sciences from the University of 

Arizona, Tucson, AZ and master’s in pharmacology and bachelor’s in pharmacy from the University of Mumbai, 

Mumbai, India.  

 

Dmitri Lissin, MD – Chief Medical Officer & Senior Vice President 
 

Dmitri Lissin currently serves as Chief Medical Officer and Senior Vice President, Clinical Development and 

Medical Affairs of Scilex/Semnur Pharmaceuticals (2015 – present). Prior to Semnur, from 2011-2015, Dr. Lissin 

was Vice President of Clinical Development at Xenoport, responsible for conduct of multiple clinical research 

programs in neurology and dermatology. From 2006-2011 Dr. Lissin directed a clinical research team and served 

as member of the Executive Committee at DURECT Corporation, designing and executing clinical trials in chronic 

nociceptive, neuropathic, and acute post-operative pain, which led to successful licensing deals and NDA filings. 

From 1998-2006 Dr. Lissin managed various clinical R&D programs at Titan Pharmaceuticals, Aerogen, and 

Synarc. Dr. Lissin has a broad expertise with proprietary drug-delivery technologies applied to therapeutic 

products spanning numerous clinical areas including pain and neurological disorders. Most of his experience 

involves clinical development of novel oral, transdermal, implantable, and injectable formulations containing 

existing active pharmaceutical ingredients, using 505(b)(2) drug approval pathway. He has participated in many 

pre-IND, end of Phase 1, end of Phase 2, and pre-NDA meetings, negotiating clinical development programs with 

the FDA Division of Anesthesia, Analgesia, and Addiction Products (DAAAP), Division of Neurology Products, and 

Division of Dermatology and Dental Products. He received his post-doctoral training at the University of California 

San Francisco, and his medical degree through an exchange program between Russian National Medical 

University and Harvard Medical School.  

Suresh Khemani – Chief Commercial Officer & Senior Vice President 
 

Mr. Khemani brings more than 25 years of global pharmaceutical experience to Scilex, a privately held clinical 

development and commercial company based in Palo Alto, California. Mr. Khemani has been SVP Chief 

Commercial Officer of Scilex since March 2019. He manages Scilex sales, sales operations, marketing, market 

research, and managed care operations, including its US promotional role and interactions with overseas 

partners, commercial development, and international operations. In addition to his 25 years of senior 

management experience in the industry, he successfully launched specialty and large market products including 

Zelmac / Zelnorm for IBS-D, readiness for Dexpramipexole (dex) in ALS and Parkinson’s Disease, Cubicin, an 

injectable antibiotic in EU and developed launch plans for Pulminique, an inhaled cyclosporine, for US and EU, 

and Abilify a $7B product. His therapeutic areas include pain, neurology, oncology, immunology, and CV. He 

worked prior to Scilex at executive-level positions at Bristol Myers Squibb, Chiron, PDL Biopharmaceuticals, Facet 

Biotech, and Knopp Biosciences. He holds a bachelor’s degree in pharmacy from Bombay University.  

Steve Lincoln – General Counsel & Chief Compliance Officer 
 

Steve Lincoln serves as General Counsel, Chief Compliance Officer for Scilex Holding Company. Mr. Lincoln has 

been involved in the biopharma industry for more than 21 years. Most recently, he was Counsel to the law firm of 

Brown Gee & Wenger, where his corporate practice included several publicly traded and private biopharma 

companies. Before that, Mr. Lincoln served in in-house counsel roles at SciClone Pharmaceuticals (acquired by 

GL Capital), Kosan Biosciences (acquired by Bristol Myers Squibb), SuperGen (now Astex Pharmaceuticals, a 

subsidiary of Otsuka), and Protein Design Labs (later Facet Biotech, acquired by AbbVie). Mr. Lincoln is a 

graduate of Brown University and the Boston University School of Law. 

Stephen Ma – Chief Financial Officer & Senior Vice President 
 

Stephen Ma has served as the Company’s Chief Accounting Officer since November 2022 and previously served 

as its Vice President of Finance from January 2022 to November 2022. Mr. Ma has more than 15 years of finance 

and operational expertise across pharmaceuticals and venture backed biotechnology companies. He most 

recently served as Director of Finance and Operations for Anwita Biosciences, Inc., a clinical stage company, 

from August 2019 to January 2022. Prior to that, from May 2016 to August 2019, he served as Sr. Director of 

Finance and Controller for Semnur Pharmaceuticals, a specialty pharmaceutical company focused on the clinical 

and commercial development of innovative products that meet the needs of pain management practitioners and 

Rodman & Renshaw, LLC Scilex Holding Company (SCLX)

87_0f7de9e4-82ce-4d9e-959f-3c3fbb6ba34d.pdf

April 8, 2024 31 of 39



their patients, which was acquired by the Company in March 2019. Prior to that, he served as Controller for 

Globavir and part of the management team that worked on its IPO process. He also served as the Controller for 

Ardelyx, which went public in 2014. Prior to that, Mr. Ma served in various finance positions at PDL BioPharma 

and Hyperion Therapeutics. Mr. Ma began his career with more than 10 years in high technology companies and 

has a wealth of experience in finance, strategic planning, commercial launching, debt financing, public offerings, 

and M&A transactions. Mr. Ma holds a B.S. in Finance and M.A. in Economics from San Jose State University. 

Elaine K Chan, PharmD – Executive Director and Head of Medical Affairs 
 

Dr. Elaine Chan heads Medical Affairs at Scilex since 2022. Prior to joining Scilex, Dr. Chan was Senior Director 

at Genentech Inc (a member of the Roche group), one of the world’s leading pharmaceutical companies, from 

2009 to 2021, where she held wide-ranging roles in Medical Affairs, Business Operations and Strategy, 

Pharmacovigilance, Marketing, and new product planning. While at Genentech, Dr. Chan was involved in the 

development and launch of several market-leading brands, including Gazyva (Obinutuzumab) and Susvimo 

(Ranibizumab injection for Ocular Implant). Dr. Chan has over a decade of experience working at small-midsize 

biotech companies, including PDL BioPharma (now Abbvie) and Chiron (now Novartis International AG), where 

she led Marketing and Product Strategy for Phase 3 Molecules in Hepatology and Lung Transplantation, two 

niche and underserved markets. Dr. Chan participated in four product pre-launches, two as leads (Terlipressin 

and Tenecteplase), and has a proven track record of delivering successful outcomes for patients and 

stakeholders. Dr. Chan holds a Doctor of Pharmacy (PharmD) from the University of California, San Francisco 

(UCSF), where she received extensive training in Clinical Pharmacology and Therapeutics. 

Gigi DeGuzman – Executive Director of Administrative Operations and Head of Human Resources 
 

Gigi DeGuzman is a seasoned professional with over 25 years of experience in human resources, operations 

management, facilities management, event planning, executive coordination, and administrative operations. She 

has played a significant role over the years, working in pharmaceuticals, biotechnology, medical devices, medical 

aesthetics, high-tech, and solar firms. Over her career, Ms. DeGuzman has demonstrated leadership and 

expertise. She is now Scilex Holding’s Executive Director of Administrative Operations. Prior to joining Scilex 

Holding, Ms. DeGuzman became Business Office Manager at Semnur Pharmaceuticals in 2016, a pain treatment 

specialist pharmaceutical firm acquired by Scilex Holding in March 2019. Ms. DeGuzman accelerated her career 

by taking on more essential engagements at Scilex Holding. Strategic leadership, operational efficiency, and 

unrelenting excellence have defined her time at Scilex Holding. Her experience in executive coordinating, event 

planning, facility operations, and building a dynamic human resources environment has yielded results. She has 

demonstrated remarkable results with her blend of experience in various industries. She holds a B.S. in 

Hospitality and Tourism from Cal State East Bay, UC Davis facilities management training, and pursuit of SHRM 

certification; Ms. DeGuzman is committed to human resources excellence. 

Mike Ciaffi – National Sales Director 
 

Mr. Ciaffi has over 25 years in the pharmaceutical industry.  Mr. Ciaffi currently serves as the National Sales 

Director at Scilex Holding Company. Mr. Ciaffi joined Scilex in 2018 as a Regional Business Director to build a 

sales team to launch ZTLido (Lidocaine Topical System) 1.8%.  Mr. Ciaffi was appointed Area Business Director 

in 2019 and National Sales Director at Scilex in 2020. Prior to Scilex, Mr. Ciaffi spent 18 years with Purdue 

Pharma in sales, field sales training and development, and sales leadership roles earning multiple awards during 

his tenure at Purdue. Mr. Ciaffi successfully led sales teams through multiple product launches in the non-opioid 

and opioid pain space as well as an OTC line of products. Mr. Ciaffi’s most notable therapeutic areas of 

experience include Pain Management, Dermatology, Rheumatology, Allergy, Asthma, & Immunology, and 

Gastroenterology. Mr. Ciaffi earned a Bachelor of Science Degree in Business Administration from Delaware 

Valley College. 

Sumant Rajendran – Executive Director of Marketing 
 

Sumant Rajendran heads up the Marketing department and brings over 20 years’ experience to Scilex. He has 

been at the company since mid-2019 and has overseen the growth of our marketed portfolio from one product 

(ZTlido) to three (with the addition of Elyxyb and Gloperba). Besides this, Mr. Rajendran is closely involved in 

advancing our clinical portfolio in a rational manner to set our pipeline products up for commercial success. Mr. 

Rajendran is the architect of the novel ZTlido campaign (“the perfect partner to gabapentinoids”) that has helped 

spark rapid brand growth from 2023, and of the impending Gloperba launch campaign (“precision, lowered dosing 
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of colchicine”). His industry experience spans both biologics and small molecules, at companies large (Amgen), 

mid-sized (Eisai) and small (Depomed); and therapeutic areas including Pain, Oncology, Metabolic Disease, 

Rheumatology and Dermatology. He has worked on best-in-class products such as Enbrel (etanercept) and Aloxi 

(palonosetron), as well as lead and grown multiple specialty products, including Pain brands such as Gralise 

(once daily gabapentin) and Zipsor (diclofenac potassium). Mr. Rajendran was selected and recognized by 

PM360 magazine in 2021 as an “Elite Strategist” in the pharmaceutical industry. Sumant holds an MBA from the 

University of Southern California, an MS from the University of the Ryukyus, Okinawa, Japan and BS from Loyola 

College, Chennai, India.  
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RISKS 

 

Scilex is a commercial-stage pharmaceutical company with several clinical-stage assets. The investment is 

subject to risks, including but are not limited to:  

 

 Operational Risk: The company is relying on the preliminary commercial success of ZTlido, since 

Elyxyb is in its initial stage of commercialization. Consequently, there is a possibility that the company 

may not generate adequate revenue to sustain its operations of commercializing ZTlido, Elyxyb and 

Gloperba.  

 

 Supplier Risk: The company is relying on single-source suppliers and manufacturers for the commercial 

supply of certain products, clinical supply of product candidates, and some raw materials used in its 

product candidates. Should the company lose any of these suppliers or manufacturers, or fail to comply 

with FDA regulations, finding an alternative source on commercially reasonable terms, if at all, may 

prove challenging. The company also depends on third parties to conduct its clinical trials and plans to 

continue relying on them for all future clinical trials. Failure by these third parties to fulfill their contractual 

obligations, adhere to regulatory requirements, or meet expected deadlines could hinder the company’s 

ability to obtain regulatory approval for its product candidates. 

 

 Product Risk: The commercial products, ZTlido, ELYXYB, and Gloperba, may have undesirable 

properties or side effects that could lead to significant negative consequences. This could affect their 

commercial performance and ability to generate revenue. 

 

 Intellectual Property Risks: The company relies on intellectual property licensed from Oishi and Itochu 

for ZTlido and SP-103. Losing the right to license this intellectual property or termination of the Product 

Development Agreement would negatively impact our ability to commercialize ZTlido and develop SP-

103. Its agreement with Romeg is critical for commercialization of Gloperba in the US Patent protection 

for ZTlido, Gloperba, ELYXYB, and its product candidates is crucial for maintaining its competitiveness in 

the market.  

 

o On June 22, 2022, the company initiated legal action against Aveva and Apotex in the US 

District Court for the Southern District of Florida. This legal action, known as the ZTlido Patent 

Litigation, accuses Apotex of infringing certain Orange Book listed patents that cover ZTlido. 

The litigation was prompted by Apotex's submission of an abbreviated new drug application 

aiming to obtain approval for marketing a generic version of ZTlido before the expiration of the 

ZTlido Patents. Trial in the ZTlido Patent Litigation has been scheduled for July 8, 2024. If the 

generic version of ZTlido is approved, the company may have to reduce the price to maintain 

market share.  

 

 Clinical trial risk: Scilex has completed multiple clinical studies for SP-103 and SP-102. Early data are 

encouraging and warrant further development. These drugs were safe and without any serious adverse 

events. However, going forward, in larger clinical trials the drug may not be deemed safe and effective. 

 

 Regulatory risk: The FDA and European regulators may require additional data or clinical trials beyond 

the ones Scilex currently anticipates. 

 

 Financing risk: The cash position of Scilex was around $4M (December 2023). The company may need 

to raise additional equity capital or debt. The terms of the Oramed Note restrict the operational and 

financial flexibility of the company. Financing may not be available under favorable terms, or at all. 

Specifically, the company may not be able to replace short-term debt with an instrument of longer 

duration. 
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Income Statements

Scilex Holdings Elemer Piros, Ph.D. 212-540-4425 epiros@rodm.com

($ In thousands, except per share data) 2020A 2021A 2022A 1QA 2QA 3QA 4QA 2023A 1QE 2QE 3QE 4QE 2024E

Net revenue $23,560 $31,317 $38,034 $10,582 $12,582 $10,117 $13,462 $46,743 $15,669 $20,892 $31,338 $47,007 $114,905

Cost of Revenue $2,149 $3,634 $10,797 $3,591 $4,177 $3,392 $4,521 $15,681 $4,214 $5,619 $8,428 $12,642 $30,903

Gross Profit $21,411 $27,683 $27,237 $6,991 $8,405 $6,725 $8,941 $31,062 $11,455 $15,273 $22,910 $34,364 $84,002

% Gross margin 91% 88% 72% 66% 67% 66% 66% 66% 73% 73% 73% 73% 73%

Operating Expenses

Research and development $9,961 $9,201 $9,054 $2,736 $3,204 $4,072 $2,734 $12,746 $1,500 $1,250 $1,250 $1,000 $5,000

Selling, general and administrative $42,970 $50,582 $64,895 $28,701 $26,989 $40,431 $23,520 $119,641 $20,000 $15,000 $14,000 $15,000 $64,000

Intangible amortization $3,738 $3,738 $3,922 $1,027 $1,026 $1,027 $1,026 $4,106 $1,050 $1,050 $1,050 $1,050 $4,200

Loss from operations  ($35,258)  ($35,838)  ($50,634)  ($25,473)  ($22,814)  ($38,805)  ($18,339)  ($105,431)  ($11,095)  ($2,027) $6,610 $17,314 $10,802

Other (income) expense:

(Gain) loss on derivative liability  ($800) $300  ($8,310) $5,253 $82 ($4,245) ($578) $512 $0 $0 $0 $0 $0

Change in fair value of debt and liability instruments $0 $12,463  ($28,634) $0 $3,748 $449 $2,992 $7,189 $0 $0 $0 $0 $0

Gain on debt extinguishment, net $0 $28,000 $0 $0 $0 $0 $0 $0 $0 $0 $0 $0 $0

Interest expense, net $13,116 $11,764 $9,604 ($1) $5 $513 $551 $1,068 $600 $600 $600 $600 $2,400

Loss (gain) on foreign currency exchange  ($2) $54 $66 $20 $3 $7 $88 $118 $0 $0 $0 $0 $0

Total other (income) expense $12,314 $52,581  ($27,274) $5,272 $3,838  ($3,276) $3,053 $8,887 $600 $600 $600 $600 $2,400

(Loss) income before income taxes  ($47,572)  ($88,419)  ($23,360)  ($30,745)  ($26,652)  ($35,529)  ($21,392)  ($114,318) ($11,695) ($2,627) $6,010 $16,714 $8,402

   Income tax expense (benefit)  ($53) $5 $4 $8  ($3) $0 $8 $13 $0 $0 $0 $0 $0

Net (loss) income ($47,519) ($88,424) ($23,364) ($30,753) ($26,649) ($35,529) ($21,400) ($114,331) ($11,695) ($2,627) $6,010 $16,714 $8,402

Weighted average number of shares outstanding 132,891 132,858 134,226 141,660 142,626 139,808 130,298 130,298 107,968 110,127 112,330 114,576 111,250

Net loss per share  ($0.36)  ($0.67)  ($0.17)  ($0.22)  ($0.19)  ($0.63)  ($0.25)  ($0.88)  ($0.11)  ($0.02) $0.05 $0.15 $0.08

Source: Scilex Holding SEC filings, Rodman & Renshaw estimates

2024E2023A
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Rodman & Renshaw, LLC Scilex Holding Company (SCLX)

Valuation and Risks
We arrive at our twelve-month price target of $14/share by assessing the after-tax, risk adjusted NPV of potential future cash flows from the
company’s ZTlido, ELYXYB and Gloperba programs, in addition to the estimated value of pipeline assets. For commercial-stage assets, the
probability-adjusted, fully taxed (21%) NPV (15% discount rate) of potential cash flows through 2036 is ~$1.2B or $11/share, according to our
forecasts. We estimated that the value of pipeline assets to be $300M, or $3/share. The combined total NPV of all the assets is ~$1.5B or
$14/share, corresponding to our 12-month price target. Significant factors that could impede shares from reaching our price target include
the failure of ELYXYB’s label expansion into acute pain and lower-than-estimated sales. In addition, the company may not be able to raise
additional funds to repay debt and to complete development of drug candidates.

Company description
Scilex Holding Company focuses on acquiring, developing, and commercializing non-opioid pain management products for the treatment of
acute and chronic pain. Its commercial products include ZTlido (lidocaine topical system) 1.8%, a prescription lidocaine topical product for the
relief of neuropathic pain associated with postherpetic neuralgia (PHN), which is a form of post-shingles nerve pain; ELYXYB, a ready-to-use
oral solution for the acute treatment of migraine with or without aura in adults; and Gloperba, a liquid oral version of the anti-gout medicine
colchicine indicated for the prophylaxis of painful gout flares in adults. The company is also developing three product candidates, including
SP-102 (10 mg dexamethasone sodium phosphate viscous gel) (SEMDEXA), a novel viscous gel formulation of a used corticosteroid for
epidural injections, which has completed a Phase 3 study to treat lumbosacral radicular pain or sciatica; SP-103 (lidocaine topical system)
5.4% (SP-103), a formulation of ZTlido for the treatment of chronic neck pain and low back pain (LBP) that has completed a Phase 2 trial;
and SP-104 (4.5 mg low-dose naltrexone hydrochloride delayed-release capsules) (SP-104), a novel low-dose delayed-release naltrexone
hydrochloride, which has completed Phase 1 trials for the treatment of fibromyalgia. The company is headquartered in Palo Alto, California.
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Important Disclosures

This material is confidential and intended for use by Institutional Accounts as defined in FINRA Rule 4512(c). It may also be privileged or
otherwise protected by work product immunity or other legal rules. If you have received it by mistake, please let us know by e-mail reply to
unsubscribe@rodmresearch.com and delete it from your system; you may not copy this message or disclose its contents to anyone. The
integrity and security of this message cannot be guaranteed on the Internet.

Rodman & Renshaw, LLC RATING SYSTEM: Rodman & Renshaw employs a three tier rating system for evaluating both the potential return
and risk associated with owning common equity shares of rated firms. The expected return of any given equity is measured on a RELATIVE
basis of other companies in the same sector. The price objective is calculated to estimate the potential movements in price that a given equity
could reach provided certain targets are met over a defined time horizon. Price objectives are subject to external factors including industry
events and market volatility.

RETURN ASSESSMENT

Market Outperform (Buy): The common stock of the company is expected to outperform a passive index comprised of all the common stock
of companies within the same sector.

Market Perform (Neutral): The common stock of the company is expected to mimic the performance of a passive index comprised of all the
common stock of companies within the same sector.

Market Underperform (Sell): The common stock of the company is expected to underperform a passive index comprised of all the common
stock of companies within the same sector.

Investment Banking Services include, but are not limited to, acting as a manager/co-manager in the underwriting or placement of securities,
acting as financial advisor, and/or providing corporate finance or capital markets-related services to a company or one of its affiliates or
subsidiaries within the past 12 months.

Scilex Holding Company Rating History as of 04/04/2024
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Closing Price

Distribution of Ratings Table as of April 08, 2024
IB Service/Past 12 Months

Ratings Count Percent Count Percent
BUY 8 100.00% 4 50.00%
HOLD 0 0.00% 0 0.00%
SELL 0 0.00% 0 0.00%
NOT RATED 0 0.00% 0 0.00%

Rodman & Renshaw, LLC (the "Firm") is a member of FINRA and SIPC and a registered U.S. Broker-Dealer.

I, Elemer Piros, Ph.D. , certify that 1) all of the views expressed in this report accurately reflect my personal views about any and all subject
securities or issuers discussed; and 2) no part of my compensation was, is, or will be directly or indirectly related to the specific recommendation
or views expressed in this research report; and 3) neither myself nor any members of my household is an officer, director or advisory board
member of these companies.
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None of the research analysts or the research analyst’s household has a financial interest in the securities of Scilex Holding Company (including,
without limitation, any option, right, warrant, future, long or short position).

As of March 31, 2024, neither the Firm nor its affiliates beneficially own 1% or more of any class of common equity securities of Scilex Holding
Company.

Neither the research analyst nor the Firm knows or has reason to know of any other material conflict of interest at the time of publication of
this research report.

The research analyst principally responsible for preparation of the report does not receive compensation that is based upon any specific
investment banking services or transaction but is compensated based on factors including total revenue and profitability of the Firm, a
substantial portion of which is derived from investment banking services.

The Firm or its affiliates did receive compensation from Scilex Holding Company for investment banking services within twelve months before,
and will seek compensation from the companies mentioned in this report for investment banking services within three months following
publication of the research report.

Further information on the stocks discussed in this report, including important disclosures and price charts, may be obtained by writing to:
Rodman & Renshaw, LLC, Attention: DISCLOSURES, 600 Lexington Avenue, New York, NY 10022.

The securities of the company discussed in this report may be unsuitable for investors depending on their specific investment objectives and
financial position. Past performance is no guarantee of future results. This report is offered for informational purposes only, and does not
constitute an offer or solicitation to buy or sell any securities discussed herein in any jurisdiction where such would be prohibited. This research
report is not intended to provide tax advice or to be used to provide tax advice to any person. Electronic versions of Rodman & Renshaw, LLC
research reports are made available to all clients simultaneously. No part of this report may be reproduced in any form without the expressed
permission of Rodman & Renshaw, LLC. Additional information available upon request.

Rodman & Renshaw, LLC does not provide individually tailored investment advice in research reports. This research report is not intended to
provide personal investment advice and it does not take into account the specific investment objectives, financial situation and the particular
needs of any specific person. Investors should seek financial advice regarding the appropriateness of investing in financial instruments and
implementing investment strategies discussed or recommended in this research report.

Rodman & Renshaw, LLC’s and its affiliates’ salespeople, traders, and other professionals may provide oral or written market commentary or
trading strategies that reflect opinions that are contrary to the opinions expressed in this research report.

Rodman & Renshaw, LLC and its affiliates, officers, directors, and employees, excluding its analysts, will from time to time have long or short
positions in, act as principal in, and buy or sell, the securities or derivatives (including options and warrants) thereof of covered companies
referred to in this research report.

The information contained herein is based on sources which we believe to be reliable but is not guaranteed by us as being accurate and
does not purport to be a complete statement or summary of the available data on the company, industry or security discussed in the report.
All opinions and estimates included in this report constitute the analyst’s judgment as of the date of this report and are subject to change
without notice.

Securities and other financial instruments discussed in this research report: may lose value; are not insured by the Federal Deposit Insurance
Corporation; and are subject to investment risks, including possible loss of the principal amount invested.
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The firm or an affiliate expects to receive or intends to seek compensation for investment banking services from this subject company Scilex
Holding Company within the next three months.
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