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July 22, 2014 

Honorable Scott J. Kipper 

Nevada Division of Insurance 

1818 East College Parkway, Suite 103 

Carson City, NV 89706 

Dear Commissioner Kipper: 

CVS Caremark, representing over 1,543 employees and 87 locations 

in Nevada, wishes to convey our opposition to the Proposed Regulation of the 

Commissioner of Insurance (LCB File No. R074-14) addressing prescription 

drug formularies.  CVS Caremark is the largest pharmacy healthcare provider 

in the United States with integrated solutions across the entire spectrum of 

pharmacy care. We proudly operate as the largest chain pharmacy in Nevada, 

offering our patients and clients integrated pharmacy and health operations 

statewide including: Pharmacy Benefit Management (PBM) services, Specialty 

Pharmacy, Mail-Order and Retail Pharmacy, Retail Health Clinics and 

distribution centers. Together, our businesses provide unparalleled service 

and capabilities to our clients, customers and patients as we strive to help 

them on their path to better health. 

LCB File No. R074-14 would require that health insurers that provide 

prescription drug benefits make no changes to drug formularies during the 

plan year and would prevent insurers from removing drugs from formularies 

during a plan year. Clinically-based formularies are designed to offer members 

safe and effective drug choices, while allowing plans to promote cost-effective 

options through the use of lower cost medications and negotiating lower drug 

prices from manufacturers. Formulary design is a critical PBM tool that must 

be preserved in order to ensure safe, effective and cost-effective choices for 

plans and their beneficiaries. Our formularies are developed by clinical experts 

based on scientific evidence and standards of practice, including peer 

reviewed medical literature, well-established clinical practice guidelines and 

pharmacoeconomic studies. Cost considerations are only incorporated after 

clinical considerations, such as safety, efficacy and therapeutic advantage as 

compared to alternative. 

These proposed regulations provisions would obstruct many of the 

cost-savings strategies we provide to our health plan clients in Nevada and 

sets an administrative hurdle of ensuring all formularies are coordinated only 

at the renewal date of a coverage plan despite the introduction of new drugs to 

the market that lower the overall cost of drugs. These rules give no 

consideration to the availability of drugs which change considerably through a 

year. 

CVS Caremark supports plan design flexibility including in the design 

of formularies. If these regulations are finalized in their current form, the 



prescription drug cost savings options available for Nevada employers, trusts and the state 

would be severely restricted which could lead to additional increases in the cost of healthcare. 

Furthermore, the purpose of drug formularies is to appropriately manage patient healthcare 

delivery—meaning that both cost and quality are considered when formulary design decisions 

are made. The end result of this type of disclosure will only result in increases to premiums 

and out of pocket costs for patients. 

 

 We respectfully ask you reconsider proposed regulations LCB File No. R074-14 due to 

the cost impact of these rules on businesses and individuals in Nevada.  Thank you for 

considering our comments in your decision. Please contact me if you have any questions 

about our position at maral.farsi@cvscaremark.com or 916.203.9085. 

  

Respectfully, 

 

 

 

 

 

Maral Farsi, MPH 

Maral Farsi, MPH | CVS Caremark | Regional Director, Government Affairs | 916-203-9085 |  maral.farsi@cvscaremark.com   
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  Cynthia M. Laubacher 
               Senior Director, State Affairs 
               (916) 771-3328 
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The Honorable Scott J. Kipper 
Commissioner 
Department of Business and Industry 
Division of Insurance 
1818 East College Parkway, Suite 103 
Carson City, NV  89706 
 
Attn: Adam Plain, Insurance Regulation Liaison 
 
 Re:  Comments: LCB File No. R074-14: Prescription Drug Formularies 
 
Dear Mr. Plain: 
 
I am writing to share our concerns with the draft regulation that would seriously hamper our 
ability to manage prescription drug formularies on behalf of our plan sponsors – employers, 
health plans, unions and government health programs.  Express Scripts provides integrated 
pharmacy benefit management services including formulary management, pharmacy claims 
processing, home delivery, specialty benefit management, benefit-design consultation, drug-
utilization review, medical and drug data analysis services, as well as extensive cost-
management and patient-care services for over 85 million Americans. 
 
A prescription drug formulary is developed and managed by an independent Pharmacy & 
Therapeutic Committee comprised of physicians, pharmacists and other clinical experts.  They 
generally meet at least quarterly to consider updates and changes, including new FDA-approved 
medications.  Their recommendations are based on scientific evidence and clinical standards of 
practice. 
 
The regulation as currently drafted prohibits P&T committees from making changes to a 
formulary during the benefit year after it is approved by the Commissioner, except under 
specified circumstances.  We believe there are two circumstances that need to be provided for 
before this regulation is finalized. 
 

1. The regulation prohibits moving a more expensive brand name drug to a higher cost tier 
when it loses patent protection and a generic equivalent enters the market.   This language 
prohibits plan sponsors from incentivizing their members to use lower cost generics, 
resulting in higher costs for payers and patients.  

 

             One Express Way   ●  St. Louis, MO 63121  ●  314.996.0900  ●   www.express-scripts.com 
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2. The regulation threatens patient safety by prohibiting removal of a drug from a formulary 
pursuant to an FDA warning until the plan has notified the Commissioner’s office as to 
how they plan to “mitigate” the effect on patients.  Patient safety will be compromised 
which is wholly unacceptable. 

 
For these reasons, we oppose adoption of these regulations.  We appreciate your consideration of 
our comments.  Should you have any questions, please feel free to contact me at (916) 771-3328.  
 
Sincerely, 
 
 
  
CYNTHIA M. LAUBACHER 
  

             One Express Way   ●  St. Louis, MO 63121  ●  314.996.0900  ●   www.express-scripts.com 





July 28, 2014 

BY ELECTRONIC DELIVERY 

Scott Kipper, Commissioner  

Nevada Division of Insurance 

1818 East College Parkway, Suite 103 

Carson City, Nevada 89706 

Re: LCB File Number R074-14, Prescription Drug Formularies 

Dear Commissioner Kipper: 

The Biotechnology Industry Organization (BIO) is pleased to submit comments on the 

proposed regulation issued by the Division of Insurance (DOI) on June 20, 2014, entitled 

“LCB File Number R074-14, Prescription Drug Formularies” (the “Proposed Rule”).1 BIO 

represents more than 1,000 biotechnology companies, academic institutions, state 

biotechnology centers, and related organizations across the United States and in more than 

30 other nations. BIO's members develop medical products and technologies to treat 

patients afflicted with serious diseases, to delay the onset of these diseases, or to prevent 

them in the first place. In that way, our members’ novel therapeutics, vaccines, and 

diagnostics have greatly improved health outcomes for patients worldwide.  

BIO commends the DOI’s efforts in the Proposed Rule to prohibit issuers and carriers from 

removing drugs from plans’ prescription drug formularies more frequently than annually, 

except in cases where the U.S. Food and Drug Administration (FDA) has issued guidance on 

the safety of a particular prescription drug or rescinded a drug’s approval. We similarly 

support the proposed prohibition on moving drugs between tiers on a plan’s formulary 

during a given plan year.  Because many consumers enroll in healthcare coverage in whole 

or in part due to the perceived benefits of a particular prescription drug formulary, when a 

formulary is altered during a plan year, including with respect to the applicable cost-sharing, 

consumers are often left with no option to change coverage. BIO feels that the changes 

offered in the Proposed Rule provide important consumer protections to address this issue, 

and are necessary to alleviate consumer concerns of being locked into coverage that may 

have less utility than was anticipated when it was purchased. Nonetheless, BIO does have 

two suggestions for potential inclusion in the final regulation, discussed in detail below. 

I. BIO Encourages the DOI to Include Express Language Permitting Plans 

to Change Formularies Mid-Benefit Year to Add Newly Approved Drugs 

As a representative of an industry that is devoted to improving health care through the 

discovery of new therapies, BIO believes that all consumers should have access to the 

newest, most innovative drugs as they receive approval from the FDA.  As the DOI is no 

doubt aware, the FDA approves new therapies throughout the year, without regard to plan 

years. While there is no explicit prohibition against the addition of drugs to a formulary 

during a plan-year in the Proposed Rule, we strongly encourage the DOI to add language 

expressly permitting plans to change plan formularies mid-benefit year by adding newly 

approved drugs. The proposed regulation as it is written does not address issuers’ and 

carriers’ abilities to add newly approved drugs to their formularies mid-year, and we worry 

1 Nevada Commissioner of Insurance, LCB File Number R074-14, Prescription Drug Formularies (2014). 
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that this omission may lead issuers and carriers to forego such formulary updates, which 

may in turn delay access to new therapies for many consumers in Nevada. BIO believes that 

all stakeholders—issuers, carriers, and most notably, consumers—could benefit from better 

clarity around the ability of plans to change their formularies throughout the year to add 

newly approved drugs, and urge DOI to include a written policy to this effect in its final 

regulation. 

 

II. BIO Encourages the DOI to Address Coverage Policies for Medical Benefit 

Drugs in its Final Rule 

 

Although BIO supports the DOI’s efforts in proposing consumer protections around mid-year 

changes to plans’ prescription drug formularies, we are disappointed that the Proposed Rule 

does not address mid-year changes to plans’ coverage policies for medical benefit drugs 

(i.e., therapies administered in a physician’s office). We believe that consumers deserve the 

same protections—namely the knowledge that applicable coverage and cost-sharing policies  

will not undergo any significant changes during a plan-year—regardless of whether the 

therapies they take are covered under a plan’s pharmacy or medical benefit. We feel that it 

is imperative for the DOI to prohibit issuers and carriers from making negative changes to 

both plans’ prescription drug formularies and medical benefit drug coverage policies or 

cost-sharing requirements more frequently than once per year. We urge the DOI to include 

this language in either the Proposed Rule or in a future proposed regulation addressing this 

prohibition solely for medical benefit drugs. 

 

 

III. Conclusion 

 

BIO appreciates the opportunity to comment on the proposed regulation, “LCB File Number 

R074-14, Prescription Drug Formularies.” We look forward to continuing to work with the 

Nevada Division of Insurance and interested partners to ensure that all consumers have 

access to affordable health insurance that meets their needs year-long. Please feel free to 

contact me at (202) 962-9220 if you have any questions or if we can be of further 

assistance. Thank you for your attention to this very important matter. 

 

 

       Sincerely, 

 

         

/s/ 

 

       Laurel L. Todd 

       Managing Director 

       Reimbursement and Health Policy 

 

 

 

 

 



 

Mitchell D. Forman, DO, President 
Tomas Hinojosa, MD, President-Elect 

David E. Hald, MD, Immediate Past President 
Weldon Havins, MD, Secretary 
Steven Parker, MD, Treasurer 

Wayne C. Hardwick, MD, AMA Delegate 
Marietta Nelson, MD, AMA Delegate 

Peter R. Fenwick, MD, AMA Alternate Delegate 
Florence Jameson, MD, AMA Alternate Delegate 

Stacy M. Woodbury, MPA, Executive Director 
  

July 30, 2014 
 
 
Nevada Division of Insurance 
ATTN:  Adam Plain      

1818 E. College Pkwy., Suite 103  
Carson City, NV 89706 

 
 
RE:  LCB File No. R074-14 
 
The Nevada State Medical Association (NSMA) submits these comments regarding the 
proposed regulation titled LCB File No. R074-14, relating to drug formularies.  
 
Section 2. (a) allows a drug to be removed from the formulary at any time if “The drug is not 
approved by the United States Food and Drug Administration.” This language could adversely 
affect the quality of care in a number of age and condition specific instances.  Pharmaceutical 
companies have little incentive to obtain FDA approval for each population that could benefit 
from a drug because doing so is cost and time prohibitive.  These companies also know that a 
physician’s desire to treat patients safely and effectively will result, at times, in the physician 
prescribing a medication for off label use.  Licensed physicians may safely engage in this 
prescribing behavior, in consultation with the patient, due to their extensive medical training; 
unfortunately, this section of the regulation could potentially have the unintended 
consequence of severely limiting or altogether eliminating the ability to use medications in off 
label applications without placing a significant burden on the patient.   
 
Off label use occurs in many specialties, but pediatric physicians must use their ability to 
prescribe for off label uses when treating the majority of their patients.  Few of the drugs 
commonly prescribed to pediatric patients have FDA approval for that age range.  This reality 
forces the pediatrician to prescribe medications that are not specifically approved for the 
patient, but which can be safely administered.  This portion of the regulation could drastically 
limit pediatric patients access to medication. 
 
It is also the case that some drugs are specifically designed, and thusly FDA designated, to treat 
gender-specific conditions.  These gender-specific drugs have the potential to treat a member 
of the opposite gender’s maladies more effectively than alternative courses of treatment.  The 
drug Tamsulosin is a drug designed to treat men with prostate obstruction, but the drug can be  
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equally effective in treating a woman’s small urethral stones.  The method by which this drug 
works is known to be safe in both genders, but the drug is not FDA approved for use by women.  
Surgery might be the only viable alternative in such a case if drug treatment was unavailable.   
 
The examples above are a small selection of the potential unintentional outcomes of the 
language in this proposed regulation based on present construction of the language.  
 
It is clear that this language was written with the intention to protect patients but, as 
pharmaceutical companies do not generally use their resources to receive FDA approval for all 
classes of patients that may be in need of a drug, the proposed regulation may actually limit 
access to necessary medications.  The NSMA believes that, as long as both physician and 
pharmacist inform the patient of potential known adverse side effects, a drug which is not 
specifically approved by the FDA for certain off label uses can be safely administered. 
 
Our concerns may be remedied by changing the language in Section 2, Paragraph 2(a) to read 
“The drug has not been approved by the United States Food and Drug Administration for use in 
humans,” or similar language which would clearly delineate that this statement is not intended 
to address off or on label use.  The object would be so that carriers, providers and consumers 
would be able to clearly ascertain that the regulation is addressing “unapproved” drugs versus 
the specific use or treatment for which an approved drug is being administered. 
 
The NSMA believes the standards ultimately adopted by the Division of Insurance as they relate 
to drug formularies and off label use, will play an important role in ensuring the provision of 
health care services within Nevada, and we appreciate the opportunity to participate in this 
process. 
 
Sincerely, 
 
 

         
Mitchell D. Forman, DO   Stacy M. Woodbury, MPA 
President     Executive Director 
 
 
 
 



Hometown Health’s Concerns regarding the proposed regulation RO74-14: 
 

1) Drug Patent expirations occurring throughout a plan year allows generic drug availability at a 
much lower cost.  The inability to change cost-share for the brand drug during the plan year will 
hamper plan’s ability move the branded drug to a higher tier/cost share in order move 
utilization the generic replacement, resulting in cost savings for both the member and the plan. 

 
2) PBM contract/rebate terms with drug manufacturers change throughout the Plan year, allowing 

lower net pricing on contracted medications.  Typically, these contracts are good for 2-3 years, 
so it’s not unusual to make formulary changes for drugs that are therapeutically equivalent, and 
to preference those drugs at the lowest net cost; these contract changes occur throughout the 
plan year. 
 

3) Drug manufacturer dynamics and antics, such as sudden/substantial price increases, elimination 
of rebates if Health Plans impose any Step edits on medications, coupon blitz, etc. 
 

4) Shift from Rx drug status to OTC; typically OTCs are not a covered benefit – would this new reg 
require approval before the drug is removed from the formulary? 
 

5) Clinical efficacy studies on many drugs are on-going, and as new evidence is published it 
becomes apparent that one drug in a therapeutic class may emerge as clinically superior to 
another.   
 

6) Drug abuse patterns shift over time, and health plans institute formulary changes and utilization 
management tools (Prior Authorization) to help combat drug diversion and abuse.   
 

7) Membership needs require formulary adjustments periodically as well. 
 

8) Pharmacy Benefit Managers (PBMs) typically charge $75,000 to $100,000 to manage a 
formulary; if plans were forced to use separate formularies to accommodate this regulatory 
requirement, it will drive up administrative costs; and, ultimately premiums. 
 

9) Benefit years vary between employer groups, which could confuse the provider community, 
because drug coverage changes would occur at different times of year, depending on the 
employer group. 

 
 









 

In Support of Nevada Division of Insurance Proposed Regulation of the 
Commissioner LCB File No.R074-14 

 
August 12, 2014 

 
Position: The Pharmaceutical Research and Manufacturers of America (PhRMA) 
supports efforts to ensure continuiety of medical care and access to innovative 
biopharmaceutical products for all Nevadans.  The amendments to Nevada 
Division of Insurance Proposed Regulation of the Commissioner LCB File 
No.R074-14 (R074-14), are an important step in helping to achieve that goal.  
 
PhRMA is a voluntary, non-profit organization representing the nation’s leading 
research-based pharmaceutical and biotechnology companies. PhRMA members are 
committed to finding tomorrow’s cures and treatments for some of the most serious 
diseases.  New medicines are an integral part of the healthcare system, providing 
doctors and their patients with safe and effective treatment options, extending and 
improving quality of life.  PhRMA companies spent an estimated $51 billion in 2013 to 
discover and develop new medicines.   
 
PhRMA applauds the Commissioner of Insurance’s recognition of the importance of 
continuity of care and the negative effect that mid-year formulary changes can have on 
patients who rely on prescription drugs to manage health conditions, or who may be 
undergoing a more serious course of drug treatment.  The proposed regulation would 
prohibit certain health insurers from removing a prescription drug from the formulary or 
moving a prescription drug to a tier with a larger deductible, copayment, or coinsurance 
after the formulary is approved by the Commissioner except under specified 
circumstances.  We believe this is an important step to help protect access for patients.   
 
PhRMA supports this approach, as it is critical for Nevada residents who are currently 
undergoing a course of therapy with one or more prescription drugs to continue to be 
able to access those drugs.   Without this regulation, plans would be allowed to move 
drugs to higher cost-sharing tiers at any point during a year, or worse, remove drugs 
from their formularies entirely.  Mid-year formulary changes impose a tremendous 
burden on enrollees, as well as on physicians and pharmacists.   
 
Without the proposed protections, enrollees who select a particular plan based on their 
individual drug needs will have no assurances that the plan will maintain coverage for 
those particular drugs they need during the course of the enrollment year.  For an 
enrollee who chooses a plan based on the favorable formulary status of a necessary 
therapy, such a change could create serious medical issues for the enrollee.  In 
addition, these unexpected changes can be extremely financially burdensome.   



 
Enrollees are likely to pick a particular plan due to coverage of specific drugs.  This is 
particularly true for individuals with chronic conditions who typically are able to 
anticipate at least some of their prescription needs during the course of a plan year.  
Where a plan is permitted to remove a drug from the formulary or move a drug to a 
more expensive cost-sharing tier during the course of a plan year, the enrollee is 
required to pay for a necessary therapy out-of-pocket, while simultaneously paying 
premiums to a plan that fails to offer the very benefits that induced the patient to enroll 
in the first place.  In essence, the individual is forced to commit to a plan, while, absent 
this regulation, the plan is not required to make the same commitment to the enrollee.  
 
Any changes in plan requirements, especially ones so central to enrollee access, should 
mirror the annual enrollment cycle in order to ensure that enrollees have reasonable 
access to the therapies and the co-pays that induced them to enroll in the first place.  In 
addition to preventing plans from imposing burdensome cost-sharing on enrollees, this 
regulation will support physicians and pharmacies, as mid-year formulary changes can 
be difficult for physicians and pharmacists to implement.  
 
For all of these reasons, PhRMA believes that the proposed regulation R074-14 is an 
important step towards ensuring Nevada enrollees have access to affordable, medically 
necessary drugs through their insurers. 
 

 
 

 



 

 

August 19, 2014 

 

Adam Plain  

Insurance Regulation Liaison  

Department of Business and Industry 

Division of Insurance 

1818 East College Parkway, Suite 103 

Carson City, NV  89706 

 

Re:  LCB File No. R074-14: Prescription Drug Formularies Proposed Rule 

 

Dear Mr. Plain, 

 

I write today on behalf of America’s Health Insurance Plans (AHIP) to provide comments on the 

Nevada Division of Insurance’s proposed rules on prescription drug formularies.    

 

AHIP is the national trade association representing the health insurance industry. AHIP’s 

members provide health and supplemental benefits to more than 200 million Americans through 

employer-sponsored coverage, the individual insurance market, and public programs such as 

Medicare and Medicaid.  Our members offer a broad range of health insurance products in the 

commercial marketplace and also have demonstrated a strong commitment to participation in 

public programs. Health plans have been committed to providing consumers with affordable 

products that offer robust networks of quality, cost-efficient providers. We appreciate the 

opportunity to provide comments on this proposed rule. 

 

Prohibiting health plans from making changes to their formularies except annually would 

prohibit consumers from receiving life enhancing medications that become available and would 

severely restrict health plans’ abilities to manage their prescription drug formularies in a cost 

effective and consumer focused way.  Formularies, which are developed based on scientific 

evidence and clinical standards, are often changed within a year due to a number of 

circumstances that this proposed regulation does not take into consideration.  One such 

circumstance occurs when generic equivalents are introduced into the market.  When such 

generics enter the market, plans should be allowed to move the more expensive brand name drug 

to a higher cost tier and make the more cost effective generic available to members.    

 

Plans should also be allowed to protect their members by removing a drug from a formulary as 

soon as an FDA warning on that drug is issued.  Patient safety will be threatened in the time it 

would take for the plan to develop and submit a mitigation plan to the Division, as the regulation 

requires. 
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Additionally, it is important to understand that there are not custom formularies for each product.  

A set of formularies are developed and packaged with a drug benefit.  Because product benefit 

years do not all run on the same benefit year timetable, this one year restriction period will 

become effective and expire at different times of the calendar year for each separate product.  

This creates an unmanageable and very confusing system for consumers. 

 

Finally, we believe that the provisions proposed in this regulation do nothing to address the 

underlying issue of the exorbitant pharmaceutical costs facing our entire health care system.  

While many breakthrough drugs are coming into the market, giving the hope of living longer and 

healthier lives, these drugs come at a cost that threatens the sustainability of the overall health 

care system.  The question of whether the prices being charged for some new drugs are rational 

and allow people access to the innovative medications is where the real focus should be.   

 

For all of these reasons, we oppose the adoption of these regulations.  We look forward to 

continued discussions with you on this important issue.  If you have any questions, please do not 

hesitate to contact me at gcampbell@ahip.org (971-599-5379). 

 

Sincerely,  

 
Grace Campbell 

Regional Director  

 

  

mailto:gcampbell@ahip.org


 

   

ARTHRITIS FOUNDATION, PACIFIC REGION 

c/o 3460 E. Sunset Road, Suite K105 
Las Vegas, NV 89120 

tel: (702) 367-1626 
fax: (702) 367-6381 

website: www.arthritis.org/nevada  

 

 

 
September 11, 2014 
 
The Honorable Scott J. Kipper 
Commissioner 
Department of Business and Industry 
Division of Insurance 
1818 East College Parkway, Suite 103 
Carson City, NV  89706 
 

RE:  SUPPORT Proposed Regulation R074-14 
 
Dear Insurance Commissioner Kipper, 
 
The Arthritis Foundation, Pacific Region, which represents more than 464,000 adults and 2,300 children with doctor-
diagnosed arthritis in Nevada, supports the proposed regulation R074-14 and thanks you for your leadership on this 
issue. 
 
Arthritis is an umbrella term for more than 100 conditions, such as rheumatoid arthritis (RA), juvenile arthritis, lupus, 
osteoarthritis (OA), ankylosing spondylitis (AS), and fibromyalgia. A common misconception about arthritis is that it 
affects a more senior population; however, two-thirds of people with arthritis are under the age of 65. In addition, 
arthritis is the leading cause of long-term disability in the United States and costs our economy $128 billion. 
 
Continuity of care for patients with arthritis is vital to the management of their condition. Until there is a cure for 
arthritis, many patients rely on prescription drugs to manage their symptoms, prevent disease regression and achieve 
a medicated remission. However, mid-year drug formulary changes have the potential to cause a drastic and negative 
effect on a patient’s health and well-being. 
 
The proposed regulations would prohibit health insurers from removing a prescription drug from their formulary or 
moving a prescription drug to a tier with a larger deductible, copayment, or coinsurance after the formulary is 
approved by the Commissioner, except under specific circumstances. Without this regulation, plans would be allowed 
to move drugs to higher cost-sharing tiers at any point during the year, or worse, remove drugs from their formulary 
altogether. 
 
Mid-year formulary changes impose severe burdens on patients, as well as our patients’ providers and pharmacists. 
Any changes in plan requirements, especially ones so central to enrollees’ access, should mirror the annual 
enrollment cycle in order to ensure the enrollees have reasonable access to the therapies and the co-pays that 
induced them to enroll in the first place. 
 
For these reasons, we SUPPORT the proposed regulation R074-14 and view this as an important step forward in 
protecting Nevada’s patients’ access to affordable medications. 
 
Sincerely, 

 
 
 
Krystin Herr 
Director of Advocacy 
Arthritis Foundation, Pacific Region 
kherr@arthritis.org    cell (916) 502-2979 

http://www.arthritis.org/nevada
mailto:kherr@arthritis.org
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September 12, 2014 
 
 
Nevada Division of Insurance       Via email 
ATTN:  Adam Plain       aplain@doi.nv.gov 

1818 E. College Pkwy., Suite 103  
Carson City, NV 89706 

 
RE:  LCB File No. R074-14 
 
Dear Adam, 
 
After participating in the August hearing and discussion this week regarding R074-14, the 
Nevada State Medical Association (NSMA) submits these additional comments regarding the 
proposed regulation relating to drug formularies.  
 
Section 2 Paragraph 2(a) and Section 3 Paragraph 2(a) both allow a drug to be removed from 
the formulary at any time if “The drug is not approved by the United States Food and Drug 
Administration.” This language could adversely affect the quality of care in a number of age and 
condition specific instances.  Pharmaceutical companies have little incentive to obtain FDA 
approval for each population that could benefit from a drug because doing so is cost and time 
prohibitive.  These companies also know that a physician’s desire to treat patients safely and 
effectively will result, at times, in the physician prescribing a medication for off label use.  
Licensed physicians may safely engage in this prescribing behavior, in consultation with the 
patient, due to their extensive medical training; unfortunately, these two sections of the 
regulation could potentially have the unintended consequence of severely limiting or 
altogether eliminating the ability to use medications in off label applications without placing a 
significant burden on the patient.   
 
Off label use occurs in many specialties, but pediatric physicians must use their ability to 
prescribe for off label uses when treating the majority of their patients.  Few of the drugs 
commonly prescribed to pediatric patients have FDA approval for that age range.  This reality 
forces the pediatrician to prescribe medications that are not specifically approved for the 
patient, but which can be safely administered.  This portion of the regulation could drastically 
limit pediatric patient access to medication. 
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It is also the case that some drugs are specifically designed, and thusly FDA designated, to treat 
gender-specific conditions.  These gender-specific drugs have the potential to treat a member 
of the opposite gender’s maladies more effectively than alternative courses of treatment.  The 
drug Tamsulosin is a drug designed to treat men with prostate obstruction, but the drug can be  
equally effective in treating a woman’s small urethral stones.  The method by which this drug 
works is known to be safe in both genders, but the drug is not FDA approved for use by women.  
Surgery might be the only viable alternative in such a case if drug treatment was unavailable.  
The examples above are a small selection of the potential unintentional outcomes of the 
language in this proposed regulation based on present construction of the language.  
 
It is clear that this language was written with the intention to protect patients but, as 
pharmaceutical companies do not generally use their resources to receive FDA approval for all 
classes of patients that may be in need of a drug, the proposed regulation may actually limit 
access to necessary medications.  The NSMA believes that, as long as both physician and 
pharmacist inform the patient of potential known adverse side effects, a drug which is not 
specifically approved by the FDA for certain off label uses can be safely administered. 
 
Initially we had suggested to remedy our concerns by amending the language in Section 2 
Paragraph 2(a) and Section 3 Paragraph 2(a) to read “The drug has not been approved by the 
United States Food and Drug Administration for use in humans.”  This language caused 
substantial discussion at the August hearing.  Therefore, the NSMA respectfully withdraws this 
proposed amendment and instead requests the Commissioner consider adding a new 
Paragragh 4 to both Section 2 and Section 3 which would read: 

“4. This section is not intended to prohibit a carrier from providing 
coverage for prescription drugs which are prescribed for off-label use by an 
appropriately licensed provider of health care services.” 

The object would be so that carriers, providers and consumers would be able to clearly 
ascertain that the regulation is addressing drugs which have not been approved by the FDA at 
all versus the specific use or treatment for which an “approved” drug is being administered. 
 
The NSMA believes the standards ultimately adopted by the Division of Insurance as they relate 
to drug formularies and off label use, will play an important role in ensuring the provision of 
health care services within Nevada, and we appreciate the opportunity to participate in this 
process. 
 
Sincerely, 

 

         
Mitchell D. Forman, DO   Stacy M. Woodbury, MPA 
President     Executive Director 
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8301 Professional Place East, Suite 200, Landover, MD  20785-2353 

September 15
th

, 2014 

 

Commissioner Scott Kipper 

Nevada Division of Insurance 

1818 E. College Pkwy., Suite 103 

Carson City, NV 89706 

 

Dear Commissioner Kipper: 

 

On behalf of the Epilepsy Foundation and our Nevada chapter, the Epilepsy Foundation of 

Nevada, we support the formulary draft proposed rules, which aim to ensure that people 

living with chronic conditions, including epilepsy, maintain uninterrupted access to 

lifesaving medications, but we caution against any amendments to weaken this protection by 

allowing for generic substitution and undermining the intent of the rule.  

 

The Epilepsy Foundation is the leading national voluntary health organization that speaks on 

behalf of more than 2.8 million Americans living with epilepsy and seizures.  The Epilepsy 

Foundation of Nevada represents the more than 25,000 state residents living with epilepsy.  

Together we work to foster the wellbeing of children and adults affected by seizures through 

research programs, educational activities, advocacy, and direct services.  Epilepsy is a 

medical condition that produces seizures affecting a variety of mental and physical functions.  

Approximately 1 in 26 Americans will develop epilepsy at some point in their lifetime.  For 

the majority of people living with epilepsy, anti-epilepsy drugs (AEDs) are the most common 

and most cost effective treatment for controlling and/or reducing seizures. But there is no 

“one size fits all” treatment option for epilepsy, and the response to brand name AEDs and 

their generic versions can be different for each person.   

 

We support the draft proposed rules that would prevent health plans from removing drugs 

from a formulary, or moving them to a more expensive tier, during the plan benefit year.  We 

are concerned that a proposed amendment to the rule would allow generic substitution, 

undermining the intent of the proposed rule to protect patients against formulary changes 

during the plan year that can negatively impact their health. Generic drugs can lead to 

savings for plans and patients, but not when it leads to breakthrough seizures and significant 

side effects. People living with chronic conditions depend on consistent and affordable 

access to the same medication each month to avoid medical complications, like breakthrough 

seizures, and maintain their quality of life.  

 

Maintaining seizure control with minimal side effects requires careful evaluation and 

monitoring by the physician and patient. To change, limit, or deny access to medications 

could be extremely dangerous. People living with epilepsy who have their medications 

switched are at a high risk for developing breakthrough seizures and related complications, 

serious injury, and even death. It also significantly increases medical costs related to 

preventable seizures, along with lost wages and productivity, not just for the individuals 

living with epilepsy but also their families and communities.  



PHONE: 301-459-3700   •   800-332-1000   •   FAX: 301-577-2684   •   www.epilepsy.com 

 

While many patients can safely switch between different formulations of the same epilepsy 

medication, consent must be obtained from the individual with epilepsy and their physician 

before any such substitutions are made to avoid potentially life-threatening breakthrough 

seizures. 

 

The amount of medication delivered by one AED may differ from the amount delivered by 

another AED that the Food and Drug Administration (FDA) deems "equivalent," and the 

medication may be delivered at a different rate. There is growing evidence that these 

variations, however slight, can mean the difference between seizure control and breakthrough 

seizures and other negative consequences. If a patient is switched to a generic version of a 

drug to contain costs, and loses seizure control, this quickly eliminates any short-term 

savings from the switch. Meanwhile, the concurrent human costs borne by patients and their 

families can be immeasurable.  

 

Because of the critical role anti-epilepsy drugs play in achieving and maintaining seizure 

control, people with epilepsy often select a health plan primarily because their lifesaving 

medications are covered by the plan. Removing or reclassifying a drug can lead to 

interruptions, delays, and medication substitution, with dangerous consequences. For these 

reasons, the Epilepsy Foundation opposes formulary changes that limit or restrict access to 

appropriate medications and physician-directed care.  

 

The Epilepsy Foundation and the Epilepsy Foundation of Nevada urge the Commissioner to 

protect Nevada residents by enacting rules that limit a health plan’s ability to remove, or 

reclassify to a higher tier, a drug after a formulary is approved by the Commissioner for a 

plan benefit year. Please do not hesitate to contact Angela Ostrom, COO & Vice President 

Public Policy at 301-918-3766 or aostrom@efa.org, with any questions or concerns. 

 

Sincerely, 

 

     
Danielle Marano     Philip M. Gattone, M.Ed.            

Executive Director        President & CEO                    

Epilepsy Foundation of Nevada   Epilepsy Foundation               
   

 

 



 

 

Nathaniel Counts, J.D. 
Mental Health America 
2000 N Beauregard St. 
Alexandria, VA 22311 
 
September 16, 2014 
 
The Honorable Scott J Kipper 
Commissioner 
Department of Business and Industry 
Division of Insurance 
1818 East College Parkway, Suite 103 
Carson City, NV 89706 
 
Dear Insurance Commissioner Kipper: 
 
 Mental Health America would like to extend its support for Proposed Regulation R074-14, 
and commend the efforts of the Division of Insurance to ensure that individuals have access to the 
care they need.  The proposed regulation benefits all individuals with health needs that require 
access to specific medications, but it has special importance for individuals with mental health 
needs.   
 

When insurers remove medications from their formularies mid-year it is dangerous, 
expensive, and unfair. 
 
 Removing medications that address mental health needs, such as anti-depressants and anti-
psychotics, from formularies mid-year is dangerous.  These medications are not interchangeable – 
each medication is unique,1 and each individual is unique,2 and this results in profound variations in 
medication effectiveness and side-effects.3  Because of the variation in the individual experience of 
each medication, loss of access to a medication can be devastating.  Sudden discontinuation of a 
medication can cause severe physical and mental health problems for the individual.4  As the 
individual searches for a new medication that is effective, they may experience long gaps in 
effective care with a variety of painful physical and cognitive side-effects along the way, and there 
may not even be any other medication on the formulary that is effective.  In fact, studies have shown 

1 For example, risperidone is  4-[2-[4-(6-fluorobenzo[d]isoxazol-3-yl)-1-piperidyl]ethyl]-3-methyl-2,6-
diazabicyclo[4.4.0]deca-1,3-dien-5-one, while clozapine is 8-Chloro-11-(4-methylpiperazin-1-yl)-5H-
dibenzo[b,e][1,4]diazepine. 
2 See Julia Kirchheiner et al., Pharmacogenetics of antidepressants and antipsychotics: the contribution of allelic 
variations to the phenotype of drug response, 9 MOLECULAR PSYCHIATRY 442 (2004) (“At present, antidepressant and 
antipsychotic drug responses can best be explained as the combinatorial outcome of complex systems that interact at 
multiple levels.”). 
3 See, e.g., Jeffrey A. Lieberman et al., Effectiveness of Antipsychotic Drugs in Patients with Chronic Schizophrenia, 353 
N.E.J.M. 1209 (2005). 
4 See, e.g., Steven C. Dilsaver, Withdrawal Phenomena Associated with Antidepressant and Antipsychotic Agents, 10 
DRUG SAFETY 103 (1994); J. Moncrieff, Does antipsychotic withdrawal provoke psychosis? Review of the literature on 
rapid onset psychosis (supersensitivity psychosis) and withdrawal-related relapse, 114 ACTA PSYCHIATRICA 
SCANDINAVICA 3 (2006). 

 

                                                 



that, when access to medications is restricted, individuals often simply stop taking medication 
entirely rather than taking one of the preferred medications, and they will go untreated.5  Ultimately, 
removal of a medication from a formulary mid-year is dangerous for the individual. 
  
 Removal of medications that address mental health needs from formularies mid-year is 
expensive.  Insurance companies remove expensive medications from the formularies with the 
mistaken belief that it will save money.  As explored above, medication removal prevents some 
individuals from receiving the care they need.  When individuals experience interruptions in 
treatment, it often necessitates acute care, such as emergency department visitation or extended 
hospitalization, which is dramatically more expensive than the medication.6  Increased costs also 
include lost productivity and even incarceration, which fall directly upon taxpayers.  Prohibiting 
insurance companies from removing medications from their formularies will prevent unnecessary 
expenditures for all. 
 
 When insurance companies remove medications from their formularies mid-year, it is unfair.  
Many individuals choose their insurance plan based on whether the medication they are taking is on 
the formulary.  When their medication is removed, the consumer’s choice of insurance is defeated, 
and they must continue to pay for coverage they cannot change.  This practice then contravenes the 
spirit of the private health insurance market and insurance companies should not be permitted to 
remove medications from their formulary mid-year. 
 
 Mental Health America applauds the Division of Insurance for its proposed regulation that 
stops a practice that is dangerous, expensive, and unfair.  We would only caveat this to say that 
Mental Health America would not be opposed to a revision allowing insurance companies to move 
medications to a lower deductible tier.  Thank you for standing up for the consumers of Nevada.  
Please do not hesitate to contact Mental Health America with further questions. 
 
Sincerely, 

 

Nathaniel Counts, J.D. 
Policy Associate 

5 See Stephen B. Soumerai et al., Use Of Atypical Antipsychotic Drugs For Schizophrenia In Maine Medicaid Following 
A Policy Change, 27 HEALTH AFF. (MILLWOOD) w185 (2008); William Vogt et al., Medicaid cost control measures 
aimed at second-generation antipsychotics led to less use of all antipsychotics, 30 HEALTH AFF (MILLWOOD) 2346 
(2011); Chrsitine Lu et al., Unintended Impacts of a Medicaid Prior Authorization Policy on Access to Medications for 
Bipolar Illness, 48 MEDICAL CARE 4 (2010). 
6 See Safiya Abouzaid et al., Economic Impact of Prior Authorization Policies for Atypical Antipsychotics in the 
Treatment of Schizophrenia, 14 POPULATION HEALTH MANAGEMENT 247 (2010) (“Sensitivity analyses show that small 
increases in hospitalizations will make PA the more costly option.”).  See also Joel F. Farley et al., Retrospective 
assessment of Medicaid step-therapy prior authorization policy for atypical antipsychotic medications, 30 CLINICAL 
THERAPEUTICS 1524 (2008) (finding dramatic cost off-sets in Georgia for outpatients visits after prior authorization 
policy). 

 

                                                 



Mental Health America 
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Alexandria, VA  22311 
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September 19. 2014 
 
Scott J Kipper, Commissioner 
Department of Business and Industry, Division of Insurance 
1818 East College Parkway, Suite 103 
Carson City, Nevada 89706 
 
RE:  Comments Regarding Proposed Regulation LCB File No. R074-14 
 
Dear Commissioner Kipper: 
 
Nevada Advocates for Planned Parenthood Affiliates (NAPPA) greatly appreciates the opportunity to 
submit comments regarding the Nevada Division of Insurance’s (“Division”) August 12, 2014 proposed 
regulation R074-14, with proposed amendments (“Proposed Regulation”).  These regulations deal with 
prescription drug coverage and prohibited changes to drug formularies after approval by the 
Commissioner of Insurance.  As a trusted women’s health care provider and advocate, NAPPA supports 
the Division’s commitment to ensuring that Nevadans have access to quality, affordable health care and 
continuous, timely access to the medications they need to stay healthy.   
 
NAPPA is the independent, non-partisan, nonprofit education, legislative and political advocacy arm of 
Planned Parenthood’s two affiliates (Planned Parenthood Mar Monte and Planned Parenthood Rocky 
Mountains).  Planned Parenthood’s three Nevada health centers handle over 48,000 patient visits each 
year.  We offer a sliding fee scale as many of our patients have nowhere else to go for basic health care.  
We are proud of our long record of quality care – over 35 years in Nevada – always affordable, 
confidential, culturally appropriate, and welcoming to our clients.  We offer this feedback on behalf of 
our health center operations as well as on behalf of our clients.   
 
We support the Division’s commitment to ensuring continuity of care and recognition that mid-year 
formulary changes may have adverse and often detrimental effects on Nevada consumers.  The 
proposed regulation would prohibit health insurers from removing a prescription drug from the plan 
formulary or moving a prescription drug to a tier with a larger deductible, copayment, or coinsurance 
after the formulary is approved for use by the Commissioner, with limited exceptions.   
 
We thank the Division for taking this important step to help protect consumers from unpredictable 
changes in coverage or out-of-pocket costs and ensure that Nevada consumers have continuous access 
to the preventive and therapeutic drugs they need.  Without this regulation, plans would be allowed to 
move drugs to higher cost-sharing tiers at any point during a coverage year, or worse, remove drugs 
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entirely from the plan’s formulary mid-year.  Many consumers make specific decisions about health 
insurance coverage based, at least in part, on the formulary composition and coverage of the 
prescription drugs they currently use.  This proposed regulation is essential to protect consumers from 
mid-year coverage and cost sharing changes that may have a detrimental impact on their lives.  At the 
very least, this proposed regulation is critical to alleviate the tremendous burden that mid-year 
formulary changes impose on enrollees, health care providers, and pharmacists, and will help enable 
providers and pharmacist to successfully treat and care for Nevada consumers without mid-year 
disruptions.  
 
Consistent prescription drug coverage is particularly important when it comes to contraception.  
Contraception is most effective when a woman has access to the birth control method that meets her 
needs, which depends on consideration of side effects, differences in permanence and reversibility of 
contraceptives, and a woman’s personal preferences.1  Not all contraceptives are clinically appropriate 
for all women; therefore, access to all contraceptive methods is critical to ensure that a woman can find 
the birth control method that meets her needs and reproductive goals – ultimately improving the health 
and lives of women and their families.  The Affordable Care Act made important strides towards this 
goal by requiring new and non-grandfathered health insurance plans to cover all Food and Drug 
Administration (FDA) approved contraceptive methods with no cost sharing to the consumer.  This 
proposed regulation ensures that women have consistent access to the contraceptive methods that best 
meet their needs.  
 
While we support the Division’s proposed regulation, we urge the Division to clarify that health plans 
must still comply with section 2713 of the Public Health Service Act (PHS), as added by section 1001 of 
the ACA, since it is a distinct legal standard from the proposed regulation.  As noted above, section 
2713 of the PHS and implementing guidance require new and non-grandfathered health plans to cover 
specific recommended preventive services, including women’s preventive health services, without cost 
sharing.  This includes coverage with no cost sharing for all FDA-approved contraceptive methods.2  
Several FDA-approved contraceptive methods are available without a prescription, and the Department 
of Health & Human Services has specified that FDA-approved contraceptive methods available without a 
prescription must be covered without cost sharing as part of the law’s requirement.3   
 
As currently drafted, the proposed regulation may cause confusion by seeming to allow an insurer to 
remove a prescription drug from a formulary if the drug is approved by the FDA for use without a 
prescription.  Regardless of FDA-approval for use without a prescription, health plans subject to section 
2713 of PHS must continue provide coverage of critical women’s preventive health services, including all 
FDA-approved contraceptives.  To reduce any confusion regarding the two separate standards and 

1 Joanne Noone, Finding the Best Fit: A Grounded Theory of Contraceptive Decision Making in Women, 39 Nursing 
Forum 4 (2004).   
2 HRSA Guidelines for Women’s Preventive Health Services (Aug. 1, 2011); Amendment to the Preventive Services 
Interim Final Rule, 76 Fed. Reg. 46621 (Aug. 3, 2011). 
3 The Center for Consumer Information & Insurance Oversight (CCIIO), Affordable Care Act Implementation FAQs- 
Set 12, Question #15, U.S. Department of Health and Human Services (2013).  
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prevent inappropriate reductions in women’s preventive health coverage, we urge the Division to clarify 
an insurer’s continued obligation to meet section 2713 of the PHS.  We recommend the Division include 
the following clarification to ensure women have consistent access to the coverage and care they need.  
 

Proposed Regulation 
 

Section 1 of Chapter 689A and Section 3 of Chapter 695C of NAC are hereby amended by 
adding…. 

2.  An insurer described in subsection 1 may remove a prescription drug from a 
formulary at any time if: 
(c) The prescription is approved by the United States Food and Drug Administration for 
use without a prescription.  Except that an insurer offering or issuing a policy of health 
insurance subject to Public Health Service Act Section 2713, implementing regulations, 
and guidance, must comply with such requirements and provide coverage without cost 
sharing for recommended preventive health items and services that are FDA-approved 
and available without a prescription. 

 
This addition to Chapter 689A Section 1(2)(c) and Chapter 695A Section (3)(2)(c) will make clear that 
insurers must continue to meet standards in section 2713 of the PHS  and will help improve access to 
contraceptive services for Nevada women.  
 
Thank you for the opportunity to offer written feedback regarding drug formulary standards for Nevada.   
We look forward to working with you as you move forward on this importance consumer protection.  Please 
let me know if I can provide additional information.  
 
Thank you! 
 
 
 
 
Elisa Cafferata  
Nevada Advocates for Planned Parenthood Affiliates 
550 W Plumb Lane, c/o UPS Mail #B-104, Reno, NV 89509 
ecafferata@NevadaAdvocates.org 
775-412-2087 
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October 1, 2014 
 
Scott J. Kipper 
Commissioner 
Nevada Division of Insurance 
1818 East College Parkway, Suite 103 
Carson City, Nevada 89706 
 
Re: LCB File Number R074-14, Proposed Regulation for Prescription Drug Formularies 
 
 
Dear Commissioner Kipper, 
 
The National Hemophilia Foundation (NHF) and Hemophilia Federation of America (HFA) advocate on 
behalf of individuals with hemophilia and related bleeding disorders, leading the nationwide fight to 
ensure access to affordable medical care and services.  In partnership with the Nevada Chapter of NHF, 
we are writing to express our support for LCB File Number R074-14 regarding prescription drug 
formularies.  This proposed regulation would limit the ability of health insurers to make changes to drug 
formularies (more than once a year) after they have already been approved.  It is often the case that 
when the drug formulary changes, already expensive drugs are placed into higher tiers resulting in costly 
treatment for patients who are part of chronic disease groups.  Given the unique needs of the 
population that we serve, accessibility and affordability are of paramount importance to NHF and HFA.  
Thus, we commend the Nevada Division of Insurance for taking a pivotal step in the direction of 
increased access and affordability by proposing regulation R074-14.  
 
Hemophilia and other bleeding disorders occur when a person is deficient in or lacks one of several 
proteins necessary for the blood to clot. Many individuals experience spontaneous internal bleeding 
that can result in severely damaged joints, or sometimes death. Treatment entails the infusion of 
clotting factor (derived either from human plasma or manufactured through recombinant technology) 
to compensate for missing or defective blood proteins.  It is, therefore, imperative that members of the 
bleeding disorders community have full access to treatment, and that they not endure the threat of 
cost-prohibitive roadblocks such as those imposed when drug formularies are changed and drugs are 
placed onto higher tiers. 
 
As you move forward, NHF, the Nevada Chapter of NHF, and HFA are hopeful that you will continue to 
consider the needs of the bleeding disorders community by keeping the following things in mind: 
 

 Clotting factor is a biologic.  Specialty tiers usually include biologics and other drugs requiring 
special administration. Drugs placed in specialty tiers typically require exorbitant patient cost-
sharing. Patients have historically paid a percentage of the cost of these drugs, from 25% to 33% 
or more in coinsurance, rather than a fixed co-payment. 

 

 The yearly cost for clotting factor can be as high as $300,000 per year for a person with severe 
hemophilia and can exceed $1 million for a person who develops an inhibitor.  While in most 
cases the ACA limits the total out-of-pocket costs ($6,600 for an individual or $13,200 for a 
family of four in 2015) patients may be required to pay each year, individuals with bleeding 
disorders will likely meet this out of pocket maximum in one to three months if they are 
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subjected to extremely costly coinsurance payments.  It is not feasible for most Americans to 
adjust to this significant financial burden in such a short period of time. 

 

 We understand that the intent of requiring higher patient cost-sharing for drugs and biologics is 
to reduce reliance on these expensive drugs and incentivize patients to choose lower-cost 
generic alternatives. However, there are no generic alternatives to clotting factor therapies. 
 

 Medical Benefit Drugs: Many drugs requiring specialized administration, including factor, are 

covered under the medical benefit rather than the pharmacy benefit. While medical benefit 

drugs are not tiered, the regulation does not prohibit plans from making similar restrictive 

changes to the coverage for these drugs by dropping coverage and/or significantly increasing 

the cost sharing required of patients. Please extend the regulation’s protections to medical 

benefit drugs as well. 

 
The reality is that placing drugs in a specialty tier makes these medically necessary treatments 
unaffordable for most Americans.  People with bleeding disorders who cannot afford specialty tier 
pricing may delay or go without treatment, resulting in disability and other complications that can lead 
to increased long-term healthcare costs.  The implementation of proposed regulation R074-14 would 
maintain the integrity of Nevada’s healthcare system – ensuring that the health insurance plan deemed 
to be appropriate and then selected during an enrollment period remains intact (appropriate and 
affordable) at least for the duration of the year that follows. 
 
Above all, NHF, the Nevada Chapter of NHF, and HFA value patient care.  We are confident that this 
proposed regulation would go a long way towards promoting accessible and affordable healthcare for 
individuals with bleeding disorders, and members of various other chronic disease groups.  We 
appreciate the opportunity to share our comments.  If you have any questions or require additional 
information, please do not hesitate to contact Michelle Rice at mrice@hemophilia.org or Katie Verb at 
k.verb@hemophiliafed.org. 
 
Sincerely, 
 
Michelle Rice       Katie Verb 

      
Vice President, Public Policy and Industry Relations  Manager, Policy and Advocacy 
National Hemophilia Foundation    Hemophilia Federation of America 
 
 
Kelli Walters 

 
Executive Director 
Nevada Chapter of National Hemophilia Foundation   

mailto:mrice@hemophilia.org
mailto:k.verb@hemophiliafed.org
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October 1, 2014 
 
The Honorable Scott J Kipper 
Commissioner 
Department of Business and Industry 
Division of Insurance 
1818 East College Parkway, Suite 103 
Carson City, NV 89706 
 
RE: LCB File Number R074-14, Prescription Drug Formularies 
 
Dear Commissioner Kipper, 
 
The State Patients Equal Access Coalition (SPEAC) appreciates the opportunity to comment on this 
proposed regulation, whose policies are critical to ensuring access to treatments for cancer patients. 
SPEAC is a patient-focused coalition which works to ensure that cancer patients have appropriate access 
to all approved anticancer regimens including, but not limited to, oral and intravenous drugs, 
intramuscular injections, surgery, radiation, and transplantation. SPEAC believes that all cancer patients 
should have access to the anticancer regimens recommended by their physicians and should not be 
forced to choose a less appropriate treatment option, or possibly forego treatment, simply because of 
inordinate out-of-pocket costs due to differences in the mechanism of delivery.  
 
SPEAC members support the provisions of the proposed regulation, which would prohibit health 
insurers from making harmful changes to their formularies mid-year.  Thank you for recognizing that 
insurer practices such as dropping coverage of previously-covered prescription drugs, as well as moving 
drugs to a higher formulary tier, pose barriers to patients accessing medically-necessary treatments.  
Prescription drug coverage is a key benefit design reviewed by consumers when selecting a plan and as 
such, consumers must have confidence that their plan will not substantially change during the plan year.  
We support the prohibition on plans making restrictive benefit design changes outside of the annual 
open enrollment process. Mid-year changes preclude enrollees from selecting a new plan that better 
meets their needs.  
 
We have two additional suggestions for the final regulation to ensure that cancer patients have robust 
drug coverage:  
 
Medical Benefit Drugs: Many physician-administered drugs, including anticancer treatments and blood 
products, are covered under the medical benefit rather than the pharmacy benefit. While medical 
benefit drugs are not tiered, the regulation does not prohibit plans from making similar restrictive 
changes to the coverage for these drugs by dropping coverage and/or significantly increasing the cost 
sharing required of patients. Please extend the regulation’s protections to medical benefit drugs as well. 
 
Additions to the Formulary for Newly Approved Treatments: We are concerned that the prohibition on 
making formulary changes could lead plans to think they are not allowed to add newly-approved 
treatments to their formularies mid-year. Cancer patients must have access to the newest, most 
innovative therapies, which are approved by the FDA throughout the year with no regard for health 
insurance plan years.  Please make it explicit that the regulation does not prohibit the addition of newly-
approved drugs to the formulary.  

mailto:speac@myeloma.org
https://www.google.com/url?q=https%3A%2F%2Fwww.facebook.com%2Fpages%2FSPEAC%2F743204945745454&sa=D&sntz=1&usg=AFQjCNHn69RPmK-R4awwBdsYLeXYN96wXw
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We hope to ensure that cancer patients have full access to appropriate therapies, regardless of the 
delivery mechanism. SPEAC appreciates the opportunity to comment on this proposed regulation, which 
marks an important step forward in protecting Nevada patients’ access to medications. If you have any 
questions or would like any additional information, please contact Meghan Buzby, International 
Myeloma Foundation, at 410-252-3457 or mbuzby@myeloma.org. 
 
Sincerely,  
 
AIM at Melanoma  
Association of Community Cancer Centers (ACCC) 
Cancer Support Community (CSC) 
Community Oncology Alliance (COA) 
International Cancer Advocacy Network (ICAN) 
International Myeloma Foundation (IMF) 
Leukemia & Lymphoma Society (LLS) 
National Patient Advocate Foundation (NPAF) 
Nevada Affiliates of Susan G. Komen® 
Nevada Oncology Society 
Ovarian Cancer National Alliance (OCNA) 
Society of Dermatology Physician Assistants (SDPA) 
Susan G. Komen® 
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October 6, 2014 

 

BY ELECTRONIC DELIVERY 

 

Scott Kipper, Commissioner 

Nevada Division of Insurance 

1818 East College Parkway, Suite 103 

Carson City, Nevada  89706 

 

Re: Proposed Amendment to LCB File Number R074-14, Prescription Drug 

Formularies 

 

Dear Commissioner Kipper: 

 

The Biotechnology Industry Organization (BIO) is pleased to submit comments on the 

proposed amendment to the regulation issued by the Division of Insurance (DOI) on August 

5, 2014, entitled “LCB File Number R074-14, Prescription Drug Formularies” (the “Proposed 

Amendment”).  We note that we commented earlier on the proposed regulation issued by 

the DOI on June 20, 2014 under the same name (the “Proposed Rule”).   

 

BIO represents more than 1,000 biotechnology companies, academic institutions, state 

biotechnology centers, and related organizations across the United States and in more than 

30 other nations.  BIO’s members develop medical products and technologies to treat 

patients afflicted with serious diseases, to delay the onset of these diseases, or to prevent 

them in the first place.  In that way, our members’ novel therapeutics, vaccines, and 

diagnostics have greatly improved health outcomes for patients worldwide. 

 

As we articulated in our July 28, 2014 comment letter on the earlier version of this 

regulation, BIO commends the DOI for its proposed prohibition on moving drugs between 

tiers on a plan’s formulary during a given plan year.  As we noted previously, because many 

consumers enroll in healthcare coverage in whole or in part due to the perceived benefits of 

a particular prescription drug formulary, when a formulary is altered during a benefit year, 

including with respect to the applicable cost-sharing, consumers are often left with no 

option to change coverage.  BIO therefore feels that the changes offered in the Proposed 

Rule provide important consumer protections to address this issue, and are necessary to 

alleviate consumer concerns of being locked into coverage that may have less utility than 

was anticipated when it was purchased.  We further believe that many of the changes made 

by the Proposed Amendment serve to further strengthen these protections by providing 

useful clarification.  BIO writes to ensure that certain changes made by the Proposed 

Amendment do not inadvertently undermine the important protections the DOI is working to 

promote. 
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I. BIO Encourages the DOI to Define  the Term “Bioequivalent Generic Drug 

Alternative.” 

 

As noted previously, BIO believes that the prohibition on moving drugs to a higher 

formulary tier during a given benefit year is an important protection for the insured patients 

of Nevada.  Notably, however, proposed Section 4 creates an exception to this protection to 

the extent that a “bioequivalent generic drug alternative” is added to the formulary either: 

(1) at the benefit tier originally occupied by the drug; or (2) at a lower benefit tier.  While 

the drafting note indicates that the intent of this new section was to permit “the promotion 

of generic drug alternatives outside of existing statutory allowances concerning mandatory 

substitution”—indicating that its intent is to apply only to small-molecule generic products—

we are concerned that, without further clarification, this exception could be interpreted to 

extend to biosimilars.  We note that such an interpretation would undermine the otherwise-

applicable patient protections for those patients who rely on biologic therapies.  This is 

because approval as a biosimilar by the U.S. Food and Drug Administration (FDA) does not 

necessarily indicate therapeutic equivalence, meaning that a biosimilar is not necessarily a 

therapeutically appropriate option for patients taking the biologic reference product. 

 

The Biologics Price Competition and Innovation Act (BPCIA)—enacted as part of the Patient 

Protection and Affordable Care Act of 2010—created a new federal approval process for 

biosimilar biologics.1  Notably, in enacting the BPCIA, Congress recognized that the 

preexisting legal and regulatory construct for approving generic drugs would be 

inappropriate for biosimilar products due to scientific differences between the two classes of 

products.   

 

Specifically, longstanding federal law requires small-molecule generic drugs to establish that 

they are the “same” as (i.e., pharmacologically equivalent to) a previously approved drug 

product across an array of variables (e.g., active ingredient(s), dosage form, route of 

administration, strength, labeling, conditions of use) as a condition of approval by the FDA.2   

By contrast, due to the complex structure of biologics and the associated manufacturing 

processes, biosimilars must be shown to be “highly similar to”—but not the “same as”—an 

innovator/reference biologic in terms of structural characteristics.3   

 

In addition, to receive a regulatory designation as “therapeutically equivalent”, generic 

small-molecule drugs must demonstrate “bioequivalence,” meaning that they must display 

comparable bioavailability (i.e., the rate and extent to which the active ingredient is 

absorbed from a drug product and becomes available at the site of action), with their 

reference products.  Because the active ingredients of a generic drug and its reference 

product must be the same and bioequivalence between the two products must be 

demonstrated, it can be concluded that the effects of both drugs are expected to be 

                                                   
1 Pub. L. No. 111-148 (March 23, 2010) (Patient Protection and Affordable Care Act, Title VII – Improving Access to 
Innovative Medical Therapies, Subtitle A—Biologics Price Competition and Innovation) (codified as Public Health 
Service Act § 351(k)). 
 
3 Public Health Service Act § 351(k). 
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identical and, therefore, it does not matter, in nearly all circumstances, which drug a patient 

receives at a given time.4   

 

By contrast, biosimilars are highly similar, but not clinically identical, to their reference 

products, and as reflected by the two different standards set forth in the BPCIA, 

interchangeability is not intrinsic to a biosimilar’s analytical attributes and the equivalence of 

its biodistribution.  In other words, federal law recognizes that merely being approved as a 

biosimilar does not, in and of itself, provide sufficient showing that the product may be 

freely substituted with the reference product.5   

 

In light of the unique approval pathway for biosimilars, the important patient protections 

extended by the Proposed Rule would be undermined for a patient under a course of 

treatment involving a biologic product if the Proposed Amendment were interpreted to allow 

his or her insurance plan to move that biologic to a higher cost-sharing tier merely because 

a biosimilar were introduced to the formulary, as there would be no guarantee that the 

biosimilar would be therapeutically appropriate for that patient.  Accordingly, we urge the 

DOI to confirm, in any final regulation, that the term “bioequivalent generic drug 

alternative” applies only to chemically-synthesized, small-molecule medications, including 

generic drugs.6 

 

II. BIO Encourages the DOI to Include Consistent Language In Each Section 

of the Proposed Amendment. 

 

In Section 1 of the Amendment, the DOI adds new section 689A.4 to the Nevada 

Administrative Code, which, as noted above, allows plans to move a prescription drug to a 

tier with a larger deductible, copayment or coinsurance if a bioequivalent generic drug 

alternative is added to the formulary.  This proposed section further stipulates that, for this 

exception to apply, the new bioequivalent generic drug alternative must be added to the 

formulary either: (1) at the benefit tier originally occupied by the prescription drug; or (2) 

at a benefit tier with a lower deductible, copayment or coinsurance than the benefit tier 

originally occupied by the prescription drug.   

                                                   
4 Biological equivalence is also a requisite in order for a generic drug to be substitutable for a branded drug under 
Nevada state law.  See Nev. Rev. Stat. § 639.2583(1)(b) (“Except as otherwise provided in this section, if a 
practitioner has prescribed a drug by brand name and the practitioner has not indicated, by a method set forth in 
subsection 5, that a substitution is prohibited, the pharmacist who fills or refills the prescription shall dispense, in 
substitution, another drug which is available to him or her if the other drug: . . . [i]s biologically equivalent to the 
drug prescribed by brand name . . . ”).  
5 While the FDA may affirmatively designate a biosimilar as “interchangeable,” the Agency may only do so after an 

additional determination that: (1) the biosimilar can be expected to produce the same clinical results as the 
reference product in any given patient; and (2) for a biological product that is administered more than once to an 
individual, the risk in terms of safety or diminished efficacy of alternating or switching between use of the biological 
product and the reference product is not greater than the risk of using the reference product without such 
alternation or switch.  Moreover, the scientific and legally distinct standard for interchangeable biologics versus 
biosimilars means that a non-interchangeable biosimilar is not held to the interchangeability standard in regulatory 
review and thus one cannot claim that this non-interchangeable biosimilar has the features of an interchangeable 
biologic.  See Public Health Service Act § 351(k)(4) (emphasis added). 
6 We note that the Centers for Medicare & Medicaid Services (CMS) uses a similar standard for purposes of the 
Medicare Part D program.  Specifically, the Medicare Part D program generally limits “[r]emoval or placement in a 
less preferred tier of a brand name drug” to circumstances when either “an A-rated generic or multi-source brand 
name equivalent” is added “at a lower tier or cost to the beneficiary.”  CMS, Medicare Prescription Drug Benefit 
Manual Ch. 6 – Part D Drugs and Formulary Requirements, § 30.3.3.2, available at: 
http://www.cms.gov/Medicare/Prescription-Drug-Coverage/PrescriptionDrugCovContra/downloads/Chapter6.pdf.  
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We note, however, that similar limiting language is not included in the proposed 

amendments made by Sections 2 and 3 of the Proposed Amendment to Chapters 689C and 

695C of the Nevada Administrative Code, respectively.  We assume that the DOI’s intent 

was for Section 4 to apply only where the new bioequivalent generic drug is added to the 

formulary either: (1) at the benefit tier originally occupied by the prescription drug; or (2) 

at a lower benefit tier.  Indeed, the relevant drafting note in Section 1 of the Proposed 

Amendment states that “the generic drug must be added to a tier equivalent to or better 

than the tier occupied by the original prescription drug prior to being removed.”  

Accordingly, we urge the DOI to similarly specify as much in Sections 2 and 3 of the 

Proposed Amendment. 

 

III. Conclusion 

 

BIO appreciates the opportunity to comment on the Proposed Amendment.  We look 

forward to continuing to work with the DOI and interested partners to ensure that all 

consumers have access to affordable health insurance that meets their needs throughout 

each benefit year.  Please feel free to contact me at (202) 449-6384 if you have any 

questions or we can be of further assistance.  Thank you for your attention to this important 

matter. 

 

/s/ 

 

Erin Estey Hertzog, J.D., M.P.H. 

Director, Reimbursement & Health Policy 
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