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Marla Wiedenmann, 
NovoNordisk 
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TOPIC DISCUSSION DECISION AND/OR ACTION 
I. Call to Order Dr. Kevin Waite called the meeting to order at 10:05am announcing that we now have a 

quorum present and can begin the meeting.   
 

A. Announcements Nicole Ellermeier advised where individuals should park when attending this meeting. 

Kelley indicated Katy Brown, Pharmacist has resigned her position with KDHE in October, 
2013 as her husband relocated to Iowa.   

Kelley introduced Dr. Russell Scheffer, a new DUR board member.   

 

II. Old Business 
A. Review and Approval of 

Dr. Waite then instructed members to review the minutes from the last meeting.   Dr. Unruh made motion to 
accept the minutes as 
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TOPIC DISCUSSION DECISION AND/OR ACTION 
October 9, 2013 DUR Meeting 
Minutes 

A roll was then taken and the minutes were approved. 

 

presented.  

Ms. Dowd seconded the motion.   

The minutes were approved 
unanimously.  

III. New Business 
DUR Overview 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 

Dr. Melton presented an overview of drug coverage and the DUR process for KanCare. 

 
 

 

A. Prior Authorization Criteria 
Revisions 

1. Aromatase Inhibitors 
(Arimidex® (anastrozole), 

Background 
The aromatase inhibitors prior authorization criteria were initially approved in July 2009 to 
prevent off-label use for fertility. The National Comprehensive Cancer Network (NCCN) Drugs 
& Biologics Compendium supports several off-label uses for the aromatase inhibitors, 

Dr. Scheffer made motion to 
accept the PA criteria.  

Dr. Heston seconded the 
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TOPIC DISCUSSION DECISION AND/OR ACTION 
Aromasin® (exemestane), 
Femara® (letrozole)) 
i. Revised PA Criteria 
ii. *Public Comment 
iii. Board Discussion 

including: endometrial cancer, uterine sarcomas, ovarian cancer for some agents, and breast 
cancer risk reduction for one agent. Due to the level of support in NCCN, the prior 
authorization criteria are being revised to include these indications.  

 
 
Public Comment:   

Dr. Waite then asked if there was any public comment at this time.  There were no public 
comments made at this time. 

Board Discussion 

Dr. Waite then opened the floor to board discussion.  He then indicated he personally felt 
these were very appropriate, common uses of these drugs for the patients.   

Clarification was made that these were expansions beyond the package insert, no new 
limitations were added.  It is expanding what would be approved with the initial care 
request.   This is trying to cut out the appeal process for certain situations and thus removing 

motion.  

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

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

Background 
Prior authorization criteria for Stelara were initially approved in January 2010 and revised in 
January 2011 and April 2012. Since the last update to the criteria, a new indication has been 
approved for psoriatic arthritis. Revised prior authorization criteria are being proposed to 
include this new indication. 

 

Public Comment 

No public comment was made at this time. 

Board Discussion 

Dr. Waite then opened the floor for board discussion.  Not hearing any, he then entertained 
a motion for approval. 

Ms. Dowd made motion to 
accept the PA criteria.  

Dr. Unruh seconded the motion.  

The criteria were approved 
unanimously. 

3. Cimzia® (certolizumab pegol) 
i. Revised PA Criteria 
ii. *Public Comment 
iii. Board Discussion 

Background 
Prior authorization criteria for Cimzia were initially approved in July 2008 and revised in 
November 2008 and April 2012. Since the last update to the criteria, two new indications 
were approved for psoriatic arthritis and ankylosing spondylitis. Revised prior authorization 
criteria are being proposed to include the new indications. 

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 

No public comments were made at this time. 

Board Discussion 

Dr. Waite then opened the floor for board discussion.  Hearing none, he then entertained a 
motion to approve the criteria. 

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

Background 
Prior authorization criteria for Actemra were initially approved in April 2010 and revised in 
April 2012 and 2013. Since the last update to the criteria, a new subcutaneous formulation 
has been approved for rheumatoid arthritis. Revised prior authorization criteria are being 

Dr. Unruh made motion to 
accept the PA criteria.  

Dr. Scheffer seconded the 
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TOPIC DISCUSSION DECISION AND/OR ACTION 
proposed to include the new formulation. 

 

Public Comment 

No public comments were made at this time. 

Board Discussion  

 Dr. Waite then opened the floor for board discussion.   

Dr. Heston then asked if the Juvenile Arthritis is not indicated because it wasn’t studied as far 
as we know?  He indicated he was concerned about a negative study.  Dr. Waite indicated 

motion.  

The criteria were approved 
unanimously. 
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TOPIC DISCUSSION DECISION AND/OR ACTION 
there was no study that he was aware of.   

Dr. Waite then entertained a motion to approve this as written. 

5. Pulmonary Arterial 
Hypertension Agents 
(Opsumit® (macitentan)) 
i. Revised PA Criteria 
ii. *Public Comment 
iii. Board Discussion 

Background 
Prior authorization criteria for the pulmonary arterial hypertension agents were approved in 
April 2013. Since the approval, a new agent has been approved by the FDA, Opsumit. Revised 
prior authorization criteria are being proposed to include the new agent. 

 

Public Comment 

No public comments were made at this time. 

Board Discussion 

Dr. Waite then opened the floor to board discussion.  Being none, he then entertained a 
motion to approve the criteria. 

Ms. Dowd made motion to 
accept the PA criteria.  

Dr. Heston seconded the 
motion.  

The criteria were approved 
unanimously. 

6. Long-Acting Opioids (Zohydro 
ER® (hydrocodone extended-
release)) 
i. Revised PA Criteria 
ii. *Public Comment 
iii. Board Discussion 

Background 
Dose optimization limits and override criteria were initially approved for the long-acting 
opioids in April 2010. Since the last update to the criteria, a new agent has been approved. 
Revised prior authorization criteria are being proposed to include the new agent, Zohydro 
ER. 

Dr. Scheffer 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 

No public comments were made at this time. 

Board Discussion 

Ms. Dowd clarified that under the bullet under “Renewal Criteria” they must meet “all of the 
following” to which Nicole answered “yes”.  They can meet “1”, “2” or all of “3”. 

Dr. Scheffer asked for clarification of “3a”.  Nicole then indicated that they patient should be 
on only one long acting agent at a time and then potentially a short action for a 
breakthrough.  Dr. Scheffer indicated he was not sure that it read that way.   A discussion of 
board members followed regarding clarifying this to reduce misinterpretation.  The board 
then asked for MCO input.  A discussion followed with clarification on the process that would 
have to be followed regarding covering a high dose of this medication. The criteria was 
amended to change the phrase of 3a to read:  “The patient has not taken another long-acting 
opioid (see attached table) in the past 3 months or there is documentation of 
discontinuation of previous agent”.  

This was agreed upon as it was made clear the board did not want this issue to be a road 
block, but rather they see it as a hurdle to go over.  Clarification was made regarding 
anything above the 4-a-day limitation is what would require the preauthorization.   

B. New Prior Authorization 
Criteria 

1. Olysio® (simeprevir) 
i. PA Criteria 

Background 
Olysio is a newly approved hepatitis C virus protease inhibitor indicated for the treatment of 
chronic hepatitis C infection as a component of a combination antiviral treatment regimen. 
Other hepatitis C virus protease inhibitors include Victrelis and Incivek; both of these agents 

Ms. Dowd made motion to 
accept the PA criteria.  

Dr. Scheffer seconded the 
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TOPIC DISCUSSION DECISION AND/OR ACTION 
ii. *Public Comment 
iii. Board Discussion 

require prior authorization. Prior authorization criteria are being proposed to ensure use 
based upon FDA-approved indications. 

 

Public Comment 

Adam Sprecker, Clinical Pharmacist with Janssen medical team indicated he was available to 
answer any questions they may have on this new product.  Dr. Waite thanked Mr. Sprecker 
and asked him to complete a Conflict of Interest form. 

Board Discussion 

Dr. Waite then opened the floor for a board discussion.    A comment was made regarding 
the robust number of Hepatitis C agents that have come on the market, and questioning if 
there are any limitations regarding duplicity of therapy?  Multiple agents being used for 
treatment would certainly inadvertently increase the overall cost.  After a discussion, 
changing the reading to “must not have been on previous or concurrent”.     

If there are changes from normal usage, a special request may be requested and considered.  
A motion was entertained to approve with the changes as requested. 

motion.  

The criteria were approved 
unanimously. 

2. Sovaldi® (sofosbuvir) 
i. PA Criteria 

Background 
Sovaldi is a newly approved hepatitis C virus nucleotide analog NS5B polymerase inhibitor 

Dr. Scheffer made motion to 
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TOPIC DISCUSSION DECISION AND/OR ACTION 
ii. *Public Comment 
iii. Board Discussion 

indicated for the treatment of chronic hepatitis C infection as a component of a combination 
antiviral treatment regimen. Prior authorization criteria are being proposed to ensure use 
based upon FDA-approved indications. 

 

Public Comment 

Michelle Puyear with Gilead Sciences and Medical Affairs stated if there were any questions 
she is available to answer them. 

Board Discussion  

A question was posed regarding clarification of the sixth bullet regarding the female patients 
and the negative pregnancy tests.  This was clarified as the fact we would look for a negative 
pregnancy test up front, but monthly testing would be up to the provider. 

A motion was entertained to approve the criteria. 

accept the PA criteria.  

Ms. Dowd seconded the motion.  

The criteria were approved 
unanimously. 

3. Otrexup® (methotrexate) 
i. PA Criteria 
ii. *Public Comment 
iii. Board Discussion 

Background 
Otrexup is a new subcutaneous formulation of methotrexate indicated for patients with 
rheumatoid arthritis, juvenile idiopathic arthritis, and psoriasis. Due to the cost and specific 
indications for the new methotrexate formulation, prior authorization criteria are being 

Dr. Scheffer made motion to 
accept the PA criteria.  

Dr. Unruh seconded the motion.  
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TOPIC DISCUSSION DECISION AND/OR ACTION 
proposed to ensure use based upon FDA-approved indications. 

 

Public Comment 

There was no public comment at this time. 

Board Discussion 

Dr. Waite asked if the criteria should be added on the second bullet point.  Motion 
entertained with one change for approval. 

The criteria were approved 
unanimously. 

4. Breo Ellipta® (fluticasone 
furoate/vilanterol) 
i. PA Criteria 
ii. *Public Comment 
iii. Board Discussion 

Background 
Breo Ellipta is a new inhaled corticosteroid and long-acting beta-adrenergic agonist 
combination indicated for the maintenance treatment of patients with chronic obstructive 
pulmonary disease. Prior authorization criteria are being proposed to ensure appropriate use 
based on FDA-approved labeling information. 

Dr. Unruh 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 

No public comment at this time. 

Board Discussion  

Clarification of the age of 18 being because it wasn’t studied at younger ages was done. 

5. Brisdelle® (paroxetine) 
i. PA Criteria 
ii. *Public Comment 
iii. Board Discussion 

Background 
Brisdelle is a selective serotonin reuptake inhibitor indicated for the treatment of vasomotor 
symptoms of menopause. Brisdelle is a low dose formulation of paroxetine and is not 
indicated for the treatment of any psychiatric condition. Prior authorization criteria are being 
proposed to ensure appropriate use based on FDA-approved labeling information. 

 

Public Comment 

No public comment was made at this time. 

Board Discussion  

7.5mg once daily is the dosage.  Motion was entertained for approval of criteria. 

Dr. Scheffer made motion to 
accept the PA criteria.  

Ms. Dowd seconded the motion.  

The criteria were approved 
unanimously. 

6. Mirvaso® (brimonidine) 
i. PA Criteria 
ii. *Public Comment 
iii. Board Discussion 

Background 
Mirvaso is a topical alpha adrenergic agonist indicated for the topical treatment of persistent 
facial erythema of rosacea. Prior authorization criteria are being proposed to ensure 
appropriate use based on FDA-approved labeling information. 

Ms. Dowd 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 

No public comment was made at this time. 

Board Discussion 

Dr. Waite asked for Ms. Dowd’s input on this.  She stated they have been giving samples of 
this and have started to use it, but it takes a little while to see some noticeable improvement 
but it sounds like it could be promising. 

How necessary is bullet 2?  It was discussed that a month’s supply is about $300 and that a 
PA is necessary for consistency within the drug class.  

7. Trokendi XR® (topiramate 
extended-release) 
i. PA Criteria 
ii. *Public Comment 
iii. Board Discussion 

Background 
Trokendi XR is a new, extended-release formulation of topiramate. Trokendi XR is indicated 
for the treatment of partial onset seizures, primary generalized tonic-clonic seizures, and 
seizures associated with Lennox-Gastaut Syndrome. Prior authorization criteria are being 
proposed to ensure appropriate use based on FDA-approved labeling information. 

Dr. Unruh made motion to 
accept the PA criteria.  

Dr. Scheffer seconded the 
motion.  

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

 

Public Comment 

No public comment was made at this time. 

Board Discussion 

This would be an agent that would not be added to the PDL as it can be used as a single 
agent in some cases. 

Dr. Waite clarified bullet 2 having to do with the dosage and being used as a mono agent 
rather than adjunctive therapy. 

8. Juxtapid® (lomitapide) 
i. PA Criteria 
ii. *Public Comment 
iii. Board Discussion 

Background 
Juxtapid is a microsomal triglyceride transfer protein inhibitor indicated for patients with 
homozygous familial hypercholesterolemia. Prior authorization criteria are being proposed 
to ensure appropriate use based on FDA-approved labeling information. 

 

Dr. Unruh made motion to 
accept the PA criteria.  

Dr. Scheffer seconded the 
motion.  

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

Patrick Jensen, MSL for Aegerion presented clinical findings regarding homozygous familial 
hypercholesterolemia (HOFH) treatment. 

Board Discussion 

Dr. Waite indicated he felt that based off what was read to them, the criteria pretty much 
catches all of them given the “one of the following”, rather than “all of the following” 
wording.   

Mr. Kaye stated he was concerned about the lack of substantiating criteria.  He stated given 
the cost of the agent, he felt more efforts to validate the correct patient would be good 
stewardship of the funds.   

Dr. Melton indicated there was no utilization of this right now and given that this is targeting 
specifically the right patient and given the provider and pharmacy education required, we 
really don’t have anything else we can do with this.  

Mr. Jensen stated that the prescriber also has to attest that the patient prescribed this 
medication has HOFH, as well as a patient registry as a way to help monitor these patients. 

 

9. Kynamro® (mipomersen 
sodium) 
i. PA Criteria 
ii. *Public Comment 
iii. Board Discussion 

Background 
Kynamro is an oligonucleotide inhibitor of apolipoprotein B-100 synthesis indicated for 
patients with homozygous familial hypercholesterolemia. Prior authorization criteria are 
being proposed to ensure appropriate use based on FDA-approved labeling information. 

 

Public Comment 

Dr. Dennis Jacobsen, Genzyme  Company, Medical Affairs Division respectfully requested the 

Dr. Heston made motion to 
accept the PA criteria.  

Dr. Scheffer seconded the 
motion.  

The criteria were approved 
unanimously. 
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committee consult a local expert, Dr. Patrick J Moriarty, MD, who is an expert in Lipid 
Disorders at the University of Kansas Medical Center and is willing to review this criteria if 
the committee would like him to.  Dr. Jacobsen stated this criteria is not consistent with 
other criteria for HOFH.  He went on to state there was a wide range of response with this 
disease having to do with the functioning of the LDL receptor.   

Dr. Waite and Dr. Melton pointed out that these were their package insert directions, and 
asked what more he would like to see done with these?  Dr. Jacobs indicated that 
clarification of the “or, or, or” rather than the “and, and, and”.   

Dr. Melton indicated she was not sure how they could go less stringent when they were 
following the package insert directions.  Dr. Waite indicated that since we don’t have anyone 
that is on this right now, if we approved this today and then had someone that would be a 
potential candidate for this that would meet these criteria, If we go ahead and approve this 
today, they’ll get approved and can move on to therapy from there.  If Dr. Moriarty would 
like to discuss the criteria with you, Dr. Melton indicated she would be open to that as well.   

Dr. Melton clarified that every patient in his clinical trial met one of the criteria, to which Dr. 
Jacobs indicated that there were a couple of other criteria that were clinical and not 
laboratory-based that were used as well. 

Board Discussion 

Criteria is identical to those of the previous agent.   Dr. Unruh asked what the cost of this 
agent is and Dr. Ellermeier stated that in her notes it states potentially around $4000/week.   
Given that fact, Dr. Melton indicated she was okay with the fact the criteria may be more 
stringent than might be ideal.  Dr. Waite indicated there is an appeals process that can be 
used and entertained a motion to approve the criteria as written. 

10. Neumega® (oprelvekin) 
i. PA Criteria 
ii. *Public Comment 
iii. Board Discussion 

Background 
Neumega is indicated for the prevention of severe thrombocytopenia and the reduction of 
the need for platelet transfusions following myelosuppressive chemotherapy. Prior 
authorization criteria are being proposed to ensure appropriate use based on FDA-approved 
labeling information. 

Dr. Scheffer made motion to 
accept the PA criteria.  

Dr. Unruh seconded the motion.  

The criteria were approved 
unanimously. 

January 8, 2014 DUR Meeting Minutes  Page 16 of 21 



TOPIC DISCUSSION DECISION AND/OR ACTION 

 

Public Comment 

No public comment at this time. 

Board Discussion 

All the criteria listed is package insert criteria.  There were no questions or comments from 
the board and Dr. Waite entertained a motion to approve. 

11. Neulasta®(pegfilgrastim) 
i. PA Criteria 
ii. *Public Comment 
iii. Board Discussion 

Background 
Neulasta is indicated to decrease the incidence of infection in patients with non-myeloid 
malignancies receiving myelosuppressive anti-cancer drugs. Prior authorization criteria are 
being proposed to ensure appropriate use based on FDA-approved labeling information. 

 

Public Comment 

Risa Reuscher, Pharm Medical Liaison with Amgen stated they agreed with the boards 
criteria as presented and stated she would like to make herself available if there are any 
questions regarding Neulasta.   

Board Discussion  

On the last bullet, it should read, “must HAVE received myelosuppressive chemotherapy”.  

Ms. Dowd made motion to 
accept the PA criteria.  

Dr. Unruh seconded the motion.  

The criteria were approved 
unanimously. 

12. Nplate® (romiplostim) 
i. PA Criteria 
ii. *Public Comment 
iii. Board Discussion 

Background 
Nplate is indicated for the treatment of patients with chronic immune thrombocytopenia 
who have had an insufficient response to corticosteroids, immunoglobulins, or splenectomy. 
Prior authorization criteria are being proposed to ensure appropriate use based on FDA-

Dr. Unruh made motion to 
accept the PA criteria.  

Dr. Heston seconded the 
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TOPIC DISCUSSION DECISION AND/OR ACTION 
approved labeling information. 

 

Public Comment 

Risa Reuscher, Pharm Medical Liaison with Amgen stated they agreed with the boards 
criteria as presented and stated she would like to make herself available if there are any 
questions regarding Nplate.  

Board Discussion 

There was no board discussion at this time and Dr. Waite entertained a motion to approve 
the criteria as written. 

motion.  

The criteria were approved 
unanimously. 

13. Gilotrif®(afatinib) 
i. PA Criteria 
ii. *Public Comment 
iii. Board Discussion 

Background 
Gilotrif is a kinase inhibitor indicated for the treatment of patients with metastatic non-small 
cell lung cancer whose tumors have epidermal growth factor receptor deletions or 
mutations. Prior authorization criteria are being proposed to ensure appropriate utilization 
based on specific genetic markers. 

 

Public Comment 

Julie McDavitt, Pharmacist with Boehringer-Ingelheim Pharmaceuticals requested, given the 
importance of this agent, that further steps be eradicated.   

Board Discussion 

Dr. Unruh made motion to 
accept the PA criteria.  

Ms. Dowd seconded the motion.  

The criteria were approved 
unanimously. 
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Mr. Kaye asked about bullet three “patient must be 18 years old”, stating that if they fulfill 
the requirements of the first two bullets this should be removed as this could create a 
barrier to treatment.  Dr. Melton indicated that could be done and Dr. Waite indicated he 
saw nothing to prevent this.  If there are no complications with this drug, there should be no 
problems with the age limitations being removed.  The board was okay with removing that 
restriction. 

14. Afinitor®(everolimus) 
i. PA Criteria 
ii. *Public Comment 
iii. Board Discussion 

Background 
Afinitor is a kinase inhibitor indicated for the treatment of breast cancer, neuroendocrine 
tumors of pancreatic origin, renal cell carcinoma, renal angiomyolipoma and tuberous 
sclerosis complex, and subependymal giant cell astrocytoma. In addition to the FDA-
approved indications, NCCN Drugs & Biologics Compendia supports the use of Afinitor for 
Waldenstrom’s macroglobulinemia and lung neuroendocrine tumors. Prior authorization 
criteria are being proposed to ensure appropriate use based on FDA-approved labeling 
information and NCCN supported uses. 

Dr. Scheffer made motion to 
accept the PA criteria.  

Dr. Heston seconded the 
motion.  

The criteria were approved 
unanimously.  
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Public Comment 

Susan Zulenski, Johnson & Johnson thanked the committee and Kelley for the way the 
industry relationships are run.  She stated they appreciate the willingness to listen to 
suggestions and concerns.   

On the PDL slide, one of the bullets was ways to ensure proper appropriate utilization.  One 
of the bullets under that said edits, quantity limits and age.  MCOs are able to do those edits 
without permission.  Do those edits have to stay within the package insert or can they be 
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more restrictive.  Dr. Melton indicated they could not be more restrictive than what the 
insert requires by virtue of them being required to cover what is federally rebated, but there 
are some things that do not have FDA guidance or package insert guidance.  Dr. Melton went 
on to state that no, they couldn’t put an age limit on a drug that’s approved for 18 and up 
and say we’ll only pay this if you are ‘xyz’ age.  Of course there are exceptions to this.   

Susan then asked if there were plans to put the 2013 minutes back on line, and Kelley 
indicated yes, she was just really far behind. 

Board Discussion 

One thing to note is that there are two types, tablets and Disperz and they each have 
different indications.  

Being no further board discussion Dr. Waite entertained a motion to approve the criteria. 

IV. Open Public Comment Dr. Waite then opened the meeting to further public comment.  There being none, Dr. Waite 
moved for a motion to adjourn the meeting. 

 

V. Adjourn The meeting was adjourned at 11:45am. 

The next meeting will be on Wednesday April 9, 2014. It will begin at 10:00 am at the HP 
Enterprises Services Office.  

**LUNCH WILL BE PROVIDED FOR DUR BOARD MEMBERS 

Ms. Dowd made motion to 
adjourn the meeting. 

Dr. Unruh seconded the motion.  

The motion was approved 
unanimously. 

 
 
cls 
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