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Bill Branch, Vivus 
Diane Hanna, Celgene 

   
 

TOPIC DISCUSSION DECISION AND/OR ACTION 
I. Call to Order Dr. Kevin Waite called the meeting to order at 10:08am.  

A. Announcements Dr. Ellermeier advised where individuals should park. 

Dr. Melton introduced Dr. Backes as the newest DUR board member. 

 

II. Old Business 
A. Review and Approval of April 9, 
2014 DUR Meeting Minutes 

 Dr. Unruh made motion to 
accept the minutes as 
presented.  
Dr. Heston seconded the 
motion.   
The minutes were approved 
unanimously.  

III. New Business 
A. Revised Prior Authorization 
(PA) Criteria 

1. Incivek® (telaprevir) 
i. Revised PA Criteria 
ii. *Public Comment 
iii. Board Discussion 

Background 
Incivek is a hepatitis C protease inhibitor indicated for the treatment of genotype 1 chronic 
hepatitis C. Prior authorization criteria were initially approved in 2013. The prior 
authorization criteria are being revised to be consistent with similar agents and ensure 
appropriate use. 

Dr. Heston made motion to 
accept the revised PA Criteria  

Dr. Kollhoff seconded the 
motion.  

The criteria were approved 
unanimously. 
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TOPIC DISCUSSION DECISION AND/OR ACTION 

 
Public Comment 
No Public Comment 
Board Discussion 
Language for illicit substance use or alcohol abuse was discussed and changes made per that 
conversation. 

2. Victrelis® (boceprevir) 
i. Revised PA Criteria 
ii. *Public Comment 
iii. Board Discussion 

Background 
Victrelis is a hepatitis C protease inhibitor indicated for the treatment of genotype 1 chronic 
hepatitis C. Prior authorization criteria were initially approved in 2013. The prior 
authorization criteria are being revised to be consistent with similar agents and ensure 
appropriate use. 

Dr. Kollhoff made motion to 
accept the revised PA Criteria  

Dr. Unruh seconded the motion.  

The criteria were approved 
unanimously. 
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TOPIC DISCUSSION DECISION AND/OR ACTION 

 
 
Public Comment 
No Public Comment 

Board Discussion 
Updated the illicit substance use and alcohol abuse bullet point. 

3. Olysio® (simeprevir) 
i. Revised PA Criteria 
ii. *Public Comment 
iii. Board Discussion 

Background 
Olysio is a hepatitis C protease inhibitor indicated for the treatment of genotype 1 chronic 
hepatitis C. Prior authorization criteria were initially approved in January 2014. The prior 
authorization criteria are being revised to be consistent with similar agents and ensure 
appropriate use. 

Dr. Unruh made motion to 
accept the revised PA Criteria  

Dr. Kollhoff seconded the 
motion.  

The criteria were approved 
unanimously. 
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TOPIC DISCUSSION DECISION AND/OR ACTION 

 

Public Comment 
No Public Comment. 

Board Discussion 
There was discussion around genotype 1a and illicit use.  

Dr. Ellermeier confirmed for Dr. Waite that Genotype1 is the only one that has a subtype 1a. 
Updated the illicit substance use and alcohol abuse bullet point. 

4. Sovaldi® (sofosbuvir) 
i. Revised PA Criteria 
ii. *Public Comment 
iii. Board Discussion 

Background 
Sovaldi is a hepatitis C virus nucleotide analog NS5B polymerase inhibitor indicated for the 
treatment of chronic hepatitis C. Prior authorization criteria were initially approved in 
January 2014. The prior authorization criteria are being revised to be consistent with similar 
agents and ensure appropriate use.  

Dr. Kollhoff made motion to 
accept the revised PA Criteria  

Dr. Unruh seconded the motion.  

The criteria were approved 
unanimously. 
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TOPIC DISCUSSION DECISION AND/OR ACTION 
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TOPIC DISCUSSION DECISION AND/OR ACTION 

 

Public Comment 
Public comment from Mr. Greg Lancanster centered around lLiver staging, IFN ineligible 
criteria, and length of 2 agents criteria. 
Mr. Lancaster also questioned the continuity in care with the length of time needed for the 
initial approval. 

Board Discussion 
Dr. Ellermeier stated the length of approval is appropriate for determining patients are being 
adherent. The MCOs discussed their adherence outreach. Weekly outreach by MCOs about 
adherence. 
Updated the illicit substance use and alcohol abuse bullet point. 

5. Buprenorphine Agents 
(Bunavail® 
(buprenorphine/naloxone 

Background 
Prior authorization criteria for Buprenorphine agents for opioid dependence were last 
revised in October 2013. Since the last revision, a new agent has been approved. Prior 

Dr. Kollhoff made motion to 
accept the revised PA Criteria  
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TOPIC DISCUSSION DECISION AND/OR ACTION 
Buccal film)) 
i. Revised PA Criteria 
ii. *Public Comment 
iii. Board Discussion 

authorization criteria revisions are being proposed to include Bunavail. 

 

Public Comment 
None 

Board Discussion  
Discussion around the medical necessity and reason for use of a short-term opioid, and 
requiring the documentation of those narcotic medications. Especially in a 24 hour turn 
around. Dr. Heston had concerns with the criteria causing excessive amount paperwork 
that physicians must go through to care for their patients in a timely manner. 

Dr. Backes seconded the 
motion.  

The criteria were approved; Dr. 
Heston opposed. 

6. Kalydeco® (ivacaftor) 
i. Revised PA Criteria 
ii. *Public Comment 
iii. Board Discussion 

Background 
Kalydeco is a treatment for cystic fibrosis indicated for patients age 6 years and older. Prior 
authorization criteria were initially approved in April 2012; since that time, the indication has 
been expanded to include additional genetic mutations. Prior authorization criteria are being 
revised to include all FDA-approved indications. 

Dr. Unruh made motion to 
accept the revised PA Criteria 
  
Dr. Kollhoff seconded the 
motion.  
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TOPIC DISCUSSION DECISION AND/OR ACTION 

 

Public Comment 
None. 

Board Discussion 
None 

The criteria were approved 
unanimously 

7. Xolair® (omalizumab) 
i. Revised PA Criteria 
ii. *Public Comment 
iii. Board Discussion 

Background 
Xolair is an anti-IgE antibody indicated for moderate to severe persistent asthma in patients 
with a positive skin test to a perennial aeroallergen and symptoms that are inadequately 
controlled with inhaled corticosteroids, and chronic idiopathic urticaria in patients 12 years 
of age and older who remain symptomatic despite antihistamine treatment. Prior 
authorization criteria were initially approved in July 2005 and are being revised to include all 
FDA-approved indications and align more closely with the guidelines for the diagnosis and 
management of asthma. 

Dr. Unruh made motion to 
accept the revised PA Criteria 
  
Dr. Kollhoff seconded the 
motion.  
 

The criteria were approved 
unanimously 
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TOPIC DISCUSSION DECISION AND/OR ACTION 

 

Public Comment 
None 

Board Discussion 
Dr. Waite stated that there is considerable improvement in the way the criteria this has been 
re-structured. 

8. Promacta® (eltrombopag) 
i. Revised PA Criteria 
ii. *Public Comment 
iii. Board Discussion 

Background 
Promacta is a thrombopoietin receptor antagonist indicated for the treatment of 
thrombocytopenia in patients with chronic ITP and patients with chronic hepatitis C to allow 
the initiation and maintenance of interferon-based therapy. Prior authorization criteria were 
last revised in July 2013, and are being revised to include all FDA-approved indications.  

Dr. Kollhoff made motion to 
accept the revised PA Criteria 
 
Dr. Unruh seconded the motion.  
 

The criteria were approved 
unanimously 
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TOPIC DISCUSSION DECISION AND/OR ACTION 

 

Public Comment 
None 

Board Discussion  
None 

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

Background 
The prior authorization criteria for human growth hormones were last revised in September 
2007. Prior authorization criteria are being revised to improve consistency in approval and 
denial determinations based on the FDA-approved indications.  

Dr. Unruh made motion to 
accept the revised PA Criteria 
  
Dr. Backes seconded the 
motion.  
 

The criteria were approved 
unanimously 
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TOPIC DISCUSSION DECISION AND/OR ACTION 
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TOPIC DISCUSSION DECISION AND/OR ACTION 
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TOPIC DISCUSSION DECISION AND/OR ACTION 
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TOPIC DISCUSSION DECISION AND/OR ACTION 

 

Public Comment 
None 

Board Discussion 
Dr. Waite stated that the criteria are re-organized. Dr. Ellermeier explained the criteria had 
been  re-organized and more specific requirements were values added to reduce the 
variance in approvals and denials based on close up the possible open to interpretation 
issues. 

10. Testosterone Agents 
(Natesto® (testosterone nasal 
gel)) 
i. Revised PA Criteria 
ii. *Public Comment 
iii. Board Discussion 

Background 
Prior authorization criteria for testosterone agents were approved in July 2013.Since that 
time a new agent has been approved—Natesto nasal gel. Prior authorization criteria are 
being revised to include this new agent.  

Dr. Kollhoff made motion to 
accept the revised PA Criteria 
  
Dr. Heston seconded the 
motion.  
 

The criteria were approved 
unanimously 
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TOPIC DISCUSSION DECISION AND/OR ACTION 

 

Public Comment 
None 

Board Discussion 
 None 

11. Long-Acting Opioids 
i. Revised PA Criteria 
ii. *Public Comment 
iii. Board Discussion 

Background 
Override criteria for the long-acting opioids were last revised in January 2014 to include a 
new agent. Override criteria are being revised to include a requirement that prescribers 
review the patient’s K-TRACS profile.  

Dr. Heston made motion to 
accept the revised PA Criteria 
  
Dr. Backes seconded the 
motion.  
 

The criteria were approved 
unanimously 
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TOPIC DISCUSSION DECISION AND/OR ACTION 

 

Public Comment 
None. 

Board Discussion 
 Board discussion on the criteria requiring a ‘single KMAP enrolled prescriber’ and the review 
of the K-TRACS patient profile by the provider. Dr. Melton explained that the criteria are not 
required for ever long-acting opioid, only those claims that exceed the set limits. Meaning, 
the requirement is for the provider to review the K-TRACS patient profile for patients 
utilizing above average doses of long-acting opioids. what is driving this criteria, is the 
monthly limit. This PA does not kick in until the medication limit is exceeded. 

B. New Prior Authorization 
Criteria 

1. Xartemis XR® 
(oxycodone/acetaminophen) 
i. Override Criteria 
ii. *Public Comment 
iii. Board Discussion 

Background 
Xartemis XR is an extended-release formulation of oxycodone and acetaminophen indicated 
for the management of acute pain severe enough to require opioid treatment and for which 
alternative treatment options are inadequate. A limit of an initial 7 day supply and 4 tablets 
per day without an override is being proposed along with criteria for override above 7 days 
or 4 tablets per day. 

Dr. Kollhoff made motion to 
accept the PA criteria.  

Dr. Heston seconded the 
motion.  

The criteria were approved 
unanimously. 
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TOPIC DISCUSSION DECISION AND/OR ACTION 

 

Public Comment 
None 

Board Discussion 
Dr. Ellermeier noted the placement in therapy for Xartemis is uncertain since it is indicated 
for a short term use. The prior authorization would not be required for the first fill of this 
medication. It would only be required if the patient is taking the medication for longer than 
indicated. is criteria is for the second go around. Dr. Kollhoff will check on the initial 
rejection.  

2. Demerol® (meperidine) 
i. Override Criteria 
ii. *Public Comment 
iii. Board Discussion 

Background 
Meperidine is indicated for the relief of moderate to severe pain. Meperidine should not be 
used for the treatment of chronic pain; it should only be used in the treatment of acute 
episodes of moderate to severe pain. Prolonged use may increase the risk of toxicity from 
the accumulation of the meperidine metabolite, normeperidine. A limit of 900mg per day for 
an initial 21 day supply is being proposed. Additional courses of therapy will require an 
override based on the proposed criteria 

Dr. Heston made motion to 
accept the PA criteria.  

Dr. Unruh seconded the motion.  

The criteria were approved 
unanimously. 
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TOPIC DISCUSSION DECISION AND/OR ACTION 

 

Public Comment 

None 

Board Discussion 
Dr. Waite noted this criteria is similarity to the previous criteria reviewed for Xartemis. He 
also noted there is not a , and clarifying no need to be on this agent long term. Dr. Melton 
and Dr. Ellermeier explained the there is a long-term safety issue with the of use meperdine, 
and that this PA would not take effect until the limit was 900mg was being exceeded. 

3. Eylea® (aflibercept) 
i. PA Criteria 
ii. *Public Comment 
iii. Board Discussion 

Background 
Eylea is an intravitreal injection indicated for the treatment of patients with neovascular 
(wet) age-related macular degeneration and macular edema following central retinal vein 
occlusion. Prior authorization criteria are being proposed to ensure appropriate use based 
upon FDA-approved labeling information and to remain consistent with other agents used 
for the approved indications. 

Dr. Kollhoff made motion to 
accept the PA criteria.  

Dr. Heston seconded the 
motion.  

The criteria were approved 
unanimously. 
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TOPIC DISCUSSION DECISION AND/OR ACTION 

 

Public Comment 
None. 

Board Discussion  
None. 

4. Tanzeum® (albiglutide) 
i. PA Criteria 
ii. *Public Comment 
iii. Board Discussion 

Background 
Tanzeum is a GLP-1 receptor agonist indicated as an adjunct to diet and exercise to improve 
glycemic control in adults with type 2 diabetes. Prior authorization criteria are being 
proposed to ensure appropriate use based upon FDA-approved labeling information and to 
remain consistent with other agents in this class. 

 

Public Comment 

Dr. Kollhoff made motion to 
accept the PA criteria.  

Dr. Heston seconded the 
motion.  

The criteria were approved 
unanimously. 
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TOPIC DISCUSSION DECISION AND/OR ACTION 
None. 

Board Discussion 
Included clarification of maintenance of therapeutic goals. 

5. Enzyme Replacement 
Therapy (Cerezyme® 
(imiglucerase), Elelyso® 
(taliglucerase alfa), & VPRIV® 
(velaglucerase alfa)) 
i. PA Criteria 
ii. *Public Comment 
iii. Board Discussion 

Background 
Cerezyme, Elelyso, and VPRIV are indicated for long-term enzyme replacement therapy for 
adults with a confirmed diagnosis of Type 1 Gaucher disease. Prior authorization criteria are 
being proposed to ensure appropriate use based upon the FDA-approved indications. 

 

Public Comment 
None. 

Board Discussion 
None. 

Dr. Heston made motion to 
accept the PA criteria.  

Dr. Unruh seconded the motion.  

The criteria were approved 
unanimously. 

6. Leukine® (sargramostim) 
i. PA Criteria 
ii. *Public Comment 
iii. Board Discussion 

Background 
Leukine is a colony-stimulating factor; prior authorization criteria are being proposed to 
remain consistent with the other colony-stimulating factors based upon FDA-approved 
labeling information.  

 

Dr. Backes made motion to 
accept the PA criteria.  

Dr. Unruh seconded the motion.  

The criteria were tabled 
unanimously.  
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TOPIC DISCUSSION DECISION AND/OR ACTION 
Public Comment 
None. 

Board Discussion 
None. 

7. Neupogen® (filgrastim) 
i. PA Criteria 
ii. *Public Comment 
iii. Board Discussion 

Background 
Neupogen is a colony-stimulating factor; prior authorization criteria are being proposed to 
remain consistent with the other colony-stimulating factors based upon FDA-approved 
labeling information.  

 

Public Comment 
Risa Reuscher asks to change Criteria 1 from ‘Must have received chemotherapy’ to ‘patient 
must be receiving chemotherapy’ or eliminating criteria 1 altogether. As currently written, 
criteria 1 suggests the patient must have been receiving chemotherapy previously and that is 
not necessary according to the package insert. 

Board Discussion 
Dr. Waite offers wording in regard to Ms. Reuscher’s request as noted in 1.a. 

Dr. Unruh made motion to 
accept the PA criteria.  

Dr. Heston seconded the 
motion.  

The criteria were approved 
unanimously. 

8. Entyvio® (vedolizumab) 
i. PA Criteria 
ii. *Public Comment 
iii. Board Discussion 

Background 
Entyvio is an integrin receptor antagonist indicated for the treatment of ulcerative colitis and 
Crohn’s disease. Prior authorization criteria are being proposed to ensure appropriate 
utilization based upon FDA-approved labeling information.  

Dr. Heston made motion to 
accept the PA criteria.  

Dr. Kollhoff seconded the 
motion.  

The criteria were approved 
unanimously. 
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TOPIC DISCUSSION DECISION AND/OR ACTION 

 

Public Comment 
None 

Board Discussion 
None 

9. Otezla® (apremilast) 
i. PA Criteria 
ii. *Public Comment 
iii. Board Discussion 

Background 
Otezla is a PDE4 inhibitor indicated for the treatment of adult patients with active psoriatic 
arthritis. Prior authorization criteria are being proposed to ensure appropriate utilization 
based upon FDA-approved labeling information. 

Dr. Backes made motion to 
accept the PA criteria.  

Dr. Heston seconded the 
motion.  

The criteria were approved 
unanimously. 
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TOPIC DISCUSSION DECISION AND/OR ACTION 

 

Public Comment 
Diane Hanna pointed out that this is a new agent and offereds to answer any questions from 
the Board.  may have. In answer to Dr. Backes’ question concerning expanded indication, Ms. 
Hanna stated there is currently a review submitted for psoriasis in front of the FDA. 

Board Discussion 
None. 

C. Miscellaneous Items 
Fee-for-Service Retrospective 
Drug Utilization Review Topic 
Selections 
i. Topic Presentation 
ii. Board Discussion 
 

Background 
Each year, the DUR Board selects five (5) intervention topics for mailings. For SFY 2015, at 
least 2–3 topics will be chosen today and, if needed, the remaining topics will be selected at 
the October 2014 DUR meeting. 

The following table shows a summary of the proposed intervention topics and the number of 
potential beneficiaries that may be targeted by each intervention. The number of potential 
beneficiaries is based upon the most recent ICER. The actual number of targeted 
beneficiaries for each intervention will be based upon the ICER for the month the 
intervention is performed.  

Proposed Intervention Topic Potential Targeted 
Beneficiaries 

Therapeutic Duplication of Atypical Antipsychotics 74 
Risk of Fracture/Osteoporosis 37 
Diabetic Patient Not on an ACEI or ARB 47 
Appropriate Monitoring of Atypical Antipsychotics 146 
Inappropriate Use of Dronabinol 13 
Polypsychopharmacy 43 
Therapeutic Duplication of Antidepressants 63 

Dr. Kollhoff made motion to 
implement Proposed 
Intervention Topics #1, #2, #4, 
#6 and #7.  

Dr. Heston seconded the 
motion.   

The topics were approved 
unanimously. 
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TOPIC DISCUSSION DECISION AND/OR ACTION 
Proposed Topic #1 Therapeutic duplication of atypical antipsychotics may cause increased 
side effects, drug interactions, and cost, as well as decreased adherence to therapy. 
Therapeutic use of more than one antipsychotic should be justified with strong evidence 
(e.g., the patient does not respond to monotherapy) before being implemented. 

Proposed Topic #2 Increased osteoporosis risk and decreased bone marrow density (BMD) 
have both been associated with long-term proton pump inhibitor (PPI) use; however, 
osteoporosis does not exclude a patient from PPI therapy. Osteoporotic patients should be 
discontinued from therapy if multiple hip fracture risks exist. One study showed PPI use is 
associated with a lower BMD in the hip and femoral neck, especially in elderly patients, but 
this association does not increase over time.  Patients requiring PPI therapy with multiple 
risk factors for fracture should be monitored closely and given the lowest dose and shortest 
duration of PPI therapy possible. 

Proposed Topic #3 Hypertension is a common comorbid condition with diabetes mellitus. 
Proper blood pressure management is important in diabetic patients in order to preserve 
and protect kidney function. In individuals who have no contraindications, ACEIs and ARBs 
are appropriate for blood pressure reduction in hypertension and may also effectively 
reduce proteinuria and provide renal protection in diabetic nephropathy. These effects are 
also seen in normotensive patients. The use of either an ACEI or an ARB may also help slow 
the progression of diabetic kidney disease. 

Proposed Topic #4 The use of atypical antipsychotics has been associated with weight gain, 
diabetes (including diabetic ketoacidosis), and increased triglycerides and LDL cholesterol 
along with decreased HDL cholesterol.  Because of these risks, it is recommended to monitor 
patients at baseline with routine follow-up monitoring. Baseline monitoring should include 
factors such as personal and family history of cardiovascular disease and diabetes, weight 
and height, waist circumference, blood pressure, and fasting blood glucose and lipid panels. 
Most follow-ups should occur after 3 months of antipsychotic therapy and then annually; 
however, at initiation of therapy or if therapy is changed, patients should be monitored at 4, 
8, and 12 weeks. Patients whose glucose or lipids worsen should be switched to an 
antipsychotic with decreased potential to cause weight gain or diabetes. Patients who 
develop diabetes should be referred to a physician experienced in treating this population.  

Proposed Topic #5 Marinol® (dronabinol) is approved for the treatment of anorexia 
associated with weight loss in patients with AIDS, and nausea and vomiting associated with 
cancer chemotherapy. The off-label use in patients without an appropriate diagnosis may 
represent inappropriate utilization of this medication and an unnecessary cost to KMAP. 
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TOPIC DISCUSSION DECISION AND/OR ACTION 
Proposed Topic #6 The use of two or more psychotropic agents may represent unintended 
duplicative therapy. Complex drug regimens, using multiple agents from multiple drug 
classes, increase the risk for adverse drug effects, drug-drug interactions, and non-
adherence. There are several factors that influence overall costs; one of the most significant 
factors for cost is non-adherence. 

Proposed Topic #7 Therapeutic duplication of antidepressant agents may cause increased 
side effects, drug interactions, and cost, as well as decreased adherence to therapy. Patients 
treated with antidepressants should be assessed at 4 – 8 weeks for therapeutic response 
before augmentation should occur. If the patient has no or partial response, therapy 
modification options include increasing the dose of the current antidepressant (if tolerated), 
changing to a different antidepressant, or considering psychotherapy in combination with 
the antidepressant. If the patient does not respond sufficiently to psychotherapy, a 
consideration to add medication to the therapy may be made. If trials of two medications 
from the same class fail, switching to a different antidepressant class should be considered. 

Public Comment 
None. 

Board Discussion 
General discussion over all topics with a motion to #1, #2, #4, #6, and #7 as topics of choice. 
Topics were approved. 

IV. Open Public Comment Background 

Public Comment 
Jim Baumann discussed that PA limits approved by the DUR Board have increased. 

Board Discussion 
Dr. Waite commented that there was an effort to make decisions for public safety as well as 
cost containment purposes. He noted there are an increased number of drugs approved for 
rare disease states, which are costly to treat and the board tries to ensure appropriate use of 
these costly medications. The Board noted and thanked Mr. Baumann for the comment. 

 

V. Adjourn The meeting was adjourned at 11:56am. 

The next meeting will be on October 8, 2014. It will begin at 10:00am at the HP Enterprises 
Services Office.  

**LUNCH WILL BE PROVIDED FOR DUR BOARD MEMBERS 

Dr. Heston made motion to 
adjourn the meeting. 

Dr. Backes seconded the 
motion.  

The motion was approved 
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TOPIC DISCUSSION DECISION AND/OR ACTION 
unanimously. 
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