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On Jan. 3, 2019, Bristol-Myers Squibb Co. announced its proposed 

acquisition of Celgene Corp. for approximately $74 billion. The Federal 

Trade Commission issued requests for additional information and 

documentary materials to the companies on March 25, 2019, that were 

“focused on marketed and pipeline products for the treatment of 

psoriasis.”[1] 

 

In order to address the FTC’s concerns, BMS plans to divest Celgene’s 

Otezla (apremilast) drug,[2] which is a phosphodiesterase-4 inhibitor 

indicated for the treatment of moderate to severe psoriasis and psoriatic 

arthritis. Psoriasis is an autoimmune disease with multiple subtypes, with 

large skin plaques being the most common manifestation.[3] 

 

Bristol does not currently have a product on the market that competes 

with Celgene’s Otezla. However, Bristol is developing a drug labeled BMS-

986165 to treat psoriasis by targeting the tyrosine kinase 2 inhibitor. The 

drug is currently undergoing Phase III trials, which is the last phase of 

required U.S. Food and Drug Administration clinical testing. 

 

On average, drugs in Phase III trials have a 58% chance of conversion to 

a new drug application, the supermajority of which — 86% — are 

approved and marketed.[4] This means that statistically BMS-9866165 

has about a coin toss chance of actually making it to market (49.88%). As such, it seems 

likely that the FTC is concerned about the potential of future competition between Otezla 

and BMS’ pipeline drug. 

 

Otezla presently competes with Johnson & Johnson’s Stelara, Novartis’ Cosentyx, Pfizer’s 

Xeljanz and many additional treatments across multiple product classes, including small 

molecule drugs and injectable and infusion biologics.[5] From a medical treatment 

standpoint this appears to be a crowded competitive landscape, which begs the question of 

why a divestiture is necessary. 

 

Other antitrust regulators appear to agree, with both the European Union and Brazil already 

granting unconditional clearance. We note, of course, that the EU and Brazil review the 

impact of Bristol acquiring Celgene in their respective geographies, which may have 

different competitive dynamics within a relevant product than the competitive dynamics that 

are present in the U.S. 

 

When reviewing branded pharmaceutical mergers, the FTC typically focuses on the 

pharmacological mechanism of action (e.g. two drugs targeting the same inhibitor), and 

then considers factors such as mode of administration (e.g. oral v. injection), and various 

factors affecting patient accessibility (inpatient v. outpatient or over-the-counter, insurance 

coverage, and formulary placement). 

 

Celgene’s Otezla is the sole PDE4 inhibitor that is FDA-approved for the treatment of 

psoriasis and psoriatic arthritis. All of the competing drugs on the market, as well as BMS’ 

developmental drug, have different mechanisms of action.[6] There is also at least one 

developmental pipeline drug that is a topical PDE4 inhibitor; however, it is in an earlier 
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stage of FDA clinical trials for treatment of psoriasis.[7] 

 

This typically means that from a mechanism of action standpoint, there does not appear to 

be any particular closeness of competition that would indicate that Otezla and BMS’s 

pipeline medication are particularly close substitutes. 

 

Things become somewhat more complex on the route of delivery portion of the analysis. 

Otezla is the only small-molecule pill approved to treat both psoriasis and psoriatic arthritis. 

Pfizer’s Xeljanz pill is only approved to treat psoriatic arthritis but not psoriasis;[8] 

Methotrexate, another small molecule pill, is likewise indicated for moderate to severe 

psoriasis, but not psoriatic arthritis; and Stelara and Cosentyx are approved to treat both 

conditions, but are quarterly and monthly injections, respectively. Bristol’s developmental 

drug is also a pill; however because BSM-986165 has not yet completed Phase III clinical 

trials, it is not approved to treat either condition. 

 

Although Stelara and Cosentyx have different mechanisms of action, they are functionally 

equivalent treatment regimens from a clinician’s perspective. Clinicians prescribe the small-

molecule and injectable treatments interchangeably based on drug’s perceived effectiveness 

for each particular patient, with limited ability to predict which product class will be most 

effective in any one patient. 

 

Moreover, with all things being equal, consumers prefer pills to injections at equal 

frequency, but analogous medical studies have shown that consumers prefer less frequent 

injections to taking multiple pills per day.[9] This means that the statistically typical 

consumer may prefer to have a monthly self-administered injection of Cosentyx, or a self-

administered injection of Stelara every three months, to taking Otezla, or if approved BSM-

986165, twice per day. 

 

These products are also all covered by insurance and are reasonably equally accessible to 

patients. As previously footnoted, there are also numerous other treatment regimens 

available.[10] Overall, this thus appears to be a market where there are multiple 

competitors who offer differentiated, and yet at least equally good treatment options. 

 

In addition to necessity, BMS deciding to divest Otezla has generated a good deal of chatter 

in the medical and antitrust communities. When divestitures are necessary, companies 

typically choose to divest the pipeline product. 

 

Here, Otezla is a successful drug that earned $1.6 billion in 2018, making it Celgene’s third-

best selling drug that is patent protected until at least 2023.[11] And while there have been 

some prior statements by the FTC that it is less likely to accept pipeline divestitures due to 

certain manufacturing risks for inhalant and injectable pipeline drugs,[12] Otezla and BMS-

986165 are both pills. 

 

Does the Otezla divestiture signify an expansion of the FTC’s policy to favor divestitures of 

marketed drugs rather than pipeline products, or was the divestiture of Otezla simply a 

business decision? It is possible that BMS has seen sufficiently positive indications from 

BMS-986165’s completed clinical testing in order to feel confident in its business prospects 

as a superior product to Otezla. 

 

Bristol has been benchmarking the developmental drug against Otezla in clinical trials, 

which should provide the company with a simple point of comparison. Ironically, this is also 

likely something the FTC took to signal a particular closeness of competition between Otezla 

and BMS-986165 that is distinct from the injectable counterparts. 



 

Overall, Bristol divesting Otezla does seem to indicate that the FTC is aggressively pursuing 

a divestiture in a market where there are numerous compelling treatment options available 

and where a divestiture may not be necessary.[13] That said, we do not have insight into 

the content of the companies’ internal documents, which may indicate that the two drugs 

are particularly likely to be close future competitors and may be guiding the FTC’s desire to 

obtain a divestiture in order to secure antitrust clearance. 

 

We thus hope and encourage the FTC to help provide clarity, as the FTC has admirably done 

in the past,[14] by providing a road map in its analysis to aid public comment of the factors 

that lead to its conclusion a divestiture was necessary and, in particular, why a divestiture 

of the marketed Otezla product was required. 
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[1] See Bristol 8-K SEC Filing, dated March 25, 2019, available 

at https://www.sec.gov/Archives/edgar/data/14272/000114036119005591/s002621x42_8k

.htm. 

 

[2] See Reuters, Bristol-Myers plans to divest Celgene’s psoriasis drug, June 24, 2019, 

available at https://www.reuters.com/article/us-celgene-m-a-bristol-myers/bristol-myers-

plans-to-divest-celgenes-psoriasis-drug-idUSKCN1TP1E7. 

 

[3] Psoriasis also frequently affects other organ systems, and can result in arthritis, kidney 

disease, and other medical problems. 

 

[4] Biotechnology Innovation Organization, “Clinical Development Success Rates 2006 – 

2015,” available 

at https://www.bio.org/sites/default/files/Clinical%20Development%20Success%20Rates%

202006-2015%20-%20BIO,%20Biomedtracker,%20Amplion%202016.pdf 

 

[5] Mild psoriasis typically treated with topical steroids or topical immunosuppressants. 

Small molecule prescription treatments are from multiple pharmacological classes, including 

retinoids, methotrexate, cyclosporine, and apremilast (Otezla). There are also a number of 

biologics available from multiple pharmacologic classes, including TNF-alpha inhibitors 

available as infusions (Infliximab) or injectables (Etanercept, Adalimumab, Certolizumab), 

and multiple related classes of injectable biologics such as IL-12/IL-23 inhibitors 

(Ustekinumab), IL-17 inhibitors (Secukinumab, Ixekizumab and Brodalumab), and 

injectable IL-23 inhibitors (Guselkumab, Tildrakizumab and Risankizumab). 

 

For moderate to severe disease, patients are typically initially treated with a TNF-alpha 

inhibitor or other biologic. When a patient fails first-line treatment, typically defined as 
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worsening or a lack of clinical response at 12 weeks, clinicians typically switch products, and 

patients with intractable, severe psoriasis may be on multiple drugs. 

 

[6] BMS-986165 is a TYK2 inhibitor; Stelara is an IL-12/23 inhibitor; Cosentyx is an IL-17A 

inhibitor; and Xeljanz is a JAK inhibitor. 

 

[7] Another FDA-approved PDE4 inhibitor – Roflumilast – is indicated for the treatment of 

chronic obstructive pulmonary disease, but is not yet approved for psoriasis. 

However, Takeda Pharmaceuticals Inc. has completed Phase I trials of the topical PDE4 

inhibitor and found “statistically significant improvements.” 

 

[8] FDA rejected Pfizer’s Xeljanz development program for moderate to severe plaque 

psoriasis due to long-term concerns regarding safety signals found in the development 

program. See Fierce Pharma, “FDA swats down Pfizer’s Xeljanz in plaque psoriasis”, 

available at: https://www.fiercepharma.com/regulatory/fda-swats-down-pfizer-s-xeljanz-

plaque-psoriasis. 

 

[9] In a study focusing on treatment preferences of patients with multiple sclerosis, 

researchers found that while most patients prefer pills to injections at equal frequencies, 

patients prefer having a weekly or monthly injection to taking three pills per day. This 

indicates monthly or quarterly injections are likely preferable for most people with chronic 

diseases to taking multiple pills per day. K. Utz, et. al., “Patient preferences for disease-

modifying drugs in multiple sclerosis: a choice-based conjoint analysis,” Therapeutic 

Advances in Neurological Disorders (2014). Available online 

at https://www.ncbi.nlm.nih.gov/pubmed/25371708. 

 

[10] Supra fn. 4. 

 

[11] Otezla is subject to a number of patents, the earliest of which expire on March 19, 

2023. There are also additional patents that were granted to Celgene that are listed for 

Otezla and do not expire until May 29, 2034. Otezla’s FDA exclusivity period expired earlier 

this year. The FDA Orange Book provides a full list of patents covering Otezla. Additional 

information on the patents is available at https://www.drugs.com/availability/generic-

otezla.html. 

 

[12] See Global Competition Review, Hoffman: FTC won’t accept pipeline divestitures in 

certain mergers, Feb. 5, 2018, available online 

at https://globalcompetitionreview.com/article/usa/1153346/hoffman-ftc-wont-accept-

pipeline-divestitures-in-certain-mergers. 

 

[13] We also note that this is an example where the FTC is pursuing a divestiture across 

pharmacologic classes since Otezla and BMS-986165 do not share common mechanisms of 

action, which at times has been used to narrow product markets. 

 

[14] See supra fn. 11. 
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