
19.0343.04000 FISCAL NOTE
Requested by Legislative Council

01/14/2019

Amendment to: HB 1469

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).

The bill limits Pharmacy Benefit Managers to require step therapy in the drug treatment of metastatic cancer.

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 NDPERS pharmacy benefits do not require step therapy for any prescription drugs.

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.

N/A

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.

N/A

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.

N/A



Name: Bryan Reinhardt

Agency: NDPERS

Telephone: 701-328-3919

Date Prepared: 01/17/2019



19.0343.03000 FISCAL NOTE
Requested by Legislative Council

01/14/2019

Amendment to: HB 1469

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).

The bill limits Pharmacy Benefit Managers to require step therapy in the drug treatment of metastatic cancer.

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 NDPERS pharmacy benefits do not require step therapy for any prescription drugs.

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.

N/A

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.

N/A

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.

N/A



Name: Bryan Reinhardt

Agency: NDPERS

Telephone: 701-328-3919

Date Prepared: 01/17/2019



19.0343.02000 FISCAL NOTE
Requested by Legislative Council

01/14/2019

Amendment to: HB 1469

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).

The bill limits Pharmacy Benefit Managers to require step therapy in the drug treatment of metastatic cancer.

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 NDPERS pharmacy benefits do not require step therapy for any prescription drugs.

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.

N/A

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.

N/A

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.

N/A



Name: Bryan Reinhardt

Agency: NDPERS

Telephone: 701-328-3919

Date Prepared: 01/17/2019



19.0343.01000 FISCAL NOTE
Requested by Legislative Council

01/14/2019

Bill/Resolution No.: HB 1469

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).

The bill limits Pharmacy Benefit Managers to require step therapy in the drug treatment of metastatic cancer.

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 NDPERS pharmacy benefits do not require step therapy for any prescription drugs.

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.

N/A

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.

N/A

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.

N/A



Name: Bryan Reinhardt

Agency: NDPERS

Telephone: 701-328-3919

Date Prepared: 01/17/2019



2019 HOUSE INDUSTRY, BUSINESS AND LABOR 
 

HB 1469 

  



2019 HOUSE STANDING COMMITTEE MINUTES 

Industry, Business and Labor Committee 
Peace Garden Room, State Capitol 

 

HB 1469 
1/21/2019 

31108 
 

☐ Subcommittee 

☐ Conference Committee 

 

Committee Clerk:  Ellen LeTang 

 

Explanation or reason for introduction of bill/resolution: 

 
Pharmacy benefits manager step therapy protocols. 
 

Minutes:                                                 Attachment 1, 2, 3, 4 

 
Chairman Keiser:  Opens the hearing on HB 1469. 
 
Rep Corey Mock~District 18:  Attachment 1. 
 
8:50 
 
Rep Kasper:  I’m not aware that a PBM had the power to overrule a doctor’s protocol on 
treatment was given to a patient, whether or not it’s on the payment on a formula.  Did you 
find that the PBM’s were the ones causing the problem or was there something else in the 
system? 
 
Rep Mock:  I looked for a truly clear answer & couldn’t find one.  We drafted this with 
legislative council’s guidance because all the treatments are administered as prescriptions.  
It was thought this was added protection of the patient.  Keeping it in title 19, we thought this 
at least reasonable protection, a cleaner way to start. 
 
Rep Bosch:  Do we limit it to stage 4, why wouldn’t we want the best treatment regardless 
of the stage cancer? 
 
Rep Mock:  There are a lot of advocates that would like to see step therapy protocols never 
used.  That is, you are diagnosed with cancer, regardless of the stage or any chronic disease, 
that you are not required to fail treatment based on the cost of the treatment. The most likely 
to succeed instead of failing many different treatments before you get to the one that would 
work.  That would open up a much larger conversation. Many sponsors are open to that 
conversation.  We didn’t want to risk it to open it up to all. 
 



House Industry, Business and Labor Committee  
HB 1469 
Jan 21, 2019 
Page 2  
   

 

Rep M Nelson:  Section b, lines 21-23, from your testimony you were saying we want to be 
able to use off labeling.  If the “and” was an “or”, it clearly it could be used.  The way I read 
this now, I don’t think an off label use could be supported. 
 
Rep Mock:  Your correct. 
 
Chairman Keiser:  Given that this was passed in a few states, is there any data that indicates 
what is the impact on the cost side. 
 
Rep Mock:  We looked for it & couldn’t find it.  We haven’t seen any cost savings. 
 
Chairman Keiser:  Anyone else here to testify in support, opposition to HB 1469? 
 
Jack McDonald~Representing America’s Health Insurance Plans (AHIP) & Prime 
Therapeutics:  Attachment 2 & 3.  Attachment 3 is from Prime Therapeutics who left their 
testimony with Jack McDonald because they had to testify in another hearing. 
 
17:50 
 
Rep Ruby:  If this bill passed, would it be part of the contract with the providers or is it the 
wrong approach? 
 
Jack McDonald:  I suppose it would have to be in the contract.  It’s the cart before the horse 
thing. 
 
Rep Ruby:  What portion of the code is the exception. 
 
Jack McDonald:  I’ll find that out. 
 
Rep Ruby:  If they already have the ability, that means that this bill wouldn’t be necessary, 
correct?  
 
Jack McDonald:  I do believe so.  There is a reason for step therapy. 
 
Rep Kasper:  We need to go to the statute & if it’s silent, we need to address that. 
 
Chairman Keiser:  Following up on the questioning, there are formularies that are put into 
contract with the PBM.  They are recommended, sometimes specific & utilized.  I would bet, 
formularies, specifically, that they accept step therapy until all things are tried.  It’s possible 
that it is in the formulary. 
 
Jack McDonald:  A carrier that provides health benefits. 
 
Chairman Keiser:  Anyone else here to testify in opposition, a neutral position on HB 1469. 
 
Scott Miller~Executive Director of the ND Public Employee Retirement System 
(NDPETRS):  Attachment 4. 



House Industry, Business and Labor Committee  
HB 1469 
Jan 21, 2019 
Page 3  
   

 

 
23:05 
 
Chairman Keiser:  What happens if a new experimental drug out that cost a million dollars?  
PERS couldn’t be too excited about requiring by statute, that you have to use that before 
trying something that is significantly less? 
 
Scott Miller:  We do have people that use very expensive drugs.  A million-dollar drug would 
impact this situation, but at the same time that is why we have over 60,000 live in our plan to 
help spread that out.   
 
Chairman Keiser:  Closes the hearing.  Rep Schauer isn’t here today & he is carrying the 
bill.  Would anyone volunteer for this bill.  Rep Adams will carry the bill. 



2019 HOUSE STANDING COMMITTEE MINUTES 

Industry, Business and Labor Committee 
Peace Garden Room, State Capitol 

HB 1469 
2/4/2019 

32056 
 

☐ Subcommittee 

☐ Conference Committee 

 

Committee Clerk:  Ellen LeTang 

 

Explanation or reason for introduction of bill/resolution: 

 
Pharmacy benefits manager step therapy protocols. 
 

Minutes:                                                 Attachment 1 

 
Chairman Keiser:  Reopens the hearing on HB 1469. 
 
Rep Adams:  Moves the amendment 19.0343.01002 as distributed on HB 1469 from the Jan 
21 hearing that Rep Mock submitted. 
 
Rep P Anderson:  Second. 
 
Chairman Keiser:  Further discussion? 
 
Rep Kasper:  Which amendment? 
 
Chairman Keiser:  The .01002.  Who were they proposed by? 
 
Rep Adams:  Did not turn mike on. 
 
2:00 
 
Voice vote ~ motion carried. 
 
Chairman Keiser:  There is another amendment required.  On line 8, metastatic cancer, 
which I don’t think we need.  On line 16, page 1, remove “impose” with “require”.  The final 
authority does rest with the health plan, I would suspect.  The pharmacy benefit manager 
could recommend it but you would think that that would be part of that contract.  The stage 4 
element, we don’t have to worry about.  Line 23, add “and” with “or”. 
 
The only remaining issue is on line 16, the health plan may not “impose” & replace it with 
“require”. 
 



House Industry, Business and Labor Committee  
HB 1469 
Feb 4, 2019 
Page 2  
   

Rep M Nelson:  It seem to me that we clarified it very well if we just put pharmacy benefit 
manager or a health care plan may not require. 
 
Chairman Keiser:  I agree with that.  OK, page 1, line 16, after “manager” insert “or a health 
plan”. 
 
Rep M Nelson:  Moves to adopt the 2nd amendment. 
 
Rep Laning:  Second. 
 
Chairman Keiser:  Further discussion? 
 
Voice vote ~ motion carried.  
 
Rep Kasper:  Moves a Do Pass as Amended. 
 
Rep Schauer:  Second. 
 
Chairman Keiser:  Further discussion. 
 
Roll call was taken for a Do Pass as Amended with 13 yes, 0 no, 1 absent & Rep Adams 
is the carrier. 
 
Jack McDonald~Representing America’s Health Insurance Plans:  Attachment 1.  He 
was in attendance, submitted testimony but did not speak at the hearing. 



• 

• 

• 

19.0343.01002 
Title. 

Prepared by the Legislative Council staff for 
Representative Mock 

January 21, 2019 

PROPOSED AMENDMENTS TO HOUSE BILL NO. 1469 
Page 1, line 23, replace "and" with "or" 

Page 1, after line 23, insert: 

"� This section does not require coverage of a nonformulary prescription 
drug." 

Renumber accordingly 

Page No. 1 19.0343.01002 



Dfr d-/c(/J� 
19.0343.01003 
Title.02000 

Adopted by the Industry, Business and Labor 
Committee 

February 4, 2019 

PROPOSED AMENDMENTS TO HOUSE BILL NO. 1469 
Page 1, line 16, after "manager" insert "or a health plan" 

Page 1, line 16, replace "impose" with "require" 

Page 1, line 23, replace "and" with "or" 

Page 1, after line 23, insert: 

"� This section does not require coverage of a nonformulary prescription 
drug." 

Renumber accordingly 

Page No. 1 19.0343.01003 



House 

Amendment LC# or 
Description: 

Recommendation 

Date:-i=eb 4 , � l C\ 
Roll Call Vote #: f 

2019 HOUSE STANDING COMMITTEE 
ROLL CALL VOTES 

BILL/RESOLUTION NO. f 4k/9 
Industry, Business and Labor 

D Subcommittee 

l C\.D34� .0 l OD� 

Committee 

-lit\e, OJ.ODO 

� Adopt Amendment 
D Do Pass D Do Not Pass D Without Committee Recommendation 
D As Amended D Rerefer to Appropriations 
D Place on Consent Calendar 

Other Actions D Reconsider D 

Motion Made by J3ep Ad.o.rri.5 Seconded By Rep Av-Jer�n 
Representatives Yes No Representatives Yes No 

Chairman Keiser Rep O'Brien 
Vice Chairman Lefor Rep Richter 
Rep Bosch Rep D Ruby 
Rep C Johnson Rep Schauer 
Rep Kasper Rep Adams 
Rep Laning Rep P Anderson 
Rep Louser Rep M Nelson 

Total (Yes) __________ 
No 

_____________ _ 

Absent 

Floor 
Assignment VO ice Vo� - VYl<d-ion eo.v-r\ed 



Date:-fdo '1 1 � l q 
Roll Call Vote #: __ CJ-__ 

2019 HOUSE STANDING COMMITTEE 
ROLL CALL VOTES 

BILL/RESOLUTION NO. 

House �������-l_nd_u_s_try�·�B_u_s_in_e_ss�an_d�La_b_o_r ������� Committee 

Amendment LC# or 
Description: 

Recommendation 

D Subcommittee 

°3Adopt Amendment 
D Do Pass D Do Not Pass 
D As Amended 

D Without Committee Recommendation 
D Rerefer to Appropriations 

D Place on Consent Calendar 
Other Actions D Reconsider 

Motion Made by 13.ep �e[�o" 
Representatives 

Chairman Keiser 
Vice Chairman Lefor 
Rep Bosch 
Rep C Johnson 
Rep Kasper 
Rep Laning 
Rep Louser 

Total (Yes) 

Absent 

Floor 
Assignment 

Yes 

D 

Seconded By JSep f.4n i r\j 
No Representatives Yes 

Rep O'Brien 
Rep Richter 
Rep Ruby 
Rep Schauer 
Rep Adams 
Rep P Anderson 
Rep M Nelson 

No 
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No 



Date:-f-eJo 4 1 � 14 
Roll Call Vote #: 3 

House 

Amendment LC# or 
Description: 

Recommendation 

2019 HOUSE STANDING COMMITTEE 
ROLL CALL VOTES 

BILL/RESOLUTION NO. 

Industry, Business and Labor 

D Subcommittee 

D Adopt Amendment 

Committee 

,a Do Pass D Do Not Pass 
� As Amended 

D Without Committee Recommendation 
D Rerefer to Appropriations 

D Place on Consent Calendar 
Other Actions D Reconsider D 

Motion Made by 13.ep ('<A::, P ftr Seconded By J?ep ��U e;t'" 
Representatives Yes No Representatives Yes No 

Chairman Keiser )( Rep O'Brien Ab 
Vice Chairman Lefor )C Rep Richter >( 
Rep Bosch )( Rep Ruby ")t 
Rep C Johnson )( Rep Schauer x 
Rep Kasper � Rep Adams ')C 
Rep LaninQ '-,t Rep P Anderson )I 
Rep Louser "";/. Rep M Nelson ')If 

Total (Yes) \ 3 No 0 

l 
Absent 

Floor 1'cp Ad4ft\S Assignment 



Com Standing Committee Report 
February 4, 2019 4:59PM 

Module ID: h_stcomrep_21_034 
Carrier: Adams 

Insert LC: 19.0343.01003 Title: 02000 

REPORT OF STANDING COMMITTEE 
HB 1469: Industry, Business and Labor Committee (Rep. Keiser, Chairman) 

recommends AMENDMENTS AS FOLLOWS and when so amended, recommends 
DO PASS (13 YEAS, 0 NAYS, 1 ABSENT AND NOT VOTING). HB 1469 was placed 
on the Sixth order on the calendar. 

Page 1, line 16, after "manager" insert "or a health plan" 

Page 1, line 16, replace "impose" with "require" 

Page 1, line 23, replace "and" with "or" 

Page 1, after line 23, insert: 

"� This section does not require coverage of a nonformularv prescription 
drug." 

Renumber accordingly 

(1) DESK (3) COMMITTEE Page 1 h_stcomrep_21_034 
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2019 SENATE STANDING COMMITTEE MINUTES 

Human Services Committee 
Red River Room, State Capitol 

HB 1469 
3/19/2019 

Job # 33932 
 

☐ Subcommittee 

☐ Conference Committee 

 

      Committee Clerk: Justin Velez 

 

Explanation or reason for introduction of bill/resolution: 

 
Relating to pharmacy benefits manager step therapy protocols. 
 

Minutes:                                                 Attachments #1-3 

 
Madam Chair Lee opens the hearing on HB 1469. 
 
(00:15-06:20) Representative Corey Mock, District 18 introduced HB 1469 and provides 
testimony. Please see Attachment # 1 for written testimony.  
 
Representative Mock: Just one quick addition, because the house did amend one thing I did 
catch a technical correction that I may recommend to the committee is on line 14 of the bill. 
On line 16 the term “or a health plan” was added. The definition of step therapy protocol on 
line 14 states that “before the pharmacy benefits manager allows coverage” we would 
recommend add the language after “manager” insert “or health plan” just to be consistent 
with the addition made in the house. We did this with legislative council and they agreed that 
was a change that was likely overlooked on the House IBL committee. The rest of the 
testimony has attachments regarding information on metastatic cancer and research we had 
done regarding staging and types of cancers that are not traditionally stage in the stage 0-4 
methodology.   
 
(07:48-10:18) Representative Mock and the committee engage in an informal 
discussion.  
 
(10:00-12:50) Jack McDonald, representing American Health Insurance Plans (AHIP). 
Testifying in opposition to HB 1469. Please see Attachment #2 for written testimony.  
 
Senator Hogan: In your testimony, you said that the fiscal note had no impact on PERS but 
it would have a huge impact on private plans. Could you explain why? 
 
Jack McDonald: It’s because the types of drugs that are used, if you are going to mandate 
that these types of cancer drugs are the most expensive drugs around now so if you are 
going to mandate that they use these things then it is going to be without the stage 4 then it 
is going to be much more expensive for the private plans.  



Senate Human Services Committee  
HB 1469 
3/19/2019 
Page 2  
   

 
Senator Hogan: Why did PERS show no fiscal impact? 
 
Jack McDonald: The fiscal note, PERS doesn’t treat this. If you look at the fiscal note. 
 
Madam Chair Lee: We don’t have a fiscal note. There may have been one on the house 
side.  
 
Senator K. Roers: I think that there are people here from PERS that could be able to answer 
that.  
 
Jack McDonald: I found it here and it says; The North Dakota PERS pharmacy benefit does 
not require step therapy for any prescription drugs. That is why there is no fiscal impact but 
there would be a fiscal impact because the private plans do require that.  
 
Madam Chair Lee: Any further questions for Mr. McDonald? 
 
Jack McDonald: If I may add one more thing, we testified yesterday on HB 1382 and we got 
some solutions, they are being sent out the legal entities of the people involved so we may 
be able to bring those back to you by Monday.  
 
Madam Chair Lee: We will be happy to see what solution you might come up with next week 
and thank you for letting us know.  
 
(16:10-18:48) Scott Miller, Executive Director of the North Dakota Public Employee 
Retirement System. Offering neutral testimony on HB 1469. Please see Attachment #3 for 
written testimony and memo from Deloitte Consulting.  
 
(19:26-) LuGina Mendez-Harper, Pharmacists with Prime Therapeutics. Offering 
neutral testimony on HB 1469. Testimony is as follows: I stand before you in a neutral 
position on this legislation. Blue Cross and Blue Shield of North Dakota does not currently 
have any step therapy in place for cancer medications and treatments but similar to the 
gentleman with PERS, should there be new drugs that come out onto the market where step 
therapy would be not only from a cost perspective but also from a safety perspective. We 
would like to have that option available to us. We would support the amendment from AHIP 
which would just provide a guard rail, if you do have a step therapy program and you want to 
circumvent that, it would be limited to a stage 4 or a cancer that has metastasized to another 
part of the body versus stage 2 or stage 3. I am happy to hear any questions from the 
committee.  
 
Senator K. Roers: I think the challenge is to actually word that. I think that Representative 
Mock and I have had this conversation because we do have that difficulty in that some 
cancers are not stage. My aunt died from extensive lung cancer because there are two types 
of lung cancer, one is stage 1-4 and the other is limited or extensive. My background is 
oncology nursing and I know that this is very difficult to define this. I’m wondering if any of 
the experts in the room would be willing to take a stab at, I not know that stage 4 is the right 
word that we want to use, is there a better word and maybe it is we may for the purposes of 
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this metastasized means to another area of the body. Maybe there are experts in the room 
that can help with the defining of that.  
 
LuGina Mendez-Harper: If you take out lymph nodes and nearby tissue and just have other 
parts of the body which is on line 9, I would have to differ to you because I’m not an oncology 
specialist, if you just limited it to other parts of the body would that address the fact that it’s 
not necessarily stage 4 but you are just trying to have some guard rails about where you are 
in the spectrum of cancer that would have this ability. 
 
Senator K. Roers: I think that gets us closer but we would want to run it through some people 
to make sure we don’t create unintended consequences.  
 
Madam Chair Lee: We try to work hard to collaborate with other folks so that doesn’t mean 
that occasionally puts onus on folks in the gallery to come up with language to help us but 
you might be happier in the end with and the people that you represent if we consider your 
expertise as well.  
 
Senator Anderson: Perhaps because you don’t have the step therapy programs, usually 
when someone sets something in place there is a way for the practitioner to be able to bypass 
and, I would like to hear about what that might be in the case where they have a patient and 
it looks like they have already passed the first three steps and they say this guy is going to 
die unless so explain that for me.  
 
LuGina Mendez-Harper: For traditional step therapy we have exception processes in place, 
for step therapy it is usually the doctor or health care provider who provides us with 
documentation that states she is appropriate to be bumped up another step. That is typically 
all that we require in order to make that decision, just providing us with documentation.  
 
Senator Anderson: What if they haven’t had time to try the other steps? 
 
LuGina Mendez-Harper: Or that there is a clinically compelling reason.  
 
Senator Anderson: refer to recording 
 
LuGina Mendez-Harper: Yes, there is.  
 
(25:04-25:33) Robert Harms, CVS Health. Offering neutral testimony on HB 1469. 
Testimony is as follows: We just want to agree with the statements from AHIP and Prime 
Therapeutics and we would be happy to help get the bill to a point of where we are 
comfortable with the language. We support the proposed amendment from AHIP. 
 
Madam Chair Lee: Thank you, and we appreciate your help as well. Any questions from Mr. 
Harms? If not, thank you. Any further testimony on HB 1469? 
 
Madam Chair Lee closes the hearing on HB 1469. 
 
 



2019 SENATE STANDING COMMITTEE MINUTES 

Human Services Committee 
Red River Room, State Capitol 

HB 1469 
3/26/2019 

Job #34219 
 

☐ Subcommittee 

☐ Conference Committee 

 

      Committee Clerk: Justin Velez 

 

Explanation or reason for introduction of bill/resolution: 

 
Relating to pharmacy benefits manager step therapy protocols. 
 

Minutes:                                                 No Attachments 

 
Madam Chair Lee opens the discussion on HB 1469. 
 
Madam Chair Lee: Senator K. Roers, would you just repeat for the record on HB 1469.  
 
Senator K. Roers: Yes, I have an amendment regarding the definition of metastatic cancer 
that came from AHIP and CVS health. I passed it by Representative Mock to ensure that he 
was okay with that. Representative Mock had also recommended a small technical correction 
in line 14, so after the word “manager” insert “or a health plan”. In the amendment that was 
provided by AHIP and CVS health, they had a second thing that they wanted added. I wasn’t 
as comfortable with that piece of the addition but also our intern ran it by legislative council 
and they did not feel like it would be some parts of it may be even constitutional because it 
would kind of be a variable when it applies type of thing so, I just want to change the definition 
but we can talk about the other piece separately.  
 
(01:26-end of recording) Madam Chair Lee and the committee discuss other bills that 
still need to be voted on.   



2019 SENATE STANDING COMMITTEE MINUTES 

Human Services Committee 
Red River Room, State Capitol 

HB 1469 
3/26/2019 

Job #34221 
 

☐ Subcommittee 

☐ Conference Committee 

 

      Committee Clerk: Justin Velez 

 

Explanation or reason for introduction of bill/resolution: 

 
Relating to pharmacy benefits manager step therapy protocols. 
 

Minutes:                                                 Attachment #1 

 
Madam Chair Lee opens the discussion on HB 1469. Please see Attachment #1 for 
proposed amendments from the committee.  
 
Madam Chair Lee: So we would be removing “cancer that is spread from the primary or 
original”. It seems to me that without being in the categories of the stage 1-4 block when not 
every cancer is described that way that this would be more inclusive. We do have the one 
that Representative Mock suggested on line 14, after “manager” inserting “health plan”. Any 
discussion about this amendment? 
 
Senator Hogan: Metastatic cancer means, advanced cancer that exhibits signs of secondary 
cancer sites. That is how it reads now? 
 
Madam Chair Lee: Correct.  
 
Senator K. Roers: I just want to let you know what the piece was that was originally 
suggested on page 1, line 23, remove “or is supported by peer review medical literature” and 
insert “and is preferred by the national comprehensive cancer network guidelines over the 
proposed plan specific step one options” and that was what our intern had checked with 
legislative council and they were not comfortable with that language because it is so variable.  
 
Senator Anderson: Is this definition there suggesting it is better than the original one? 
 
Senator K. Roers: I like it better.  
 
Madam Chair Lee: Mr. McDonald do you have any comments? Do you find this palatable? 
 
Jack McDonald, AHIP: Yes, we discussed this with Senator K. Roers and we agree to that 
and I also understand the change in that last portion where you are recommending defining 
different literature. The legislature has a long standing policy that you can’t refer in law to 
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something else that is going to be changed automatically. It is better off leaving it the way 
that it is and we prefer the definition that is in there.  
 
Madam Chair Lee: Any questions for Mr. McDonald? If not, thank you.  
 
Senator K. Roers: I move the proposed AMENDMENT.  
Seconded by Senator Hogan 
 
Madam Chair Lee: Any further committee discussion? If not, please call the role.  
 
ROLL CALL VOTE TAKEN  
 
6 YEA, 0 NAY, 0 ABSENT 
MOTION CARRIES TO ADOPT AMENDMENT 
 
Madam Chair Lee: We have the amended bill before us. 
 
Senator O. Larsen: So, is this bill going to continue that step therapy will be used at that 
stage 4 is that highest or is that going to relax those guidelines that they no longer need to 
use for step therapy? 
 
Senator K. Roers: I think it is going to allow for the ability to ask to leave the step therapy. 
The first choice will be step therapy but you can kind of petition if you have that advanced 
cancer to jump a step. It doesn’t guarantee that they will say yes but what I am understanding 
is it provides for the opportunity to request a jump.  
 
Madam Chair Lee: If you look in subsection 2 it says, “a PBM or a health plan may not 
require a step therapy protocol for coverage of a recommended prescription drug” and then 
we have these categories below. It does not require coverage of a non-formulary prescription 
drug. Does that satisfy your question? 
 
Senator O. Larsen: Yeah, I think it is relaxing the steps so I’m going to resist that.  
 
Madam Chair Lee: Any other questions?  
 
Senator K. Roers: I move a DO PASS, AS AMENDED 
Seconded by Senator Clemens 
 
ROLL CALL VOTE TAKEN 
 
5 YEA, 1 NAY, 0 ABSENT 
MOTION CARRIES DO PASS, AS AMENDED 
Senator K. Roers will carry HB 1279 to the floor.  
 
Madam Chair Lee closes the discussion on HB 1469. 
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Adopted by the Senate Human Services 
Committee 

March 26, 2019 

PROPOSED AMENDMENTS TO ENGROSSED HOUSE BILL NO. 1469 

Page 1, line 8, remove "cancer that has spread from the primary or original" 

Page 1, line 9, replace "site to lymph nodes. nearby tissues. or other parts of the body" with 
"advanced cancer that exhibits signs of secondary cancer sites" 

Page 1, line 14, after "manager" insert "or health plan" 

Renumber accordingly 
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Module ID: s_stcomrep_53_009 
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Insert LC: 19.0343.02001 Title: 03000 

REPORT OF STANDING COMMITTEE 
HB 1469, as engrossed: Human Services Committee (Sen. J. Lee, Chairman) 

recommends AMENDMENTS AS FOLLOWS and when so amended, recommends 
DO PASS (5 YEAS, 1 NAYS, 0 ABSENT AND NOT VOTING). Engrossed HB 1469 
was placed on the Sixth order on the calendar. 

Page 1, line 8, remove "cancer that has spread from the primary or original" 

Page 1, line 9, replace "site to lymph nodes, nearby tissues, or other parts of the body" with 
"advanced cancer that exhibits signs of secondary cancer sites" 

Page 1, line 14, after "manager'' insert "or health plan" 

Renumber accordingly 
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HB 1469  
4/8/2019 

34616 
 

☐ Subcommittee 

☒ Conference Committee 

 

Committee Clerk:  Ellen LeTang 

 

Explanation or reason for introduction of bill/resolution: 

 
Pharmacy benefits manager step therapy protocols. 
 

Minutes:                                                  

 
Chairman Kasper:  We’re here to talk about the amendment the Senate added on HB 1469.  
Can the Senate explain what the amendment does & why it was amended? 
 
Sen K Roers:  I carried this bill & we worked together with AHAB, others & Rep Mock to 
come up with an amendment that they both could live with.  As I read this, one of the things 
that they wanted an amendment of stage 4 cancer.  There are not all cancers that are staged.  
That would be limiting. Then there are times where you have a recurrent cancer that moves 
but isn’t necessarily at a staged 4.  The intent was to have a little bit of flexibility but not have 
it be wide open.    
 
AHAB & CVS brought a couple different state’s version of what they had seen as qualifiers 
on this piece.  I choose the one that I felt had the greatest breath but not a free for all.  I 
purposed that as the amendment. 
 
Sen H Anderson:  We asked her what she was more comfortable with as a definition as she 
worked in the oncology area. 
 
Chairman Kasper:  Questions? 
 
Rep Schauer:  Which amendment are we looking at? 
 
Sen K Roers:  The.2001, which is the markup or the .3000.  “Metastatic cancer” means 
cancer that has spread from the primary or original site to lymph nodes, nearby tissues or 
other parts of the body.  The interesting thing that you can actually have a stage 2 cancer 
that met that definition.  When there was a request to change it to stage 4, it was a too far of 
a jump.  
 
So, we changed it from what I just read to “Metastatic cancer” means advanced cancer that 
exhibits signs of secondary cancer sites.  It’s a very similar definition but slightly different.   
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Chairman Kasper:  This does not have the word stage 4, how did you jump? 
 
Sen K Roers:  There was a purposed amendment to include stage 4.  It was requested by 
the insurance companies to include stage 4. Rather than make that change we worked with 
the insurance companies & Rep Mock to find language that they both could live with without 
using stage 4. 
 
Rep Schauer:  You also added health plan on line 15.  What was your thinking? 
 
Sen K Roers:  Rep Mock requested that, it was the same language used in subsection 2.  It 
was a technical correction. 
 
Sen H Anderson:  That needs to be in there because a lot to times the pharmacy benefit 
manager is not making decisions for the health plan.  The health plan makes their own 
decisions.   
 
Chairman Kasper:  I’m still not understanding what was wrong on the House language.  
When you read what you struck, cancer that has spread from the primary or original site to 
lymph nodes, tissues or other parts of the body.  So that’s moving from the primary site to 
someplace else.  What was wrong with that definition? 
 
Sen K Roers:  There wasn’t anything wrong with that, there was a request for a more clarified 
definition.   My specialty in blood cancers, so blood cancers are everywhere in the body, so 
it’s not necessarily about other tissues or parts of the body.  It’s a secondary cancer site, it’s 
a slight technical difference.  It’s where you are talking about switching forms. 
 
Chairman Kasper:  The new language stipulates advanced cancer, what is the potential 
negative to someone who might have a cancer that has moved from one part of the body to 
the other?  It’s not labeled advances by a physician or an oncologist, but there are no drugs 
that can help it that on the formulary.  But the specialty drugs that have not been normalized, 
yet are there.  What does the words “advanced cancer” do the ability for that patient? 
 
Sen K Roers:  I don’t have the expertise in that area.  My understanding is if there isn’t a 
drug on the formulary, if you failed drugs, you already get to petition for other drugs.  This is 
allowing to skip a step, not have to fail drug to go to the next drug.  This is what it’s allowing, 
for that ability to skip that step.   
 
Sen H Anderson:  That’s truly what the bill is about, to allow the practitioner to skip that step 
& go to the next drug. 
 
Chairman Kasper:  What was wrong with the definition the House had on line 8? 
 
Sen H Anderson:  I didn’t see anything particularly wrong with that, we left that to Sen K 
Roers to come up with a different definition that they were happy with. 
 
Chairman Kasper:  My concern is that the words “advanced cancer” is limiting. 
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Sen K Roers:  I’m wondering if that definition would be able to talk about what your concerns 
were with the original that was solved by the amended.  If we went back to the original, what 
would be the down side? 
 
Chairman Kasper:  I want to know what’s wrong with the original definition?  We didn’t talk 
in the House about the stage 4.  I thought it was self-explanatory.   
 
Jack McDonald:  My understanding was the feeling of the groups were on the first bill that 
there needed some definition for stage 4.  As we worked through that, we decided this was 
better & that not all cancers are the same.  We wanted more definition than what was in the 
first one. 
 
Chairman Kasper:  I think the second definition is less descriptive.  I don’t know what the 
consequences of the step protocol not being required by the words “advanced cancer” that’s 
limiting certain types of cancer.  I don’t know what the word “advanced cancer” is?   
 
Rep Schauer:  When you say exhibits signs of secondary cancer sites, might that be an 
opportunity when it says signs, to include language to be specific?    
 
Sen K Roers:  I don’t have a problem with the original definition.  I understand that Rep Mock 
didn’t want it to say stage 4.  I’m trying middle ground.  I understand your point.   
 
Chairman Kasper:  The words “advanced cancer” is a little frightening to me of the 
limitations. 
 
Rep Adams:  There was an amendment when we heard it in committee that was brought 
forward, they wanted to say “stage 4 advanced” & we did not take part of that amendment.  I 
agree with the “advanced” part, we need to think big not just little.  Little can spread too.  The 
word “advanced” should be removed. 
 
Chairman Kasper:  We can do two things, we can continue & mull over my concern or we 
can adjourn & try to find some type of wording or the Senate can recede. 
 
Sen K Roers:  If we were to recede but want to keep that “or health plan” correction? 
 
Chairman Kasper:  We can further amend.   
 
Rep Adams:  We added on line 17, a health care plan.  It’s technical. 
 
Sen K Roers:  Moves the Senate recede from the Senate amendments & amend as follows 
that on page 1, line 14, after “manager” insert “or health plan”. 
 
Sen Larsen:  Second. 
 
Chairman Kasper:  Further discussion. 
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Roll call was taken on HB 1469 for the Senate to recede from the Senate Amendments 
& amends with 6 yes, 0 o, 0 absent & Chairman Kasper & Sen H Anderson are the 
carriers. 
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Adopted by the Conference Committee 

April 8, 2019 

PROPOSED AMENDMENTS TO ENGROSSED HOUSE BILL NO. 1469 

That the Senate recede from its amendments as printed on page 1376 of the House Journal 
and page 1096 of the Senate Journal and that Engrossed House Bill No. 1469 be amended as 
follows: 

Page 1, line 14, after "manager" insert "or health plan" 

Renumber accordingly 

Page No. 1 19.0343.02002 



Date: 4/8/2019 

Roll Call Vote: 1 

2019 HOUSE CONFERENCE COMMITTEE 
ROLL CALL VOTES 

BILL/RESOLUTION NO. HB 1469 as (re) engrossed 

House Industry, Business & Labor Committee 

Action Taken D HOUSE accede to Senate Amendments 

------

D HOUSE accede to Senate Amendments and further amend 

D SENATE recede from Senate amendments 

IZI SENATE recede from Senate amendments and amend as follows 

D Unable to agree, recommends that the committee be discharged and a new 
committee be appointed 

Motion Made by: Sen K Roers Seconded by: Sen Larsen 
----------- -------------

Representatives 

Chairman Kasper 
Rep Schauer 
Rep Adams 

Total Rep. Vote 

Vote Count 

House Carrier 

LC N umber 

4/8 Yes No Senators 4/8 Yes 

x x Sen H Anderson x x 
x x Sen K Roers x x 
x x Sen Larsen x x 

Total Senate Vote 

Yes: 6 No: 0 Absent: 0 

C hairman Kasper Senate Carrier ___ S_e_n_H_A_n_d_e _r _so_n __ _ 

19.0343 02002 of amendment 

No 

Title . 04000 of engrossment 
----------

Emergency clause added or deleted 

Statement of purpose of amendment 

Page 1, line 14, after "manager" insert "or health plan" 
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Module ID: h_cfcomrep_63_003 

Insert LC: 19.0343.02002 
House Carrier: Kasper 

Senate Carrier: Anderson 

REPORT OF CONFERENCE COMMITTEE 
HB 1469, as engrossed: Your conference committee (Sens. Anderson, K. Roers, 0. Larsen 

and Reps. Kasper, Schauer, Adams) recommends that the SENATE RECEDE from 
th e Senate amendments as printed on HJ page 1376, adopt amendments as 
follows, and place HB 1469 on the Seventh order: 

That the Senate recede from its amendments as printed on page 1376 of the House Journal 
and page 1096 of th e Senate Journal and that Engrossed House Bill No. 1469 be amended 
as follows: 

Page 1, line 14, after "manager" insert "or health plan" 

Renumber accordingly 

Engrossed HB 1469 was placed on the Seventh order of business on the calendar. 
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NORTH DAKOTA HOUSE OF REPRESENTATIVES 

Representative Corey Mock 
District 1 8  
P.O. Box 1 2542 
Grand Forks, ND 58208-2542 
C: 70 1 -732-0085 
crmock@nd.gov 

STATE CAP ITOL 
600 EAST BOULEVARD 

BISMARCK, ND 58505-0360 

COMMITTEES: 
Appropriations 
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To: Chairman George Keiser and Members of the House Industry, Business and Labor Committee 

Date: January 2 1, 2019 
Support Testimony for HB 1469 -- Eliot Glassheim Act 

Good morning, Mr. Chairman and members of the committee. My name is Corey Mock, representative 

for District 18 in Grand Forks, ND, and I am here today as one of the sponsors of HB 1469. 

This proposed legislation was modeled after policies enacted in several states known as the "Jimmy 

Carter Act." Originating in Georgia, the Jimmy Carter Act passed with near unanimous support and was 

signed into law by Governor Nathan Deal in 2016. The legislation was inspired by former President 

Jimmy Carter who, in August 2015, announced he was diagnosed with skin cancer that had spread to 

his brain and liver. His recommended treatment was Keytruda, an immunotherapy drug that allows the 

body's immune system to destroy cancer cells. 

By early December of 2015, President Carter announced that medical scans revealed no signs of 

cancer. Now 94 years of age, he has remained in remission for a little more than three years. 

My reasoning for bringing HB 1469 before you today is slightly more personal. Many of you remember 

one of our jovial colleagues from Grand Forks who retired in 2016 after serving 13 sessions in the North 

Dakota House of Representatives. Rep. Eliot Glassheim has been a dear friend and a respected 

statesman to so many who've served in our chambers. Which made his final session in 2015 especially 

difficult for all serving at the time. 

Eliot had been diagnosed with lung cancer that had metastasized and spread throughout lymphatic 

system prior the 2015 legislative session. Like so many cancer patients he was prescribed a variety of 
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treatments -- most of them showing few if any promising results. Eventual�s able to receive 

immunotherapy treatments and soon claimed the upper-hand in his fight against his cancer. 

I am pleased to inform you that the poet of many legislative assemblies remains in remission today, 

spending quality time with his family, reading, writing, and sharing his vastly researched opinions with 

anyone who'll offer a moment of their time. 

The treatment process Eliot experience is often referred to as "step therapy protocol," which requires a 

patient to fail less expensive treatment options before being allowed to use more advanced methods of 

treatment recommended by their oncologist. 

While there are efforts to reform or prohibit step therapy protocols for all cancer and chronic disease 

patients, this legislation was specifically written to apply only to metastatic cancer patients -- often 

referred as stage IV or multi-system cancers. Sponsors are open to amendments that may expand the 

scope of the legislation, but ultimately, we want to ensure cancer patients with the most advanced 

stages of cancer are never required to fail treatments before they can receive the medication 

recommended by their medical team. 

Because all health insurers in North Dakota utilize services of pharmacy benefit managers (PBMs), the 

cleanest way to draft the legislation was to place it in Title 19 for food, drugs, oils, and compounds, 

instead of Title 26. 1 for insurance. 

To be clear, this legislation does not require any insurance provider or PBM to provide treatment that is 

not already on their formulary -- an important distinction that has led to overwhelming, bipartisan 

support in numerous states across the country. 

On behalf of the thousands of North Dakotans diagnosed with cancer each year, including my 

legislative colleague and District 18 predecessor, I want to thank you for your consideration of the Eliot 

Glassheim Act and hope to work with the committee to ensure a favorable outcome. 



HOUSE BILL 18-1148 

BY REPRESENTATIVE(S) Michaelson Jenet, Becker K., Benavidez, 
Bridges, Buckner, Coleman, Danielson, Esgar, Gray, Hansen, Herod, 
Hooton, Jackson, Kennedy, Kraft-Tharp, Landgraf, Liston, Lentine, 
McLachlan, Pabon, Pettersen, Roberts, Rosenthal, Valdez, Weissman, 
Winter, Young, Duran; 
also SENATOR(S) Crowder, Aguilar, Baumgardner, Coram, Court, 
Fenberg, Fields, Garcia, Jahn, Jones, Kagan, Kefalas, Kerr, 
Martinez Humenik, Merrifield, Moreno, Priola, Scott, Sonnenberg, Tate, 
Todd, Williams A., Zenzinger. 

CONCERNING THE PROHIBITION AGAINST A CARRIER REQUJRJNG STEP 

THERAPY FOR COVERED PERSONS WITH STAGE FOUR ADVANCED 

METASTATIC CANCER. 

Be it enacted by the General Assembly of the State of Colorado: 

SECTION 1. In Colorado Revised Statutes, 10-16- 1 45, amend (1) 
as follows: 

10-16-145. Step therapy - prohibited - definitions. (1) For the 
purposes of this section AND SECTION 10-16-145.5, "step therapy" means a 
protocol that requires a covered person to use a prescription drug or 
sequence of prescription drugs, other than the drug that the covered person's 
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health care provider recommends for the covered person's tre�� b�re 

the carrier provides coverage for the recommended prescription drug. 

SECTION 2. In Colorado Revised Statutes, add 1 0-16- 1 45 .5 as 
follows: 

10-16-145.5. Step therapy prohibited - stage four advanced 
metastatic cancer - definition. (1) NOTWITHSTANDING SECTION 

10- 1 6-145,A CARRIER THAT PROVIDESCOVERAGEUNDER AHEALTHBENEFIT 

PLAN FOR THE TREATMENT OF STAGE FOURADVANCED METASTATIC CANCER 

SHALL NOT LIMIT OR EXCLUDE COVERAGE UNDER THE HEAL TH BENEFIT PLAN 

FOR A DRUG APPROVED BY THE UNITED STATES FOOD AND DRUG 

ADMINISTRATION AND THAT IS ON THE CARRIER'S PRESCRIPTION DRUG 

FORMULARY BY MANDATING THAT A COVERED PERSON WITH STAGE FOUR 

ADV AN CED MET AST A TIC CANCER UNDERGO STEP THERAPY IF THE USE OF THE 

APPROVED DRUG IS CONSISTENT WITH: 

(a) THE U NI T E D  S TAT E S  F O OD A ND DR UG 

ADMINISTRATION-APPROVED INDICATION OR THE NATIONAL COMPREHENSIVE 

CANCER NETWORK DRUGS AND BIOLOGICS COMPENDIUM INDICATION FOR 

THE TREATMENT OF STAGE FOUR ADVANCED METASTATIC CANCER; OR 

(b) PEER-REVIEWED MEDICAL LITERATURE. 

(2) FOR THE PURPOSES OF THIS SECTION, "ST AGE FOUR ADVANCED 

METASTATIC CANCER" MEANS CANCER THAT HAS SPREAD FROM THE 

PRIMARY OR ORIGINAL SITE OF THE CANCER TO NEARBY TISSUES, LYMPH 

NODES, OR OTHER PARTS OF THE BODY. 

SECTION 3. Act subject to petition - effective date -

applicability. (1) This act takes effect January 1, 2019; except that, if a 
referendum petition is filed pursuant to section 1 (3) of article V of the state 
constitution against this act or an item, section, or part of this act within the 
ninety-day period after final adjournment of the general assembly, then the 
act, item, section, or part will not take effect unless approved by the people 
at the general election to be held in November 20 1 8  and, in such case, will 
take effect on January 1, 2019, or on the date of the official declaration of 
the vote thereon by the governor, whichever is later. 
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(2) This act applies to health benefit plans issued, amended, or Ch �n r:J' renewed on or after the applicable effective date of this act. ' --0-
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SPEAKER OF THE HOUSE PRESIDENT OF 
OF REPRESENTATIVES THE SENATE 

�c� MariiYll Eddi 
CHIEF CLERK OF THE HOUSE 

OF REPRESENTATIVES 

� �  
Effie Ameen ---

SECRETARY OF 
THE SENATE 
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John W. Hi e n looper 
GOVE R OF THE STATE OF COLORADO 
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treatme�t passes m Georgia P� b 
Updated March 14, 2016 

By Kristina Torres, The Atlanta Journal-Constitution 

••• 

More cancer patients in Georgia would be able to receive the same treatment that former President 

Jimmy Carter says eliminated signs of his disease under a bill given final passage Monday by the 

state Senate. 

House Bill 965 - dubbed the Honorable Jimmy Carter Cancer Treatment Access Act - now goes to 

Gov. Nathan Deal for his signature to become law. 

The bill aims to prevent insurance companies from limiting coverage of drugs for Stage 4 cancer 

patients. Its sponsor, state Rep. Mike.Cheokas, R-Americus, counts Carter as a constituent and has 

said the former president's cancer battle inspired him to try to help others get access to the same 

drugs that helped Carter. 

Carter, 91, announced in August that doctors found four small melanoma lesions on his brain, and 

that he would undergo treatment at Winship Cancer Institute of Emory University using the drug 

pembrolizumab as well as radiation therapy. In early December, Carter announced that tests showed 

no sign of the cancer in his body. 

The bill says any insurance company that offers health care plans in Georgia cannot force patients to 

first fail to respond to other treatments before trying more advanced treatment programs such as 

those that helped Carter. The bill would only apply to health plans that cover the treatment of 

advanced, metastatic cancer, which typically involves Stage 4 patients in which cancer has spread to 

other parts of the body. 

The state House unanimously passed the bill last month. The Senate vote was 53-1, with state Sen. 

Bill Heath, R-Bremen, the lone no. 

https://www.ajc.com/news/state-regional-govt-politics/bill-inspired-jimmy-carter-cancer-treatment-passes-georgia/4AOl4WAFPXz2XPX4eCclaO/ 1/1 
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19.0343.01002 
Title. 

Prepared by the Legislative Council staff for 
Representative Mock 

_ t.... . '1 l )r-ti l a 
January 21,2019 � O"" 1ov I 

PROPOSED AMENDMENTS TO HOUSE BILL NO. 1469 
Pa_�/ 

Page 1, line 23, replace "and" with "or" 

Page 1, after line 23, insert: 

"� This section does not require coverage of a nonformulary prescription 
drug." 

Renumber accordingly 

Page No. b 19.0343.01002 



• 

• 

• 

PROPOSED AMENDMENTS TO HB 1469 

From Robert W. Harms, on behalf of CVS Health 

1. At line 8, insert "Stage four advanced" before "Metastatic Cancer" 

(to be more specific and consistent with other states) 

A�mef}-+ I 
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p� � 
January 21, 2019 

2. At line 16, remove "A pharmacy benefits manager may not impose" and insert "A health plan 

may not require" 

(because the employer, or health plan ask the PBM to utilize a step-therapy program as 

part of the service of administering the plan) 

3. At line 20, after "of' insert "stage four advanced" 

(to be more specific and consistent with other states). 

4. At the end of line 23 add "and" and new subsection c "the prescribed drug is covered on the 

health plan's formulary'' . 



Monday, January 21, 2019 

House Industry, Business & Labor Committee 
HB 1 469 

C HAI RMAN KE I S E R  AN D COM M I TTEE M EMBERS : 

My name is Jack McDonald. I'm appearing on behalf of America's 

Health Insurance Plans or, as it is commonly known, AHIP. 

AHIP is the national trade association representing the health 

insurance industry . AHIP members provide health and supplemental 

benefits to more than 200 million Americans through employer-sponsored 

coverage, the individual and small group insurance markets, and public 

programs such as Medicare and Medicaid. 

AHIP is opposed to HB 1 469 as presented to you for several reasons. 

First, it is directed toward pharmacy benefit managers (PBMs) .  PBMs do 

not deny or make coverage decisions - those are made by our members, 

health insurance plans. Note that the Colorado Act the sponsor included 

with his written testimony aimed its provisions at insurance carriers and not 

PBMs. 

Step therapy protocols are utilized by many insurers to ensure that 

patients begin drug therapy for a medical condition with the most cost

effective and safest drug before progressing to other costlier or riskier 

therapy. Step therapy protocols are often developed using U . S. Food and 

Drug Administration ( FDA) guidelines, clinical evidence and research .  Bills 

such as HB 1 469 that impose other criteria on step therapy protocols would 

hinder the use of this important tool and limit its effectiveness. 

Step therapy protocols encourage physicians and patients to 

undertake a more evidence-based and measured approach to treatment 

that is tailored to the individual by gauging a patient's response to less 

harmful medications before graduating to the more potent and high-risk 

drugs. Step therapy protocols already work to ensure patient safety using 

scientifically appropriate guidelines. 

Legislation such as HB 1 469 that limits step therapy protocols as 

suggested starting on line 1 6  is potentially dangerous. An exception to an 

1 



established step therapy protocol should only be considered at the request 

of a health care provider, not the patient. 

Important clinical decisions should not be made at the behest of 

patients who may not fully understand the scientific ramifications behind a 

physician's decision or are partial due to direct-to-consumer drug 

advertising. 

An exception to an established step therapy protocol should not be 

granted only because a patient is stable on a prescription drug. This would 

potentially allow patients to receive exemptions as a result of using 

sampled drugs, and would eliminate one of the key functions of a step 

therapy protocol: the use of cost-effective alternative treatments in the 

place of more expensive or higher risk medications. 

This bill, dealing specifically with cancer where the drugs are almost 

always brand and massively expensive, could have a very large fiscal note 

for any plan forced to adopt them. The fiscal note for this bill shows no 

fiscal impact to PERS but it would have a huge fiscal impact on private 

plans. 

The use of step therapy protocols should be encouraged rather than 

prohibited. They are important cost containment measures. Expenditures 

on prescription drugs are rising every year and contribute significantly to 

rising health care costs. Step therapy protocols ensure that insurers can 

continue to provide affordable coverage of prescription drugs. 

Therefore, we respectfully as for a DO NOT PASS on HB 1 469 . 

Thank you for your time and consideration. I'd be happy to answer 

any questions. 

2 



8PRIME 
T H E R A P E U T I C S® 

2900 Ames Crossing Road 

Eagan, Minnesota 55121 

Oppose House Bill 1469 

January 21, 2019 

Submitted by LuGina Mendez-Harper, Pharm.D., R.Ph. 

Government Affairs Principal 

Prime Therapeutics 

House Industry, Business, and Labor Committee 

Chairman Keiser, Vice Chair Lefor, and Committee Members: 

Thank you for the opportunity to submit testimony in opposition of House Bill 1469. 

Prime Therapeutics is a non-profit pharmacy benefit manager {PBM) owned by 17 Blue Cross Blue Shield 

plans including Blue Cross Blue Shield of North Dakota {BCBS-ND). We improve health outcomes by 

making the use of prescription drugs safer and more affordable. 

Prime does not administer any step therapy programs for Blue Cross Blue Shield of North Dakota for 

metastatic cancer medicines. 

We respectfully oppose House Bill 1469 because it will limit the use of a tool we use to effectively keep 

the overall cost of medicines down for members, health plans, employers, and state governments. 

It is important to mention that step therapy programs are designed or chosen by health plans to meet 

their own needs. Prime does not require health plans to implement step therapy programs. Payers 

choose to use step therapy programs because they provide high quality health care that employers and 

consumers can afford. 

Step therapy programs are clinically-based, cost-effective programs used by insurers to have members 

use existing, highly effective and safer medications before "stepping up" to new high-cost medicines, 

unless special circumstance exist. Prime's independent Pharmacy and Therapeutics Committee (P&T), a 

group of several independent physicians and pharmacists from active community and academic 

practices representing a broad range of medical specialties, review and approve step therapy programs. 

These health care professionals, who are not employed by Prime, are selected based on their 

contributions to medical and pharmacy literature, their specialty, involvement in clinical practice, and 

previous experience with P& T committees. When developing step therapy programs, only drugs with 

similar safety and effectiveness are considered. The P&T committee reviews clinical trials, medical 

guidelines, and peer reviewed journals to determine medicines that would be good candidates for step 

therapy. Only after a drug is determined safe and effective to treat the condition are costs considered. 
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Step Therapy encourages prescribers and patients to undertake a more evidence-based measured 

approach to treatment by gauging a patient's response to less harmful medications before graduating to 

more potent or high-risk high-cost drugs. The use of step therapy increases the use of FDA approved, 

lower cost alternative brand and generic medicines. 

Prime has an override or exception process to allow patients to receive their medicines when a 

physician believes there are clinically valid reasons to bypass the step one medicine. 

Step therapy programs have an accepted place in our health care system and are a critical tool used to 

ensure North Dakota citizens have access to sustainable, affordable health care benefits. 

Prime respectfully opposes this bill. 



TESTIMONY OF SCOTT MILLER 

House 1469 Bill - Pharmacy Benefits Manager Step 

Therapy Protocols 

Good M orning, my name is Scott Miller. I am the Executive Director of the N orth Dakota 
Public Employee Retirement System (N DPERS). I appear before you today to provide 
neutral testimony regarding House Bill 1469. We have not had the opportunity to 
discuss this bill with the N DPERS Board, but will review it with them on Thursday. We 
h ave also not h ad the opportunity to provide the actuarial and technical analysis to the 
Employee Benefits Programs Committee. 

House Bill 1469 prohibits a pharmacy benefit manager (PBM) from imposing a step 
therapy protocol for patients with metastatic cancer. Sanford Health Plan has advised 
us that there would currently be no actuarial impact to the N D P E RS health insurance 
plan as their PBM does not require step-therapy for oncology d rugs today. Express 
Scripts, I nc. ( E S I ) ,  the PBM for the N DPERS Medicare Part D prescription d rug plan, 
does use step therapy as a way to control costs. E S I  has indicated that this bill is not 
anticipated to h ave any impact on the N D P ERS Part D plan. However, our actuary, 
Deloitte, h as indicated that if a new, high-cost drug became available, the health plan 
could be subject to added financial risk, especially if the situation would have warranted 
a step therapy protocol. 

Deloitte h as also advised us of proposed federal legislation specific to Medicare Part D 
prescription d rug plans, that would allow step therapy protocols to be implemented on 
protected class d rugs. Deloitte has indicated that House Bill 1469 appears to contradict 
that proposed federal legislation, were it to be passed. Therefore, the committee may 
want to clarify whether this bill should apply to the N DPERS Medicare Part D 
prescription drug plan. 

Mr. Chairman, that concludes my testimony. 

Page 1of1 



Wednesday, January 30, 2019 

House Industry, Business & Labor Committee 
HB 1 469 

C HAIRMAN KE I S E R  AN D COMMITTEE M EMBE RS : 

My name is Jack McDonald. I'm appearing on behalf of America's 

Health Insurance Plans or, as it is commonly known, AHIP. 

AHIP opposed the step therapy bill - HS 1 469 - at the hearing 

January 21 and still opposes it. You have my written testimony on this. 

However, should you decide to give it a do pass, AHIP respectfully 

requests you consider the following amendments to make the bill more 

workable. 

Thank you for your time and consideration. I'd be happy to answer 

any questions. 

PROPOSED AMENDMENTS TO HS 1 469 

Page 1 ,  line 8, after "means" insert "stage four advanced" 

Page 1 ,  line 20, after "diagnosis of' insert "stage four advanced" 

Page 1 ,  line 23, replace "supported by peer-reviewed medical literature" 

with "preferred by the national comprehensive cancer network 

(NCCN) guidelines over the proposed plan-specific step one 

options(s)" 

Renumber accordingly 
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Good morning, Madam Chair and members of the committee. My name is Corey Mock, representative 

for District 18 in Grand Forks, ND, and I am here today as one of the sponsors of HB 1469. 

This proposed legislation was modeled after policies enacted in several states known as the "Jimmy 

Carter Act." Originating in Georgia, the Jimmy Carter Act passed with near unanimous support and was 

signed into law by Governor Nathan Deal in 2016. The legislation was inspired by former President 

Jimmy Carter who, in August 2015, announced he was diagnosed with skin cancer that had spread to 

his brain and liver. His recommended treatment was Keytruda, an immunotherapy drug that allows the 

body's immune system to destroy cancer cells. 

By early December of 2015, President Carter announced that medical scans revealed no signs of 

cancer. Now 94 years of age, he has remained in remission for a little more than three years. 

My inspiration for bringing HB 1469 before you today is slightly more personal. Many of you remember 

one of our jovial colleagues from Grand Forks who retired in 2016 after serving 13 sessions in the North 

Dakota House of Representatives. Rep. Eliot Glassheim has been a dear friend and a respected 

statesman to so many who've served with him in our chambers, on the Grand Forks City Council, or in 

any number of his civic leadership roles. 

Eliot had been diagnosed with lung cancer that had metastasized and spread throughout his lymphatic 

system prior the 2015 legislative session. Like so many cancer patients he was prescribed a variety of 
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treatments -- most of them showing few if any promising results. Eventually Eliot was able to receive 

immunotherapy treatments and soon claimed the upper-hand in his fight against his cancer. 

I am pleased to inform you that our former colleague and the legislature's unofficial poet laureate 

remains in remission today, spending quality time with his family, reading, writing, and sharing his 

vastly researched opinions with anyone who'll offer a moment of their time. 

Eliot's treatment was part of a "step therapy protocol," which requires a patient to fail less expensive 

treatments before receiving more advanced methods of treatment recommended by their oncologist. 

This legislation was specifically written to apply only to metastatic cancer patients -- often referred as 

stage IV or multi-system cancers. Sponsors and industry worked carefully on language and definitions 

to preserve our original intent. For example: we considered "stage four metastatic cancer" as the 

operative term, however not all cancers are staged using the traditional TNM system. 

According to the American Joint Committee on Cancer, " ... it continues to be the recommendation of the 

CNS (central nervous system) Tumor Task Force that a formal classification and staging system not be 

attempted." Brain and CNS cancers are among the types of cancers that do not receive a formal 

classification and therefore may not be covered if this legislation were limited only to "stage IV 
metastatic cancer." We have yet to identify alternative language that would accommodate the 

uniqueness of these types of cancers. 

Moreover, once cancer patients are diagnosed with a type and class of cancer, any recurrence remains 

based on the original classification. An example: if a patient is diagnosed with stage II breast cancer 

and the cancer is successfully treated, only to return later and spread to the bones, this would be 

classified as stage II breast cancer with bone metastasis. 

Sponsors wanted to be clear that a patient presenting with an advanced form of cancer that is either not 

staged or is a metastasized recurrence would not be treated differently than a patient originally 

presenting with a type of the disease traditionally categorized as stage IV metastatic cancer. 

Before we move to questions and additional testimony, I would like to walk through the bill briefly: 
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Subsection 1 (lines 7-15) contains definitions, including the definition of "metastatic cancer", 

"pharmacy benefit manager", and "step therapy protocol." 

Subsection 2 (lines 16-23) is where the proposed limitation regarding step therapy protocols exists. As 

drafted and later amended by the House, a "pharmacy benefit manager or a health plan may not 

require a step therapy protocol for coverage of a recommended prescription drug, or sequence of 

prescription drugs, approved by the United States food and drug administration if:" 

• The drug or series of drugs is prescribed to treat a patient's metastatic cancer; and 

• The use of the drug or series of drugs is consistent with FDA-approved indications or is 

supported by peer-reviewed medical literature. 

Subsection 3 (line 24) was added to ensure it was emphatically clear that HB 1469 does not require 

coverage of drugs not otherwise on the provider's formulary -- an important distinction that has allowed 

similar legislation to receive overwhelming, bipartisan support in numerous states across the country. 

Madam Chair and members of the Senate Human Services committee, HB 1469 was approved by the • Employee Benefits committee and showed no fiscal impact. It was amended at the request of sponsors 

and industry to arrive in it's current form and was ultimately adopted by the House of Representatives 

with an unanimous 93-0 vote. 

On behalf of the thousands of North Dakotans diagnosed with cancer each year, including my 

legislative colleague and District 18 predecessor, I want to thank you for your consideration of the Eliot 

Glassheim Act and hope to work with the committee to ensure a favorable outcome. 
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.etastatic Cancer 
What Is Metastatic Cancer? 
The main reason that cancer is so serious is its ability to spread in the body. Cancer 

cells can spread locally by moving into nearby normal tissue. Cancer can also spread 

regionally, to nearby lymph nodes, tissues, or organs. And it can spread to distant 

parts of the body. When this happens, it is called metastatic cancer. For many types 

of cancer, it is also called stage IV (four) cancer. The process by which cancer cells 

spread to other parts of the body is called metastasis. 

When observed under a microscope and tested in other ways, metastatic cancer 

cells have features like that of the primary cancer and not like the cells in the place 

where the cancer is found. This is how doctors can tell that it is cancer that has 

spread from another part of the body. 

Metastatic cancer has the same name as the primary cancer. For example, breast 

cancer that spreads to the lung is called metastatic breast cancer, not lung cancer. It 

is treated as stage IV breast cancer, not as lung cancer. 

cancer spreads to other ! 
parts of the body 

Metaatnl• 

� /4lPq 
3) lt?./1q 

;ft- 1. P8· �1 

Sometimes when people are diagnosed with metastatic cancer, doctors cannot tell 

where it started. This type of cancer is called cancer of unknown primary origin, or 

CUP. See the Carcinoma of Unknown Primary page for more information. 

When a new primary cancer occurs in a person with a history of cancer, it is known 

as a second primary cancer. Second primary cancers are rare. Most of the time, 

In metastasis, cancer cells break away from where 

they first formed (primary cancer), travel through 

the blood or lymph system, and form new tumors 

(metastatic tumors) in other parts of the body. The 

metastatic tumor is the same type of cancer as the 

primary tumor. 

4en someone who has had cancer has cancer again, it means the first primary 

cer has returned. 

ow Cancer Spreads 
Metastasis: How Cancer Spreads 
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During metastasis, cancer cells spread from the place in the body where they first formed to 

other parts of the body . 

• cer cells spread through the body in a series of steps. These steps include: 

1. Growing into, or invading, nearby normal tissue 

2. Moving through the walls of nearby lymph nodes or blood vessels 



3. Traveling through the lymphatic system and bloodstream to other parts of the body 
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4. Stopping in small blood vessels at a distant location, invading the blood vessel walls, and moving into the surrounding tissue 

5. Growing in this tissue until a tiny tumor forms 

6. Causing new blood vessels to grow, which creates a blood supply that allows the tumor to continue growing • 
Most of the time, spreading cancer cells die at some point in this process. But, as long as conditions are favorable for the cancer cells at every step, 

some of them are able to form new tumors in other parts of the body. Metastatic cancer cells can also remain inactive at a distant site for many years 

before they begin to grow again, if at all. 

Where Cancer Spreads 
Cancer can spread to most any part of the body, although different types of cancer are more likely to spread to certain areas than others. The most 

common sites where cancer spreads are the bone, liver, and lung. The following list shows the most common sites of metastasis, not including 

the lymph nodes, for some common cancers: 

Common Sites of Metastasis 

Cancer Type Main Sites of Metastasis 

Bladder Bone, liver, lung 

Breast Bone. brain, liver, lung 

Colon Liver, lung, peritoneum 

Kidney Adrenal gland, bone, brain, liver, lung • 
Lung Adrenal gland, bone, brain, liver, other lung 

Melanoma Bone, brain, liver, lung. skin, muscle 

Ovary Liver, lung, peritoneum 

Pancreas Liver, lung, peritoneum 

Prostate Adrenal gland, bone, liver, lung 

Rectal Liver, lung, peritoneum 

Stomach Liver, lung, peritoneum 

Thyroid Bone, liver, Jung 

Uterus Bone, liver, Jung, peritoneum, vagina , 

-Symptoms of Metastatic Cancer 
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Metastatic cancer does not always cause symptoms. When symptoms do occur, their  nature and frequency will depend on the size and location of the 

metastatic tumors. Some common signs of metastatic cancer include: 

• Pain and fractures, when cancer has spread to the bone 

• Headache, seizures, or d izziness, when cancer has spread to the brain 

• Shortness of breath, when cancer has spread to the lung 

• Jaundice or swell i n g  in the belly, when cancer has spread to the liver 

Treatment for Metastatic Cancer 
O n ce cancer spreads, it can be hard to control. Although some types of metastati c  cancer can be cured with current treatments, most can not. Even so, 

there are treatments fo r all patients with metastatic cancer. The goal of these treatments is to stop or slow the growth of the cancer or to relieve 

symptoms caused by it. I n  some cases, treatments for metastatic cancer may help prolong life. 

The treatment that you may have depends on your type of primary cancer, where it has spread, treatments you've had i n  the past, and your general 

health. To learn about treatment options, including cli nical trials, find your type of cancer among the PDQ® Cancer Information Summaries for Adult  

Treatment and Ped iatr ic Treatment. 

When M etastatic Cancer Can No longer IBe Controlled 
I f  you have been told you have metastatic cancer that can no longer b e  controlled, you and your loved ones may want t o  discuss end-of-life care. Even 

if you choose to continue receiving treatment to try to shrink the can cer or control its growth, you can always receive palliative care to control the 

symptoms of cancer and the side effects of treatment. Information on coping with and planning for end-of-life care is available in the Adva nced 

Cancer section. 

Ongoing Research 
Researchers are studyin g  new ways to kill or stop the g rowth of primary and metastatic cancer cells. This research includes finding ways to 

help your immune system fight cancer. Researchers are also trying to find ways to disrupt the steps in the process that allow cancer cells to spread. 

Visit the M etastat ic  Cancer  Resea rch page to stay informed of ongoing research funded by N CI. 

lated Resou rces 

Copi n g  with Adva n c e d  C a n c e r  

Updated: February 6,  201 7  

If you would like to reproduce some or all of this content, see Reuse of NCI Information for guidance about copyright and permissions. In the case of permitted 

digital reproduction, please credit the National Cancer Institute as the source and link to the original NCI product using the original product's title; e.g., 

"Metastatic Cancer was originally p ublished by the National Cancer Institute. " 
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. Cancer Staging 
Staging is  the process of fi n d i n g  o u t  h ow much ca n cer is i n  a perso n 's body a n d  where it's located.  It's how the doctor 

d eterm i n es the stage of a person's ca n cer. 

For most types of cancer, doctors use staging information to help plan treatment and to predict a person's 

outlook (prognosis). Alt h o u gh each person's situatio n  is d ifferent, cancers with the same stage ten d  to have s i m i l a r  

outlooks a n d  a re o ft e n  treated the s a m e  way. T h e  ca n cer stage is a lso a w a y  fo r doctors t o  describe the extent of t h e  

ca n cer  when t h e y  ta l k  w i t h  each other  a bout a person 's cancer. 

Why is stagi n g  needed? 
Doctors n eed to know the  a m o u nt of cancer and where it is i n  the body to be a b le to ch oose the best treatment 

o ptions .  For exa m p le, the  treatm e n t  for a n  early-stage cancer may be su rgery (/treatm ent/treatments-a n d-side

effects/treatm ent-types/su rgery. htm l) o r  rad i ation (/treatment/treatments-a nd-side-effects/treatment-

types/rad iation/ ra d i atio n -thera py-gu ide. htm l ) ,  whi le  a more adva nced-stage ca n cer may need to be treated with 

chemothera py (/treat m e nt/treatm e n ts-a nd-sid e-effects/treatment-types/chemothera py.html) .  Doctors a lso use a 

cance r's stage to h e l p  p red i ct the  cou rse it wi l l  l i kely ta ke. 

In a la rger sense, doctors use sta g i n g  i n formation when they're stu dying ca n cer treatments. It  a l lows resea rchers to 

m a ke s u re study gro u ps a re a ctu a l ly s i m i l a r  when they test cancer treatm ents aga i nst one  a n other, measure outcomes, 

and more. 

N ot all ca n ce rs a re staged . Fo r exa m p le,  leukemias (/cancer/leukemia .htm l) a re cancers of the blood cells and therefore 

p read throughout the b ody. M ost types of leukemias a ren't staged the way ca n cers that form tu mors a re. 

What is  the d octor looking fo r when stagi ng 

ca nce r? 
When try ing to d eterm i n e  the extent  of the ca n cer i n  the body, doctors first look at the pri m a ry (main )  tumor for its s ize, 

locatio n ,  and whethe r  it  has grown i n to nea rby areas. Doctors a lso check for other n ea rby tu mors. 

Docto rs m i ght a lso look at nea rby lym p h  n odes (/ca n cer/cancer-basics/lymph-nodes-a n d-ca ncer. html)  to fi n d  out if 
ca n cer  has spread i nto t h e m .  Lym p h  n odes are small,  bea n-sha ped collections of i m m u n e  cells. Many types of cancer 

often spread to n ea rby lym p h  n od es before they reach other parts of the body. 

Docto rs might a lso look at other  parts of the body to see if the ca ncer has spread there .  When cancer spreads to parts of 

the body fa r from the p ri m a ry tu m o r, it  is  known as metastasis. 

In some k inds of c a n cer, oth er  fa ctors a re a lso used to help determ i n e  the stage, such as the ca n cer cell type a n d  grade 

(how a bn o rm a l  the ca n ce r  ce l ls  look u n der  a microscope), or  the resu lts of certa i n  b lood tests. 

H ow a re ca nce rs staged ?  
Docto rs use d ifferen t  typ es of exa m s  a n d  tests to figu re out a cancer's stage. Depend ing  on where the cancer is located, 
the p hysica l exa m m ay give some clue as to how much ca ncer there is. I m agi n g  tests (/treatment/understa n d i n g-yo u r
d iagnosis/tests .html) l i ke x-rays, CT sca n s, M Rls, u ltrasou n d ,  and PET sca n s  may a lso give information a bout how m uch 

d where ca n cer  is  in  the b ody. 
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A biopsy often is needed to confi rm a ca n cer  d iagnosis. B iopsies might a lso be needed to fi nd  out if a n  a b n o r m a l  spot 

seen on a n  i maging test is rea lly ca n cer  s p read. D u ri n g  a b iopsy, the docto r removes a tu mor or p ieces of a t u m o r  to be 

looked at u nder  a m icroscope. Some b iopsies a re done d u ri n g  su rgery. But with m a ny types of b iops ies, the doctor 

removes small p ieces of tumor  through a thin needle or  t h rough a flexible l ighted tube cal led an endoscope. The 

d ifferent k i n d s  of b iopsies used to  check  for ca n cer a re d escri bed i n  Cancer Su rgery (/treatment/treatments-and-s i d e

effects/treatm ent-types/su rgery.htm l ) .  

Types of stagi ng 
Stagi ng is done when a person is fi rst d iagnosed, before a ny treatment is given.  The ma in  types of stagi n g  a re: 

Cli n ica l staging 
T h i s  is a n  esti m ate o f  the extent of t h e  cancer based on resu lts of physica l exa ms, imaging tests (x-rays, CT sca ns,  etc . ) ,  

a n d  tumor bio psies. For some ca ncers, the resu lts of other  tests, such as blood tests, a re a lso used i n  stagi n g. 

The c l in ica l  stage is a key part of d ecid i n g  the best treatment to use. It's a lso the basel ine used fo r compa riso n w h e n  

looking at h o w  the ca ncer  responds t o  treatment. 

Pathologic staging 
I f  s u rgery is  be ing  d one,  doctors can a lso determ ine  t h e  patho logic stage (a lso ca l led t h e  s u rgica l stage) of the ca n ce r. 

The pathologic stage re l ies on the resu lts of the exa ms a n d  tests mentioned before, as wel l as what is learned a bout the 

ca ncer  d u ri n g  su rgery. Often this is  su rgery to remove the ca n cer  and nea rby lym ph nodes, but  sometimes su rgery m ay 

be done to just look at how m u c h  cancer is in the body a n d  take out tissue samples. 

Sometim es, the pathologic stage is  d ifferent from the c l in ica l  stage (for insta nce, if the su rgery s hows the c a n ce r  has  

spread more th a n  was thought). The pathologic stage gives the hea lth ca re tea m more precise i nfo rm atio n  that ca n be 

used to p red i ct treatm ent response and outcomes (prognosis) .  

Stagi ng systems 
There a re d ifferent types of stagi n g  systems, but the most com m o n  and usefu l staging system for m ost types o f  ca n cers 

is the TN M system. 

The TN M system 
The America n Jo int  Committee on Ca ncer (AJ CC) and  the I ntern ation a l  U n i o n  for Cancer  Control (U I CC) m a i nta i n  the 

TNM classification system as a too l  for doctors to stage d ifferent types of ca ncer based on certa i n  sta n d a rds .  It's u p dated 

every 6 to 8 yea rs to inc lude adva n ces in our u ndersta n d i n g  of can cer. 

In the T N M  system,  each ca n cer is  assigned a letter or n u mber to describe the tumor, node, a n d  m etastases. 

• T sta nds  for the origi n a l  (pri m a ry) tumor. 

• N sta nds  for nodes. I t  te l ls whether the ca ncer has spread to the nea rby lym ph nodes 

• M sta nds fo r metastasis. It  tells whether  the cancer has spread to d ista nt parts of the body 

The T catego ry gives i n formation a bout aspects of the origi n a l  (pri m a ry) tumor, such as its s ize, how deeply it has 

grown i nto the orga n it sta rted i n ,  a n d  wheth er it has grown into nea rby tissues. 

• TX means the tumor ca n 't be measured.  

• TO means there is  n o  evidence of a p ri m a ry tu mor ( it  ca n n ot be found) .  

• Tis means that  the cancer  cells a re o n ly growing i n  the most superfic ia l  layer of tissue, without  grow i n g  into 

deeper tissues. This may a lso be ca l led in situ cancer or pre-cancer. 

• N u m bers after the T (such as Tl, T2, T3, and T4) might describe the tumor size and/or  a m o u nt of s p read i nto 

n ea rby structu res. The h igher the T nu mber, the larger the tumor an d/o r the more it has grown i nto nea rby tissues. 
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The N category d escr ibes whether the ca n cer has  spread into nea rby lym p h  nod es. 

• NX means th e  nea rby lym p h  n od es can n ot be eva luated. 

• NO means nea rby lym p h  n o d es do n ot con ta i n  ca n cer. 

• N u m bers after the N (such as N l, N2, and NJ) might descri be the size, locatio n ,  a n d/o r the n u m be r  of nea rby 

lym p h  n od es affected by ca n cer. Th e  h igher  the N n u m ber, the greater the ca ncer spread to nea rby lym p h  nodes.  

The M category tel ls  w h ether the ca n ce r  h a s  s p read (metastasized) to d i sta nt pa rts of body) . 

• MO means  that n o  d i sta nt cancer  s p read was fou n d .  

• M l  m ea n s  t h a t  the ca n ce r  h a s  s p read t o  d ista nt orga ns or tissues (d istant metastases were fou n d ) .  

M ost c a n c e r  types h ave the i r  own vers ion  of th is  classification system ,  so letters a n d  n u m bers don 't a lways m e a n  t h e  

same t h i n g  for every k i n d  of ca n ce r. Fo r exa m ple,  i n  s o m e  types of ca n cer, t h e  T categories describe t h e  size of the m a i n  

tu m o r, wh i le i n  othe rs they d escri b e  how deeply t h e  tumor h a s  grown i n  t o  t h e  orga n it sta rted i n, or  whether t h e  tu m o r  

has grown i nto nea rby structu res ( rega rd less o f  its size) . 

Some cance r  types a lso h ave spec ia l  gro u p in gs that a re d ifferent from othe r  ca ncer types. For insta nce, for s o m e  

can cers, classificatio n s  may h ave s u b categories, such as T3a a n d  T3b, w h i le others may n ot h ave a n  N3 category. 

Stage grouping 
O nce t h e  va lues for T, N ,  a n d  M h ave been d eterm i ned, they are com b i ned t o  assign a n  overa l l  stage. For most ca ncers,  

the stage is  a Rom a n  n u m e ra l  from I to IV, where stage IV (4) is the highest and mea ns the ca n cer is more adva n ced than 

i n  the lower stages. S o m et imes sta ges a re s u b d ivided as wel l ,  usi n g  letters such as A and B.  

Stage 0 is  carcinoma in situ for m ost c a n ce rs. Th is  means the ca ncer is  at a very ea rly stage, is  o n ly i n  the a rea where it  

fi rst d evelo ped, and h a s  n ot s p read .  N ot al l  ca n ce rs have a stage O.  

tage I ca n ce rs a re the n ext least adva n ced a n d  often have a good prognosis (outlook).  The o utlook is usua l ly n ot as 

good for h igher  stages. 

Other factors that can affect the stage 
For some c a n cers, the va lues for T, N, a n d  M a ren 't the on ly things that d eterm i n e  the stage. Some other factors that 

may be taken i nto acco u nt i n clude:  

Grade: For m ost ca n cers, the gra d e  is a measure of how abnormal the ca n ce r  cel ls  look under the m icroscope. This  is  

ca l led differentiation . G rade c a n  b e  i m po rta n t  because ca n cers with more a b n o rm a l-looki n g  cel ls  ten d  to grow a n d  

spread faster. 

The grade is  usua l ly assigned a n u m ber. I n  low-grade (wel l-d ifferentiated)  ca n cers, the ca n ce r  cells look a lot l i ke cells 

from normal  tissue.  In gen e ra l ,  these ca n ce rs ten d  to grow s lowly. In h igh-gra d e  (poorly d iffere ntiated) cance rs,  the 

ca n ce r  cells look very d i fferent fro m n o rm a l  cells.  H igh-grade cance rs often ten d  to g row q u ickly and h ave a worse 

outlook, so they m ay need d i fferent  treatments t h a n  low-grade cancers. Even when the grade d oesn't affect a can cer's 

stage, it may sti l l  affect the outlook a nd/o r  treatment. 

Cell type: Some ca n ce rs can  b e  m a d e  up of d ifferent types of cells.  Beca use the type of cance r  cell  ca n affect treatment 

and outlook, it ca n be a factor in stagi ng.  For exa m p le, cancers of the eso phagus {/ca n cer/esophagus-ca ncer. htm l) a re 

m a i n ly either sq u a m o u s  cel l  c a n ce rs o r  a d e n oca rci n omas.  Squamous cell  esopha geal  ca n cers a re staged d ifferently 
from eso phageal  a d e n oca rc i n omas.  

Tumor location: For s o m e  c a ncers,  t h e  tu m o r's location affects outlook a n d  is ta ken i nto account  i n  staging. The stage 
of ca ncer of the esop h agus, for exa m ple, depends on whether the ca n cer is  in the u pper, m iddle, or lower th i rd of the 

eso phagus.  

mor marker levels: For some ca n ce rs, the b lood levels of certain su bsta n ces (cal led tumor markers) can affect the 

stage of the c a n ce r. Fo r exa m p le, in p rostate ca n cer {/ca n cer/prostate-ca n cer. html) ,  the level of p rostate-specific 

a ntigen (PSA) in the b lood is  ta ken i n to a cco u nt in assign ing  a stage. 
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Other staging systems 
N ot a l l  cance rs a re staged usi n g  the TN M system .  Some ca ncers grow and spread i n  a d ifferent way. For exa m p le, m a ny 
ca ncers i n  or a ro u n d  the b ra i n  a re not staged us ing the T N M  system, s ince these ca n cers tend to s p read to oth e r  pa rts of 

the bra i n  and n ot to lym ph nodes o r  other p a rts of the body. Stagi ng systems other than the TNM system a re often used 

for Hodgkin d isease and other  lym phomas, too, as wel l  as fo r some chi ldhood cance rs .  

The I nternati o n a l  Fed eratio n  of Gynecologists and  Obstetric ians {F IGO) has a stagi n g  system fo r cance rs of the  fem a le 

rep roductive orga ns.  The TN M stages closely match the F IGO stages, which m a kes it fa i rly easy to convert stages 

between these 2 systems. 

Other, older stagi n g  systems (such as the D u kes system for co lorecta l ca ncer) may sti l l  be used by some d octors. I f  you r  

d octor u ses a n other stagi n g  system ,  you may want to fi n d  out i f  the stage ca n b e  tra nslated i nto the T N M  system .  This  

wi l l  often help if you want to read more a bout you r  ca nce r  a n d  its treatment, s ince the T N M  system is  m o re wid ely used.  

A ca ncer's stage does not change 
An i m p o rta nt po int  some people have tro u b le u n d e rsta n d i n g  is that the stage of a ca n ce r  is d eterm i ned o n ly when (or  

soon after) the cancer is  d iagnosed . This  stage does n ot change over t ime,  even if the ca n cer  s h r i n ks, grows, s p reads, o r  

comes back after treatm e nt. The cancer i s  sti l l  referred t o  b y  t h e  stage it was given w h e n  it w a s  fi rst fou n d  a n d  

d iagnosed, a lthough i n formation  a b o u t  t h e  cu rrent extent o f  t h e  ca ncer is  added ( a n d  o f  cou rse, the treatm ent  is  

adjusted as needed) .  

For  exa m p le, let's say  a wom a n  is  fi rst d i a gn osed with stage I I  breast ca ncer. The ca nce r  goes away with  treatment, but  

then it co mes back a n d  has spread to the bones. The cancer is sti l l  called a stage I I  b reast cancer, now with recu rrent  

d isease i n  the  bones.  

If  the breast cancer d id  n ot go away with the origi n a l  treatment and spread to the bones it wou ld be ca l led a stage I I  

breast cancer with bone metastasis. In e ither case, the o rigi n a l  stage does not cha n ge and it's not cal led a stage IV 

breast cancer. Stage IV b reast ca n cer refers to a ca n ce r  that has a l ready spread to a d ista nt part of the body when it's 

first d iagnosed . 

This is i m po rtant to u n d e rsta n d  beca use s u rviva l statistics a n d  i nformation on treatment by stage for s pecific c a n ce r  

types refer t o  t h e  stage when the ca n cer w a s  fi rst d i agn osed . The su rviva l statistics related t o  stage I I  b reast ca n cer  that 

has recu rred i n  the bones may n ot be the same as the su rviva l statistics for stage IV b reast cancer. 

At so me p o i nt you may hear the term "restaging." Resta ging is a term someti mes used to d escri be d o i n g  tests to fi n d  

the extent of t h e  ca n cer after treatment.  T h i s  i s  ra rely d o n e, b u t  it may be used to measu re t h e  ca n ce r's response to 

treatment or to assess ca n cer that has com e  back ( recu rred) and will need m o re treatm e nt. Often the same tests that 

were done when the ca n ce r  was fi rst d i a gnosed (such as p hysical  exams, i maging tests, b i o ps ies, a n d  maybe su rgery) 

wi l l  be done aga i n .  After these tests a new stage may be assigned. It's written with a lower-case "r" before the new stage 

to n ote that it's d iffe rent from the stage at d i agnosis.  The origi n a l ly d ia gnosed stage a lways stays the same.  W h i le 

testi n g  to see the extent of ca ncer  is com m o n  d u ri n g  a n d  after treatment, actua l ly assign ing  a new stage is ra rely d o ne,  

except i n  c l in ica l  tri a ls .  

Fi n d i ng out more a bout you r  type of ca nce r  
For d etails o n  stagi n g  or  gra d i n g  for a certa i n  type of can cer, see our  i nformation  o n  specific ca n ce r  types. Yo u c a n  fi n d  

t h i s  information o n  o u r  website, o r  c a l l  o u r  tol l-free n u m ber. 

Writte n by A d d i t i o n a l  res o u rces Refe re n ce s  

• . 

The America n Cancer Society medical  and  ed itorial content tea m (/cancer/acs-medica l
content-a nd-news-staff.html) 

Our tea m is made up of docto rs a n d  oncology certified n u rses with deep knowledge of cancer 

ca re as well as  journa l ists, ed itors, a n d  tra nslators with extensive exper ience in medical  writi ng. 
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Brain and Spinal Cord 

At-A-Glance 
SUMMARY OF CHANGES 

• Central nervous system tumors continue to have no TNM designation 

ANATOMIC STAGE/PROGNOSTIC GROUP 
No stage grouping applies 

ICD-0-3 TOPOGRAPHY C7 1 .8 Overlapping lesion C72.9 Nervous system, 
CODES of brain NOS 
C70.0 Cerebral meninges C7 1 .9 Brain NOS C75 . l  Pituitary gland 
C70. l Spinal meninges C72.0 Spinal cord C75.2 Craniopharyngeal 
C70.9 Meninges, NOS C72 . l  Cauda equina duct 
C7 1 .0 Cerebrum C72.2 Olfactory nerve C75.3 Pineal gland 
C7 1 . l  Frontal lobe C72.3 Optic nerve 
C7 1 . 2  Temporal lobe C72.4 Acoustic/vestibular ICD-0-3 HISTOLOGY 
C7 1 . 3  Parietal lobe nerve CODE RANGES 
C7 1 .4 Occipital lobe C72.5 Cranial nerve, NOS 8000, 8680-9 1 36, 
C7 1 . 5  Ventricle NOS C72. 8  Overlapping lesion 9 14 1-9582 
C7 1 . 6  Cerebellum NOS of brain and central 
C7 1 . 7 Brain stem nervous system 
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I NTRODUCTIO N  

Attempts a t  developing a TNM-based classification and stag
ing system for tumors of the central nervous system (CNS) 
have not been successful. Previous editions of this manual had 
proposed a system that was used with poor compliance and 
proved not to be particularly useful as a predictor of outcome 
in clinical trials for the management of patients with primary 
CNS tumors. The reasons for this are several. ( 1 )  Tumor size 
is significantly less relevant than tumor histology and loca
tion of the tumor, so the T classification is less pertinent than 
the biologic nature of the tumor itself. (2) Because the brain 
and spinal cord have no lymphatics, the N classification does 
not apply, as there are no lymph nodes that can be identified 
in either classification or staging. (3 )  An M classification is 
not pertinent to the majority of neoplasms that affect the cen
tral nervous system, because of the inherent biology favoring 
local recurrence, and the fact that most patients with tumors 
of the central nervous system do not live long enough to 
develop metastatic disease (except for some pediatric tumors 
that tend to "seed" through the cerebrospinal fluid spaces) . 

Many important studies have been done regarding the 
most common tumors affecting the brain and spinal cord, 
and a variety of prognostic factors have been identified. 
Unfortunately, these factors do not easily fall into the usual 
categories that have traditionally been part of the American 
Joint Committee on Cancer (AJCC) TNM system. 

Brain and Spinal Cord 

For those reasons, it continues to be the recommenda
tion of the CNS Tumor Task Force that a formal classification 
and staging system not be attempted. This chapter, however, 
attempts to highlight what is known about prognostic factors 
in tumors of the central nervous system (Table 56. 1 ) . 

PROGNOSTIC FEATURES 

Tumor Histology. The histology of tumors that affect the 
brain and spinal cord is by far the most important variable 
affecting prognosis, and in many cases it determines the treat
ment modalities that are employed. The latest World Health 
Organization (WHO) classification system has combined 
tumor nomenclature with an associated grading system, 
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Lymphoid Neoplasms 
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PART XI I 
Lymphoid 
Neoplasms 

I NTRODUCTION 

Lymphoid malignancies are a diverse group of disorders. These malignancies 
share derivation from B-cells, T-cells, and NK-cells, but they have a wide range of 
presentations, clinical course, and response to therapy. The incidence of lymphoid 
malignancies is significant and increasing. Non-Hodgkin lymphomas occur in 
more than 63,000 new individuals each year and have been increasing in incidence 
over the p·ast several decades. Hodgkin lymphoma occurs in approximately 8,000 
new individuals each year in the USA and seems stable in incidence. Approxi
mately 20,000 new cases of multiple myeloma and more than 20,000 new cases of 
lymphoid leukemias occur annually in the USA (Figure 1 ) .  

PATHOLOGY 

Lymphoid neoplasms are malignancies of B-cells, T-cells, and NK (natural killer) 
cells. They include Hodgkin lymphoma (Hodgkin disease), non-Hodgkin lym
phoma, multiple myeloma, and lymphoid leukemias. Traditionally, classifications 
have distinguished between "lymphomas" - i.e., neoplasms that typically pres
ent with an obvious tumor or mass of lymph nodes or extranodal sites - and 
"leukemias" - i.e., neoplasms that typically involve the bone marrow and peripheral 
blood, without tumor masses. However, we now know that many B- and T INK-cell 
neoplasms may have both tissue masses and circulating cells. Thus, it is artificial to 
call them different diseases, when in fact they are just different presentations of the 
same disease. For this reason, we now refer to these diseases as lymphoid neoplasms 
rather than as lymphomas or leukemias, reserving the latter terms for the specific 
clinical presentation. In the current classification of lymphoid neoplasms, diseases 
that typically produce tumor masses are called lymphomas, those that typically 
have only circulating cells are called leukemias, and those that often have both solid 
and circulating phases are designated lymphoma/leukemia. Finally, plasma cell neo
plasms, including multiple myeloma and plasmacytoma, have typically not been 
considered "lymphomas," but plasma cells are part of the B-cell lineage, and, thus, 
these tumors are B-cell neoplasms, which are now included in the classification of 
lymphoid neoplasms. 
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Years from diagnoai& 
FIGURE 1 .  Observed survival rates for 57,596 patients with lymphomas classified 
by the current AJCC staging classification. Cases represent all lymphoma types and 
are not predictive of outcome for any particular lymphoma type. Data taken from 
the National Cancer Data Base ( Commission of Cancer of the American College of 
Surgeons and the American Cancer Society) for the years 200 1-2002. Stage I includes 
1 7,674 patients; Stage II, 12,523; Stage Ill, 9,257; and Stage IV, 1 8 , 1 42. 

Lymphoid neoplasms are malignancies of lymphoid cells.  Lymphoid cells 
include lymphoblasts, lymphocytes, follicle center cells (centrocytes and centro
blasts) ,  immunoblasts, and plasma cells. These cells are responsible for immune 
responses to infections. Immune responses involve recognition by lymphocytes 
of foreign molecules, followed by proliferation and differentiation to gener
ate either specific cytotoxic cells (T or NK - natural killer - cells) or antibod
ies (B-cells and plasma cells) .  Lymphoid cells are normally found in greatest 
numbers in lymph nodes and in other lymphoid tissues such as Waldeyer's ring 
(which includes the palatine and lingual tonsils and adenoids) ,  the thymus, Pey
er's patches of the small intestine, the spleen, and the bone marrow (Figure 2 ) .  
Lymphocytes also circulate i n  the peripheral blood and are found i n  small 

Axillary and pectoral 
Hilar 

Epitrochlear 
and brachia! Spleen 

Mesenteric -f-;HH;;�;lml7!\c'<--+- Paraaortic 

Lymph nodes above the diaphragm 

1 . Waldeyer's ring 
2. Cervical, supraclavicular, occipital, 

and pre-auricular 
3. lnfraclavicular 
4 . Axillary and pectoral 
5. Mediastinal 
6. Hilar 
7. Epitrochlear and brachia! 

Lymph nodes below the diaphragm 

6. Spleen 
9. Mesenteric 
1 0. Paraaortic 
1 1 .  Iliac 
12. Inguinal and femoral 
1 3. Popliteal 

FIGURE 2. Lymph nodes above and below the diaphragm. 
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numbers in almost every organ of the body, where they either wait to encounter 
antigens or carry out specific immune reactions. Lymphoid neoplasms may 
occur in any site to which lymphocytes normally travel. Because lymphocytes 
normally circulate through the blood as well as the lymphatics - in contrast to 
epithelial cells, for example - it is often impossible to determine the "primary 
site" of a lymphoid neoplasm or to use a staging scheme that was developed for 
epithelial cancers, such as the TNM scheme. 

RULES FOR CLASSIFICATION 
Many different classification schemes have been proposed for lymphoid neo
plasms, which has led to confusion on the part of both pathologists and oncol
ogists. Between 1982 and 1994, in the USA, a classification called the Working 
Formulation was used. This scheme had the advantage of being simple, with 
only ten categories, and it did not require any special studies such as immuno
phenotyping or genetic studies. In addition, it provided simple clinical groupings 
for determining the approach to treatment (low, intermediate, and high clinical 
grades) .  Since its introduction, advances in understanding of the immune sys
tem and lymphoid neoplasms led to the recognition of many new categories of 
lymphoid neoplasms. The fact that several subtypes were in an incorrect category 
based on clinical behavior, and the development of better methods for diagnosis 
and classification - as well as for treatment - have caused the Working Formulation 
to become obsolete. In 1 994 the International Lymphoma Study Group (ILSG) 
introduced a new classification, called the Revised European American Classifi
cation of Lymphoid Neoplasms (REAL), which incorporated not only morpho
logy, but new information such as immunophenotype and genetic features, as well 
as clinical features, to define over 25 different categories of lymphoid neoplasms, 
including Hodgkin lymphoma. ' More recently, the World Health Organization 
{WH0)2 updated its Classification of Diseases of the Hematopoietic and Lym
phoid Systems and adopted the REAL classification for lymphoid neoplasms with 
some modifications (the WHO classification also includes myeloid and histiocytic 
neoplasms) .  The WHO classification is now the standard for clinical trials in 
lymphoma (Table 1 ) .  

The WHO classification i s  a list o f  distinct disease entities, which are defined 
by a combination of morphology, immunophenotypic, and genetic features and 
which have distinct clinical features. H The relative importance of each of these 
features varies among diseases, and there is no one gold standard. Morphology 
remains the first and most basic approach and is sufficient for both diagno
sis and classification in many typical cases of lymphoma. Immunophenotyp
ing and - particularly - molecular genetic studies are not needed in all cases, 
but they are very important in some diseases, are useful in difficult cases, and 
improve interobserver reproducibility. As mentioned previously, the WHO clas
sification includes all lymphoid neoplasms: Hodgkin lymphoma, non-Hodgkin 
lymphomas, lymphoid leukemias, and plasma cell neoplasms. Both lymphomas 
and lymphoid leukemias are included, because both solid and circulating phases 
are present in many lymphoid neoplasms, and drawing a distinction between 
them is arbitrary. Thus, B-cell chronic lymphocytic leukemia and B-cell small 
lymphocytic lymphoma are simply different manifestations of the same neo
plasm, as are lymphoblastic lymphomas and acute lymphoblastic leukemias. 
In addition, Hodgkin lymphoma and plasma cell myeloma are now recognized 
as lymphoid neoplasms of B-lineage and, therefore, belong in a compilation of 
lymphoid neoplasms. 

The ability to study patterns of gene expression is providing new insights 
into these disorders. It is likely to change classification and might eventually 
supersede staging in the ability to predict outcome and the response to specific 
therapies. 
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TABLE 1 .  WHO Classification of lymphoid neoplasms, 4th edition 

B-all neoplasms 
Precursor B-cell neoplasm 

• B-lympboblastic leukemia/lymphoma (B-cell acute lymphoblastic leukemia) 

Mature (peripheral) B-ccll neoplasms 

Chronic lymphocytic leukemia/small lymphocytic lymphoma 

B-cell prolymphocytic leukemia 

Lymphoplasmacytic lymphoma 

Splenic marginal zone B-cell lymphoma (with or without villous lymphocytes) 

Hairy cell leukemia 

Splenic lymphoma/leukemia, unclassifiable 

Plasma cell mycloma/plasmacytoma 

Heavy chain diseases 

Extranodal marginal zone B-cell lymphoma of MALT type 

Nodal marginal zone B-cell lymphoma (with or without monocytoid B cells) 

Follicular lymphoma 

Primary cutaneow follicle center lymphoma 

Mantle cell lymphoma 

Diffuse large B-ccll lymphoma (DLBCL) 

Diffuse large B-cell lymphoma, not otherwise specified 

T-ce!Vhistiocyte rich large B-ccll lymphoma 

DLBCL associated with chronic inflammation 

EBV positive DLBCL of the elderly 

Lymphomatoid granulomatosis 

Primary mediastinal (thymic) large B-cell lymphoma 

Intravascular large B-cell lymphoma 

Primary cutaneous DLBCL, leg type 

ALK positive DLBCL 

Plasmablastic lymphoma 

Primary effusion lymphoma 

Large B-cell lymphoma arising in HHVS-associated multicentric Castleman disease 

Burkitt lymphoma/Burkitt cell leukemia 

/381449t 

B-cell lymphoma, unclassifiable, with features intermediate between diffuse large B-cell lymphoma and Burkitt lymphoma 

B-ccll lymphoma, unclassifiable, with features intermediate between diffuse large B-cell lymphoma and classical 
Hodgkin lymphoma 

T-cell and NK-cell neoplasms 
P.recursor T-cell neoplasm 

• T-lymphoblastic lymphoma/leukemia (T-cell acute lymphoblastic leukemia) 

Mature (peripheral) T/NK-cell neoplasms 

T-cell prolymphocytic leukemia 

T-cell large granular lyrnphocytic leukemia 

Aggressive NK-ccll leukemia 

Systemic EBV positive T-ccll lymphoproliferative disease of childhood (associated with chronic active EBV infection) 

Hydra vac:ciniforme-like lymphoma 

Adult T-cell lymphoma/leukemia ( HTLV I +) 
Extranodal NKJT-cell lymphoma, nasal type 

Enteropathy-type T-cell lymphoma 

Hepatosplenic T-cell lymphoma 

Subcutaneous panniculitis-like T-cell lymphoma 

Mycosis fungoide.s!SCzary syndrome 

Primary cutaneous anaplastic large c.cll lymphoma 

Primary cutaneous aggressive epidermotropic CDS positive cytotoxic T�cell lymphoma 

Primary cutaneow gamma-delta T·cell lymphoma 

Primary cutaneous smalVmedium C04 positive T-cell lyrnphoma 

Peripheral T-cell lymphoma, not otherwise characterized 

Angioimmunoblastic T-ccll lymphoma 

Anaplastic large cell lymphoma, ALK-positive 

Anaplastic large cell lymphoma, ALK-negative 

From Swerdlow SH, Campo E, Harris NL, ct al. WHO classification or Tumours of Haematopoietic and Lymphoid Tissues, 

4th edition. Lyon: IARC, 2008, with permission. 
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Retreatment Classification. The retreatment classification 
(rTNM) is assigned when further treatment is planned for a 
cancer that recurs after a disease-free interval. The original 
stage assigned at the time of initial diagnosis and treatment 
does not change when the cancer recurs or progresses. The 
use of this staging for retreatment or recurrence is denoted 
using the r prefix (rTNM) .  All information available at the 
time of retreatment should be used in determining the rTNM 
stage. Biopsy confirmation of recurrent cancer is important if 
clinically feasible. However, this may not be appropriate for 
each component, so clinical evidence for the T, N, or M com
ponent by clinical, endoscopic, radiologic, or related methods 
may be used. 

Autopsy Classification. TNM classification of a cancer may 
be performed by postmortem examination for a patient 
where cancer was not evident prior to death. This autopsy 
classification (aTNM) is denoted using the a prefix (aTNM) 
and should include all clinical and pathologic information 
obtained at the time of death and autopsy. 

Stage Groupings. Cases of cancers with similar prognosis 
are grouped based on the assigned cT, cN, and cM and/or pT, 
pN and c/pM categories, and disease-specific groups of T, N, 
and M are defined. In select disease sites nonanatomic fac
tors are required to supplement T, N, and M to define these 
groups. Termed anatomic stage/prognostic groups, and com
monly referred to as stage groups, these form a reproducible 
and easily communicated summary of staging information 
(Table 1 .8 ) .  

Groups are assigned increasing values that correlate with 
worsening prognosis. Stage I is usually assigned to tumors 
confined to the primary site with a better prognosis, stages 
II and III for tumors with increasing local and regional nodal 
involvement, and stage IV to cases with distant metastatic dis
ease. In addition, a group termed stage 0 is assigned to cases 
of carcinoma in situ (CIS ) .  Groupings may be expanded into 
subsets (e.g., stage II can become stage IIA, stage IIB) for more 
refined prognostic information. 

TABLE 1 .8.  Anatomic stage/prognostic grouping rules 

Define separate clinical and pathologic group for each case 

May combine clinical and pathologic information as a "working stage" 
in either the pathologic or clinical classification when only partial 
information is available - this may be necessary for clinical care 

Minimize use of TX and NX 
Use of "X" for any component makes case unstageable 

Case will not be usable in comparison analyses (exception: any 
combination of T and N including TX or NX with Ml is stage IV) 
For groupings that require a nonanatomic factor, if factor is missing, 
stage using lowest category for that factor 

Case with pT and pN and cMO or cM I staged as pathologic 
stage group 

Case with cT and cN and pMI staged as clinical and pathologic 
stage group 

Carcinoma in situ, stage pTis cNO cMO as both clinical and 
pathologic stage 0 

1 2  
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Generally, a pure clinical group and pure pathologic group 
are defined for each case, using the classifications discussed 
earlier. In the clinical setting, it is appropriate to combine 
clinical and pathologic data when only partial information is 
available in either the pathologic or clinical classification, and 
this may be referred to as the working stage. 

Carcinoma in situ (CIS) is an exception to the stage group
ing guidelines. By definition, CIS has not involved any structures 
in the primary organ that would allow tumor cells to spread to 
regional nodes or distant sites. Therefore, pTis cNO cMO should 
be reported as both clinical and pathologic stage 0. 

The clinical, pathologic, and if applicable, posttherapy and 
retreatment, groups are recorded in the medical record. Once 
assigned according to the appropriate rules and timing, the 
stage group recorded in the medical record does not change. 
The rule applied to T, N, or M that in cases with uncertainty 
about the classification the cases are assigned the lower (less 
advanced) category also applies to grouping. One specific cir
cumstance requires special comment. When there has been a 
complete pathologic response and the ypTNM is ypTO ypNO 
cMO, this is not a "stage O" case as this would denote in situ 
disease, and as in every case, the stage for comparison of cases 
is the pretreatment clinical stage. 

Multiple Tumors. When there are multiple simultaneous 
tumors of the same histology in one organ, the tumor with 
the highest T category is the one selected for classification 
and staging, and the multiplicity or the number of tumors is 
indicated in parentheses: for example, T2(m) or T2(5) .  For 
simultaneous bilateral cancers in paired organs, the tumors 
are classified separately as independent tumors in different 
organs. For tumors of the thyroid, liver, and ovary, multiplic
ity is a criterion of the T classification. Most registry software 
systems have a mechanism to record the m descriptor. 

Metachronous Primaries. Second or subsequent primary 
cancers occurring in the same organ or in different organs are 
staged as a new cancer using the TNM system described in 
this manual. Second cancers are not staged using the y prefix 
unless the treatment of the second cancer warrants this use. 

U n known Prima ry. In cases where there is no evidence of a 
primary tumor or the site of the primary tumor is unknown, 
staging may be based on the clinical suspicion of the primary 
tumor with the T category classified as TO. For example, a case 
with metastatic adenocarcinoma in axillary lymph nodes that 
is pathologically consistent with breast cancer, but in which 
there is no apparent primary breast tumor may be classified 
as breast cancer - TO NI MO (Table 1 . 9 ) .  

HISTOPATHOLOGIC TYPE, GRADE, 
AND OTHER DESCRIPTORS 

Histopathologic Type. The histopathologic type is a qual
itative assessment whereby a tumor is categorized according 
to the normal tissue type or cell type it most closely resembles 
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My name is Jack McDonald. I' m appearing on behalf of America's 

Health Insurance Plans or, as it is com mo nly known ,  AHIP.  

AHIP is the national trade association rep resenting the health 

insurance industry.  AHIP members provide health and supplemental 

benefits to more than 200 million Americans through em ployer-spon sored 

coverage, the individual and small group insurance markets , and public 

p rograms such as Medicare and Medicaid. 

AHIP is opposed to engrossed HB 1 469 unless it is amended as 

suggested at the end of my testimony. 

Step therapy protocols are utilized by many in surers to ensure that 

patients begin drug therapy for a medical condition with the most cost

effective and safest drug before progressing to other costlier or riskier 

therapy. Step therapy protocols are often developed using U . S .  Food and 

D rug Administration ( F DA) guidelines , clinical evidence and research. Bil ls 

such as HB 1 469 that im pose other criteria on step therapy p rotocols would 

hinder the use of this im portant tool and limit its effectiveness.  

Step therapy protocols encourage physicians and patients to 

undertake a more evidence-based and measured approach to treatment 

that is tailo red to the individual by gauging a patient 's response to less 

harmful medicatio ns before graduating to the more potent and high-risk 

drugs . Step therapy protocols already work to ensure patient safety using 

scientifically appropriate guidelines . 

Legislation such as HB 1 469 that limits step therapy protocols as 

suggested starting on line 1 6  is potentially dangerous . An exception to an 

established step therapy protocol should only be considered at the request 

of a health care provider, not the patient. 

Important clinical decisions should not be made at the behest of 

patients who may not fully understand the scientific ramifications behind a 

1 
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physician's decision or are partially due to direct-to-consumer drug 

advertising. 

An exception to an establ ished step therapy protocol should not be 
I 

granted only because a patient is stable on a prescription drug . This would 

potentially allow patients to receive exemptions as a result of using 

sampled drugs , and would e liminate one of the key functions of a step 

therapy protocol :  the use of cost-effective alternative treatm ents in the 

place of more expensive or higher risk medications. 

This bill , dealing specifically with cancer where the drugs are almost 

always brand and massive ly expensive , could have a very large fiscal note 

for any plan forced to adopt the m .  The fiscal note for this bill shows no 

fiscal impact to P E RS but it would have a huge fiscal impact on private 

plans . 

The use of step therapy protocols should be encouraged rath er than 

prohibited. They are important cost containment measures .  Expenditures 

on prescription drugs are rising every year and contribute significantly to 

rising health care costs . Step therapy protocols ensure that insurers can 

continue to provide affordable coverage of prescription drugs. 

Therefore , we respectful ly ask for a DO NOT PASS on HB 1 469 

unless the amendments below are adopted. Thank you for your time and 

consideration. I'd be happy to answer any questions . 

PRO POSED AM E NDM E NTS TO E N G ROSSED HO U S E  B I LL 1 469 

Page 1 ,  line 8, after "means" insert "stage four advanced" 

Page 1 ,  line 20, after "of" insert "stage four advanced" 

Page 1 ,  line 23, delete the remainder of the sentence after "indications" and 

insert in lieu thereof "and is preferred by the national com preh ensive 

cancer network guidelines over the proposed plan-specific step one 

option(s ) . "  

Renumber accordingly 

2 
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TESTIMONY OF SCOTT MILLER 

Engrossed House Bill 1469 - Pharmacy Benefits 

Manager Step Therapy Protocols 

Good M orning, my name is Scott Miller. I am the Executive Director of the North Dakota 
P ublic Employee Retirement System (N D P ERS) . I appear before you today to provide 
neutral testimony regarding House Bill 1 469 . The Employee Benefits Programs 
Committee gave this bill a favorable recommen dation . 

House Bill 1 46 9  prohibits a pharmacy benefit manager (PBM) or a health plan from 
imposin g  a step therapy protocol for patients with metastatic cancer. Sanford Health 
Plan has advised u s  that there would currently be no actuarial impact to the N DPERS 
health insurance plan as their PBM does not require step-therapy for oncology drugs 
today . Express Scripts, Inc. (ES I) ,  the PBM for the N D P ERS Medicare Part D 
prescription drug plan, does use step therapy as a way to control costs . ESI has 
indicated that this bill is not anticipated to have any impact on the N D P ERS Part D plan . 

However, our actuary, Deloitte, has indicated that if a new, high-cost drug became 
available, the health plan cou ld be subject to added financial risk, especially if the 
situation would have warranted a step therapy protocol . 

Deloitte has also advised us of proposed federal legislation specific to Medicare Part D 
prescription drug plans, that would allow step therapy protocols to be implemented on 
protected class drugs. Deloitte has indicated that House Bill 1 469 appears to contradict 
that proposed federal legislation,  were it to be passed. Therefore, the committee may 
want  to clarify whether this bill should apply to the N D P E RS Medicare Part D 
prescription dru g  plan . I have attached an amendment that would remove the 
applicability of this bill to Medicare Part D plans. 

Ms.  Chairman ,  that concludes my testimony.  

Page 1 of 2  
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PROPO S E D  AM E N D M E N T  TO E N GROSS E D  HO U S E  B I L L  N O .  1 469 

Page 1 ,  after line 24 , insert, " 4 . This section does not apply to M edicare Part D 
prescription drug plans. " 

Renu mber accordingly 

Page 2 of 2 
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Deloitte. 

Memo 

Date:  J a n u a ry 2 3 ,  2 0 1 9  

To : Re p .  M i ke Lefo r, C h a i rm a n 

Le g i s l a t i ve E m p l o y e e  B e n efits P rog ra m s  Co m m i ttee 

F ro m :  J o s h  J o h n s o n  a n d J o n  H e rs c h b a c h ,  D e l o itte C o n s u l t i n g  LLP 

S u bject :  ACTUARIAL R E V I E W  O F  P RO PO S E D  B I L L  1 9 . 0 3 4 3 . 0 1 0 0 0  
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Delo itte Consu lti ng LLP 
5 0  South S i xth Street 
Su ite 2800 
M i n neapo l i s ,  M N  55402 
USA 
Te l :  6 1 2  397 4000  
Fa x :  6 12  397  4450  
www . d e lo i tte .com 

Th e fo l l ow i n g  s u m m a ri zes o u r  rev i ew of the p ro posed l eg i s l a t i o n  as it  re l a tes to a ct u a ri a l  

i m p a ct t o  t h e  G ro u p  I n s u ra n ce P rog ra m .  

OVERVIEW O F  PROPOSED BILL 

Th e fo l l ow i n g  i s  a s u m m a ry of  t h e  rel eva n t  p r o p osed a m e n d m e nts : 

1 )  D i sa l l ow s  t h e  req u i re m e n t  of ste p t h e ra py p rotoco l s  fo r FDA-a p p roved d ru g s  used 
to treat m etasta t i c  ca n ce r  

ESTI MAT E D  ACTUARIAL I M PACTS 

S a n fo rd H ea l t h  P l a n  h a s  a n a l yzed the b i l l  a n d  re p o rted no a ct u a ri a l  i m pa ct at th i s  t i m e  
b a sed o n  t h e  cu r re n t  d ru g s  o n  t h e  m a r ket .  Th i s  l eg i s l a t i o n  w o u l d  a d d  fi n a n c i a l  ri s k  to 

i n s u re rs ,  p h a rm a cy b e n efi ts m a n a g e rs a n d  e m p l oyer g ro u ps d u e  to t h e  poss i b i l i ty of a 
n e w ,  h i g h - cost d ru g  b e co m i n g  a va i l a b l e  w h i ch w o u l d  h a v e  oth e rw i se b e e n  a ca n d i d a te fo r 
a ste p t h e ra p y p rotocol  to be i m p l e m ented . 

Ex p ress S c r i pts I n co rp o rated w a s  a s ked to com m e n t  o n  t h e  i m p a ct to t h e  N D P E R S  
M ed i ca re Pa rt D E m p l oy e r  G ro u p  Wa i v e r  P l a n  ( EG W P )  a n d  g e n e ra l l y  stated t h a t  i t  i s  n ot 
a n t i c i pated t h a t  t h e  l eg i s l a t i o n  wou l d  h a v e  a n y  i m p a ct o n  t h e  N D P E RS E G W P  p l a n .  

C u rre n t l y  t h e re i s  p ro p osed fed e ra l l e g i s l a t i o n * ,  s p e c i fi c  to Pa rt D p l a n s , w h i ch w o u l d  

a l l ow ste p t h e ra py p rotoco l s  t o  b e  i m p l e m e nted o n  p rotected c l a ss d ru g s ,  w h i ch i n cl u des 
a n t i n eo p l a st i cs .  So,  1 9 . 0 3 4 3 . 0 1 0 0 0  a p pea rs to be c o n t ra d i ctory to t h i s  p ro p osed fed e ra l  
l e g i s l a t i o n .  

* h ttps : //www . fed e ra l reqi ste r . qov/d ocu m e n ts/2 0 1 8/ 1 1/3 0/2 0 1 8 - 2 5 9 4 5/m o d e rn i z i  nq
pa rt- d - a  n d - m ed i ca re- a d v  a n taq e - t o - 1  o w e r- d ruq-pri ces - a  n d - red u ce - o u t- of-poc ket
expe n ses 



DRAFT PROPOSED AM E N D M ENT TO H B  NO.  1469 

Page 1, line 8, remove "cancer that has spread from the primary or original" 
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Page 1, line 8, after "means" insert "advanced cancer that exhibits signs of secondary cancer sites."  

Page 1,  remove line 9 

Page 1, line 14, after "manager" insert "or a health plan" 
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