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Pharmacy and Therapeutics (P&T) Committee Meeting Record

Date: April 19, 2019

Time:  9:00 a.m. – 3:30 p.m.    Location:  Idaho Medicaid, 3232 Elder Street, Boise, Idaho, Conference Room D

Moderator:  Mark Randleman, DO

Committee Members Present: Tami Eide, PharmD; Andrei Rudyi, PharmD; Paul Driver, PharmD: Perry Brown, Jr., MD; Berk Fraser, RPh; David Calley, PharmD; Jeffery Johnson, PA, PharmD; Joseph Weatherly, MD; Andrew Baron, MD 

Committee Members Absent:  None

Others Present: Magni Hamso, MD; Sarah Martinez, PharmD, Magellan Medicaid Administration; Chris Johnson, PharmD, Division of Medicaid; Jane Gennrich, PharmD, Division of Medicaid; Suzanne Fox, Division of Medicaid; Kat Kuhlman, Division of Medicaid; Mark England, PharmD, Magellan Medicaid Administration


	AGENDA ITEMS
	PRESENTER
	OUTCOME/ACTIONS

	CALL TO ORDER
	Mark Randleman, DO
	Dr. Randleman called the meeting to order.

	Committee Business
	
	

	
· Roll Call 

	
Mark Randleman, DO
	
Dr. Randleman completed the roll call and welcomed the P&T Committee members. Dr. Andrew Baron was introduced as a new member and Dr. Magni Hamso as the new Medical Director for Medicaid effective May 13. 

	
· Reading of Mission and Confidentiality Statements

	
Mark Randleman, DO
	
Dr. Randleman read the Mission and Confidentiality Statements.

	
· Approval of Minutes from 
November16, 2018 Meeting
	
Mark Randleman, DO
	
The November 16, 2018 minutes were reviewed. The minutes were approved as written.





	[bookmark: _Hlk529527988]Drug Class Reviews and Committee Recommendations

	Sarah Martinez, PharmD 
Magellan Health Services
	Drug Class Reviews and Committee Recommendations
Committee members were asked to base their recommendations for each drug class on the answers to the following questions:

1. Is there comparative evidence to support clinically significant differences in efficacy or effectiveness between agents? If yes, what are the differences?
2. Is there comparative evidence to support clinically significant differences in safety between agents? If yes, what are the differences?
3. Are there any agents that the committee feels strongly must be preferred or non-preferred? 
4. Are there any recommendations for changes to PA requirements? 

	· Bone Resorption Suppression and Related Agents 
	Sarah Martinez, PharmD 

	Bone Resorption Suppression and Related Agents 
Dr. Martinez reviewed the utilization of the individual drugs in this drug class.  93% of the utilization is with the preferred agent alendronate.  She reported no new products in this class.

Dr. Martinez reported that the Endocrine Society had issued new guidelines on the pharmacological management of osteoporosis in postmenopausal women, separating out those with high fracture risk for treatment and time for reassessment.  She reported that denosumab is now considered an alternative to bisphosphonates to reduce fracture risk. Drug holidays with reassessment are now considered an option in some women. She reported that the recommended drugs of choice for patients with very high risk of fracture is teriparatide or abaloparatide for up to two years.  Dr. Martinez also reported that Prolia is now approved for the treatment of osteoporosis associated with newly initiating or sustained systemic glucocorticoid therapy in men and women at high risk for fracture in addition to current indications for the treatment of osteoporosis in postmenopausal women at high risk for fracture, to increase bone mass for those at high risk for fracture in men with osteoporosis in men receiving androgen deprivation therapy for non-metastatic prostate cancer, and women receiving adjuvant aromatase inhibitor therapy for breast cancer.

Committee Recommendations
The committee concluded that the evidence did not support differences in efficacy, effectiveness or safety between the agents.

	· Phosphate Binders	
	Sarah Martinez, PharmD 

	Phosphate Binders 
Dr. Martinez’s only update was that Renagel is now available generically as sevelamer HCL. 

Committee Recommendations
The committee concluded that the evidence did not support differences in efficacy, effectiveness or safety between the agents.

	· Androgenic Agents, Topical                           
	Sarah Martinez, PharmD 

	Androgenic Agents 
Dr. Martinez reported there is no new clinical information for this class and no new products have been approved. 

Committee Recommendations
The committee concluded that the evidence did not support differences in efficacy, effectiveness or safety between the agents.  The committee asked that the Department evaluate the usefulness of adding injectable androgenic agents to this drug class. 

	· Pulmonary Arterial Hypertension Agents, Oral and Inhaled
	Sarah Martinez, PharmD 

	PAH Agents, Oral & Inhaled
Dr. Martinez reported that there are no new products in this class, but that Adcira (tadalafil) is now available generically.  She reported that that the American College of Chest Physicians (CHEST) provided an update to their 2014 guidelines “Therapy for Pulmonary Arterial Hypertension in Adults” and she provided a high-level review of the recommendations.

Committee Recommendations
The committee noted the only comparative evidence of clinically significant differences in efficacy and effectiveness was the use of a combination of ambrisentan plus tadalafil in patients in the WHO FC 11 or III category.   They recommended that the combination therapy be allowed.  They recommended that tadalafil be considered for preferred status. 

	· Angiotensin Modulator
	Sarah Martinez, PharmD 

	Angiotensin Modulators
Dr. Martinez reviewed the utilization data for the ACE inhibitors, the ACE inhibitor/diuretic combinations, the angiotensin receptor blockers (ARB), the ARB/diuretic combinations, the direct renin inhibitors, and the ARB/Neprililysin combination. She reported that there was no new significant clinical information or products in this class.

Committee Recommendations
The committee concluded that there were no differences in efficacy, effectiveness, or safety between the agents in each subclass. Because of product contamination/manufacturing issues effect on drug supply, the committee recommended having alternative options to the current ARBs on the PDL. The Department will consider cost effectiveness of drugs with similar effectiveness and safety and if possible allow more choices of preferred agents. 

	· Angiotensin Modulator Combinations
	Sarah Martinez, PharmD

	Angiotensin Modulator Combinations
Dr. Martinez reported that there was no new significant clinical information or products in this class.

Committee Recommendations
The committee concluded that there was no clinically, comparative evidence showing differences in efficacy, effectiveness, or safety between the agents. They did recommend adding a triple agent drug if it is cost effective to improve compliance. 

	· Beta Blockers
	Sarah Martinez, PharmD 

	Beta Blockers

Dr. Martinez reported that there is one new beta blocker product available. Kapspargo is metoprolol succinate ER in a sprinkle formulation.  She reported on indications, dosages available, dosing by indication for initial therapy and for patients already taking the usual dosage form with swallowing issues.  Kapspargo was approved via the 505(b)(2) pathway so has limited clinic data on the formulation itself available. 


Committee Recommendations
The committee concluded that the evidence did not support differences in efficacy, effectiveness or safety between the agents.

	· Calcium Channel Blockers
	Sarah Martinez, PharmD 

	Calcium Channel Blockers
Dr. Martinez reported no new significant clinical information or products in this class.

Committee Recommendations
The committee concluded that the evidence did not support differences in efficacy, effectiveness or safety between the agents.

	· Antihypertensives, Sympatholytic
	Sarah Martinez, PharmD 

	Antihypertensives, Sympatholytic
Dr. Martinez reported that there was no new significant clinical information or products in this class.

Committee Recommendations
The committee concluded that the evidence did not support differences in efficacy, effectiveness or safety between the agents.  Since utilization of the immediate release clonidine and guanfacine is primarily for ADHD, the committee recommended additionally showing utilization during ADHD review. 


	· Vasodilators, Coronary
	Sarah Martinez, PharmD 

	Vasodilators, Coronary
Dr. Martinez reported that there was no new significant clinical information or products in this class.

Committee Recommendations
The committee concluded that the evidence did not support differences in efficacy, effectiveness or safety between the agents.  

	· Platelet Aggregation Inhibitors
	Sarah Martinez, PharmD 

	Platelet Aggregation Inhibitors
Dr. Martinez reported that the production of Yosprala (aspirin/omeprazole) by the manufacturer Aralez has been permanently discontinued as a business decision. There was no other new clinical or product information. 

Committee Recommendations
The committee concluded that the evidence did not support differences in efficacy, effectiveness or safety between the agents

	· Anticoagulants
	Sarah Martinez, PharmD 

	Anticoagulants
Dr. Martinez reported that Xarelto 2.5mg had been approved in combination with aspirin to reduce the risk of major CV events (CV death, MI, and stroke) in patients with chronic coronary) or peripheral artery disease. She reported on dosage and information from the COMPASS study that supported this indication. The 2.5 mg dose is the only strength approved for this indication and that dose is not approved for other oral anticoagulant indications.  None of the other oral anticoagulants have this indication. 

Dr. Martinez also reported on a meta-analysis of 5 randomized, controlled clinical trials evaluating the efficacy and safety of rivaroxaban versus enoxaparin in patients who underwent total knee arthroplasty (TKA).  Rivaroxaban was associated with lower rates of symptomatic venous thromboembolism; symptomatic DVT; asymptomatic DVT; distal DVT and proximal DVT. There was no significant difference in the incidence of symptomatic pulmonary embolism.  There was no statistical difference seen in all-cause death or major bleeding.

She also reported on a meta-analysis from 6 randomized, controlled clinical trials evaluating the efficacy and safety of dabigatran 100 mg compared with warfarin in 20,086 patients with nonvalvular atrial fibrillation (NVAF). Warfarin was associated with no statistical difference in rate of stroke or bleeding, but it was associated with fewer embolic events compared to the approved NVAF dabigatrin150 mg approved dose. 

And lastly, Dr. Martinez reported on a focused update from The American Heart Association/American College of Cardiology of the 2014 Guideline on the Management of Patients with Atrial Fibrillation. The novel oral anticoagulants (NOACs) are now recommended over warfarin to prevent stroke in patients with atrial fibrillation, except in those with moderate-to-severe mitral stenosis or a mechanical heart valve.  

Committee Recommendations
The committee concluded that the evidence did not support differences in efficacy, effectiveness or safety between the agents. The committee recommended that Xarelto 2.5 mg only be added if cost effective. 


	Public Comment Period
	Mark Randleman, DO
Suzanne Fox
Idaho Medicaid
	Public Comment Period
There was no public comment as no manufacturer representatives were approved for oral testimony and no public members or medical professionals signed up to testify. 


	· Proprotein Convertase Subtilsin-Kexin / Type 9 (PCSK9) Inhibitors   
	Gerald Gartlehner, MD, MPH
RTI- UNC
Evidence – based Practice Center
	Proprotein Convertase Subtilsin-Kexin / Type 9 (PCSK9) Inhibitors

Dr. Gerald Gartlehner from the RTI-UNC Evidence-based Practice Center presented an update to the Proprotein Convertase Subtilisin/Kexin Type 9 (PCSK9) Inhibitor review completed in December 2018. The original DERP review was completed in 2015.  

Dr. Gartlehner presented an overview to the two available drugs (alirocumab – Praluent, evolocumab-Repatha), their indications and mechanism of effect. Their place in therapy continues to be second-line therapy for patients with familial or nonfamilial hypercholesterolemia who do not reach target LDL-C levels despite maximally tolerated doses of statins or ezetimibe. 

Efficacy outcomes evaluated in the review were mortality, coronary heart disease, nonfatal myocardial infarction, stroke, need for revascularization, LDL-C decrease, and high-density lipoprotein cholesterol (HDL-C) raising ability.  Safety outcomes evaluated included overall adverse events, withdrawals due to adverse events, serious adverse events, and specific adverse events.

This update provided additional evidence for populations with nonfamilial hypercholesterolemia.  It includes findings of the FOURIER and ODYSSEY OUTCOMES trials that had large enough sample sizes to determine the influence of PCSK9 inhibitors on cardiovascular risks.   There are no head-to-head studies directly comparing PCSK9 inhibitors.  There is no evidence on the benefits and harms of long-term treatment with PCSK9 inhibitors. 

Key Findings/ Conclusions


· PCSK9 inhibitors are an effective treatment to lower LDL-C levels in patients with familial or nonfamilial hypercholesterolemia in patients who do not achieve target LDL-C levels with standard lipid-lowering therapy
· In general, PCSK9 Inhibitors had similar risks for adverse events as other lipid-lowering therapies 
· 2 RCT trials were large enough to assess the benefits for cardiovascular outcomes 
· Evolocumab and alirocumab statistically significantly reduced the risk of cardiovascular events compared to placebo; the absolute risk reduction was small 
· A Cochrane report assessing PCSK9 inhibitors as a class provides consistent findings with this evidence review. 
 
Dr.  Gartlehner noted that there are also nine (9) additional upcoming studies. Five were completed in 2018, but results have not been published for four of them.  One has results posted on clinicaltrials.gov and the remaining four studies will be completed in 2021 or 2022. 
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	Sarah Martinez, PharmD 

	Lipotropics, Other
Dr. Martinez reported that there were no new products in this class. She reported that Triglide and Welchol are now available generically. 

Dr. Martinez reported on the American Heart Association & American College of Cardiology updated guidelines for cholesterol management. The guidelines emphasize lifestyle management and prevention. Statins, as add-on to lifestyle management, continue to be the cornerstone of therapy for lipid management. 

The committee concluded that the evidence did not support differences in efficacy, effectiveness or safety between the two PCSK9 inhibitors.  They recommended keeping all of the drugs in this class non-preferred requiring PA with the current criteria minus the requirement of consultation with a specialist.  

For the other agents they concluded within subclasses that the evidence did not support differences in efficacy, effectiveness or safety. They recommended removing Niacin ER from the preferred list because of minimal efficacy and safety data in comparison. 

	· Lipotropics, Statins
	Sarah Martinez, PharmD 

	Lipotropics Statins
Dr. Martinez reported that there was one new product, Zypitamag (pitavastatin magnesium). It was approved via the 505(b)(2) pathway with some of the approval data derived from safety and efficacy data from pitavastatin (Livalo) studies.  She also reported on the INTREPID trial which looked at effectiveness of pitavastatin or pravastatin effectiveness in HIV patients receiving antiretroviral therapy for at least 6 months. 
   
Committee Recommendations
The committee concluded that the evidence did not support differences in efficacy, effectiveness or safety between the agents.


	· Multiple Sclerosis 
	Sarah Martinez, PharmD 

	Multiple Sclerosis 
Dr. Martinez reported that there are two new products that missed the cut off for this meeting and will be reviewed next year.  She reported that Ampyra is now available generically. 

Dr. Martinez reviewed the 2018 Guideline Development, Dissemination, and Implementation Subcommittee of the American Academy of Neurology published practice guidelines for disease-modifying therapies for adults with MS.  They recommend specific medications based on disease activity, treatment access, and adverse effect profiles. Clinicians should prescribe alemtuzumab, fingolimod, or natalizumab for people with highly active MS. For primary progressive multiple sclerosis, clinicians should offer ocrelizumab to those who are likely to benefit unless the risks outweigh the benefit. The guidelines recommend that stable patients continue treatment indefinitely, unless both the patient and prescriber feel that a trial off of medication is warranted. Discontinuation may be appropriate for select patients with secondary progressive MS (SPMS).

Dr. Martinez also reviewed a drug safety announcement released by the FDA warning patients and providers about severe worsening of MS when Gilenya (fingolimod) is discontinued.  MS may become worse than before Gilenya was started or during therapy.  

She also reviewed another FDA drug safety announcement release warning patients and providers about rare but serious risk of stroke and blood vessel wall tears reported in patients following the use of Lemtrada (alemtuzumab).  These problems may result in permanent disability and death.

Dr. Martinez also reviewed a Cochrane report that compared Lemtrada (alemtazumab) to interferon (IFNß-1a) for relapsing-remitting MS. The authors found that, compared to IFNß-1a, alemtuzumab 12 mg demonstrated a reduced risk of relapses, improvement in disease progression prevention, and improvement in new T2 lesion development at 2 and 3 years. 

Committee Recommendations
The committee concluded that the evidence did not support differences in efficacy, effectiveness or safety between the agents.  

	· BPH Treatments
	Sarah Martinez, PharmD 

	BPH Treatments
Dr. Martinez reported that there are no new products in this class. She reported that Rapaflo is now available generically. 

Committee Recommendations
The committee concluded that the evidence did not support differences in efficacy, effectiveness or safety between the agents.

	· Proton Pump Inhibitors
	Sarah Martinez, PharmD 

	Proton Pump Inhibitors
Dr. Martinez reported that there were no new products in this class. She reported that there was a class wide additional warning added regarding fundic gland polyps for proton pump inhibitors. Proton pump inhibitor use is associated with an increased risk of fundic gland polyps that increases with long-term use, especially beyond 1 year. They should be used for the shortest duration of therapy appropriate for the condition being treated.

The Department is in the process of implementing prior authorization processes recommended by the Committee last year. These were handed out for review in the meeting. The intent is to make the process as automated as possible including not needing a PA if there is an ICD-10 for a hypersecretory condition. 

Committee Recommendations
The committee concluded that the evidence did not support differences in efficacy, effectiveness or safety between the agents.

The committee recommended removing the high-dose specification from the corticosteroid criteria of the proton pump inhibitor criteria. In addition, the committee recommended defining “chronic usage” for NSAIDs. The committee also recommended grandfathering in current patients and applying this to the new patients prior to working on transition of old patients as well as sharing this policy with physicians it effects prior to implementing. 


	· H. Pylori Treatments
	Sarah Martinez, PharmD 

	H. Pylori Treatments
Dr. Martinez reported there is no recent clinical information of significance in this class and no new products.

Committee Recommendations
The committee concluded that the evidence did not support differences in efficacy, effectiveness or safety between the agents. 

	· GI Motility, Chronic
	Sarah Martinez, PharmD 

	GI Mobility, Chronic
Dr. Martinez reported that there was one new product, Motegrity (prucalopride), a serotonin-4 receptor agonist indicated for the treatment of chronic idiopathic constipation in adults.  She reviewed dosing, contraindication, warnings, and possible adverse reactions.  She noted that the drug was approved with six placebo-controlled studies and that no comparative data was available. 

Dr. Martinez also reported on the 2019 American Gastroenterology Association guideline on medical management of opioid-induced constipation. The guideline recommends use of traditional laxatives as first-line agents. Nalmedine and naloxegol are recommended in patients who are refractory to laxatives.  Methylnaltrexone (Relistor) has a conditional recommendation due to low quality of evidence.  Lubiprostone (Amitiza) and prucalopride (Motegrity) are not recommended in the guidelines due to limited consistent evidence to support their use. 

Committee Recommendations
The committee concluded that the evidence did not support differences in efficacy, effectiveness or safety between the agents. They recommended moving Relistor to preferred status if cost effective. 

	· Ulcerative Colitis Agents
	Sarah Martinez, PharmD

	Ulcerative Colitis Agents
Dr. Martinez reported that Canas and Uceris are now available generically.  She reviewed the American Gastroenterology Association published guidelines on the management of mild-to-moderate ulcerative colitis. Standard-dose mesalamine or diazo-bonded 5-ASA is recommended over low-dose mesalamine or sulfasalazine for patients with mild-to-moderate extensive UC.  Patients with extensive or left-sided mild-to-moderate UC should have rectal mesalamine added to oral 5-ASA.  Those with a suboptimal response can be treated with high-dose mesalamine plus rectal mesalamine. Once-daily dosing of oral mesalamine is also recommended over more frequent dosing regimens and standard-dose oral mesalamine or diazo-bonded 5-ASA is recommended over budesonide regimens for remission induction.  

Committee Recommendations
The committee concluded that the evidence did not support differences in efficacy, effectiveness or safety between the agents

	· Drugs to Treat Overactive Bladder
	Beth Shaw, MSc
Center for Evidence Based Policy


	Drugs to Treat Overactive Bladder

Beth Shaw, MsC from the Center for Evidence-based Policy presented the 2018 updated DERP report on Drugs to Treat Overactive Bladder. This is the sixth update of the report since the original report in 2003 and was completed by the Pacific Northwest Evidence-Practice Center.  The new review looked at 18 new head-to-head randomized controlled trials and 1 observational study with 575,671 patients.  Most of the evidence was for mirabegron.  Mirabegron was statistically superior to solifenacin or tolterodine ER on some effectiveness outcomes, but absolute differences were very small.  There were no differences in adverse events.  Other evidence showed both solifenacin and tolterodine resulted in significantly fewer withdrawals due to adverse events than oxybutynin and fesoterodine.

	· Bladder Relaxants 
	Sarah Martinez, PharmD 

	Bladder Relaxants
Dr. Martinez reported that Myrbetriq (mirabegron) is now approved in combination with solifenacin succinate for the treatment of overactive bladder with symptoms of urge urinary incontinence, urgency, and urinary frequency. This indication was based on the BESIDE trial which assessed the addition of mirabegron to patients using solifenacin without the desired relief. The combination was found to be superior to solifenacin 5 mg, with significant improvements in daily incontinence.

Committee Recommendations
The committee concluded that the evidence did not support differences in efficacy, effectiveness or safety between the agents.

	· Hepatitis C Agents
	Sarah Martinez, PharmD 

	Hepatitis C Agents
Dr. Martinez reported on several product updates. 
· Abbvie has voluntarily discontinued sales of Viekira XR and Technivie in the US due to changes in HCV treatment practices. 
· Gilead has launched authorized generic versions of Epclusa (sofosbuvir/velpatasvir) and Harvoni (ledipasvir/sofosbuvir) in the US through a newly created subsidiary, Asegua Therapeutics. 
· Bristol Myers Squibb has made a business decision to discontinue Daklinza (daclatasvir). 

Committee Recommendations
The committee concluded that the evidence did not support differences in efficacy, effectiveness or safety between the direct-acting anti-viral agents.  

The committee recommended that the program review current Department guidelines on treatment of Hepatitis C with emphasis on liver biopsy and fibrosis scoring and substance abuse abstinence policies and update as necessary. 

	· Cystic Fibrosis, Oral Agents
	Sarah Martinez, PharmD 

	Cystic Fibrosis, Oral Agents
Dr. Martinez reported that Orkambi (ivacaftor/lumacaftor) is now indicated to treat cystic fibrosis is patients as young as 2 years old who are homozygous for the mutation on the CFTR gene responsive to Orkambi. In addition, Kalydeco is now indicated to treat cystic fibrosis in patients age 12 to less than 24 months who have 1 cystic fibrosis transmembrane conductance regulator (CFTR) gene mutation that is responsive to ivacaftor based on clinical and/or in vitro data.

Committee Recommendations
The committee recommended that Symdeko remain preferred over Orkambi except in patients 2-12 years as Symdeko is only FDA approved for > 12 years.  

	· Pancreatic Enzymes
	Sarah Martinez, PharmD 

	Pancreatic Enzymes
Dr. Martinez reported there is no recent information of significance in this class and no new products.

Committee Recommendations
The committee concluded that the evidence did not support differences in efficacy, effectiveness or safety between the agents. 

	· Growth Hormone
	Sarah Martinez, PharmD 

	Growth Hormone
Dr. Martinez reported that Zomacton received a new indication to treat pediatric patients with growth failure due to idiopathic short stature (ISS), short stature homeobox-containing gene (SHOX), Turner syndrome (TS), and small for gestational age (SGA) with no catch-up growth by 2 to 4 years of age.

Committee Recommendations
The committee concluded that the evidence did not support differences in efficacy, effectiveness or safety between the agents.  The current criteria for growth hormone use was approved with no recommended changes. 

	Other Committee Business
	Tami Eide, PharmD

	Other Committee Business

Dr. Eide updated the committee on rules approved by the legislature for a maintenance (3 month) drug list. Drugs on this list will in general be those that are continuous, are treating a chronic disease state, and have a low probability for dosage change. The drugs on the list can be approved for up to 3 months per fill for members that have shown stability on the drug for 2 months prior. Drugs on this list will be recommended by the P&T Committee and approved by the Director of Health and Welfare. The Drug List will be maintained on the pharmacy website to prevent the need to update state rules when drugs are added or deleted. 

Dr. Eide presented a draft drug list for discussion and approval.  The committee recommended to include second generation antipsychotics. The committee recommended to remove Alzheimer medications. 

The meeting adjourned at 2:30 p.m. Next meeting will be on May 17, 2019.





	Pharmacy and Therapeutics Committee Meeting
Public Comment

No public comment was given.
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