
 
 
July 16, 2018 
 
VIA ELECTRONIC SUBMISSION THROUGH www.regulations.gov 
 
The Honorable Alex Azar 
Secretary 
Department of Health and Human Services 
200 Independence Ave. SW 
Room 600E 
Washington, DC 20201 
 
RE: Request for Information on US Department of Health and Human Services (HHS) 
Blueprint to Lower Drug Prices and Reduce Out-of-Pocket Costs  

Dear Secretary Azar:  

The Tourette Association of America (TAA) appreciates the opportunity to submit comments in 
response to the US Department of Health and Human Services (HHS) Request for Information 
(RFI) on the Blueprint to Lower Drug Prices and Reduce Out-of-Pocket Costs. 
 
Founded in 1972, The Tourette Association of America (formerly known as the Tourette 
Syndrome Association) has emerged as the premier national non-profit organization working to 
make life better for all people affected by Tourette and Tic Disorders. We do this by: raising 
public awareness and fostering social acceptance; working to advance scientific understanding, 
treatment options and care; educating professionals to better serve the needs of children, adults 
and families challenged by Tourette and Tic Disorders; advocating for public policies and 
services that promote positive school, work and social environments; providing help, hope and a 
supportive community across the nation; and empowering our community to deal with the 
complexities of this spectrum of disorders. 
 
The TAA appreciates the administration’s goals to improve competition, promote better 
negotiation, lower list prices, and reduce out-of-pocket costs. We are committed to working with 
Congress and the administration on drug pricing reforms that promote high-value health care, 
stimulate research & competition, and curb costs responsibly. The request for comments is quite 
broad and expansive, as such, we cannot comment on all of the proposals and possibilities 
specifically.  We look forward to greater clarity and opportunity for input. We request that the 
administration consider the impacts of any and all changes on the patient community including 
potential unintended consequences that may impact patient access. This is particularly important 
since many of the proposals impact one another.  We also request that the formal rulemaking 
process is utilized fully for all options the agency considers to lower drug prices and reduce out 
of pocket costs, including providing sufficient time for thoughtful stakeholder consideration and 
comments. Our comments on the proposed policies reflect our focus on issues impacting people 
with the chronic, lifespan conditions of Tourette Syndrome or Tic Disorders. 
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Prior Action on Drug Pricing 
 
TAA believes that increasing patient choices and promoting competition in the prescription drug 
market are key elements of a broader drug pricing reform effort. To that end, the TAA supports 
the administration’s efforts to accelerate the Food and Drug Administration (FDA) approval of 
generic drugs to promote competition and access to more affordable medicines.  
 
Additionally, the TAA applauds aspects of the President’s FY2019 budget to modernize and 
enhance the Medicare Part D program. Specifically, we support establishing a beneficiary out-of-
pocket maximum that caps out of-pocket spending, eliminating cost sharing on generic drugs for 
low-income beneficiaries, and requiring plans to apply a portion of rebates at the point of sale. 
 
Improved Competition  
 
The TAA commends the administration’s efforts to reduce the price of prescription drugs 
through improved competition but asks that the administration implement a thoughtful approach 
to balance innovation incentives with appropriate patient safety and access. We offer our 
comments on HHS’ priority areas below. 

Curb REMS Abuses that Deter Generic Entry 

The TAA believes that for medicines with known or potential risks, the appropriate use of Risk 
Evaluation and Mitigation Strategies (REMS) is an important tool to ensure patient safety. 
However, the TAA shares HHS’ view that misapplication of REMS (or other distribution 
restrictions) often prevents generic and biosimilar product developers from buying enough of the 
brand product to conduct the comparison studies required for FDA approval of a generic or 
biosimilar. Additionally, in cases in which FDA requires that a brand and generic share a single 
REMS, extended negotiations may delay generic product entry into the market.  

The TAA supports the efforts to prevent REMS (or non-REMS based limited distribution 
schemes) from being a barrier to the development and market entry of lower-cost generic and 
biosimilar products. We encourage any effort in this regard to fully protect patient safety and 
look forward to the opportunity to work with Congress and the administration to ensure a 
thoughtful and appropriate policy is developed and enacted.  

Better Negotiation  
 
The TAA believes that negotiation dynamics between plans and drug manufacturers must 
include guardrails to ensure adequate patient protections. We offer specific comments on HHS’ 

priority areas below.  
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Experiment with Value-Based Purchasing in Federal Programs 

HHS has shown interest in testing new models of care that enhance the alignment of incentives; 
engage patients to define high-value care; focus on outcomes that matter to patients; and 
construct efficient arrangements between payers, drug manufacturers, and other stakeholders. 
Innovative strategies such as outcomes-based contracting for prescription drugs could, if 
appropriately selected and implemented, provide a valuable tool for reducing health care costs, 
particularly for individuals with chronic conditions requiring high-cost therapies. The TAA urges 
a commitment to ensure that any prescription drug model(s) be designed to encourage 
competition while protecting patient access to treatment options. Furthermore, we believe it is 
important that savings from such a model are passed on to patients, and that patients are 
informed on the existence and structure of any incentives potentially driving clinician treatment 
decisions. 

The TAA believes that as the administration explores value-based care strategies, the question of 
how “value” is defined cannot be addressed without the patient voice. “Value” is a concept that 

has no uniformly defined or accepted meaning or approach across the health care sector. This is 
particularly apparent regarding patient perspectives on value, which can differ significantly from 
those of payers and providers. Patients want clinically effective treatment options that are 
relevant to their personal circumstances and individual goals. The definition of value, therefore, 
varies among different patient populations, evolves over time, and is highly dependent on 
individual preferences. The TAA holds a continuing belief that value-based models must be 
developed with input from and in coordination with the patient community. Failing to address 
this fundamental informational gap could deprive policymakers, providers, payers, 
manufacturers, and the patients they serve, of essential information that should drive payment 
and care delivery innovation. This will ultimately undermine our shared goal of improving 
flexibility, patient-centeredness, and quality while reducing costs. 

Policymakers must first work with the patient community to create a shared and agreed-upon 
definition of value in terms of clinical effectiveness and relevance to patients and specific 
disorders, like Tourette Syndrome, before developing policies to test value-based arrangements. 
Individual diseases and disorders should be assessed to ensure that policies designed to enhance 
value will sufficiently reflect the priorities and needs of patients.  

Reforms to Medicare Part D to Give Plans More Power to Negotiate with Manufacturers  

The TAA applauds the administration’s recognition and attention to the fact that price increases 
on sole source generic drugs can have devastating implications for patients. Significant price 
increases on drugs patients rely on can lead to access challenges, disruptions in medication 
adherence, and financial devastation for patients and their families. The TAA supports efforts to 
prevent sole source generic manufacturers from excessive prices increases, but we urge caution 
in allowing Part D plans to adjust formulary or benefit designs during the benefit year as a means 
to achieve this goal.  
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We believe it is important to reflect on the fact that Part D plans were once able to change 
formularies mid-year, which left beneficiaries locked into a plan choice with a potentially 
variable formulary for a year. CMS recognized that this was problematic for numerous reasons 
and later limited many mid-year formulary changes, unless they were deemed beneficial to the 
patient, e.g., adding to the formulary versus removing covered drugs.  
 
The TAA urges that any policy designed to give greater flexibility to plans must include clear 
and strong patient protections to prevent formulary adjustments from harming patients. We urge 
the Administration to keep patient needs first and foremost when considering polices that would 
allow Part D plans to respond to price increases by drug manufacturers. A manufacturer’s price 

increase can be problematic for a patient who relies on a particular drug. But, a reactive 
modification to an insurance design can have potentially as bad -- if not worse -- repercussions. 
 
We encourage CMS to maintain important protections and discourage certain actions such as 
lowering the coverage threshold to one drug per category and class. While we appreciate Part D 
plans’ concerns that they have limited leverage in negotiating for drugs in the protected classes, 
reducing the coverage requirements can be detrimental for patients. Many drug classes are broad, 
while patient benefit may be seen with only one specific drug. Therapeutic options are vital in 
any instance. Therefore, we encourage CMS to maintain and not weaken the six protected classes 
policy.  This policy has been a protection against discriminatory plan design and a true protective 
measure for timely patient access to physician-directed care.   
 
These protections are essential for patient access to prescription drugs, especially given that Part 
D is administered by private plans with extensive experience managing drug costs through 
advanced formulary and utilization management techniques in other segments. Employing 
utilization management techniques for the protected classes could hinder patient outcomes. These 
policies place unnecessary barriers to patients’ access to the medications recommended by their 

physicians. For many health conditions treated by the drugs in the protected classes, “fail first”, 
step therapy, or other utilization management policies can threaten patients’ medical stability.    
 
According to the Centers for Disease Control and Prevention’s Tourette Syndrome Data and 

Statistics Website (https://www.cdc.gov/ncbddd/tourette/data.html), 86% of children diagnosed 
with Tourette Syndrome (TS) have at least one additional mental, behavioral, or developmental 
condition.  These conditions include depression and other mental health issues.  In addition, 
antipsychotic medications are utilized in the management of TS.  Therefore, it is critical for the 
Tourette community to have access to antidepressant and antipsychotic medications as they are 
prescribed by their physicians.  This access is critical to protect TS patients to avoid adverse drug 
interactions, limit side effects, which improves adherence, by ensuring that providers have access 
to the full range of available antidepressant and antipsychotic medications.  
 
 
 
 

https://www.cdc.gov/ncbddd/tourette/data.html
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Lower List Prices 
 
The TAA commends the administration’s efforts to lower list prices but asks that the 

administration implement the appropriate guardrails to ensure patients are well-informed (and 
not misled) and that their access to needed medicines is not inadvertently restricted. We 
encourage HHS to focus transparency efforts on all entities of the drug supply-chain and 
disseminate information in a manner that is most meaningful for beneficiary decision-making. 
 
Disclosing List Prices in Advertising 
 
The TAA supports greater transparency in the cost of care. We also feel that the administration’s 

proposal to require manufacturers to include list prices for drugs in advertising may foster a 
public outcry and develop a downward pressure on list prices. However, we urge caution with 
this proposal, as it may have a negative consequence on patients’ decision-making.  
 
List prices do not typically reflect true drug costs to patients with health insurance. In general, 
health plan benefit designs are complex and beneficiary cost sharing varies across plan types and 
specific plans. Differential cost sharing, influenced by drug price negotiation by plans, creates 
challenges in presenting meaningful prices to beneficiaries. The out-of-pocket costs that patients 
experience in health plans can be a determining factor in whether they are able to access 
necessary care, and so it is important that any health care costs presented to beneficiaries are 
useful in that they accurately reflect true (or close to) out-of-pocket costs.  
 
Many patients rely on medications to manage their conditions, accurate information about 
expected out-of-pocket costs for drugs is a key factor for patients’ being able to make good 

decisions about their health care. Given list prices would not accurately relay patient out-of-
pocket costs, we fear this proposal may be a misleading avenue to disclose the costs of a 
medicine and could have the unintended consequence of discouraging patients from seeking care 
if they feel that the “price” of the drug listed in advertising is unaffordable for them or their 
family.  Communicating list prices can only be effective if the public understands what the 
numbers really are. Otherwise, it could become a barrier to care. 
 
Update the Medicare and Medicaid Drug Pricing Dashboard  
 
The TAA supports the administration’s proposal to update the Medicare and Medicaid drug-
pricing dashboards to make price increases more transparent, including highlighting products 
that have not taken price increases. We urge the administration to consider other efforts to 
increase meaningful drug price transparency and better understand how rebates play a role in 
pricing.  
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Restrict the Use of Rebates 
 
Health insurance coverage for prescription drugs relies heavily on contracted, negotiated rebates 
between health plans and manufacturers. Today, rebates play an integral role in drug-formulary 
decisions. In particular, plans consider rebate levels in determining a drug’s cost-sharing tier 
placement or whether a drug is covered at all. This factor is believed to be an incentive for 
manufacturers to set higher list prices to create larger rebate levels, thus receiving favorable 
formulary treatment. The rebate process is complex, opaque, and poorly understood by patients, 
patient advocates, and policymakers.  
 
The spread between list and net prices for many drug classes is vastly different and, in many 
cases, creates patient affordability issues. For example, list prices of certain medicines can be 
much higher than the net price, post rebates. In such cases, patients are often subjected to out-of-
pocket deductibles, copays, or coinsurance based on the list price, which is much higher than if 
they were based on the net price, post rebate. In some cases, patients pay an out-of-pocket 
amount that is higher than what the plan paid the manufacturer for the drug, which is highly 
unfair to patients. Therefore, we are encouraged by HHS’ interest in exploring the role of 

rebates, particularly the role in potentially incentivizing higher list prices and their impact on 
patient out-of-pocket burden. 
 
The impact of this type of restriction would depend on how manufacturers and plans respond to 
such a change, which could inadvertently lead to harmful consequences for patients’ 

pocketbooks and health. TAA urges the Administration to carefully consider any approaches that 
would drastically change the current system and implement any such changes in small 
increments, with cautious measurement of effects throughout the process.  
 
Modify Drug Copay Discount Card Regulations  
 
The Administration discusses potential inclusion of discount card programs in the average 
manufacturer price (AMP) and best price calculations. The TAA supports increased drug price 
transparency. But again, it is critical that patient access to medicines is not disrupted. As 
such, we do not support changes to the exclusion of copay discount cards from AMP and best 
price.  
 
Many patients count on drug discount programs to lower patient cost sharing for expensive 
specialty treatments for cancer, hepatitis C, psoriasis, and other serious conditions. While there is 
criticism that copay discount cards drive utilization of higher cost drugs when a generic is 
available, the data is mixed. Further studies show that copay assistance programs offset nearly 
half of member cost-sharing.1  
 
 

                                                      
1 Avalere Health. (2013 October 22). Study by PBM Further Highlights Extensive Use of Copay Assistance Programs. 
Avalere Health, Insights Article. Retrieved from: http://avalere.com/expertise/managed-care/insights/study-by-
pbm-further-highlights-extensive-use-of-copay-assistance-programs 
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Unfortunately, the current system subjects patients to high out-of-pocket costs, particularly for 
drugs, and therefore, patients rely on copay coupons, discount cards, charitable assistance, and 
other assistance to afford the medicines they need to improve or maintain their health. While 
efforts to lower out-of-pocket costs are – and must be – a top priority for the Administration and 
Congress, copay assistance remains a vital lifeline in the interim. Thus, we urge caution when 
considering addressing their usage and encourage the Administration to consider nuanced and 
incremental approaches with significant input from the patient community if HHS does attempt 
to address this issue. 
 
Reduced Out-of-Pocket Costs  
 
We appreciate and support the administration’s goal to lower out-of-pocket costs for patients, as 
we feel that patients should benefit the most from any proposals to reduce out-of-pocket costs. 
We offer comments on HHS’ priority areas below. 
 
Prohibit “Gag Clauses” in Part D  
 
Patients have a right to accurate information regarding their health care choices. The TAA 
supports the administration’s efforts to prohibit Part D plans from preventing pharmacists from 

informing patients of lower cost options available to them in “gag clauses” of a plan-pharmacy 
benefit manager contract. For example, for certain medicines, patients may save money if they 
pay out-of-pocket outside of their plan or use (often less expensive) generic alternatives. Health 
insurance is intended to help patients access health care by making it more affordable, including 
the medicines they need, and “gag clauses” do the contrary by withholding information about for 

patients. 
 
However, one potential unintended consequence is that patients may choose lower-cost options 
outside of their plan and end up paying more in the long run as they stop making out-of-pocket 
payments that count to their total out-of-pocket costs (TrOOP). We fully support the 
administration’s effort to end gag clauses but encourage greater pharmacist education to ensure 
that they are aware of this unintended consequence. 
 
Disclose Information on Drug Price Increases and Lower Cost Alternatives in Part D 
Explanation of Benefits  
 
As stated above, the TAA supports the administration’s efforts to increase transparency around 

drug prices and lower-cost alternatives. Therefore, we also support the administration’s desire to 

include information about drug price increases and lower-cost alternatives in the Part D 
Explanation of Benefits. According to a recent analysis, 10 drugs with the highest spending in 
Part D accounted for 21% of Part D spending and beneficiary out-of-pocket costs in 2015.2  

                                                      
2 Kaiser Family Foundation. (2017, November 10). 10 Essential Facts About Medicare and Prescription Drug Spending. Retrieved 
from: https://www.kff.org/infographic/10-essential-facts-about-medicare-and-prescription-drug-spending/ 

https://www.kff.org/infographic/10-essential-facts-about-medicare-and-prescription-drug-spending/
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With many different Part D plan options available to them and a myriad of health care 
information coming from an array of sources, Medicare beneficiaries already have layers of 
information to navigate when it comes to their health care and health coverage. Thus, CMS must 
ensure that any information on drug price increases and/or lower-cost alternatives presented to 
beneficiaries is clear, understandable, and related to their out-of-pocket costs. Meaningful 
transparency can assist Medicare beneficiaries in making more informed decisions about their 
medicines, on which nearly all depend to manage their conditions.  
 
We encourage CMS to require information be disclosed in the most meaningful way possible. 
Broad information such as highest overall or gross spending or price increases per product will 
not necessarily help patients make more informed decisions about their health care. While this 
information may be helpful for policymakers or patient advocates, other forms of dissemination 
may be more appropriate. 
 
Looking ahead, TAA supports the administration’s objective to further transparency efforts by 
providing improved and more frequent information on drug costs to Medicare beneficiaries and 
supports similar efforts for other health care costs such as provider and hospital charges and out-
of-pocket costs. 
 
Conclusion  
 
The TAA appreciates the opportunity to submit comments on the blueprint. The TAA urges the 
administration to take immediate action on drug prices and implement policies that aim to further 
increase transparency, promote competition, and reduce drug costs for people with chronic 
diseases.  We ask for utilization of the formal rulemaking process allowing significant time for 
consideration and comments/input.  We urge HHS to seek input from key patient groups 
throughout the process.  Finally, we ask the administration to implement the appropriate 
guardrails to protect patients’ safety and access to medicines for any proposals considered.  
 
Please do not hesitate to contact Diana Felner, Vice President, Public Policy, if you or your staff 
would like to discuss these issues in greater detail. She can be reached at (718) 224-2999 or 
diana.felner@tourette.org. 
 


