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Drug Utilization Review Board 
Meeting Agenda, Open Session 

October 14, 2015 10:00 a.m. – 2:00 p.m. 

Meeting Location 
HP Enterprise Services, Capital Room 

6700 SW Topeka Blvd, Bldg. 283 J, Topeka, KS 66619 

I. CALL TO ORDER 

A. Announcements 

II. OLD BUSINESS 

A. Review and Approval of July 8, 2015 Meeting Minutes 

B. Tabled Proposed Medication Criteria Changes 

1. Opana® (oxymorphone) 
Opana is an opioid analgesic that is indicated for acute pain (immediate-release tablets) and chronic pain 
(extended-release tablets). In July 2015, information was presented to the DUR board of the increased 
abuse that was evident with this medication. The DUR board was open to being proactive for a change in 
criteria to potentially decrease the abuse through the prior authorization process. Proposed criteria options 
are being presented to monitor utilization of Opana.  

III. NEW BUSINESS 

Board Members 
James Backes, PharmD 
Tim Heston, DO 
John Kollhoff, PharmD 

Lauren Morton, PharmD, BCPS 
LaTonyua Rice, PharmD, CGP 

Russell Scheffer, MD 
Judy McDaniel Dowd, PA-C Roger Unruh, DO 
Moneeshindra Mittal, MD  
  
  

KDHE-DHCF Staff 
Kelley Melton, PharmD Liane Larson, PharmD 

 
HP Enterprise Services/HID Staff 

Ariane Casey, PharmD Karen Kluczykowski, RPh 
Nancy Perry, RN Rachel Boyer, PharmD, BCPS 

 
MCO Staff 

Jonalan Smith, PharmD, FASCP, Sunflower State Health Plan 
Jennifer Murff, RPh, UnitedHealthcare Community Plan 
Lisa Todd, RPh, Amerigroup 
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A. New Preferred Drug List (PDL) Classes 

1. Opioid-Induced Constipation Agents 
At the September 2015 PDL meeting, the committee approved the addition of Opioid-Induced 
Constipation Agents to the PDL.  Standard non-preferred prior authorization criteria are being proposed 
for this new class to allow access to non-preferred agents. 

i. Non-Preferred PDL PA Criteria 
ii. *Public Comment 
iii. Board Discussion 

2. Inhaled Long-Acting Beta Agonists/Anticholinergics 
At the September 2015 PDL meeting, the committee approved the addition of Inhaled Long-Acting Beta 
Agonists/Anticholinergic Agents to the PDL.  Standard non-preferred prior authorization criteria are being 
proposed for this new class to allow access to non-preferred agents. 

i. Non-Preferred PDL PA Criteria 
ii. *Public Comment 
iii. Board Discussion 

3. Anaphylaxis Agents 
At the September 2015 PDL meeting, the committee approved the addition of a fourth PDL criteria for 
Anaphylaxis Agents, stating that a patient established/training on one device does not necessarily need to 
switch to a new device.  Standard non-preferred prior authorization criteria are being proposed for this new 
class to allow access to non-preferred agents. 

i. Non-Preferred PDL PA Criteria 
ii. *Public Comment 
iii. Board Discussion 

4. Thrombopoietin (TPO) Receptor Agonists 
At the September 2015 PDL meeting, the committee approved the addition of Thrombopoietin (TPO) 
Receptor Agonists to the PDL.  Standard non-preferred prior authorization criteria are being proposed for 
this new class to allow access to non-preferred agents. 

i. Non-Preferred PDL PA Criteria 
ii. *Public Comment 
iii. Board Discussion 

5. PCSK9-inhibitors (Proprotein convertase subtilisin/kexin type 9) 
At the September 2015 PDL meeting, the committee approved the addition of PCSK9-inhibitors to the PDL.  
Standard non-preferred prior authorization criteria are being proposed for this new class to allow access to 
non-preferred agents. 

i. Non-Preferred PDL PA Criteria 
ii. *Public Comment 
iii. Board Discussion 

 
B. Revised Prior Authorization (PA) Criteria 

1. Xifaxan® (rifaximin) 
Xifaxan is an anti-infective agent indicated for the treatment of hepatic encephalopathy and Traveler’s 
diarrhea, depending on the strength. Prior authorization criteria were last revised in July 2013. Since 
that time, Xifaxan has become FDA approved for the treatment of Irritable Bowel Syndrome (IBS) with 
diarrhea (IBS-D) in adults. The prior authorization criteria are being revised to ensure appropriate use. 

i. Revised PA Criteria 
ii. *Public Comment 
iii. Board Discussion 

2. Breo Ellipta® (fluticasone/vilanterol) 
Breo Ellipta is a respiratory inhalant combination (inhaled corticosteroid and long-acting beta-agonist) 
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indicated to reduce exacerbations and for maintenance treatment of airflow obstruction in patients 
with chronic obstructive pulmonary disease (COPD). Prior authorization criteria were initially approved 
in January 2014. Since that time, Breo Ellipta has become FDA approved for the treatment of asthma in 
adults. The prior authorization criteria are being revised to be consistent with similar agents and ensure 
appropriate use. 

i. Revised PA Criteria 
ii. *Public Comment 
iii. Board Discussion 

3. Delatestryl® (testosterone enanthate injection) 
Delatestryl is an injectable testosterone indicated for hormone replacement. Prior authorization criteria 
were last revised in July 2013. When the medication is indicated for the treatment of delayed puberty in 
male adolescents, testosterone levels are not used for diagnostic testing. Revised prior authorization 
criteria are being proposed to include commonly used evaluations for the diagnosis of delayed puberty.   

i. Revised PA Criteria 
ii. *Public Comment 
iii. Board Discussion 

4. Promacta® (eltrombopag) 
Promacta is a small-molecule TPO-receptor agonist that interacts with the transmembrane domain of the 
human TPO-receptor and initiates signaling cascades that induce proliferation and differentiation from 
bone marrow progenitor cells.  Prior authorization criteria were last revised in July 2015. Since that time, 
labeling has been revised to lower the age for use in chronic idiopathic thrombocytopenia (ITP) in 
children as young as one year old.  Prior authorization criteria are being proposed to ensure appropriate 
use based upon the FDA-approved labeling information. 

i. Revised PA Criteria 
ii. *Public Comment 
iii. Board Discussion 

5. Dysport® (abobotulinumtoxinA) 
Dysport is an acetylcholine release inhibitor and neuromuscular blocking agent indicated in the 
treatment of adults with cervical dystonia.  Prior authorization criteria were last revised in October 
2014. Since that time, labeling has been revised to include the indication of treatment of upper limb 
spasticity in adults to decrease the severity of increased muscle tone in elbow flexors, wrist flexors and 
finger flexors.  Prior authorization criteria are being proposed to ensure appropriate use based upon the 
FDA-approved labeling information. 

i. Revised PA Criteria 
ii. *Public Comment 
iii. Board Discussion 

6. Ferriprox® (deferiprone) 
Ferriprox is an iron-chelating agent used for transfusional iron overload.  Prior authorization criteria 
were last revised in April 2013. Since that time, labeling has been revised to include information related 
to neutropenia.  Prior authorization criteria are being proposed to ensure safe and appropriate use 
based upon the FDA-approved labeling information. 

i. Revised PA Criteria 
ii. *Public Comment 
iii. Board Discussion 

7. Topical and Buccal Androgens 
Testosterone products (topical and buccal) are hormonal supplements approved for primary 
hypogonadism or hypogonadotropic hypogonadism.  Prior authorization criteria were last revised in July 
2014. Since that time, guidelines have recommended continuing treatment to maintain normal 
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testosterone levels. Prior authorization criteria are being proposed to ensure appropriate continued use 
based upon the FDA-approved labeling information and national guidelines. 

i. Revised PA Criteria 
ii. *Public Comment 
iii. Board Discussion 

8. Harvoni® (ledipasvir/sofosbuvir) 
Harvoni is a direct-acting antiretroviral indicated for the treatment of hepatitis C. Prior authorization 
criteria were last revised in January 2015. Since that time, the Hepatitis C guidelines have been revised 
to include patients with comorbid human immunodeficiency virus (HIV) infection to be treated with this 
medication. Prior authorization criteria are being proposed to ensure appropriate use based upon the 
FDA-approved labeling information and to remain consistent with other agents used for the approved 
indication. 

i. Revised PA Criteria 
ii. *Public Comment 
iii. Board Discussion 

9. Sovaldi® (sofosbuvir) 
Sovaldi is a direct-acting polymerase inhibitor (antiretroviral) indicated for the treatment of Hepatitis C. 
Prior authorization criteria were last revised in April 2015. Since that time, the Hepatitis C guidelines 
have been revised and the medication has become FDA approved for use with another direct-acting 
antiretroviral, Daklinza. Prior authorization criteria are being proposed to ensure appropriate use based 
upon the FDA-approved labeling information and to remain consistent with other agents used for the 
approved indication. 

i. Revised PA Criteria 
ii. *Public Comment 
iii. Board Discussion 

10. Olysio® (simeprevir) 
 Olysio is a direct acting Hepatitis C virus protease inhibitor initially approved in April 2014 for specific 

Hepatitis C genotypes according to drug information and package insert information.  Revised prior 
authorization criteria is being proposed to simplify therapy options and update nomenclature based on 
newer treatments available.  

i. Revised PA Criteria 
ii. *Public Comment 
iii.  Board Discussion 

11. Viekira Pak™ (ombitasvir/paritaprevir/ritonavir/dasabuvir) 
 Viekira Pak is a combination Hepatitis C treatment kit that was initially approved in January 2015 for 

specific Hepatitis C genotypes according to drug information and package insert information.  Revised prior 
authorization criteria is being proposed to simplify therapy options and update nomenclature based on 
newer treatments available.  

i. Revised PA Criteria 
ii. *Public Comment 
iii.  Board Discussion 

C. New Prior Authorization (PA) Criteria 

1. Daklinza® (daclatasvir)  
Daklinza is a direct-acting antiviral agent indicated for combination therapy with sofosbuvir (Sovaldi®) for 
the treatment of chronic hepatitis C virus in adults with genotype 3 virus. Prior authorization criteria are 
being proposed to ensure appropriate use based upon the FDA-approved labeling information and to remain 
consistent with other agents used for the approved indication. 

i. Prior Authorization Criteria 
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ii. *Public Comment 
iii. Board Discussion 

2. Technivie® (ombitasvir/paritaprevir/ritonavir)  
Technivie is a direct-acting antiviral agent indicated for combination therapy with ribavirin for the treatment 
of chronic hepatitis C virus in adults with genotype 4 virus without cirrhosis. Prior authorization criteria are 
being proposed to ensure appropriate use based upon the FDA-approved labeling information and to remain 
consistent with other agents used for the approved indication. 

i. Prior Authorization Criteria 
ii. *Public Comment 
iii. Board Discussion 

3. Kadcyla® (ado-trastuzumab emtansine)  
Kadcyla is an antineoplastic agent indicated as a single agent for the treatment of HER2-positive, metastatic 
breast cancer. Prior authorization criteria are being proposed to ensure appropriate use based upon the 
FDA-approved labeling information and to remain consistent with other agents used for the approved 
indication. 

i. Prior Authorization Criteria 
ii. *Public Comment 
iii. Board Discussion 

4. CFTR therapy  
Orkambi (lumacaftor/ivacaftor) and Kalydeco (ivacaftor) are cystic fibrosis transmembrane regulator (CFTR) 
protein potentiators indicated for the treatment of cystic fibrosis.   Prior authorization criteria are being 
proposed to ensure appropriate use based upon the FDA-approved labeling information regarding genetic 
polymorphisms.   

i. Prior Authorization Criteria 
ii. *Public Comment 
iii. Board Discussion 

5. PCSK9 inhibitors [Praluent® (alirocumab), Repatha® (evolocumab)] 
Praluent and Repatha are human monoclonal antibodies that binds to proprotein convertase subtilisin kexin 
type 9 (PCSK9) indicated for the adjunctive treatment of hyperlipidemia in adults with heterozygous familial 
hypercholesterolemia or clinical atherosclerotic cardiovascular disease, who require additional lowering of 
LDL-cholesterol. Prior authorization criteria are being proposed to ensure appropriate use based upon the 
FDA-approved labeling information. 

i. Prior Authorization Criteria 
ii. *Public Comment 
iii. Board Discussion 

6. Kyprolis® (carfilzomib)  
Kyprolis is an antineoplastic proteasome inhibitor indicated for the treatment of relapsed/refractory 
multiple myeloma. Prior authorization criteria are being proposed to ensure appropriate use based upon the 
FDA-approved labeling information. 

i. Prior Authorization Criteria 
ii. *Public Comment 
iii. Board Discussion 

7. Somavert® (pegvisomant)  
Somavert is indicated for the treatment of acromegaly in adults. Prior authorization criteria are being 
proposed to ensure appropriate use based upon the FDA-approved labeling information. 

i. Prior Authorization Criteria 
ii. *Public Comment 
iii. Board Discussion 
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8. Vantas® (histrelin)  
Vantas is a gonadotropin-releasing hormone analog indicated for the treatment of advanced prostate cancer 
in adult males. Prior authorization criteria are being proposed to ensure appropriate use based upon the 
FDA-approved labeling information and to remain consistent with other agents within this class. 

i. Prior Authorization Criteria 
ii. *Public Comment 
iii. Board Discussion 

9. Cysteamine agents (Cystaran®, Procysbi®)  
Cysteamine agents aid in the conversion of cysteine to soluble agents indicated in the treatment of corneal 
cysteine crystal accumulation and nephropathic cystinosis.  Prior authorization criteria are being proposed 
to ensure appropriate use based upon the FDA-approved labeling information. 

i. Prior Authorization Criteria 
ii. *Public Comment 
iii. Board Discussion 

 
10. Imbruvica® (ibrutinib) 

Imbruvica is a tyrosine kinase inhibitor indicated for treatment of chronic lymphoid leukemia, mantle cell 
lymphoma and Waldenstrom macroglobulinemia.  Prior authorization criteria are being proposed to ensure 
appropriate use based upon the FDA-approved labeling information and current clinically accepted 
guidelines. 

i. Prior Authorization Criteria 
ii. *Public Comment 
iii. Board Discussion 

 
11. Opdivo® (nivolumab)  

Opdivo is a human programmed death receptor-1 (PD-1) blocking monoclonal antibody indicated in the 
treatment of metastatic and/or unresectable melanoma and metastatic non-small cell lung cancer.  Prior 
authorization criteria are being proposed to ensure appropriate use based upon the FDA-approved labeling 
information and to remain consistent with other agents within this class. 

i. Prior Authorization Criteria 
ii. *Public Comment 
iii. Board Discussion 

12. Viberzi® (eluxadoline)  
Viberzi is a mu-opioid receptor agonist indicated in adults for the treatment of irritable bowel syndrome 
with diarrhea (IBS-D).  Prior authorization criteria are being proposed to ensure appropriate use based upon 
the FDA-approved labeling information. 

i. Prior Authorization Criteria 
ii. *Public Comment 
iii. Board Discussion 

13. Zelboraf® (vemurafenib)  
Zelboraf is a kinase inhibitor indicated for the treatment of patients with unresectable and/or metastatic 
melanoma with a BRAF V600E mutation.  Prior authorization criteria are being proposed to ensure 
appropriate use based upon the FDA-approved labeling information and to remain consistent with other 
agents within this class. 

i. Prior Authorization Criteria 
ii. *Public Comment 
iii. Board Discussion 

 

 



*Public comment is limited to five minutes per product; additional time will be allowed at the DUR Board’s discretion. Informal 
comments will be accepted from members of the audience at various points in the agenda. 

**THIS AGENDA IS SUBJECT TO CHANGE** 

 

D. Miscellaneous Items 

1. Fee-for-Service Annual Program Assessment 
The annual program assessment for the Medicaid fee-for-service population will be presented to show drug 
trends over the past state fiscal year. 

i. Presentation 
ii. Board Discussion 

IV. OPEN PUBLIC COMMENT 

V. ADJOURN 

Lunch will be provided for the DUR Board members.  
The next DUR Board meeting is scheduled for January 13, 2016. 
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