
19.0277.03000 FISCAL NOTE
Requested by Legislative Council

01/14/2019

Amendment to: SB 2290

1 A. State fiscal effect: Identify the state fiscal effect and the fiscal effect on agency appropriations compared to funding 
levels and appropriations anticipated under current law.

2017-2019 Biennium 2019-2021 Biennium 2021-2023 Biennium

General Fund Other Funds General Fund Other Funds General Fund Other Funds

Revenues

Expenditures

Appropriations

1 B. County, city, school district and township fiscal effect: Identify the fiscal effect on the appropriate political  
subdivision.

2017-2019 Biennium 2019-2021 Biennium 2021-2023 Biennium

Counties

Cities

School Districts

Townships

2 A. Bill and fiscal impact summary: Provide a brief summary of the measure, including description of the provisions 
having fiscal impact (limited to 300 characters).

SB 2290 provides authorization of a Medicaid step program based on the Medicare part B step therapy program.

B. Fiscal impact sections: Identify and provide a brief description of the sections of the measure which have fiscal  
impact. Include any assumptions and comments relevant to the analysis.

The Department does not expect a fiscal impact from SB 2290 because the department will only implement the 
process proposed in SB 2290 when local Medicare carriers implement step care. Also, the direction from CMS 
ensures that the decisions are clinically and FDA approval-based and not cost-based; therefore, we do not 
anticipate any fiscal impact.

3. State fiscal effect detail: For information shown under state fiscal effect in 1A, please:

A. Revenues: Explain the revenue amounts. Provide detail, when appropriate, for each revenue type and fund 
affected and any amounts included in the executive budget.

B. Expenditures: Explain the expenditure amounts. Provide detail, when appropriate, for each agency, line item, and 
fund affected and the number of FTE positions affected.

C. Appropriations: Explain the appropriation amounts. Provide detail, when appropriate, for each agency and fund 
affected. Explain the relationship between the amounts shown for expenditures and appropriations. Indicate whether 
the appropriation or a part of the appropriation is included in the executive budget or relates to a continuing 
appropriation.



Name: Rhonda Obrigewitch

Agency: Human Services

Telephone: 325-4585

Date Prepared: 01/17/2019



19.0277.02000 FISCAL NOTE
Requested by Legislative Council

01/14/2019

Bill/Resolution No.: SB 2290

1 A. State fiscal effect: Identify the state fiscal effect and the fiscal effect on agency appropriations compared to funding 
levels and appropriations anticipated under current law.

2017-2019 Biennium 2019-2021 Biennium 2021-2023 Biennium

General Fund Other Funds General Fund Other Funds General Fund Other Funds

Revenues

Expenditures

Appropriations

1 B. County, city, school district and township fiscal effect: Identify the fiscal effect on the appropriate political  
subdivision.

2017-2019 Biennium 2019-2021 Biennium 2021-2023 Biennium

Counties

Cities

School Districts

Townships

2 A. Bill and fiscal impact summary: Provide a brief summary of the measure, including description of the provisions 
having fiscal impact (limited to 300 characters).

SB 2290 provides authorization of a Medicaid step program based on the Medicare part B step therapy program.

B. Fiscal impact sections: Identify and provide a brief description of the sections of the measure which have fiscal  
impact. Include any assumptions and comments relevant to the analysis.

The Department does not expect a fiscal impact from SB 2290 because the department will only implement the 
process proposed in SB 2290 when local Medicare carriers implement step care. Also, the direction from CMS 
ensures that the decisions are clinically and FDA approval-based and not cost-based; therefore, we do not 
anticipate any fiscal impact.

3. State fiscal effect detail: For information shown under state fiscal effect in 1A, please:

A. Revenues: Explain the revenue amounts. Provide detail, when appropriate, for each revenue type and fund 
affected and any amounts included in the executive budget.

B. Expenditures: Explain the expenditure amounts. Provide detail, when appropriate, for each agency, line item, and 
fund affected and the number of FTE positions affected.

C. Appropriations: Explain the appropriation amounts. Provide detail, when appropriate, for each agency and fund 
affected. Explain the relationship between the amounts shown for expenditures and appropriations. Indicate whether 
the appropriation or a part of the appropriation is included in the executive budget or relates to a continuing 
appropriation.



Name: Rhonda Obrigewitch

Agency: Human Services

Telephone: 325-4585

Date Prepared: 01/17/2019
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2019 SENATE STANDING COMMITTEE MINUTES 

Human Services Committee 
Red River Room, State Capitol 

SB 2290 
1/21/2019 

Job # 31078 
 

☐ Subcommittee 

☐ Conference Committee 

 

Committee Clerk: Justin Velez 

 

Explanation or reason for introduction of bill/resolution: 

 
Relating to authorization of a Medicaid step therapy program based on Medicare part b step 
therapy program. 
 

Minutes:                                                 Attachments #1-4 

 
Madam Chair Lee: Opens the hearing for SB 2290, introduces the bill and gives a brief 
description.  
 
(3:00) Senator K. Roers: Why is it called “step therapy”? 
 
Madam Chair Lee: Let’s say XYZ is the condition and maybe there is a new drug that is 
coming out but maybe there is one that has had very good results in that condition and so 
with the formularies that you and I use and the ones the Medicaid uses for the drugs that 
have prior authorization, they would be recommending that the first drug be the one which is 
proven to be effective for that condition but is not necessarily the million-dollar drug.   
 
(6:45-11:33) Maggie Anderson, Medical Services Division, presenting testimony for 
Brendan Joyce, Administrator of Pharmacy Services with the Medical Services 
Division for the Department of Human Services. Offering neutral testimony for SB 2290 
Please see Attachment #1 for testimony. Also please see Attachment #2 for proposed 
amendment.  
 
(12:05-14:56) Deb Knuth, Government Relations Director for the North Dakota 
American Cancer Society Cancer Action Network. Testifying in opposition for SB 2290. 
Please see Attachment #3 for testimony. 
 
Madam Chair Lee: Do you have examples of situations where you think that there has been 
a problem with step therapy with private insurers because it’s in place in a lot of different 
insurance policies.  
 
Deb Knuth: The only concern that we have is in the cancer patients that we see. When they 
have advanced cancer we like to have the doctor to have the ability to change the medical 
treatment without it being reviewed.  
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Madam Chair Lee: Are you familiar with whether or not what’s being requested here for 
Medicaid patients might be different or similar to what private insurance might require in a 
similar circumstance now? 
 
Deb Knuth: No I can’t speak to that today.  
 
Madam Chair Lee: We will ask the other insurers  
 
Senator Clemens: When you were going through the testimony, I just want to make sure I 
heard correctly. Where it says here “patients may be required to try one of more” to me it 
sounded like “patients must be”. 

 
Deb Knuth: It was “may be”. 
 
Madam Chair Lee: I think it’s very important to note that there is a process intended to be 
very considerate of what the doctor’s recommendation may be, as a cancer survivor myself, 
I think that is a big deal. I just want to make sure there isn’t any misunderstanding among any 
of us particularly in the committee that there are comparable things in place in almost every 
private insurance policy also and we just need to make sure that we are trying to be as 
considerate of providers and patients in Medicaid as we are in the private sector.  
 
(17:22-19:48) Courtney Koebele, representing the North Dakota Medical Association. 
Testifying in opposition for SB 2290. Please see Attachment #4 for testimony.  
 
Senator Hogan: Private insurance does step therapy primarily now don’t they? 
 
Courtney Koebele: I think they do. I suppose it depends on the type of drug.  
 
Senator Hogan: This is a protocol that is pretty well established. Do you think there should be    
a difference between how Medicaid does their profile or just the time limit issue? 
 
Courtney Koebele: That is a very good question because this is going to come up with a lot 
of different bills that we are going to talk about this both in IBL and here. I kind of say two 
wrongs don’t make a right. Yeah they do that, there is no doubt about it. Whether that is right 
to do to anybody to have to weigh on these medications and trust that the physician knows 
what to prescribe for their patient. It’s a policy issue.  
 
Senator Hogan: Do you know if the 24-72-hour time frame is standard for insurance for the 
private sector? Is that where those hours came from, that time frame? 
 
Courtney Koebele: Where I got that is I was looking up an article last night on step therapy 
that other states have done I think it was a NCSL article and the other states have used those 
limits. I know that’s the huge complaint with some of these insurance companies that they sit 
and wait for thirty days and it’s important to make sure its timely and I don’t mean to imply that 
Medicaid wouldn’t be timely.  
 
Madam Chair Lee: Closes the hearing on SB 2290.  



2019 SENATE STANDING COMMITTEE MINUTES 

Human Services Committee 
Red River Room, State Capitol 

SB 2290 
1/29/2019 

Job # 31665 
 

☐ Subcommittee 

☐ Conference Committee 

 

      Committee Clerk: Justin Velez 

 

Explanation or reason for introduction of bill/resolution: 

 
To provide an appropriation to the department of human services to implement the 1915i 
Medicaid state plan amendment for youth. 
 

Minutes:                                                 No Attachments 

 
Madam Chair Lee opens the discussion on SB 2290 
 
(00:40) Megan Houn, Director of Government Relations with Blue Cross and Blue 
Shield of North Dakota: I believe I was asked about step therapy in oncology and we do 
not use step therapy in oncology.  
 
Madam Chair Lee: I thought there was requirements to use a generic medication first 
possibly and then move to brand name, would that be accurate.  
 
Megan Houn: That was actually in adult ADHD and ADD. We do have on occasion, generic 
first step and that is typically for costs reason. Other than that we typically don’t do a lot of 
those things especially in oncology we do not use step therapy.  
 
Senator O. Larsen: You do it on a cost basis, you don’t do it on an addictive thing? I thought 
that there was a pain medication that was synthetic and wasn’t an opioid addicting drug and 
it was kind of the same thing. You don’t do it on that way, like the ADHD have different 
addictive qualities to it than its just a cost deal? 
 
Megan Houn: The ADHD question I just asked because I was asked the question about step 
therapy, just generic first step in that one and we do the dispensing limitations primarily to 
address some of the issues you are talking about there but the doctors know, we trust the 
physicians on that. If you are talking about generally speaking, do we do anything with 
respect to watching pain medications and opioids, we have a very comprehensive special 
investigations unit that watches that. They watch a number of the pain medications, muscle 
relaxers, etc. We watch to see where they are going, if they are shopping around, what the 
quantity limits are, and how frequently they are going. I know prime therapeutics is our 
pharmacy benefit manager and they also have that type of fraud prevention in place.  
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Senator Anderson: Do you sell or administer Medicare part D plans? 
 
Megan Houn: We do have Med-Sup plans, now part D I am not certain on.  
 
Senator Anderson: My understanding from the testimony the other day that the step therapy 
was mostly used by Medicare and the Medicare part D plans and maybe you don’t offer 
those.  
 
Megan Houn: I’m not certain whether or not we do on part D, I would assume we might if we 
are in the Med-Sup business. I don’t think it is a very strong piece of business for us but my 
understanding is that we would be of the same mindset. I don’t think we single out certain 
sections of business that way. Typically, our philosophy is we are not going to get involved 
in step therapy and oncology that is between the physician and the patient.  
 
Madam Chair Lee: Any further questions for Megan? 
 
Senator O. Larsen: I just have a comment about part D. The one good thing about part D, I 
do sell part D supplements and the good thing about Blue Cross and Blue Shield is that it is 
guaranteed issue. If you have a lot of medications like cancer pills or particularly diabetic 
medications it is guaranteed issue so you can get on those medications as compared to like 
Medica or some of the other ones that you probably won’t get on those.  
 
Senator K. Roers: I just happened to notice a note that we might need an amendment to 
cover the gap between effective dates and that would be provided by Jonathan Alm.  
 
Madam Chair Lee: Yes, we do have one from Maggie and Brandon which talks about the 
contingent effective date.  
 
Senator Hogan: Would you like to move that amendment? I move to ADOPT AMENDMENT.  
Seconded by Senator O. Larsen  
 
ROLL CALL VOTE TAKEN  
6 YEA, 0 NAY, 0 ABSENT 
MOTION CARRIES TO ADOPTED AMENDMENT 
 
Madam Chair Lee: If I haven’t heard from Sanford Health by this afternoon then we are just 
going to move this out. We can’t just sit on it and wait.  
 
Madam Chair Lee closes the discussion on SB 2290. 



2019 SENATE STANDING COMMITTEE MINUTES 

Human Services Committee 
Red River Room, State Capitol 

SB 2290 
1/29/2019 

Job # 31712 
 

☐ Subcommittee 

☐ Conference Committee 

 

      Committee Clerk: Justin Velez 

 

Explanation or reason for introduction of bill/resolution: 

 
Relating to authorization of a Medicaid step therapy program based on Medicare part b step 
therapy program. 
 

Minutes:                                                 No Attachments  

 
Madam Chair Lee opens the discussion on SB 2290. 
 
Madam Chair Lee: We voted on the amendment but not on the bill. 
 
Senator Anderson: We just heard a few minutes ago from Blue Cross and Blue Shield that 
said they don’t do step therapy for oncology. So I asked the question if the sold any Medicare 
part D plans that would have the step therapy that Medicare adopted, could you talk a little 
about that? 
 
Dr. Brendan Joyce, Pharmacy Administrator for DHS, Medical Services: What the 
department sees for this one is Medicare Part B not Part D. The step care that is being 
proposed by the Trump Administration, previously they did not allow any step care in 
Medicare Part B. They changed their policies, CMS sent out the notification and I believe that 
was included in an attachment in the testimony on this. That is where we are concerned. If 
the Medicare Part B carriers in the state, if they choose to do step care for what is not allowed 
by the feds and the Trump Administration, then we would just mirror exactly what they are 
doing. We wouldn’t do it if they don’t so if Blue Cross and the other carriers in the state do 
not do it for Medicare Part B, we wouldn’t do it. This would be an allowance to copy what is 
going on in the exact commercial role.  
 
Senator Anderson: Could you explain for us what the difference is between part B and part 
D? 
 
Dr. Joyce: Medicare Part B is the medical side of things, not you going to the pharmacy to 
get a prescription typically. There are some medications like those products administered 
with durable medical equipment like nebulization solutions or diabetic testing supplies that 
you happen to get at a pharmacy, those happen to be covered under part B. Medicare Part 
D is the outpatient drugs, flipping back to prior 2006 all the Medicare recipients they would 
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get all their hospitalization covered under part A and part B for the clinic and office visits, but 
then they would be stuck with their prescriptions. So as the anger continued to increase as 
more and more people became Medicare aged and not having drug coverage, that is where 
congress was pushed to finally get Medicare Part D.  
 
Senator Anderson: With the risk of antagonizing those who work for hospitals, what you are 
talking about is the part B section applies to what is billed through the medical clinics or the 
hospitals typically.  
 
Dr. Joyce: Correct, so the oncology offices, years ago there was a push to peel the drugs 
out of the Medicare part B side of things and have them all done under part D but there was 
resistance for the clinics and health systems. They were pretty used to the process and used 
to the CMS 1,500 form and they are used to all of that and didn’t want to change so you will 
have oncology offices for instance giving out 60 pills which it’s not administered in the office 
but it is dispensed by that office, so they will be dispensing a month’s supply of oncology 
meds but its billed under part B. Just because they started doing it and it’s hard to stop doing 
it.  
 
Madam Chair Lee: If you look in the testimony, which Brendan has provided for us where 
CMS is rescinding the 2012 memo about prohibition on mandatory step therapy for access 
to part B drugs and services and it says at the bottom “in addition CMS will consider rule 
making relating to step therapy that might be appropriate for 2020 and future years”, “CMS 
intends to treat step therapy as part B drugs similar to out other requirements around prior 
authorization on part C benefits and services”. Thank you for reminding us about that 
because it is spelled out in Mrs. Verma’s letter.  
 
Senator Hogan: Is this really enabling legislation to allow Medicare to follow the new 
Medicare Part B and the efforts of private insurers its enabling legislation in some ways? 
 
Dr. Joyce: Yes, it is not a requirement. Just for efficiency purposes because we don’t have 
a fiscal note on this, it is not a cost saving thing. If the carriers for part B do it, would like to 
piggy back on what all the providers know, right now in the private sector if they do things, 
these oncology drugs will cost 60,000 dollars or whatever it may cost and we discussed this 
in previous sessions where they contact us saying that we want to get a prior authorization 
from you because we don’t want to give it out unless you tell us that you are going to pay for 
it. We couldn’t do prior authorization on it then or currently, we had asked to at least do prior 
authorization to where we can just roll it in to the whole thing and then it would have the 
process, right now when they contact us we don’t have a letter saying that we are going to 
cover it, we don’t have the process. If it was within the prior authorization, it goes to the 
vendor and they see it has been approved then the letter goes out and gets faxed right back 
to the fax number where they faxed it from. It gives everybody that feeling of a guarantee 
because they don’t want to give out the 60,000 dollars, they don’t want to order it in unless 
they know they are going to get paid. We want to make it as simple for everyone we are not 
trying to complicate things, and again if the carriers won’t do it than we won’t do it. If the 
carriers do it then we will do the exact same thing.  
 
Madam Chair Lee: Further questions for Dr. Joyce? 
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Senator Anderson: I move a DO PASS, AS AMENDED.  
Seconded by Senator O. Larsen 
 
ROLL CALL VOTE TAKEN  
6 YEA, 0 NAY, 0 ABSENT  
MOTION CARRIES DO PASS, AS AMENDED 
Senator Anderson will carry SB 2290 to the floor.  
 
Madam Chair Lee closes the discussion on SB 2290 



19.0277.02001 
Title.03000 

Adopted by the Human Services Committee 

January 29, 2019 

PROPOSED AMENDMENTS TO SENATE BILL NO. 2290 

Page 1, line 3, after "program" insert "; and to provide a contingent effective date" 

Page 4, after line 10, insert: 

"SECTION 2. CONTINGENT EFFECTIVE DATE. Section 1 of this Act becomes 
effective on the date the executive director of the department of human services 
certifies to the legislative council a Medicare advantage plan operating in the state has 
implemented a prior authorization step therapy program protocol for Medicare part B." 

Renumber accordingly 

Page No. 1 19.0277.02001 
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Committee 
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Module ID: s_stcomrep_ 18_007 
Carrier: Anderson 

Insert LC: 19.0277.02001 Title: 03000 

REPORT OF STANDING COMMITTEE 
SB 2290: Human Services Committee (Sen. J. Lee, Chairman) recommends 

AMENDMENTS AS FOLLOWS and when so amended, recommends DO PASS 
(6 YEAS, 0 NAYS, 0 ABSENT AND NOT VOTING). SB 2290 was placed on the 
Sixth order on the calendar. 

Page 1, line 3, after "program" insert "; and to provide a contingent effective date" 

Page 4, after line 10, insert: 

"SECTION 2. CONTINGENT EFFECTIVE DATE. Section 1 of this Act becomes 
effective on the date the executive director of the department of human services 
certifies to the legislative council a Medicare advantage plan operating in the state 
has implemented a prior authorization step therapy program protocol for Medicare 
part B." 

Renumber accordingly 

(1) DESK (3) COMMITTEE Page 1 s_stcomrep_ 18_007 
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2019 HOUSE STANDING COMMITTEE MINUTES 

Human Services Committee 
Fort Union Room, State Capitol 

SB 2290  
                              3/4/2019 

                                                     33129 
 

☐ Subcommittee 
☐ Conference Committee 

 

      Committee Clerk: Nicole Klaman 

 
Explanation or reason for introduction of bill/resolution: 
 
Relating to authorization of a Medic aid step therapy program based on the Medicare part B 
step therapy program and to provide a contingent effective date. 
 
Minutes:                                                 2 
 
Senator Judy Lee:  Introduced SB 2290.  
This bill would allow the Department to have step therapy for the Medicaid program for new 
prescriptions for cancer medications.   
An important thing to note regarding insurance coverage is to know we are prior authorized 
in our health coverage.  Whether we have private insurance or state coverage.  There are 
formulary restrictions and prior authorizations based on what is appropriate.  If you want to 
pay out of pocket for this you can have whatever you want.  If someone else is paying, often 
there will be recommendations what to do.  
 
Brendan Joyce, Administrator of Pharm Services with the Medical Services Division for the 
Dept. of Human Services:  In support, see attachment 1.    
This bill would allow the Department to have step therapy for the Medicaid program for new 
prescriptions for cancer medications. This step therapy would be modeled completely on 
Medicare Part B.  The Department would not implement any step therapy protocol that is not 
already being used by Medicare Part B Plans.   
 
Chairman Weisz: Further Support?  Seeing none.  Is there opposition? 
 
Opposition: 
 
Courtney Koebele, ND Medical Association, opposition, written testimony provided see 
attachment 2.   
North Dakota Medical Association find the growing trend towards the use of restrictive and 
burdensome utilization management tactics by payers concerning.  Step therapy protocols 
requiring a patient to try and fail certain treatments before allowing access to other, potentially 
more appropriate treatments can both harm patients and undercut the physician-patient 
decision making process.   Step therapy also places a high burden on physicians and staff. 
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Chairman Weisz: Closes hearing 
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 Human Service Committee 
Fort Union Room, State Capitol 

SB 2290 
3/12/2019 

33600 
 

☐ Subcommittee 

☐ Conference Committee 

 

      Committee Clerk:  Risa Bergquist by Donna Whetham 

 

 
 

Minutes:                                                  

 
 
Chairman Weisz: Called the meeting to order for SB 2290. Does everyone understand what 
we mean about step therapy?  
 
Brendan Joyce, Administrator of Pharmacy Services: Step therapy is making sure the 
prescriber uses treatment that goes through the steps that are supposed to be used. For the 
cancer medications if Medicare does this for Part B they would have step care where a certain 
medication would be first line and another second line for the guidelines.  They would just 
ensure that the prescribers would be following the guidelines when those steps are 
appropriate. If is making sure that  
 
Chairman Weisz: Some people believe that the step therapy is that you have to use the 
cheaper drug first and can’t use the other one unless the first one doesn’t’ work, is that so? 
 
Brendan Joyce:  That is if you are using this as a cost savings method, we wouldn’t be 
looking at this as cost saving we would simply be looking at guidelines.  Only again if 
Medicare in the state in Part B would pick up this same process.  
 
Chairman Weisz:  Any other questions?  
 
Rep. Rohr: If you don’t follow the guidelines then you wouldn’t get reimbursed?  
 
Brendan Joyce:     You would get a denial saying this isn’t following the guidelines and they 
would have the right to appeal that and say why they weren’t following the guidelines.  Then 
they would get a result from that and 9 times out of 10 is okay that makes sense.  Thank you 
for letting us know and it is good.  They just need to give us a reason. 
 
Rep. Rohr:  How long does that process take? 
 
Brendan Joyce:  We are required to respond within 24 hours.  
 



House Judiciary Committee  
SB 2290 
March 12th 2019 
Page 2  
   

Rep. Schneider:  We’ve have gotten requests to kill this because of the interference with 
patient doctor relationships and the delays between the steps.  It seems that there are some 
real concerns.  
 
Brendan Joyce:  This bill is specific to the oncology medications. I think the providers look 
at everything that would take more paperwork as troublesome.  If Medicare does this we 
would do this.   
 
Rep. Skroch: In the testimony provided by American Society of Clinical Oncology (ASCO) 
they opposed this and they made a lengthy explanation as to why they oppose this.   In this 
paragraph as an alternative to step therapy ASCO recommend the use of clinical pathways 
to achieve high value care.  Clinical treatment pathways select a preferred evidence based 
therapeutic option based upon the efficiency and toxicity and considers costs etc.  So if that 
mechanism could be used versus this step therapy, how difficult would that be and would it 
be as effective?  I would consider that a better option personally. 
 
Brendan Joyce: I think it is just a matter of definition, what they propose is what we are 
saying.  It would be having them follow the steps that are in those guidelines.  Just as they 
have a preferred product that is first line.  Okay we agree, we are using the same guidelines.  
We aren’t looking at the cost we are looking at safety to follow the guidelines.  I think it is just 
a terminology problem.   
 
11:00  
 
Rep. Skroch: Is that why we are seeing the delays? Because you are saying hold on a 
minute, is that is what is causing the delay of getting medications approved?  Is that why they 
don’t want to do this?  
 
Brendan Joyce: I believe it has to do with the fact that all of the insurance companies 
throughout the nation do this. We don’t have a single payer system so they are having to 
contact 14 different companies for 14 different patients. It’s an administrative burden but if 
everybody was infallible none of this would have to be done.  We have prioritization not for 
prescribers who are prescribing on point through the guidelines but for those who are not.  
We have actually decreased our prioritization numbers over the years by probably over half. 
Just because we have had better messaging going on and with supplemental rebates that 
you have approved a couple sessions ago we were able to decrease the number of products 
that required prior approval. We don’t want it to fail, we to help the recipients. We want to be 
there to help protect the patients. If it’s not by the guidelines they just need to explain why 
that’s it. Yes, there’s a delay and it’s a burden to the providers but if everyone did what they 
should this wouldn’t be necessary.   
 
Rep. Anderson:  Who is determining what drugs you should be taking and does the patient 
have any input into it? 
 
Brendan Joyce: It is up to the prescriber what is being used, patients may have the 
conversation about other drugs.   The prescribers have the final decision and to agree with 
the experts and they want to work with their patients.   
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Rep. Anderson:   If you are dying you are willing to try anything.  
 
Brendan Joyce:  Yes and that is understandable.  
 
Chairman Weisz:   Any other questions?  Seeing none. What are your wishes?  
 
Rep. Devlin:   I would move a Do Not Pass on SB 2290. 
 
Rep. M. Ruby: Seconded.  
 
Rep. Devlin: It is really hard for me to think that the Doctor and his patient could sit here and 
find a treatment and then someone that hasn’t ever seen this patient can change their 
treatment. I think it’s up to the patient and the doctor.  
 
Roll Call Vote:    Yes:    12     No:    2     Absent:  0. 
 
Motion carries on a Do Not Pass on SB 2290.   
 
Rep. Devlin:  Will carry the bill.  
 
Hearing closed.  
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REPORT OF STANDING COMMITTEE 
SB 2290, as engrossed: Human Services Committee (Rep. Weisz, Chairman) 

recommends DO NOT PASS (12 YEAS, 2 NAYS, 0 ABSENT AND NOT VOTING). 
Engrossed SB 2290 was placed on the Fourteenth order on the calendar. 
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Chairman Lee and members of the Senate Human Services Committee, I am 

Brendan Joyce, Administrator of Pharmacy Services with the Medical Services 

Division for the Department of Human Services (Department). I appear today to 

provide testimony on Senate Bill 2290. 

Senate Bill 2290 would allow the Department to have step therapy for the Medicaid 

program for new prescriptions for cancer medications. For instance, Cabometyx® 

was approved by the Food and Drug Administration on January 14, 2019 for patients 

with hepatocellular carcinoma (HCC) who have been previously treated with 

sorafenib. If step therapy was implemented for this medication, it would simply 

ensure that any HCC patient receiving a prescription order for Cabometyx® was 

previously treated with sorafenib. 

The step therapy would be completely modeled on Medicare Part B. Please 

reference the August 7, 2018 memorandum from the Centers for Medicare and 

Medicaid Services (CMS) outlining guidance allowing Medicare Advantage plans to 

utilize step therapy for Part B drugs (Attachment A). 

The Department would not implement any step therapy protocol that is not already 

being used by Medicare Part B plans. Also, as required by section 50-24.6-04 of the 

North Dakota Century Code, the Drug Use Review (DUR) Board would review any 

step therapy protocols prior to implementation. Since step therapy is based on 

clinical protocols and Food and Drug Administration approvals, the Department does 

not anticipate any fiscal impact. Also, given requirements for DUR Board review and 

approval, and the timeframes surrounding such, no step therapy would be 



implemented prior to calendar year 2020, and only then if Medicare Part B has 

approved the specific step therapy protocol. 
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While preparing the fiscal note and testimony for Senate Bill 2290, the Department 

recognized that it may be appropriate for the bill to have a contingent effective date. 

Without a contingent effective date, the proposed changes on Page 2, Lines 14 and 

28 would become effective August 1, 2019, while the changes proposed on Page 3, 

Lines 11 through 25 would not become effective until on or after January 1, 2020. If 

the committee concurs, the Department would be happy to draft an amendment for 

consideration. 

This concludes my testimony, and I am happy to answer any questions you may 

have. 
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Centers for Medicare & Medicaid Services 

7500 Security Boulevard 

Baltimore, Maryland 21244 

SUBJECT: Prior Authorization and Step Therapy for Part B Drugs in Medicare Advantage 

CMS is hereby rescinding our September 17, 2012 HPMS memo "Prohibition on Imposing 
Mandatory Step Therapy for Access to Part B Drugs and Services," and issuing new guidance 
that recognizes Medicare Advantage (MA) plans may use step therapy for Part B drugs, 
beginning January 1, 2019, as part of a patient-centered care coordination program. 

In the September 17, 2012 guidance, CMS stated that plans were precluded from imposing 
additional requirements for access to certain Part B drugs or services, such as step therapy 
requirements. That 2012 guidance did not affect other methods of prior authorization, which has 
been and continues to be allowed for Part B drugs. Section 1852 of the Social Security Act 
expressly anticipates a plan's application of utilization management tools, like prior 
authorization, and other "procedures used by the organization to control utilization of services 
and expenditures." 1 In this guidance, CMS is acknowledging that the use of step therapy is a 
recognized utilization management tool. The allowance of step therapy practices for Part B 
drugs will help achieve the goal of lower drug prices while maintaining access to covered 
services and drugs for beneficiaries. 

Step therapy is a type of prior authorization for drugs that begins medication for a medical 
condition with the most preferred drug therapy and progresses to other therapies only if 
necessary, promoting better clinical decisions. This new guidance recognizes that MA plans 
may apply step therapy to control the utilization of services in a manner that does not create an 
undue access barrier for beneficiaries. 2 Specifically, CMS believes that appropriate patient 
engagement and care coordination services support appropriate pathways to access to Part B 
drugs such as step therapy. 

In addition, CMS will consider rulemaking related to step therapy that might be appropriate for 
2020 and future years. We remind MA organizations that the regulatory requirement to properly 
disclose policies and procedures to enrollees in accordance with 42 CFR § 422.111 remains. 
We also remind MA organizations of their statutory obligations to furnish and provide access to 
benefits that are available under Parts A and B. As such, CMS intends to treat step therapy for 

1 See section I 852(c)(l)(G), (c)(2)(8). 
2 Prior authorization cannot be required for emergency services. See section 1852( d)( I )(E) of the Act and 42 CFR 
422.111 (b )(5)(ii). 
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Part B drugs in a manner similar to our other requirements around prior authorization of Part C 
benefits and services. 

Accordingly, MA organizations remain subject to regulations at 42 CFR § 422.101 (b) to comply 
with national and, in some cases, local coverage determinations. An MA plan may implement its 
own step therapy policies and procedures as part of utilization management where an applicable 
national and/or local coverage determination is silent on the matter. However, an MA plan 
remains subject to FFS Medicare's step therapy policies and procedures when they are specified 
in a national and/or local coverage determination. 

CMS strongly encourages that MAPD plans use their qualified Part D pharmacy and therapeutics 
(P&T) committees to determine when it is medically appropriate to use step therapy for selected 
drugs in Part B. In addition to requiring one Part B drug be used before a different Part B drug, 
MA plans that also offer prescription drug coverage (also known as "MAPD plans") may use 
step therapy to require a Part D drug therapy prior to allowing a Part B drug therapy. MAPD 
plans may also apply step therapy to require a Part B drug therapy prior to allowing a Part D 
drug therapy. However, in these latter cases, MAPD plans must ensure that these requirements 
are clearly outlined in the Part D prior authorization criteria for the affected Part D drugs. For the 
2019 annual election period, CMS will provide a special 8/17-8/21 window for MA submissions 
of Part B step therapy PA. The Part D drug must have a prior authorization edit submitted to 
CMS during this formulary update window. If the MAPD plan's P&T committee is unable to 
develop and approve PA criteria prior to this formulary submission window, placeholder PA 
criteria may be submitted with the submission by indicating "Criteria Pending" in the required 
PA submission fields. The standard Part D utilization management criteria review processes will 
provide MAPD plans an opportunity to finalize the criteria for the affected Part D drugs. If an 
MAPD plan chooses to implement criteria during the 2019 plan year, the addition of PA to a Part 
D drug can be requested as a negative change via the standard negative formulary change request 
timeframes. 

If an MA plan decides to adopt and apply step therapy to Part B drugs, the MA plan must 
disclose that Part B drugs may be subject to step therapy requirements in the plan's Annual 
Notice of Change (ANOC) and Evidence of Coverage (EOC) documents. In the ANOC, this 
information must be included under the Changes to Benefits and Costs for Medical Services. In 
the EOC, this information must be included in the Medical Benefits Chart under "Medicare Part 
B prescription drugs." If these documents are already in production, plans may send out an 
addendum to the ANOC and EOC to appropriately inform enrollees of the change. MA plans 
must provide benefits consistent with the coverage rules and benefits listed in these documents. 
For MA plans that choose to apply step therapy to Part B drugs in 2019, including this 
information in the ANOC and EOC prior to this year's annual election period satisfies that 
obligation. No changes to 2019 Plan Benefit Packages in the Bid Pricing Tool are needed in 
conjunction with adding a step therapy program for Part B drugs in 2019 based on this memo. 

CMS believes that in order to maintain access to necessary drugs, step therapy should be coupled 
with drug management care coordination services and, importantly, rewards that incentivize 
beneficiary participation. In other words, under CMS's interpretation of its regulations, it is 
necessary for an MA plan opting to apply step therapy to Part B drugs to offer beneficiaries an 

• 
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opportunity to participate in drug management care coordination activities. Patient-centered care 
coordination is an essential element to improved health outcomes, lower costs and providing 
access to drugs in the context of step therapy. It is an integral part of MA plans to coordinate 
and manage care in order to achieve quality care outcomes for enrollees. See 42 CFR §§  
422.112(6) and 422.152. Care coordination activities are truly effective when they reflect an 
enrollee's individual needs. In this context, CMS understands drug management care 
coordination activities to include, at a minimum: 

• Interactive medication review and associated consultations for enrollees to discuss all 
current medications and perform medication reconciliation and follow-up when 
necessary; 

• Providing educational materials and information to enrollees about drugs within the drug 
management care coordination program; and 

• Implementing medication adherence strategies to help enrollees with their medication 
regimen. 

Patient engagement is essential to a successful care coordination program. To ensure adequate 
access to Part B drugs, it is necessary, under CMS 's interpretation of its regulations, that MA 
plans opting to apply step therapy encourage enrollees to participate in such a drug management 
care coordination program by offering rewards in exchange for enrollee participation. 
Rewarding drug management care coordination helps encourage participation in a program that 
works to ensure that enrollees get safe and clinically appropriate medication to treat their 
condition, and will enable plans to pass on the cost savings generated from more active 
management of the drug benefit. Consistent with 42 CFR §422.134, plan rewards cannot be 
offered in the form of cash or monetary rebate, but may be offered as gift cards or other items of 
value to all eligible enrollees. MA plans should make sure any rewards or incentives comply 
with all rules at 42 CFR § 422.134 and Chapter 4 of the Medicare Managed Care Manual. Under 
these rules, the value of the rewards or incentives must be reasonable and appropriate. In this 
particular context, CMS will presume that the reward or incentive is reasonable and appropriate 
if it is equivalent to more than half the amount saved on average per participant by a more 
efficient use of health care resources, promotion of improved health, or prevention of injuries 
and illness. Also, pursuant to the requirement that information must be made available to CMS 
about the form and manner of rewards or incentives programs, MA plans offering this particular 
reward or incentive must include the value of the offered reward or incentive on a per member 
basis in comparison to the average planned per participant savings in the annual Part C Reporting 
Requirements submission. 

For those plans that did not previously consider initial costs associated with rewards and 
incentives, these costs need not be separately included in the bid as a non-benefit expense. This 
is only for rewards and incentives offered in connection with step therapy driven drug 
management care coordination activities for 2019. 

While step therapy requirements may reduce costs to both the enrollee and the MA plan, due to 
variances in cost-sharing for Part B and Part D drugs, there may be occasions when enrollees 
could experience higher out-of-pocket costs for the "stepped" Part D drug. CMS reminds MA 
plans that benefits must be provided consistent with the 2019 benefit packages submitted and 
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approved by CMS and it is our expectation that step therapy for Part B drugs, and other 
utilization management practices, should not result in increased costs to enrollees. 

Additionally, it is critical that MA plans continue to comply with the statutory requirement that 
they provide access to all Part A and Part B benefits that would be available in Original 
Medicare. Step therapy or other utilization management policies may not be used as an 
unreasonable means to deny coverage of medically necessary services or to eliminate access to a 
Part B covered benefit, which is why CMS believes it is important to pair step therapy with a 
beneficiary engagement program. Furthermore, enrollees must be able to request an exception 
from the plan's step therapy requirement in order to access a Part B covered drug. The ability to 
request such an exception is consistent with current Part D rules involving exceptions related to 
the application of utilization management tools, such as step therapy requirements. 3 CMS 
recommends that MA plans follow the rules governing Part D exceptions in 42 CFR § 
423.578(b) and grant an exception whenever it determines that the drug is medically necessary 
and is a covered Part B drug. 

CMS considers plan decisions involving requests for exceptions to be pre-service organization 
determinations because they involve an MA plan's refusal to provide or pay for services that the 
enrollee believes should be furnished or arranged by the MA plan.4 As a result, exception 
requests are subject to applicable adjudication timeframes and notice requirements in 42 CFR § §  
422.568 and 422.572. Organization determination timeframes require that MA plans make 
determinations as expeditiously as the enrollee's health condition requires, but no later than 14 
calendar days (72 hours for expedited requests) after the date the organization receives the 
request. CMS strongly encourages that MA plans expedite requests for exceptions in Part B, to 
align with the 72-hour adjudication timeframe for requests in Part D. 

Finally, MA plans should ensure that new step therapy requirements do not disrupt ongoing Part 
B drug therapies for enrollees. Step therapy may only be applied to new prescriptions or 
administrations of Part B drugs for enrollees that are not actively receiving the affected 
medication. Also, Part D transition requirements will continue to apply to Part D drugs that are 
subject to step therapy where the first "step" is a Part B drug. With these additional tools and 
enrollee protections in place, MA plans will be able to provide more coordinated and cost­
effective care. 

Questions related to the information in this memorandum, may be submitted at: 
https://dpap.lmi.org/dpapmailbox/. 

3 42 CFR § 423.578(b) 
4 See 42 CFR § 422.566(b )(3) 

• 
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PROPOSED AMENDMENTS TO SENATE BILL NO. 2290 

Page 1, line 3, after "program" add"; and to provide an effective date" 

Page 4, after line 10, insert: 
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"SECTION 2. CONTINGENT EFECTIVE DATE. Section 1 of this Act 

becomes effective on the date the department implements a prior authorization 

step therapy program. The department shall certify to the legislative council the 

effective date. " 

Renumber accordingly 
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American Cancer Society 
Cancer Action Network 
2401 46th Ave SE, Ste. l 02, Mandan, 
ND 
70 I .4 71 .2859 
Deb.knuth@cancer.org 

My name is Deb Knuth and I am the Government Relations Director for the North Dakota American 
Cancer Society Cancer Action Network. 

The American Cancer Society Cancer Action Network (ACS CAN), the nonprofit, non-partisan advocacy 
affiliate of the American Cancer Society advocates for public policies that reduce death and suffering 
from cancer. ACS CAN opposes SB 2290, a bill relating to authorization of a Medicaid step therapy 
program because the exception process described in the bill is insufficient to protect cancer patients. As 
such, we urge you to strengthen Section 4(b) of the bill to include prompt timeframes within which 
exception requests must be decided such as S days for non-urgent requests and 24 hours for urgent 
requests. We also recommend that specific criteria be added to delineate the situations in which a step 
therapy exception must be granted. 

ACS CAN supports legislation that balances protecting patients when a step therapy protocol would 
produce an adverse health outcome, with allowing for the use of step therapy when it is appropriate for 
controlling costs. 

Step therapy is a tool insurers use to limit how much they spend covering patients' medications. 
Under a step therapy protocol, a patient must try one or more drugs chosen by their insurer­
usually based on financial, not medical, considerations-before coverage is granted for the drug 
prescribed by the patient's health care provider. 

Patients may be required to try one or more alternative prescription drugs that are of lower cost to 
the insurer but may not be the best therapy for some patients. 

Scientific breakthroughs mean that, in many cases, a cancer diagnosis now can be managed and treated. 
Patients need the ability to quickly assess their condition with their doctors and find the best course of 
treatment for their individual medical needs. Delays in access to the best treatment available, that could 
be experienced as a result of patients having to go through a step therapy protocol, can pose significant 
risk to the treatment of disease. 

Step therapy can undermine physicians' ability to effectively treat patients, can lower quality of care, 
and lead to set backs and disease progression for patients. 

Exemptions from step therapy do not prohibit insurers from using step therapy but seek to balance 
cost containment with patient needs. 

Page 1 of 2 
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The American Cancer Society Cancer Action Network urges this Committee to oppose this legislation or 
consider amending it to include the exceptions I've discussed. 

Thank you for allowing me to testify. Are there any questions? 

Page 2 of 2 
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Cha i r  Lee and  Comm ittee Mem bers ,  I am Cou rtney Koebe le and  rep resent the North 

Dakota Med ica l  Assoc iat ion .  The North  Dakota Med ica l  Assoc iat io n  is  the p rofess iona l  

members h i p  org a n izat ion for North Dakota p hys ic ia ns ,  res i dents , and  med ica l  students . 

N OMA d oes not s u pport S B  2290 .  

Part of  N D MA's m iss ion  is  to  advance the hea lth and  p romote the we l l -be i ng  of  the 

peop le of No rth  Dakota . SB 2290 does not he lp  p romote the hea lth of Med ica id 

pat ients . 

We fi nd  the g rowi n g  trend  towa rd s the use of restr ict ive and  b u rdensome ut i l izat ion 

management  tact ics by payors concern i ng  and u rge the state to recons ider  i ts  sta nce 

on  th is  cr i t ica l pat ient  ca re i ssue .  Step therapy protoco ls  that req u i re pat ients to try and 

fa i l  certa i n  treatme nts before a l lowi ng access to  other ,  potent i a l ly more approp r iate 

treatme nts can both ha rm pat ients and u ndercut the phys ic ian -pat ient  dec is ion-mak ing 

p rocess . The most app ropr iate cou rse of  treatment for a g iven med ica l  cond i t ion 

depends o n  the pat ient 's u n ique  c l i n ica l s ituat ion and  the ca re p lan deve loped by the 

phys ic ian  in  c lose consu ltat ion  wi th  that pat ient .  

We apprec iate that b io log ic  med ic i nes a re expens ive and that the u pfront cost i s  more 

tha n  Med ica id  no rm a l ly spends on o lder med icat ion s .  H owever ,  the b i o log ic  med ici nes 

have a m uch h ig he r  chance of gett ing the pat ient i nto rem iss ion  so that you ca n avo id  

the com p l icat ion s ,  the emergency room v is its , the hosp ita l izat ion s ,  and  the need for 

su rgery .  

One  suggest ion  that we have seen i n  other  states , i s  that the exped i t ion  except ion 

shou ld  be t ime l i m ited . Med ica id shou ld be req u i red to respond to except ion req uests 

exped it i ous l y ,  wh ich  typ ica l ly ranges from 24 to 72 hou rs ,  afte r a req u est is subm itted . 

Than k  you fo r the opportun ity to test ify tod ay.  I wou ld be happy to a n swer any  

q uest ion s .  

1 



NDLA, S HMS  - Velez, Justin  

From: 

Sent: 
J udy Lee <j udylee1822@gmail .com> 
Tuesday, January 29, 2019 10:08 PM 

To: -G rp-NOLA Senate Human Services; N O LA, S H MS - Velez, J u stin; N O LA, Intern 02 
Carthew, Alexandra 

Subject: FW: [EXTERNAL] SB 2290 

* * * * *  CAUTION: This email originated from an outside source. Do not click links or open attachments unless you know 
they are safe. * * * * *  

-----O riginal Message-----
From: Carl son, Lisa M (D I R- Health P lan) < Lisa. M.Carl son@sanfordhealth.org> 
Sent : Tuesday, January 29, 2019 8 : 50 AM 
To: 'Judy Lee' <judylee1822@gmail.com> 
Cc: Walth, Marnie <Marnie.Walth@SanfordHea lth.org>; Carmody, Mol ly <Mol ly.Carmody@SanfordHealth.org> 
Subject: RE: [EXTERNAL] SB 2290 

Good morning Senator Lee, we are neutral on SB2290 because we do not utilize step therapy for the drugs outlined in 
this bil l .  Instead, we rely on a medical management tool cal led Eviti (a program that is operated by oncologists and 
oncology nurses). The tool has built-in (and regularly updated) clinical guidelines and research to ensure our members 
are getting the best oncology care no matter where they reside and receive their treatment. In oncology care, it is very 
rare that a case exists where generic medications can approximate the efficacy and safety of the newer treatments. 
While older therapies were effective, they often cause the toxic side effects associated with chemotherapy. In modern 
therapies that are more targeted toward select markers on tumors, the medications are more effective and better 
tolerated. For this reason, we have little reason to require step-therapy in this space. Our pharmacy director, Danny 
Weiss is not su rprised that Medicare and Medicaid is moving to al low step therapy in the oncology space so that they 
can leverage equivalent brands for rebates, and then maximize those through step-therapy. But in the private sector, 
we accomplish the same through formulary management using tools  described above, which is not always available in 
areas like Medicare/Medicaid. 

I hope that helps, if not, I 'd be happy to arrange a cal l  with our pharmacy director as he can explain in more detail . 

Respectful ly, 

Lisa M. Carl son 
Senior Director, Market Strategy 
(605) 328-6859 I Lisa.M.Carl son@sanfordhealth.org 

Confidentiality Notice: The information contained in this transmission may contain privileged and confidential 
information, including patient information protected by federal and state privacy laws. It is intended only for the use of 
the person(s) named above. If you are not the intended recipient, you are hereby notified that any review, 
dissemination, distribution, or duplication of this communication is strictly prohibited; please contact the sender by 
reply email and destroy a l l  copies of the origina l message(s). 

-----O riginal Message-----
F rom: Judy Lee <judylee1822@gmail.com> 
Sent : Monday, January 28, 2019 1 :36 PM 
To: Carl son, Lisa M (D I R- Health Plan) < Lisa.M.Carl son@sanfordhealth.org> 

1 



Subject: [ EXTERNAL] SB 2290 

The bil l would permit Medicaid to fol low Medicare, if Medicare changes its policy about step therapy for oncology drugs. 
I'm just checking with private carriers to see if such prior authorization or formulary rules are in place for their 
coverage. 

Judy Lee 
1822 Brentwood Court 
West Fargo, ND 58078 
Phone: 701-282-6512 
Cel l :  701-238-1531 
e-mail :  judylee1822@gmail.com 

Confidentiality Notice: This e-mail message, including any attachments, is for the sole use of the intended recipient(s) 
and may contain privi leged and confidential information. Any unauthorized review, use, disclosure or distribution is 
prohibited. If you are not the intended recipient, please contact the sender by reply e-mail and destroy al l copies of the 
original message. 
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Testimony 

Eng rossed Senate B i l l  2290 - Depa rtment of H u ma n  Services 

House H u man Services Com mittee 

Representative Robin  Weisz, Cha i rma n 
March 4, 2019 

Chairman Weisz and members of the House Human Services Committee, I am 

Brendan Joyce, Administrator of Pharmacy Services with the Medical Services 

Division for the Department of Human Services (Department). I appear today to 

provide testimony on Engrossed Senate Bill 2290. 

Engrossed Senate Bill 2290 would allow the Department to have step therapy for the 

Medicaid program for new prescriptions for cancer medications. For instance, 

Cabometyx® was approved by the Food and Drug Administration (FDA) on January 

14, 2019 for patients with hepatocellular carcinoma (HCC) who have been 

previously treated with sorafenib .  If step therapy was implemented for this 

medication, it would simply ensure that any HCC patient receiving a prescription 

order for Cabometyx® was previously treated with sorafenib. For further examples 

and to show how FDA approvals are done, you will see all of the 2018 FDA 

approvals and safety notifications for hematology/oncology (cancer) medications in 

Attachment A with all of the similar situations highlighted. Blue highlight shows 

drugs approved to be used as first line, and yellow shows those whose approval 

specifically is not for first line use. 

The step therapy would be completely modeled on Medicare Part B. Please 

reference the August 7 ,  2018 memorandum from the Centers for Medicare and 

Medicaid Services (CMS) outlining guidance allowing Medicare Advantage plans to 

utilize step therapy for Part B drugs (Attachment B). 

The Department would not implement any step therapy protocol that is not already 

being used by Medicare Part B plans. Also, as required by section 50-24.6-04 of the 
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North Dakota Century Code, the Drug Use Review (DUR) Board would review any r, . 2. 
step therapy protocols prior to implementation. Since step therapy is based on 

clinical protocols and Food and Drug Administration approvals, the Department does 

not anticipate any fiscal impact. Also, given requirements for DUR Board review and 

approval , and the timeframes surrounding such, no step therapy would be 

implemented prior to calendar year 2020, and only then if Medicare Part B has 

approved the specific step therapy protocol . 

This concludes my testimony, and I am happy to answer any questions you may 

have. 
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• FDA approved tag raxofusp-erzs (ELZONR IS  ™ , Steml i ne  Therapeutics) , a CD1 23-di rected 
cytotoxi n ,  for blastic plasmacyto id dendrit ic cel l neoplasm (BPDCN) in adu lts and in ped iatric 
patients 2 years and older . More information .  December 2 1 , 20 1 9  

• FDA approved ravu l izumab-cwvz (UL  TOM I R I S ™ , Alex ion Pharmaceut ica ls ,  I nc . )  for adu l t  
patients with paroxysmal noctu rnal hemog lobi nu ria  (PNH) .  More i nformation . December 2 1 , 
2 0 1 8 

• FDA approved calaspargase pego l-mkn l (ASPARLAS,  Servier Pharmaceutica ls LLC) , an 
asparag ine  specific enzyme ,  as a component of  a m u lt i-agent chemotherapeutic reg imen for 
acute lymphob last ic leukemia (ALL) i n  ped iatr ic and young adu l t  patients age 1 month to 2 1  
yea rs .  Th is  new product provides for a longer interval  between doses compared to other 
ava i lab le pegaspargase products . More I nformation . December 20, 20 1 8  

• FDA approved o laparib  (L YN PARZA,  AstraZeneca Pharmaceut ica ls  LP) for the ma intenance 
treatment of adu lt patients with deleterious or  suspected deleter ious germ l i ne or  somatic 
BRCA-m utated (g BRCAm or sBRCAm) advanced epithe l ia l  ovari an ,  fa l lop ian tube or primary 
peritonea l  cancer who are i n  complete or  partia l  response to fi rst- l i ne plati num-based 
chemotherapy . More I nformation . December 1 9 , 20 1 8 

• FDA g ranted accelerated approval to pembro l izumab (KEYTRUDA,  Merck & Co .  I nc . )  for 
adu lt and ped iatr ic patients with recu rrent local ly advanced or  metastatic Merkel cel l  
carc inoma (MCC) .  More I nformation . December 1 9 , 20 1 8 . 

• FDA approved Herzuma (trastuzu mab-pkrb , Cel ltrion  I nc . )  as a b ios im i la r  to Hercept in 
(trastuzumab ,  Genentech I nc . )  fo r patients with H ER2-overexpressing breast cancer .  More 
I nformation . December 1 4 , 20 1 8  

• FDA approved romip lostim (NPLATE ,  Amgen I nc . )  for ped iatric patients 1 year of age and 
o lder with immune th rombocytopenia ( ITP) for at least 6 months who have had an  i nsufficient 
response to cort i costeroids ,  immunog lobu l i ns ,  or  sp lenectomy. More I nformation . December 
1 4 , 2 0 1 8 

• FDA approved atezo l izumab (TECENTR I Q ,  Genentech ,  I nc .  , i n  combination  with 
bevacizumab ,  acl itaxe l ,  and carbo lat in for the 

. More I nformation . December 6 ,  20 1 8  
• FDA approved g i lteriti n i b  (XOSPATA, Aste l las Pharma US  I nc . )  for treatment of adu l t  

patients who have re lapsed or  refracto[Y acute myelo id leukemia (AM L) with a FL T3 mutation 
as detected by an FDA-approved test. More I nformation . November 28, 20 1 8  

• FDA approved Truxima (ritux imab-abbs , Cel ltrion I nc . )  as the fi rst b iosim i l a r  to R ituxan 
(r ituximab ,  Genentech I nc . )  for patients with CD20-pos itive , B-ce l l  non-Hodgk in 's  lymphoma 
( N H L) to be used as a s ing le agent or in comb inat ion with chemotherapy. More I nformation . 
November 28 ,  20 1 8  

• FDA g ranted accelerated approva l to la rotrecti n i b  (VITRAKVI , Loxo Onco logy I nc .  and Bayer) 
for adu lt and ped iatr ic patients with so l id tumors that have a neurotroph ic  receptor tyrosine 
k inase (NTRK) gene fusion without a known acqu i red res istance mutati on ,  that a re either 
metastatic o r  where surg ica l resection is  l i kely to resu lt in severe morb id ity ,  and who have no 
satisfactory a lternative treatments or whose cancer has progressed fo l l owing treatment .  More 
I nformati on .  November 26 ,  20 1 8  

• FDA g ranted accelerated approva l to venetoclax (VE NCLEXTA, AbbVie I nc .  and Genentech 
I nc . )  in comb ination  with azacitid ine or decitab ine or lo w-dose cytarab ine for the treatment of 
newly-d iagn osed acute myelo id leukemia (AM L) in adu lts who are age 75 years or o lder ,  or 
who have comorb id it ies that precl ude use of i ntensive i nduct ion chemotherapy. More 
I nformation . November 2 1  , 20 1 8  

• FDA approved g lasdeg ib  (DAUR ISMO ,  Pfizer Labs) i n  combinat ion with low-dose cytarabine 
(LDAC) ,  for newly-d iagnosed acute myelo id leukemia (AM L) i n  patients who are 75 years old 
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or  o lder  o r  who have comorbid ities that  precl ude i ntens ive induction  chemotherapy. More 
I nformation . November 2 1 , 20 1 8  
FDA approved emapa lumab (GAM I FANT, Novimmune SA) , a monoc lona l  ant ibody that b inds 
and  neutra l izes i nterferon gamma,  for adu l t  and ped iatr ic (newborn and o lder) patients with 
primary hemophagocytic  lymphohistiocytosis (HLH)  with refractory , recu rrent or prog ressive 
d i sease or i nto lerance with conventiona l  H LH therapy. More I nformation November 20, 201 8 

F DA approved brentux imab vedoti n (ADCETR I S ,  Seatt le Genetics I nc . )  i n  comb inat ion with 
chemotherapy for previously untreated systemic anap lastic la rge cel l  lymphoma or othen 
C D30-expressing peri phera l  T-cel l  lymphomas . More i nformation . November 1 6 , 20 1 8 

FDA g ranted accelerated approva l to pembro l izumab (KEYTRUDA,  Merck & Co . ,  I nc . )  for 
patients with hepatoce l lu la r  carcinoma (HCC) who have been previously treated with 
sorafen ib .  More I nformation . November 9, 20 1 8  

FDA g ranted accelerated approva l to lorlati n i b  (LORBRENA,  Pfizer, I nc . )  for patients with 
anap last ic lymphoma k inase (ALK)-positive metastat ic non-sma l l  cel l l ung  cancer (N SCLC) 
whose d isease has prog ressed on crizoti n i b  and at least one other ALK i nh ib ito r  fon 
metastat ic d isease or whose d isease has prog ressed on a lecti n i b  or  ceriti n i b  as the fi rst ALK 
i n h i b itor therapy for metastatic d isease . More I nformation .  Novem ber 2, 20 1 8 

KEYTRUDA,  Merck & Co .  I nc .  i n  

FDA approved talazopari b (TALZENNA, Pfizer I nc . ) ,  a poly (ADP-ri bose) polymerase (PARP) 
i n h i bitor ,  fo r patients with deleterious or  suspected deleterious germ l i ne  BRCA-mutated 
(g BRCAm) ,  H E R2 negative loca l ly advanced or metastatic breast cancer. Patients must be 
selected for therapy based on an FDA-approved com pan ion  d iagnostic for ta lazopari b .  More 
I nformation . October 1 6 , 20 1 8 . 

FDA approved em icizumab-kxwh inject ion (H EML I BRA, Genentech , I nc . )  for prophylaxis to 
prevent o r  red uce the frequency of bleed ing episodes i n  adu lt and ped iatr ic patients (ages 
newborn and o lder) with hemoph i l ia  A (congenita l factor VI I I  defic iency) with or  without factor 
V I I I  (FVI I I )  i n h i bitors .  More I nformation .  October 4 ,  20 1 8 

FDA approved cemip l imab-rwlc (L I BTAYO , Regeneron Pharmaceutica ls I nc . )  for patients with 
metastatic cutaneous squamous cel l  carci noma (CSCC) or loca l ly  advanced CSCC who are 
not cand idates for cu rative surgery or cu rative rad iation . More I nformation . September 28 ,  
2 0 1 8 . 

FDA g ranted regu la r  approva l to duvel is ib  (COP I KTRA, Verastem ,  I nc . ) for adu l t  patients with 
re lapsed or refractory chron ic  lymphocyt ic leukem ia (CLL) or  smal l  l,'.mphocytic lymphoma 
(SLL) after at least two r ior therapies. In additi on ,  duve l is ib  rece ived accelerated approva l for 
adu lt patients with re lapsed or refractory fo l l i cu lar  lymphoma (FL) after at least two pr ion 
system ic  therapies . More I nformation .  September 24 , 20 1 8 

FDA approved moxetumomab pasudotox-tdfk (LU MOXIT I , AstraZeneca Pharmaceuticals 
LP), a CD22-d i rected cytotox in ind icated for adu lt patients with re lapsed or refractory ha i ry 
ce l l  leukemia  (HCL) who received at least two pr ior systemic therapies ,  inc lud ing treatment 
with a pu ri ne  n ucleoside ana log (PNA) . More I nformation . September 1 3 , 20 1 8  
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FDA u pdated the prescrib ing i nformation  for Keytruda (pembro l izumab) and Tecentriq 
(atezo l izumab) to requ i re the use of an FDA-approved com pan ion  d iagnostic test to 
determ ine  PD-L 1 levels in tumor t issue from patients with local ly advanced or metastatic 
u rothe l ia l  cancer who are c isplatin- ine l ig ib le .  FDA approved two d ifferent compan ion 
d iagnostic tests , one for use with Keytruda and one for use with Tecentriq , More I nformation . 
August 1 6 , 20 1 8 . 

FDA g ranted accelerated approva l to n ivo lumab (Opd ivo , B risto l -Myers Squ ibb Company 
I nc . )  for patients with metastatic smal l  cel l  lung cancer (SCLC) with prog ression after 
p lati n um-based chemotherapy and at least one other l i ne  of therapy. More 
I nformatio n . August 1 6 , 20 1 8  

FDA a 
August 1 6 , 20 1 8 

• FDA approved mogamu l izumab-kpkc (Pote l igeo ,  Kyowa K i ri n ,  I nc . )  fo r adu lt patients with 
re lapsed or refractory mycosis fungoides (MF) or Sezary synd rome (SS) after at least one 
prio r  system ic  therapy. More I nformation . August 8 ,  20 1 8 

• FDA approved l usutrombopag (Mu lp leta , Sh ionogi  I nc . )  for th rombocytopen ia  i n  adu lts with 
chron i c  l iver d isease who are schedu led to u ndergo a med ical  or dental procedu re .  More 
I nformati on .  J u ly 3 1 , 20 1 8 . 

• FDA approved i obenguane I 1 3 1 (AZEDRA,  Progen ies Pharmaceutica ls ,  I nc . )  for adu lt and 
ped iatric patients ( 1 2 years and o lder) with iobenguane scan-posit ive, u n resectab le ,  loca l ly 
advanced o r  m etastatic pheochromocytoma or  paragang l ioma (PPGL) who requ i re systemic 
ant icancer  therapy. More I nformation . J u ly 30 ,  20 1 8 . 

• FDA approved ivosiden ib (Tibsovo , Ag ios Pharmaceutica ls ,  I nc . )  fo r adu lt patients with 
re lapsed or refractory acute myelo id leukemia (AM L) with a suscepti b le I DH 1  mutation as 
detected by an FDA-approved test. More I nformation . Ju ly 20 ,  20 1 8  

• FDA expanded the ind ication for ri bocicl i b  (Kisqa l i ,  Novart is Pharmaceutica ls Corporation) i n  
comb inat ion with an aromatase i nh ibitor fo r pre/perimenopausal  women with H R-positive , 
H ER2-negative advanced or  metastati c  breast cancer ,  as i n itia l  endocri ne-based 
thera py .  More I nformation . Ju ly 1 8 , 20 1 8  

• FDA approved enzalutamide (XTAND I ,  Aste l las Pharma US ,  I nc . ) ,  for patients with 
castration-res istant prostate cancer (CRPC) . More I nformation . J u ly 1 3 , 20 1 8 

• FDA g ranted accelerated approva l to ip i l imumab (YERVOY, Bristo l -Myers Squ i bb Company 
I nc . )  for use in combination with n ivol umab for the treatment of patients 1 2  years of age and 
older with m icrosate l l ite i nstab i l ity-h igh (MS I-H)  or  mismatch repa i r  defic ient (d M M R) 
metastatic colo recta l cancer (mCRC) that has Rrog ressed fo l l owi ng treatment with a 
fl uo ropyrim id i ne ,  oxa l i p lati n ,  and i ri notecan . More I nformation . J u ly 1 0 , 20 1 8 

• FDA has l im ited the use of Tecentriq and Keytruda for patients with loca l ly  advanced or 
metastat ic u rothel i a l  cancer who are not e l ig i b le for c isp lati n-conta i n i ng therapy. More 
I nformatio n . J u ne 1 9 , 20 1 8  

• FDA approved encorafen ib and b in imeti n i b  (BRAFTOVI and M E KTOVI , Array B ioPharma 
I nc . )  in com bi nation  for patients with un resectable or metastatic melanoma with a BRAF 
V600E or  V600K m utation , as detected by an  FDA-approved test. More I nformation . June 
27 , 20 1 8  
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• FDA g ranted accelerated approva l to pembro l izumab (Keytruda ,  Merck) for the treatment of 
adu lt and  ped iatric patients with refractory primary mediasti na l  la rge B-ce l l  lymphoma 
(PM BCL) ,  o r  who have re lapsed after two or  more prio r  l i nes of therapy. More 
I nformation . J u ne 1 3 , 20 1 8  

• FDA approved bevacizumab (Avasti n ,  Genentech , I nc . )  fo r patients with epithe l ia l  ovarian ,  
fa l lop ian tube ,  o r  primary peritoneal cancer  i n  comb inat ion with carboplati n and pacl itaxe l ,  
fo l lowed by  s ing le-agent bevacizumab ,  for stage I l l  o r  IV d isease after i n it ia l  surg ical 
resectio n .  More I nformation . June 1 3 , 20 1 8 

• FDA approved pembro l izumab (Keytruda ,  Merck and Co .  I nc . )  for patients with recu rrent or  
metastat ic cervical  cancer with d isease prog ression on  or after chemotherapy whose tumors 
express PD-L 1 (CPS � 1 ) as determ ined b� an  FDA-approved test . More I nformation . June 
1 2 , 20 1 8  

• FDA g ranted regu lar  approva l to venetoclax (VENCLEXTA, AbbVie I nc .  and Genentech I nc . )  
for pat ients wi th  chron ic  lymphocytic  leukem ia (CLL) or  sma l l  lymphocyt ic lym phoma (SLL) 
with o r  without 1 7p deletion , who have received at least one pr ior therapy. More 
I nformatio n . J u ne 8 ,  20 1 8  

• FDA approved methoxy polyethylene g lyco l-epoeti n beta (M i rcera , Vifor  Pharma I nc . )  fo r the 
treatment of ped iatric patients 5 to 1 7  years of age on hemodia lysis who are converti ng from 
another ESA after the i r  hemog lobin level was stab i l ized with an  ESA .  More 
I nformation . J u ne 7 ,  20 1 8  

• FDA approved Fu lph i la  (pegfi l g rastim-jmdb ,  Mylan  GmbH)  as a biosim i la r  to Neu lasta 
(pegfi l g rastim ,  Amgen , I nc . )  to decrease the chance of i nfect ion as suggested by febr i le 
neutropen ia  in patients with non-myelo id cancer who are receiv ing myelosuppressive 
chemotherapy that has a c l in ica l ly sig n ificant i nc idence of febr i le neutropen ia .  More 
I nformatio n . J u ne 4 ,  20 1 8  

• FDA approved avatrombopag (Doptelet, AkaRx I nc . )  for thrombocytopen ia  i n  adu lts with 
chron ic  l iver d i sease schedu led to undergo a procedu re .  More I nformation . May 2 1 , 20 1 8  

• FDA approved Retacrit (epoetin alfa-epbx, Hospira I nc . , a subs id iary of Pfizer I nc . )  as a 
b ios im i l a r  to Epogen/Procrit (epoetin a lfa ,  Amgen I nc . )  for the treatment of anemia due to 
chron ic  k idney d i sease (CKD) i n  patients on d ia lysis and not on d ia lys is ,  use of z idovud ine i n  
patients with H IV i nfection ,  and the effects of  concomitant myelosuppressive chemotherapy. I t  
i s  a lso approved for the reduct ion of a l logeneic red b lood ce l l  transfus ions i n  patients 
u ndergo ing  e lective, noncard iac, nonvascu lar  surgery . More I nformation . May 1 5 , 20 1 8 

• FDA approves dabrafen ib  p lus trameti n i b  fo r anap lastic thyro id cancer with BRAF V600E 
m utati on .  Mo re I nformation . May 4 ,  20 1 8 . 

• FDA approved t isagen lecleucel (KYMR IAH , Novart is Pharmaceutica ls Corp . )  a C D 1 9-
d i rected genet ica l ly  mod ified autologous T-cel l  immunotherapy ,  fo r adu lt patients with 
re lapsed or refractory large B-ce l l  lymphoma after two or  more l i nes of systemic therapy 
i nc lud ing  d iffuse la rge B-ce l l  lymphoma (DLBCL) not otherwise specified , h igh  g rade B-ce l l  
lym phoma and DLBCL ar is ing from fol l i cu lar  lymphoma . More I nformation . May 1 ,  20 1 8 . 

• FDA g ranted regu la r  approva l to dabrafen ib  (TAFI N LAR,  Novart is Pharmaceutica ls Corp . )  
and trameti n i b  (MEK IN IST, Novart is Pharmaceuticals Corp . )  i n  combination  for the adj uvant 
treatment of patients with melanoma with BRAF V600E or  V600K mutations ,  as detected by 
an FDA-approved test, and i nvolvement of lymph node(s) , fo l l owi ng complete 
resectio n .  More I nformation . Apri l  30,  20 1 8 

• FDA approved os imerti n ib  (Tagrisso , AstraZeneca Pharmaceuticals LP) 
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. More I nformation .  Apr i l  1 9 , 20 1 8  

FDA approved fostamati n i b  d isod i um hexahydrate tablets (TAVALI SSE ,  Rige l  
Pharmaceutica ls ,  I nc . )  for the treatment of th rom bocytopen ia i n  adu l t  patients with chron ic  
i m m u ne th rombocytopenia ( ITP) who have had an insufficient response to a previous 
treatment. Mo re I nformation . Apri l 1 7 , 20 1 8  

• FDA approved evero l imus tablets fo r  oral suspension (Afin itor Disperz ,  Novart is 
Pharmaceut icals Corp . )  for the adjunctive treatment of adu lt and ped iatric patients aged 2 
yea rs and  o lder with tuberous scleros is complex (TSC)-associated partia l -onset seizu res. 
Evero l imus  is a lso approved for two other man ifestations of TSC :  TSC-associated 
su bependymal  g iant cel l  astrocytoma (SEGA) and TSC-associated rena l  
ang iomyol ipoma . More I nformation . Apr i l  1 0 , 20 1 8  

• FDA a pproved rucaparib for mai ntenance treatment of recu rrent ovari an ,  fa l lop ian tube, or 
primary peritonea l  cancer. More I nformation . Apr i l  6 ,  20 1 8  

• FDA g ranted accelerated approva l to b l i natumomab (B l i ncyto , Amgen I nc . )  for the treatment 
of adu lt and ped iatric patients with B-ce l l  precursor acute lym phob lastic leukemia (ALL) i n  fi rst 
or second com plete remiss ion with m in ima l  res idua l  d isease (M RD) g reater than or equal  to 
0 . 1 % .  More I nformation . March 29,  20 1 8 

• FDA approved n i l oti n ib  (TAS IGNA, Novart is Pharmaceut ica ls  Corporation)  for ped iatric 
patients 1 yea r  of age or o lder with newly d iagnosed Ph i ladelph ia  ch romosome positive 
ch ron ic  myelo id leukemia in chron ic phase (Ph+ CML-CP) or Ph+  C M L-CP resistant oG 
i ntolerant to prio r  tyrosi ne-ki nase i nh i bitor (TKI )  theraRY - More I nformation . March 22 ,  20 1 8  

• FDA approved brentuximab vedoti n (Adcetris ,  Seattle Genetics, I nc . )  to treat adu lt patients 
with previously u ntreated stage I l l  or IV classical Hodgk in  lymphoma (cH L) in comb ination 
with chemotherapy. More I nformation . March 20, 20 1 8 

• FDA approved abemacicl ib (VERZEN IO ,  E l i  L i l ly and Company) i n  comb inat ion with an  
aromatase i n h i b itor as i n it ia l  endocrine-based therapy for postmenopausal  women with 
hormone receptor (H R)-positive , human epidermal g rowth factor receptor 2 (HER2)-negative 
advanced o r  metastat ic breast cancer. More I nformat ion . February 26 ,  20 1 8 

• FDA approved d u rva lumab ( l mfi nzi , AstraZeneca I nc . )  fo r patients with un resectable stage I l l  
non-smal l  ce l l  l ung  cancer (N SCLC) whose d isease has not progressed fo l lowing concu rrent 

lati n um-based chemotherapy and rad iation therapy. More I nformation . February 1 6 , 201 8 

• FDA approves apa l utamide for non-metastatic castration-resistant prostate cancer. More 
I nformation . Februa ry 1 4 , 20 1 8  

• FDA approved ab i raterone acetate (Zytiga ,  Janssen B iotech I nc . )  tablets i n  combinat ion with 
predn isone for metastatic h igh-r isk castrat ion-sensitive prostate cancer (CSPC) . More 
I nformation . February 7 ,  20 1 8  

• FDA approved l uteti um Lu 1 77 dotatate (LUTATHERA,  Advanced Accelerator Appl ications 
U SA ,  I nc . )  a rad io labeled somatostati n ana log , fo r the treatment of somatostat in  receptor­
pos itive gastroenteropancreat ic neuroendocri ne tumors (GEP-N ETs) , i nc lud ing foregut, 
m idgut ,  and h i ndgut neuroendocri ne tumors in adu lts . More I nformation . January 26, 20 1 8  
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• FDA g ranted regu lar  approva l to o lapar ib tab lets (Lynparza , AstraZeneca Pharmaceuticals 
LP) ,  a poly (ADP-ri bose) polymerase (PARP) i n h i bitor ,  fo r the treatment of patients with 
de leterious  o r  suspected deleterious germ l i ne  BRCA-m utated (gBRCAm) ,  HER2-negative 
metastat ic b reast cancer who have been treated with chemotherapy either in the 
neoadj uvant ,  adjuvant, or metastatic setti ng . More I nformation . January 1 2 , 20 1 8  
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DEPARTMENT OF HEALTH & HUMAN SERVICES Centers for Medicare & Medicaid Services fj ,Cf 

7500 Security Boulevard 

DATE: 

TO:  

FROM: 

August 7, 2018 

Medicare Advantage Organizations 

Seema Verma 
Administrator 

Baltimore, Maryland 21244 

SUBJECT: Prior Authorization and Step Therapy for Part B Drugs in Medicare Advantage 

CMS is hereby rescinding our September 17, 2012 HPMS memo "Prohibition on Imposing 
Mandatory Step Therapy for Access to Part B Drugs and Services," and issuing new guidance 
that recognizes Medicare Advantage (MA) plans may use step therapy for Part B drugs, 
beginning January 1, 2019, as part of a patient-centered care coordination program. 

In the September 17, 2012 guidance, CMS stated that plans were precluded from imposing 
additional requirements for access to certain Part B drugs or services, such as step therapy 
requirements. That 2012 guidance did not affect other methods of prior authorization, which has 
been and continues to be allowed for Part B drugs. Section 1852 of the Social Security Act 
expressly anticipates a plan's application of utilization management tools, like prior 
authorization, and other "procedures used by the organization to control utilization of services 
and expenditures." 1 In this guidance, CMS is acknowledging that the use of step therapy is a 
recognized utilization management tool. The allowance of step therapy practices for Part B 
drugs will help achieve the goal of lower drug prices while maintaining access to covered 
services and drugs for beneficiaries. 

Step therapy is a type of prior authorization for drugs that begins medication for a medical 
condition with the most preferred drug therapy and progresses to other therapies only if 
necessary, promoting better clinical decisions. This new guidance recognizes that MA plans 
may apply step therapy to control the utilization of services in a manner that does not create an 
undue access barrier for beneficiaries. 2 Specifically, CMS believes that appropriate patient 
engagement and care coordination services support appropriate pathways to access to Part B 
drugs such as step therapy. 

In addition, CMS will consider rulemaking related to step therapy that might be appropriate for 
2020 and future years. We remind MA organizations that the regulatory requirement to properly 
disclose policies and procedures to enrollees in accordance with 42 CPR § 422.111 remains. 
We also remind MA organizations of their statutory obligations to furnish and provide access to 
benefits that are available under Parts A and B .  As such, CMS intends to treat step therapy for 

1 See section 1 852(c)( l )(G),  (c)(2)(8) .  
2 Prior authorization cannot be required for emergency services. See section l 852(d)( I )(E) of the Act and 42 CFR 
422 . 1 1 1 (b )(S ) ( i i ) .  



Part B drugs in a manner similar to our other requirements around prior authorization of Part C 
benefits and services. 

Accordingly, MA organizations remain subject to regulations at 42 CFR § 422. l 0 l (b) to comply 
with national and, in some cases, local coverage determinations. An MA plan may implement its 
own step therapy policies and procedures as part of utilization management where an applicable 
national and/or local coverage determination is silent on the matter. However, an MA plan 
remains subject to FFS Medicare's  step therapy policies and procedures when they are specified 
in a national and/or local coverage determination. 

CMS strongly encourages that MAPD plans use their qualified Part D pharmacy and therapeutics 
(P&T) committees to determine when it is medically appropriate to use step therapy for selected 
drugs in Part B. ln addition to requiring one Part B drug be used before a different Part B drug, 
MA plans that also offer prescription drug coverage (also known as "MAPD plans") may use 
step therapy to require a Part D drug therapy prior to allowing a Part B drug therapy. MAPD 
plans may also apply step therapy to require a Part B drug therapy prior to allowing a Part D 
drug therapy. However, in these latter cases, MAPD plans must ensure that these requirements 
are clearly outlined in the Part D prior authorization criteria for the affected Part D drugs. For the 
2019 annual election period, CMS will provide a special 8/17-8/21 window for MA submissions 
of Part B step therapy PA. The Part D drug must have a prior authorization edit submitted to 
CMS during this formulary update window. If the MAPD plan's P&T committee is unable to 
develop and approve PA criteria prior to this formulary submission window, placeholder PA 
criteria may be submitted with the submission by indicating "Criteria Pending" in the required 
PA submission fields. The standard Part D utilization management criteria review processes will 
provide MAPD plans an opportunity to finalize the criteria for the affected Part D drugs. If an 
MAPD plan chooses to implement criteria during the 2019 plan year, the addition of PA to a Part 
D drug can be requested as a negative change via the standard negative formulary change request 
timeframes. 

lf an MA plan decides to adopt and apply step therapy to Part B drugs, the MA plan must 
disclose that Part B drugs may be subject to step therapy requirements in the plan's  Annual 
Notice of Change (ANOC) and Evidence of Coverage (EOC) documents. In the ANOC, this 
information must be included under the Changes to Benefits and Costs for Medical Services. In 
the EOC, this information must be included in the Medical Benefits Chart under "Medicare Part 
B prescription drugs." If these documents are already in production, plans may send out an 
addendum to the ANOC and EOC to appropriately inform enrollees of the change. MA plans 
must provide benefits consistent with the coverage rules and benefits listed in these documents. 
For MA plans that choose to apply step therapy to Part B drugs in 2019 , including this 
information in the ANOC and EOC prior to this year's annual election period satisfies that 
obligation. No changes to 2019 Plan Benefit Packages in the Bid Pricing Tool are needed in 
conjunction with adding a step therapy program for Part B drugs in 2019 based on this memo. 

CMS believes that in order to maintain access to necessary drugs, step therapy should be coupled 
with drug management care coordination services and, importantly, rewards that incentivize 
beneficiary participation. In other words, under CMS's interpretation of its regulations, it is 
necessary for an MA plan opting to apply step therapy to Part B drugs to offer beneficiaries an 



opportunity to participate in drug management care coordination activities. Patient-centered care 
coordination is an essential element to improved health outcomes, lower costs and providing 
access to drugs in the context of step therapy. It is an integral part of MA plans to coordinate 
and manage care in order to achieve quality care outcomes for enrollees. See 42 CFR § §  
422. l l 2(b) and 422.152. Care coordination activities are truly effective when they reflect an 
enrollee' s  individual needs. In this context, CMS understands drug management care 
coordination activities to include, at a minimum: 

• Interactive medication review and associated consultations for enrollees to discuss all 
current medications and perform medication reconciliation and follow-up when 
necessary; 

• Providing educational materials and information to enrollees about drugs within the drug 
management care coordination program; and 

• Implementing medication adherence strategies to help enrollees with their medication 
regimen. 

Patient engagement is essential to a successful care coordination program. To ensure adequate 
access to Part B drugs, it is necessary, under CMS's interpretation of its regulations, that MA 
plans opting to apply step therapy encourage enrollees to participate in such a drug management 
care coordination program by offering rewards in exchange for enrollee participation. 
Rewarding drug management care coordination helps encourage participation in a program that 
works to ensure that enrollees get safe and clinically appropriate medication to treat their 
condition, and will enable plans to pass on the cost savings generated from more active 
management of the drug benefit. Consistent with 42 CFR §422.134, plan rewards cannot be 
offered in the form of cash or monetary rebate, but may be offered as gift cards or other items of 
value to all eligible enrollees. MA plans should make sure any rewards or incentives comply 
with all rules at 42 CFR § 422.134 and Chapter 4 of the Medicare Managed Care Manual. Under 
these rules, the value of the rewards or incentives must be reasonable and appropriate. In this 
particular context, CMS will presume that the reward or incentive is reasonable and appropriate 
if it is equivalent to more than half the amount saved on average per participant by a more 
efficient use of health care resources, promotion of improved health, or prevention of injuries 
and illness. Also, pursuant to the requirement that information must be made available to CMS 
about the form and manner of rewards or incentives programs, MA plans offering this particular 
reward or incentive must include the value of the offered reward or incentive on a per member 
basis in comparison to the average planned per participant savings in the annual Part C Reporting 
Requirements submission. 

For those plans that did not previously consider initial costs associated with rewards and 
incentives, these costs need not be separately included in the bid as a non-benefit expense. This 
is only for rewards and incentives offered in connection with step therapy driven drug 
management care coordination activities for 2019. 

While step therapy requirements may reduce costs to both the enrollee and the MA plan, due to 
variances in cost-sharing for Part B and Part D drugs, there may be occasions when enrollees 
could experience higher out-of-pocket costs for the "stepped" Part D drug. CMS reminds MA 
plans that benefits must be provided consistent with the 2019 benefit packages submitted and 



approved by CMS and it is our expectation that step therapy for Part B drugs, and other 
utilization management practices, should not result in increased costs to enrollees. 
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Additionally, it is critical that MA plans continue to comply with the statutory requirement that 
they provide access to all Part A and Part B benefits that would be available in Original 
Medicare. Step therapy or other utilization management policies may not be used as an 
unreasonable means to deny coverage of medically necessary services or to eliminate access to a 
Part B covered benefit, which is why CMS believes it is important to pair step therapy with a 
beneficiary engagement program. Furthermore, enrollees must be able to request an exception 
from the plan's step therapy requirement in order to access a Part B covered drug. The ability to 
request such an exception is consistent with current Part D rules involving exceptions related to 
the application of utilization management tools, such as step therapy requirements. 3 CMS 
recommends that MA plans follow the rules governing Part D exceptions in 42 CFR § 
423.578(6) and grant an exception whenever it determines that the drug is medically necessary 
and is a covered Part B drug. 

CMS considers plan decisions involving requests for exceptions to be pre-service organization 
determinations because they involve an MA plan's refusal to provide or pay for services that the 
enrollee believes should be furnished or arranged by the MA plan.4 As a result, exception 
requests are subject to applicable adjudication timeframes and notice requirements in 42 CFR § §  
422.568 and 422.572. Organization determination timeframes require that MA plans make 
determinations as expeditiously as the enrollee's health condition requires, but no later than 14 
calendar days (72 hours for expedited requests) after the date the organization receives the 
request. CMS strongly encourages that MA plans expedite requests for exceptions in Part B, to 
align with the 72-hour adjudication timeframe for requests in Part D. 

Finally, MA plans should ensure that new step therapy requirements do not disrupt ongoing Part 
B drug therapies for enrollees. Step therapy may only be applied to new prescriptions or 
administrations of Part B drugs for enrollees that are not actively receiving the affected 
medication. Also, Part D transition requirements will continue to apply to Part D drugs that are 
subject to step therapy where the first "step" is a Part B drug. With these additional tools and 
enrollee protections in place, MA plans will be able to provide more coordinated and cost­
effective care. 

Questions related to the information in this memorandum, may be submitted at: 
https://dpap.lmi.org/dpapmailbox/. 

3 42 CFR § 423 .578(b) 
4 See 42 CFR § 422 .566(b)(3 )  
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Chairman Weisz and Committee Members, I am Courtney Koebele and represent the 
North Dakota Medical Association. The North Dakota Medical Association is the 
professional membership organization for North Dakota physicians, residents, and 
medical students. NOMA does not support SB 2290. 

Part of NDMA's mission is to advance the health and promote the well-being of the 
people of North Dakota. SB 2290 does not help promote the health of Medicaid 
patients. 

We find the growing trend towards the use of restrictive and burdensome utilization 
management tactics by J)ayors concerning and urge the state to reconsider its stance 
on this critical patient care issue. Step therapy protocols that require patients to try and 
fail certain treatments before allowing access to other, potentially more appropriate 
treatments can both harm patients and undercut the physician-patient decision-making 
process. T�e most appropriate course of treatment for a given medical condition 
depends on the patient's unique clinical situation and the care plan developed by the 
physician in close consultation with that patient. 

We appreciate that biologic medicines are expensive and that the upfront cost is more 
than Medicaid normally spends on older medications. However, that medicine has a 
much higher chance of getting the patient into remission so that you can avoid the 
complications, the emergency room visits, the hospitalizations, and the need for 
surgery. 

Thank you for the opportunity to testify today. I would be happy to answer any 
questions. 
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1 March 2019 

Representative Robin Weisz 
2639 First Street SE  
Hurdsfield, ND 58451-9029 

Dear Chairman Weisz, 

Thank you for the opportunity to provide feedback on Senate B ill 2290, currently 
pending in the Assembly Human Services Committee. SB 2290 seeks authorization 
to deploy a Medicaid step-therapy program, a utilization management tool also 
permitted in the Medicare Advantage program. ASCO is concerned that this 
legislation is based solely on costs and is not in the best interests of North Dakota 
Medicaid recipients. The American Society of Clinical Oncology (ASCO} opposes SB 
2290-and the Centers for Medicare and Medicaid Services {CMS) decision to allow 
its use in Medicare Advantage plans. 

ASCO is the national organization representing more than 45,000 physicians and 
other health care professionals specializing in cancer treatment, diagnosis, and 
prevention. ASCO members are also dedicated to conducting research that leads to 
improved patient outcomes, and we are committed to ensuring that evidence-based 
practices for the prevention, diagnosis, and treatment of cancer are available to all 
Americans. 

Senate bill 2290 would remove "antineoplastic agents, for the treatment of cancer" 
currently exempt from prior authorization, allowing use of step therapy in the North 
Dakota Medicaid Program. Step therapy requires patients to try and fail on a lower 
cost medication before they can access medication or treatment recommended by 
their physician. Step therapy can: delay patient access to appropriate care, lead to 
irreversible disease progression, alter the ability of preferred treatments to ach ieve 
their desired effect, and may introduce a range of other significant patient health 
risks. 

As an alternative to step therapy, ASCO recommends use of clinical pathways to 
ach ieve h igh-value care . Clinical treatment pathways select a preferred, evidence­
based therapeutic option based upon efficacy and toxicity and consider costs only if 
two or more drugs are equally acceptable in the clinical situation. In th is way, the 
North Dakota Medicaid program can ensure its beneficiaries with cancer rece ive 
h igh quality care, wh ile also working to remove costs associated with unwarranted 
variation in treatment. 

Making a world of difference in cancer care 



We ask that the North Dakota Assembly Human Services Committee oppose SB 2290 and work with 
stakeholders such as ASCO to develop an alternative option for cancer drugs in the Medicaid program. 
Our goal is to ensure all patients with cancer have access to the treatment best suited to their disease. 
If you have questions or would like assistance on any issue involving the care of individuals with cancer, 
please contact Kate Flannigan at ASCO at katherine.flannigan@asco.org. 

Sincerely, 
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Monica Bertagnolli, MD, �s:1

FASCO 
President, American Society of Clinical Oncology 
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