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Understanding changes in the  
medication market and their impact. 

EnvisionRx continuously monitors the drug pipeline. As treatment options change,  
we evaluate and share our perspective on the clinical benefits and impact in  
the market. Our Perspective on the Rx Pipeline reports provide ongoing insights 
from our team of clinical experts and considerations to protect and improve  
plan performance. 
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Duchenne muscular dystrophy (DMD) is a recessive, X-linked neuromuscular disorder that causes extensive muscle 
atrophy, starting in the trunk, pelvis and shoulder muscles that progressively leads to paralysis, cardiomyopathy 
and respiratory problems. This atrophy is due to an exon mutation within the DMD gene, causing severe loss of 
dystrophin. Dystrophin is a protein mainly found in the skeletal and cardiac muscles and is responsible for protecting, 
strengthening and connecting muscle fibers.[1]  With a life expectancy of approximately 30 years, symptoms such as 
inability to stand, awkward gait and difficulty climbing stairs are first seen in ages three to five, where by ages 10-
12 most require a wheelchair.[2] Corticosteroids, such as prednisone and deflazacort, are used as first-line therapy 
to slow disease progression. In 2016, Exondys 51™ (eteplirsen) was the first FDA-approved targeted exon therapy 
for those with mutations on exon 51. With DMD affecting one out of 3,500 males worldwide, new and improved 
pharmacotherapy is much needed to treat this underserved patient population.[1] 

Focusing on about 8% of DMD cases, golodirsen is the first drug specifically designed to target a mutation on exon 
53. Golodirsen is a type of gene editing that directly binds to exon 53 in pre-mRNA, causing the mutated exon to 
be skipped during transcription into mRNA, allowing a shorter, yet functional, dystrophin protein to be synthesized. 
Sarepta Therapeutics is seeking accelerated approval from the FDA on behalf of a clinical trial that included 25 young 
males with confirmed DMD due to mutations on exon 53 who were treated with either weekly infusions of golodirsen 
or matched placebo.[3]  After 48 weeks of treatment, golodirsen significantly increased dystrophin levels in skeletal 
muscles.[4] However, an increase in dystrophin levels has not yet shown to have significant improvement in clinical 
outcomes.[5] Reports of adverse reactions have not been released for golodirsen. Common side effects with eteplirsen 
are balance disorder, vomiting and contact dermatitis. The ESSENCE study is currently in progress to further evaluate 
the safety and efficacy of golodirsen.[3] Golodirsen provides another therapeutic choice for DMD patients who currently 
have very limited treatment options; however, improvement in clinical outcomes is debatable.

* At the time of publication, Sarepta Thereapeutics received a complete response letter (CRL) from the FDA. A CRL is a 
notice from the FDA informing a company that their submitted application cannot be approved in its current state and 
may require more clarification, clinical studies or FDA guidance.

 

golodirsen SRP-4053

Manufacturer: Sarepta Therapeutics 
Indication/Use: Duchenne muscular dystrophy  
Dosage Form: Intravenous infusion
Pipeline Stage: PDUFA 3Q 2019*
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semaglutide NN9924 
Manufacturer: Novo Nordisk
Indication/Use: Type 2 diabetes mellitus 
Dosage Form: Oral tablet 
Pipeline Stage: PDUFA 3Q 2019

In 2015, a Centers for Disease Control and Prevention (CDC) report stated that 30.3 million Americans have diabetes 
and that prediabetes might be present in another 84.1 million.[6] Prediabetes can advance to type 2 diabetes within 
five years. As the seventh leading cause of death, type 2 diabetes requires proper medication therapy for disease 
state management.[7] Metformin, along with lifestyle changes, is considered the first line in therapy to achieve the 
American Diabetes Association’s recommended goal of an HbA1c level of greater than 7%. If the HbA1c goal is not 
achieved after three months, the addition of another antidiabetic agent is recommended. Glucagon-like peptide-1 
receptor agonists (GLP-1 RA) provide glucose-lowering effects along with additional benefits, such as weight loss, 
cardiovascular protection and a decreased risk of hypoglycemia.[8] Due to these added factors, GLP-1 RAs are a 
favorable medication for second-line therapy.  

Oral semaglutide is currently being reviewed by the FDA for the management of type 2 diabetes. Also a GLP-1 RA, 
this medication will be the first oral formulation on the market. Oral semaglutide includes an absorption enhancer, 
making it possible to overcome high peptide degradation that occurs in the stomach, unlike other GLP-1 RAs that 
need to be injected. By providing a more convenient route of administration, oral semaglutide opens up opportunities 
for many patients with uncontrolled diabetes who do not want to use injectable medications. The PIONEER 4 clinical 
trial evaluated change in HbA1c levels over 26 weeks of oral semaglutide when compared to subcutaneous liraglutide 
and placebo. Oral semaglutide was found to be non-inferior to subcutaneous liraglutide and superior to placebo in 
baseline HbA1c reduction. Weight loss was significantly higher with oral semaglutide (-4.4kg) compared to liraglutide 
(-3.1kg) and placebo (-0.5kg). Cardiovascular benefit is due to be FDA-reviewed for semaglutide in 2020. Lastly, 
adverse events had a slightly higher occurrence in both GLP-1 RA groups and included nausea and gastrointestinal 
upset, which diminished over time.[8] Subcutaneous administration of semaglutide resulted in a HbA1c decrease of 
1.8% in previous studies, whereas results from PIONEER 4 reported oral semaglutide HbA1c reduction as 1.2%.[9], [10] 

Overall, these results show that an oral GLP-1 RA has the potential to be a favorable competitor as an antidiabetic 
agent by effectively treating hyperglycemia, contributing to weight loss and providing a more convenient route  
of administration.
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BLA - Biologics License Application    NDA - New Drug Application    PDUFA - Prescription Drug User Fee ActGlossary  
of Terms

ubrogepant  
Manufacturer: Allergan
Indication/Use: Acute migraine attack 
Dosage Form: Oral tablet 
Pipeline Stage: PDUFA 4Q 2019

Migraine is the third most common illness and the sixth most debilitating disease worldwide.[11] Acute migraine 
attacks can last between four and 72 hours and are characterized by pulsating pain, nausea or vomiting, and are 
mainly unilaterally located.[12] When the cranial nerve is activated, a release of inflammatory neurotransmitters, 
such as calcitonin gene-related peptide (CGRP), promote vasodilation and result in the severe pain associated 
with migraine. Different treatment approaches are available depending on pain severity and underlying disease 
states. For mild to moderate symptoms, first-line treatment options include non-steroidal anti-inflammatories 
(NSAIDs), acetaminophen or caffeine-combination products. For more severe or refractory symptoms, appropriate 
medications consist of triptans, dihydroergotamine or ergotamine.[13], [14] Currently, there are three subcutaneous 
medications on the market that target CGRP for migraine prophylaxis; however, there are no oral CGRP receptor 
antagonists with an indication for treatment of an acute migraine attack. 

Ubrogepant is an oral CGRP receptor antagonist seeking FDA approval for the treatment of an acute migraine 
attack. The ACHIEVE I and ACHIEVE II clinical trials evaluated the efficacy and safety of ubrogepant at different doses 
when compared to placebo. Patients were instructed to take one dose of medication at the start of a qualifying 
migraine attack and a second dose two to 48 hours after, if needed. When evaluating the percentage of patients 
with pain freedom at two hours after initial dose, all strengths of ubrogepant had significantly better results in 
both studies than placebo. Ubrogepant 50 mg and 100 mg also had significantly more patients relieved of the 
most bothersome migraine-associated symptom after two hours, as well as a higher percentage of patients who 
remained pain-free from two to 24 hours after the initial dose. Ubrogepant 25 mg failed to achieve statistical 
significance for either of those outcomes. There were no adverse effects in any study group that occurred in more 
than 1% of patients.[15], [16] Ubrogepant opens up the doorway for those suffering from an acute migraine attack that 
have not responded to triptans or do not qualify for triptan therapy due to underlying cardiovascular disease.[14]
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Drug Approvals

Dengvaxia® dengue tetravalent vaccine, live
Manufacturer: Sanofi Pasteur, Inc.
Indication/Use: Prevention of dengue disease caused by dengue virus serotypes 1, 2, 3 and 4 
Dosage Form: Subcutaneous injection
Traditional or Specialty: Traditional

On May 1, 2019, the FDA approved the first vaccination to prevent subsequent dengue disease in patients nine to 
16 years of age. Children must have a laboratory confirmed history of prior dengue disease and live in an endemic 
dengue virus zone. Currently, there are no dengue endemic areas in the continental United States, but dengue is 
common in U.S. territories, such as Puerto Rico, the U.S. Virgin Islands and American Samoa.[17] The live vaccination 
is given as a subcutaneous injection at months zero, six and 12 to qualifying patients. 

For more information: https://www.fda.gov/vaccines-blood-biologics/dengvaxia
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Piqray® alpelisib
Manufacturer: Novartis
Indication/Use: Hormone receptor (HR)-positive, human epidermal growth factor receptor 2 (HER2)-negative, PIK3CA-mutat-
ed, advanced or metastatic breast cancer 
Dosage Form: Oral tablet
Traditional or Specialty: Specialty

Piqray was approved by the FDA after priority review on May 24, 2019. The drug specifically targets both men 
and postmenopausal women with HR(+), HER2(-) breast cancer and the PIK3CA gene. It should be used in 
combination with fulvestrant. The FDA indication requires progression on or after an endocrine-based regimen, 
but may expand the indication in the future, much like the CDK4/6 inhibitors, such as Kisqali®, Verzenio™ and 
Ibrance®. A unique, yet common adverse reaction in clinical trials was hyperglycemia.

For more information: https://www.novartis.com/news/media-releases/fda-approves-novartis-piqray-first-and-
only-treatment-specifically-patients-pik3ca-mutation-hrher2-advanced-breast-cancer
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Vyleesi™ bremelanotide acetate
Manufacturer: AMAG Pharmaceuticals, Inc.
Indication/Use: Hypoactive sexual desire disorder  
Dosage Form: Subcutaneous injection 
Traditional or Specialty: Traditional

The FDA approved Vyleesi™ to treat hypoactive sexual desire disorder (HSDD) in premenopausal women on June 
21, 2019. It is indicated for patients who are not experiencing symptoms due to medication side effects, co-existing 
medical conditions—including psychiatric—or relationship complications. Vyleesi™ led to a statistically significant 
increase in the Female Sexual Function Index-Desire Domain score, although it was small (0.5 vs 0.2 placebo). The 
drug is to be used as needed, but it is not recommended to use more than eight doses monthly. Increased use of 
Vyleesi™ has led to focal hyperpigmentation. Nausea after administration was experienced in 40% of patients, 8% of 
which led to discontinuation of the medication.

For more information: https://www.fda.gov/news-events/press-announcements/fda-approves-new-treatment-
hypoactive-sexual-desire-disorder-premenopausal-women

Vyndaqel®/Vyndamax®  tafamidis meglumine/tafamidis
Manufacturer: Pfizer
Indication/Use: Cardiomyopathy of wild type or hereditary transthyretin-mediated amyloidosis
Dosage Form: Oral capsule
Traditional or Specialty: Specialty

On May 3, 2019, the FDA approved Vyndaqel (20 mg) and Vyndamax (61 mg). Both are oral capsules used to  
reduce cardiovascular hospitalization and mortalities in wild type and hereditary transthyretin-mediated 
amyloidosis (ATTR) patients. Vyndaqel and Vyndamax were specifically approved for associated cardiomyopathy, 
unlike Onpattro® and Tegsedi™, which were recently approved to treat polyneuropathy associated with hATTR. 
Pfizer estimates the U.S. prevalence of cardiomyopathy due to ATTR to be 100,000 people, but possibly only 1-2% 
are diagnosed.

For more information: https://www.pfizer.com/news/press-release/press-release-detail/u_s_fda_approves_
vyndaqel_and_vyndamax_for_use_in_patients_with_transthyretin_amyloid_cardiomyopathy_a_rare_and_fatal_disease
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Zolgensma® onasemnogene abeparvovec-xioi
Manufacturer: AveXis, Inc.
Indication/Use: Spinal muscular atrophy with bi-allelic mutations in the survival motor neuron 1 gene 
Dosage Form: Intravenous infusion 
Traditional or Specialty: Specialty

On May 24, 2019, the FDA approved the gene-therapy biologic Zolgensma for those less than 2 years of age with 
spinal muscular atrophy (SMA).  It is intended as a one-time-only gene therapy treatment. Zolgensma is infused 
in an inpatient setting and requires premedication with a systemic corticosteroid. Systemic corticosteroids are 
continued after the infusion and then gradually tapered after 30 days if liver function appears normal. At this time, 
Zolgensma has been studied in infantile-onset type 1 – SMA where Spinraza™ (nusinersen) has been studied in type 
1, 2 and 3 SMA.[18]  The FDA indication for Zolgensma did not specify if the type 1 SMA needs to be symptomatic.

For more information: https://www.zolgensma-hcp.com/
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Reference Drug
2017 Sales

Biosimilar
Approved Manufacturer Indication Earliest 

Launch Date

Avastin®  
(bevacizumab)
$3,038M

Mvasi 
09/14/2017

Allergan Metastatic colorectal cancer (mCRC), met-
astatic non-squamous non-small cell lung 
cancer (NSCLC), glioblastoma, metastatic 
renal cell carcinoma (mRCC), persistent/
recurrent/metastatic cervical cancer

Launched

Zirabev*
06/27/2019

Pfizer 4Q2019

Enbrel®  
(etanercept)
$7,967M

Erelzi 
08/2016

Sandoz Plaque psoriasis, rheumatoid arthritis, 
ankylosing spondylitis, juvenile idiopathic 
arthritis, psoriatic arthritis 

1H2020

Eticovo
04/2019

Samsun Bioepsis

Epogen®  
(epoetin alfa)
$1,543M

Retacrit
5/15/2018

Hospira Anemia due to kidney disease, zidovudine 
chemotherapy, reduction of allogenic red 
blood cell transfusions in surgery

Launched

Herceptin®  
(trastuzumab)
$3,127M

Ogivri 
12/2017

Mylan

HER2-overexpressing breast cancer, 
HER2-overexpressing metastatic gastric  
or gastroesophageal junction  
adenocarcinoma.

2H2019

Herzuma
12/2018

Roche/Genetech 2H2019

Ontruzant
01/2019

Roche/Genetech 2H2020

Trazimera 
03/2019

Pfizer 2H2019

Kanjinti*
06/13/2019

Amgen, Allergan Launched

Humira® 
(adalimumab)
$18,078M

Amjevita
09/2016

Amgen

Rheumatoid arthritis, ankylosing  
spondylitis, Crohn’s disease, juvenile  
idiopathic arthritis, plaque psoriasis,  
psoriatic arthritis, ulcerative colitis

01/21/2023

Cyltezo
8/25/2017

Boehringer Ingelheim 08/2022

Hryrimoz
10/30/2018

Sandoz 08/20222

Hadlima*
07/23/2019

Samsung Bioepis 08/2022

Neulasta® 
(pegfilgrastim)
$1,610M

Fuphila
06/2018

Mylan Febrile neutropenia

Launched
Udenyca
11/2018

Amgen Neutropenia associated with  
myelosuppresive chemotherapy
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* Recent FDA Approvals
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Launch Date

Neupogen  
(filgagrastim) 
 $283M

Granix 
8/29/2012

Teva
Reduce duration of neutropenia

Launched

Zarxio 
3/6/2015

Hospira Acute myeloid leukemia patients receiving 
induction or consolidation chemotherapy, 
cancer patients receiving bone marrow 
transplant or myelosuppressive  
chemotherapy, patients undergoing  
peripheral blood progenitor cell collection 
and therapy, severe chronic neutropenia. 

Nivestym 
7/20/18

Hospira

Remicade® 
(infliximab)
$5,228M

Inflectra 
11/2016

Pfizer
Crohn’s disease, ulcerative colitis,  
psoriatic arthritis, plaque psoriasis,  
rheumatoid arthritis, ankylosing spondylitis

Launched
Renflexis
07/2017

Merck

Rituxan® 
(rituximab) 
$4,291M

Truxima
11/2018

Roche/Biogen/ 
Genetech

Non-Hodgkin’s lymphoma (NHL) 2H2019

Ruxience*
07/23/2019

Pfizer Non-Hodgkin’s lymphoma (NHL), chronic 
lymphocytic leukemia (CLL),   
granulomatosis with polyangiitis (GPA),  
microscopic polyangiitis (MPA)

2H2019
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Doptelet® 
avatrombopag

Manufacturer: Dova Pharmaceticals
Indication/Use: Chronic immune thrombocytopenia 
Dosage Form: Oral tablet
Traditional or Specialty: Specialty
Date of Original Approval: May 21, 2018

On May 21, 2019, Doptelet received an FDA indication for chronic immune thrombocytopenia (ITP) in adult patients 
with chronic liver disease and undergoing a procedure, as well as adult ITP patients who have had an insufficient 
response to a previous treatment. Doptelet, a thrombopoietin (TPO) receptor agonist, is not intended to be first-
line drug therapy for ITP like other competitor TPO receptor agonists Promacta® and Nplate®. Unlike Promacta, 
however, Doptelet currently does not have a black box warning for hepatotoxicity. 

For more information: https://dova.com/wp-content/uploads/2019/06/doptelet-itp-approval-press-
release-6-26-19.pdf

Benlysta® belimumab
Manufacturer: GlaxoSmithKline
Indication/Use: Systemic lupus erythematosus
Dosage Form: Subcutaneous injection 
Traditional or Specialty: Specialty
Date of Original Approval: March 9, 2011

On April 26, 2019, Benlysta was approved for the treatment of patients with active, antibody systemic lupus 
erythematosus (SLE) in patients five years of age and older who are receiving standard therapy. Previously,  
Benlysta was only approved for use in adults, 18 years of age and older.    

For more information: https://www.benlysta.com/
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Emgality® 
galcanezumab-gnlm

Manufacturer: Eli Lilly and Company
Indication/Use: Prevention of migraine, treatment of episodic cluster headaches
Dosage Form: Subcutaneous injection
Traditional or Specialty: Traditional
Date of Original Approval: September 27, 2018

Emgality received FDA approval for treatment of episodic cluster headaches on June 4, 2019. The dosing varies 
from migraine prevention use and is 300 mg (three 100 mg injections) at the onset of the cluster period and then 
monthly until the end of the cluster period. An episodic cluster headache period typically lasts between seven days 
and one year, and patients experience pain-free remission periods lasting a month or longer.[19] 

For more information: https://www.fda.gov/news-events/press-announcements/fda-approves-first-treatment-
episodic-cluster-headache-reduces-frequency-attacks

Dupixent® dupilumab
Manufacturer: Sanofi
Indication/Use: Atopic dermatitis, severe asthma, nasal polyposis
Dosage Form: Subcutaneous injection
Traditional or Specialty: Specialty
Date of Original Approval: March 28, 2017

Dupixent had an FDA label expansion on June 26, 2019, to treat adults with inadequately controlled chronic 
rhinosinusitis with nasal polyposis (CRSwNP) as add-on maintenance therapy. Initial maintenance therapy for  
nasal polyposis is typically inhaled or systemic corticosteroids for most patients.  

For more information: https://www.dupixent.com/crswnp
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Cystaran™ Cysteamine 
Hydrochloride To Be Determined (TBD) Cystinosis mediated corneal  

cystine crystal accumulation Ophthalmic 10/02/2019

Delzicol® DR Mesalamine Teva Ulcerative colitis Oral Launched

Emend® (115 mg  
and 150 mg  
injection)

Fosaprepitant 
Dimeglumine 1 to 5 Chemotherapy-induced 

nausea and vomiting Intravenous 09/05/2019

Firazyr® Icatibant Acetate Takeda Acute attacks of hereditary 
angioedema Subcutaneous Launched

Jadenu®/ 
Jadenu® Sprinkle Deferasirox 3

Chronic iron overload 
treatment and non- 
transfusion-dependent 
thalassemia

Oral 10/06/2019

Lyrica® capsules  
and oral solution Pregabalin Dr. Reddy

Neuropathic pain  
associated with diabetic 
peripheral neuropathy,  
postherpetic neuralgia, 
partial onset seizures,  
fibromyalgia, neuropathic 
pain associated with spinal 
cord injury

Oral Launched

Soolantra® Ivermectin 1 Rosacea Topical 3Q 2019

Striant® Testosterone TBD Hypogonadism Oral 08/23/2019

Uloric Febuxostat Alembic, Mylan
Chronic management of 
hyperuricemia in patients 
with gout

Oral Launched

Vermox™ Mebendazole TBD Anti-parasitic for common 
round worm and whip worm Oral TBD
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FDA Safety Updates
Drug Safety Communication

FDA Issues New Black Box Warning for Increased Blood Clots and Death with Higher Dose of Xeljanz® and 
Xeljanz XR®

On July 25, 2019, the FDA announced a new black box warning for Xeljanz and Xeljanz XR for increased risk of 
blood clots and death in patients taking 10 mg twice daily. This dosing has only been approved for ulcerative colitis 
(UC). The update is the result of an ongoing safety trial from when Xeljanz was originally approved for rheumatoid 
arthritis (RA). Patients enrolled in the safety trial were at least 50 years old with one or more cardiovascular risk 
factors and had RA that was inadequately controlled with methotrexate. Patients were to either receive Xeljanz 5 
mg twice daily, Xeljanz 10 mg twice daily or a TNF blocker (Humira® or Enbrel®). Of the results published thus far, 
there have been 19 cases of pulmonary embolisms (PEs) with Xeljanz 10 mg twice daily compared to three cases 
of PEs with a TNF blocker. In regards to mortality, there have been 45 cases of death with Xeljanz 10 mg twice daily 
compared to 25 cases of death with a TNF blocker. All patients prescribed Xeljanz 10 mg twice daily have been 
reduced to 5 mg twice daily. The trial has an estimated completion date of March 2020. These results have sparked 
the FDA to issue a black box warning along with new recommendations. Xeljanz is now recommended at the lower 
dose of 5 mg twice daily as maintenance therapy for UC and should be avoided in patients with an increased risk of 
blood clots. Patients and providers need to monitor for signs and symptoms of potential clots.
For more information: https://www.fda.gov/drugs/drug-safety-and-availability/fda-approves-boxed-warning-about-
increased-risk-blood-clots-and-death-higher-dose-arthritis-and

FDA Adds Boxed Warning for Risk of Serious Injuries While Taking Certain Prescription Insomnia Medicines

The FDA released a safety announcement on April 30, 2019, that certain common insomnia medications may cause 
behaviors while not fully awake resulting in serious injury or even death in some individuals. Medications such as 
eszopiclone, zaleplon and zolpidem are often used in adults who struggle with falling asleep or staying asleep. 
Behaviors such as sleepwalking, sleep driving and engaging in other activities were cited in patients without a 
history of these tendencies and after just one dose of the insomnia medication. Patients should use caution when 
combining these medications with alcohol or other medications that may depress the central nervous system, such 
as opioids and anti-anxiety medications. Additionally, patients should speak with their healthcare provider and stop 
taking their insomnia medication if they are experiencing peculiar behaviors while not fully awake, especially those 
that may place them in danger, such as sleep driving or walking.
For more information: https://www.fda.gov/Drugs/DrugSafety/ucm631182.htm

FDA States Sudden Discontinuation of Opioid Pain Medication May Result in Harm to Patients 

On April 4, 2019, the FDA received reports of opioid-dependent patients experiencing serious symptoms when 
undergoing a sudden discontinuation or dose decrease of their opioid medications. Rapid discontinuation can 
cause patients to experience withdrawal symptoms and lose pain management. Consequently, some patients may 
even seek for illicit drugs to treat their symptoms. Expect to see expanded guidance to providers on how to safely 
decrease the dose in physically dependent patients in the future. Currently, there is no standard opioid tapering 
schedule and each patient should be treated specifically to meet their needs.
For more information: https://www.fda.gov/drugs/drug-safety-and-availability/fda-identifies-harm-reported-
sudden-discontinuation-opioid-pain-medicines-and-requires-label-changes
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Drug Shortages and Discontinuations
Heparin Injection

As of July 30, 2019, heparin injections continue to be on shortage. Manufacturers currently experiencing shortages 
include Fresenius Kabi, Hikma, Pfizer and Sagent. Fresenius Kabi is citing a shortage of raw ingredients. Other 
manufacturers included in the shortage are citing manufacturing delays and increased demand. Congress 
and the FDA continue to monitor heparin issues due to an outbreak in African swine fever and, at this time, do 
not anticipate further supply issues. Select Pfizer and BBraun heparin injections are available. Fresenius Kabi 
states that vials on backorder for the 5,000 unit/mL 10 mL vials may be released mid to late August 2019. Other 
concentrations are unknown.

For more information on drug shortages: https://www.ashp.org/drug-shortages/current-shortages/Drug-
Shortage-Detail.aspx?id=353 

Clinical efficacy and safety, balanced with a drug’s value, are always at the forefront in the EnvisionRx formulary decisions and pipeline planning. The rationale for those 
decisions may go beyond the use of the FDA’s labeled indication. Our clinical reviews may utilize, but are not limited to, recognized consensus guidelines, the Institute for Clinical 
and Economic Review (ICER), and compendium such as the National Comprehensive Cancer Network (NCCN Guidelines®) and DRUGDEX®. EnvisionRx monitors FDA updates 
and safety announcements daily, as well as follows guidance from the Center of Disease Control and prevention (CDC) and the US Preventive Service Task Force (USPSTF®).
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Our Clinical Steering Committee

The Envision Clinical Steering Committee brings together leaders from across our national pharmacy care 
company to monitor the drug landscape, provide recommendations on how to address changes, and to 
ensure our clients and patients are prepared—in advance.  

With any new development, we partner with our Pharmacy & Therapeutics (P&T) Committee and consult 
with our best-in-class specialty pharmacy, to provide a balanced perspective on the clinical effectiveness 
of all available options, the cost impact to our plan sponsors and patients, and the impact on the overall 
patient experience.
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Chief Medical Officer


