December 26, 2012

Centers for Medicare & Medicaid Services

Department of Health and Human Services, Room 445-G 
200 Independence Avenue SW
Washington, DC 20201

Attention: CMS-9980-P

RE: Notice of Proposed Rulemaking for the Patient Protection and Affordable Care Act; Standards Related to Essential Health Benefits, Actuarial Value, and Accreditation
Dear Administrator Tavenner:
We are pleased to submit the following comments in response to the proposed rule issued on November 26, 2012, regarding Essential Health Benefits, Actuarial Value, and Accreditation. We thank the Department for its efforts in implementing the Patient Protection and Affordable Care Act (hereinafter the ACA)—specifically the goal to extend comprehensive health coverage to millions of Americans through the establishment of essential health benefits (EHB).  The ACA directs the Secretary to define the set of benefits that must be covered in non-grandfathered plans in the individual and small group markets both inside and outside of the exchange, and on behalf of individuals newly eligible for coverage through the Medicaid eligibility expansion and the Basic Health Program beginning in 2014.  The EHB seeks to address a number of deficiencies in the current insurance market including discriminatory benefit design and inadequate or absent coverage for important health services such as maternity care.
 This proposed rule builds upon the state-driven approach to the definition of EHB that the Department outlined in its December, 2011 EHB Bulletin.
  We appreciate the progress the Department has made to strengthen the EHB benchmark approach, including improvements to prescription drug coverage, clarification of coverage of preventive health services, and strengthening the substitution methodology for EHB categories.  

We recognize that the EHB benchmark approach seeks to reflect the scope of services offered by a “typical employer plan” with the goal of allowing states to build on coverage that is already available, minimize market disruption, and provide consumers with familiar products.   However, we have a number of concerns regarding nondiscrimination standards, definitions of the EHB categories, and oversight, among others.  

Broad Principles on Nondiscrimination Standards in Essential Health Benefits 

We thank the Secretary for her attention to the nondiscrimination requirements of the ACA throughout the proposed rule.  Unfortunately, most of these discussions are limited to the Department’s obligations under § 1302 of the law and fails to adequately address the application of § 1557.  The proposed rule makes no direct reference to § 1557 of the ACA and only indirectly refers to its requirements with regard to essential health benefits.
  The Department’s obligations under § 1302 of the law must be read in concert with § 1557.  The final rule must make clear that § 1557 requires nondiscrimination in the essential health benefits.  The final rule must explicitly state that the EHB and plans offering the EHB must comply with all of the ACA’s nondiscrimination requirements, including § 1557.  Because the EHB cannot discriminate,
 we urge the Department to evaluate and affirm that each state’s proposed EHB-benchmark plan does not discriminate.   Any discrimination in benefit design must be addressed and corrected before the plan is finalized as the state’s EHB-benchmark.  Further, the Secretary has an ongoing obligation to ensure that the EHB and plans offering the EHB do not discriminate.  

The National Women’s Law Center, in comments on the EHB Notice of Proposed Rulemaking (NPRM), has proposed a framework to evaluate discriminatory benefit design. We endorse their recommendations and ask that the Department adopt this framework to identify discrimination based on sex in violation of § 1557 and other applicable antidiscrimination laws. 
§ 155.170 Additional Required Benefits

Treatment of state insurance mandates beyond benefit requirements

The proposed rule enables states to require QHPs to offer benefits in addition to the essential health benefits, and defines state-required benefits that were enacted on or before December 31, 2011 as benefits that will not be considered to be in addition to EHB.  As explained in the preamble, the language in this section limits this category of state requirements to benefits specific to the care, treatment and services that a state requires insurance plans to offer enrollees, and excludes other state rules related to provider types, cost-sharing and reimbursement methods. 

We note that a number of states require plans to reimburse providers, such as nurse-midwives, who are critical to the delivery of women’s health care.  We also understand that the language in the rule does not undermine existing state requirements related to these providers as long as these providers deliver services that are included within EHB.  Nurse-midwives provide prenatal care, labor and delivery services, and postpartum services, among others, that will be included within the benchmark category of maternity and newborn care, and will therefore be eligible for QHP reimbursement in states that require payment to these providers.  We expect that other providers who deliver services included within EHB will be similarly protected.

§ 155.170(b) Payments

We ask that the Department require states to reimburse QHPs directly for any state-required benefits that are in excess of EHB. The statute requires that states must make the payments “(I) to an individual enrolled in a qualified health plan offered in such State; or (II) on behalf of an individual described in subclause (I) directly to the qualified health plan in which such individual is enrolled.”  There is no language in the statute requiring states to provide both options for payments; rather the statute is laying out two possible payment options. The use of “or” provides flexibility to the Department to allow only one of the options. 

We are concerned that payments made directly to an enrollee may be confusing, misleading, unduly burdensome, and limit enrollees’ ability to access services. We are also concerned it would be economically burdensome if the premium is due before the reimbursement is received or if an individual has to pay a check cashing fee to cash the reimbursement check. In addition, enrollees could easily mistake the payment for state-required benefits with medical loss ratio rebates, or otherwise keep the payment without realizing they should use this payment to cover part of their QHP premium. Given the number of insurance market changes brought about by the ACA and the fact that some women and families will be entering this market for the first time, we encourage the Department to streamline as many administrative complexities as possible. Requiring states to reimburse QHPs directly would eliminate the risk of an enrollee receiving a payment upfront, failing to forward this payment to their QHP, and incurring a new financial liability.  

§ 156.100 State Selection of Benchmark

Updating EHB

We are pleased that the Department intends to revisit the EHB policy for 2016 and subsequent years.  We recommend that the regulations make clear that the proposed policy exists for only the years 2014 and 2015 and require the Department to reconsider the entire EHB approach for subsequent years.  The Department should use data collected about the benchmark plans and access to, or remaining gaps in, coverage as it reviews and revises EHB policy in 2016.  

The Department must ensure that the review of EHB takes into account whether enrollees have difficulties accessing services because of limits in coverage, changes in medical evidence or scientific advancement, market changes not reflected in the benchmarks, and the affordability of coverage as it relates to the EHB.  There are many examples of instances in which women are underrepresented in clinical trials, resulting in a lack of evidence for certain treatments. For example, women are inadequately represented in heart disease trials and have been for some time.
 One study found that male participants outnumbered female participants by a ratio of 3.66:1.
 Recent research shows that some drugs used to treat heart disease are less efficacious in women or have troubling side effects not experienced by men. 
The EHB should be based on the most up-to-date and reliable clinical evidence available, but if that evidence is not available or differs by demographic group, there should be allowances for physician discretion.  Furthermore, technological advances, particularly those related to reproductive health, can change the way that insurers, providers, and women think about the best way to prevent, detect, and treat health conditions.  The Department should ensure that forthcoming regulations provide a process by which medical evidence, new research and scientific advancements can be used to inform and shape the essential health benefits over time. 

To the extent feasible, the data sources used in the review of the EHB package should be disaggregated by demographic categories.  To facilitate this analysis, we urge the Department to require plans providing EHB to report enrollees’ race, ethnicity, language, sex, and disability status data uniformly, as well as data on other demographic categories, including sexual orientation and gender identity, as described in § 4302 of the ACA.
   Section 4302 (adding new § 3101 to the Public Health Service Act), requires the Department to ensure that race, ethnicity, primary language, sex, and disability status data are collected throughout all HHS programs, activities, and surveys. It also gives the Secretary authority to require the collection of additional data. In June of 2011, the Department announced a commitment to develop measures for sexual orientation and gender identity data collection.

Open and transparent process
The preamble encourages states to solicit public input and conduct an open and transparent benchmark selection process.  Both transparency and public input—critical components of the EHB benchmark selection process—must be required, not encouraged.  Transparency and public input will ensure an open process that considers the needs of all stakeholders.  State flexibility must be balanced with the need for comprehensiveness and consumer protections.  

We urge the Department to specify in regulatory language that states are required to meet open, transparent standards, including the solicitation of public input as they make decisions related to EHB.  Such standards would be consistent with other federal requirements, including the new transparency standards for Medicaid Section 1115 demonstration programs that the Department issued in February, 2012.
 These standards require states to issue a public notice and 30 day comment period for each Medicaid demonstration application, as well as a minimum of two public hearings.  Further, the Department must make each demonstration application available for notice and public comment once the state submits the application to HHS.  While states will have identified their initial EHB benchmarks prior to a Final Rule on EHB, states should be required to use a similarly open and transparent process in future EHB decisions. 

§ 156.110 EHB-Benchmark Plan Standards

Define EHB categories and scope of coverage

We remain concerned that the benchmark approach proposed by the Department does not sufficiently define the scope of coverage in any statutorily required category. We are particularly concerned about the lack of definitions or standards for maternity care. Because plans in today’s market do not compare their covered services to EHB categories, it is unclear how benchmark plans can be analyzed to ensure compliance with the ACA.  For example, base-benchmark plans may include “coverage of maternity services,” but the plan documents do not specify precisely which services constitute maternity coverage or provide details on the scope of coverage including duration and frequency of services that are covered as part of maternity care.  Further, the benefits and limits described by the Center for Consumer Information and Insurance Oversight (CCIIO) for each state’s proposed benchmark plan do not provide details on the scope of coverage, making it difficult to compare or recommend benchmark plan options.
  A lack of clear definitions further complicates the substitution and supplementation methodology described in the proposed rule. 

The Secretary must provide clear standards for what must be covered under the 10 categories as required by section 1302 (b)(1) and 1302 (b)(4)(C) to ensure a standard from which to compare proposed state benchmark plans.  Congress explicitly intended maternity care, and the nine other benefit categories within § 1302 of the ACA, to be considered essential health benefits in order to ensure women have access to comprehensive coverage—especially for conditions that are not covered, or are covered inadequately in the individual and small group market. 

We recommend a comprehensive set of benefits, based on the American College of Obstetrician and Gynecologists’ Guidelines for Perinatal Care, which includes preconception, prenatal, labor and delivery, and post-partum care. In addition, a federal definition, or baseline level of maternity coverage, should include coverage for midwifery services that are provided by professionals licensed by the laws of the state in which the care is provided or practicing in conjunction with a facility licensed by the laws of the state in which it is located.

§156.110 (b)(1) Supplementation 

The final rule should specify that inadequate, and not just missing, coverage in a benchmark category requires supplementation. The Department must also ensure that adoption of supplemental coverage does not result in a discriminatory benchmark. In addition, we reiterate the need for the Department to define the scope of coverage in each EHB category to create standards of adequacy to guide the supplementation methodology and balance requirements.  
§ 156.110 (d) Nondiscrimination

Please see comments in § 156.125. 

§ 156.110 (e) Balance among EHB categories
In the preamble, the Department indicates that a base-benchmark plan that has been supplemented to cover all 10 EHB categories must meet standards for nondiscrimination and balance.
 After meeting these requirements, it would be considered the EHB-benchmark plan (emphasis added). This language indicates that only when categories are balanced does the base-benchmark plan meet the requirements for EHB.  The Department must therefore review every EHB-benchmark plan to ensure that the plan meets the balance requirements as necessary.

The final rule should clarify in §156.110(e) that the requirement for balance among EHB categories ensures robust coverage in each benefit category and that balance requirements cannot be used to lower other categories to a lesser denominator if one or more categories lacks robust coverage.  Adjustments that lower coverage in robust benefit categories to achieve balance with inadequate coverage in another category would result in a proposed benchmark that no longer features the scope of benefits and services at the level of a typical employer plan.  

We are particularly concerned about how the transition policy described in §156.110(f), which would allow states to define coverage of habilitative services—thus effectively designing the habilitative component of a statutorily required benefit category—will interact with the balance requirement.   We recommend that the final regulations specify that balance cannot be used to reduce coverage across categories, regardless of which benefit category provides inadequate coverage.   

§ 156.115 Provision of EHB 
The preamble’s discussion of § 156.115 states, “With the exception of the EHB category of coverage for pediatric services, a plan may not exclude an enrollee from coverage in an entire EHB category covered by the plan.  For example, a plan may not exclude dependent children from the category of maternity and newborn coverage.”
  We thank the Department for this clarification with respect to maternity coverage.   

It is important that the final rule include this language from the preamble, because many insurance plans currently exclude dependent children from maternity coverage, including Washington State’s proposed benchmark plan. 
 As the preamble indicates, the ACA does not allow any such exclusion from EHB. 
  In addition, because the ACA allows young women to have health coverage under a parent’s plan until age 26, it is even more important that non-spousal dependents have access to the EHB, including maternity.
 We ask that the Department expressly state in the text of the final rule that plans may not exclude enrollees from an entire category of EHB (with the exception of the pediatric category), and that maternity coverage must be available to all enrollees, regardless of dependent status.   

§ 156.115(a)(1) Substantially equal

We are concerned about the use of the term “substantially equal” to describe the provision of EHB.  The proposed rule already contains a process to substitute benefits; substituting a “substantially equal” EHB-benchmark would in effect allow two methods of substitution which could lead to significant variances between the EHB benchmark and a plan required to provide the EHB.  The Department has proposed this additional method of substitution (through the term “substantially equal”) without parameters or consumer protections. 

If the Secretary regrettably and improperly retains the term “substantially equal,” then at the very least we strongly urge the Department to clarify what the term “substantially equal” means as related to the EHB so that states, plans and consumers understand the very high standard by which benefit plans will be measured.  “Substantially equal” can only provide plans with very limited flexibility in matching the EHB benchmark, given that the statute says plans offering the EHB “shall ensure that such coverage includes the essential health benefits package” (§ 2707(a)) and that the proposed regulations and statute provide flexibility elsewhere.  For example, the proposed regulations would allow benefit substitution (§ 156.115(b)) and the statute specifically allows plans to provide benefits in excess of the EHB (§ 1302(b)(5). Furthermore the ACA provides significant flexibility in § 1332 which allows states to waive some requirements under § 1302 if they are able to achieve comparable levels of coverage, federal cost and affordability.

 

If the term is retained, as to insurance benefits, the Secretary must also make clear plans providing the EHB are required to provide all of the same benefits with the same limits as the EHB benchmark.  In addition, the qualities incapable of measurement, such as utilization management techniques, need to be reviewed to ensure that they do not result in a different access to benefits.  The Department can codify this type of review by providing clear guidelines of what “substantially equal” means in terms of provision of the EHB and clear examples of the types of differences that are not “substantially equal.”

 

We recommend that the final regulations state that “a health plan is substantially equal to the EHB-benchmark plan only if it (1) offers all benefits covered by the EHB-benchmark, (2) has the same limitations on coverage including coverage of benefit amount, duration, and scope and (3) provides prescription drug benefits that meet the requirements of § 156.120.”  The regulations should also expand on this requirement by providing examples of benefit designs that are not substantially equal.  We recommend examples similar to this: if the EHB-benchmark includes a 60 visit limit on rehabilitative therapy including physical therapy, occupational therapy and speech therapy, then the following design elements would not be substantially equal:

1. A 60 visit limit on rehabilitative therapy including physical therapy and speech therapy, but not covering occupational therapy.

2. A 50 visit limit on rehabilitative therapy including physical therapy, occupational therapy and speech therapy.

3. A 20 visit limit on physical therapy, a separate 20 visit limit on occupational therapy and a separate 20 visit limit on speech therapy.

4. A 60 visit limit on rehabilitative therapy including physical therapy, occupational therapy and speech therapy, but covering fewer services within one or more categories than the EHB-benchmark plan.  For example, if the EHB-benchmark includes manual therapy as part of the physical therapy benefits, then a plan not including manual therapy as part of the physical therapy benefits is not substantially equal.

5. A 60 visit limit on rehabilitative therapy including physical therapy, occupational therapy and speech therapy but with utilization management techniques not based in medical evidence that result in patients with a medical need to being able to access the benefits although they would have access under the EHB-benchmark.

§ 156.115(a)(1)(ii) Limitations on coverage 
We remind the Department that limits on covered services and condition-based exclusions that disproportionately affect women can be discriminatory.
  For example, because women typically face the burden of paying for and undergoing fertility treatment, women are disproportionately harmed when insurance plans arbitrarily limit or exclude fertility treatment from coverage.  Similarly, plans that cover treatment for mental health conditions, but exclude treatment for eating disorders discriminates against women given that up to an estimated 95 percent of people with anorexia or bulimia are women and young girls.
  Along similar lines, some plans exclude coverage for the medically necessary removal of breast implants, but do not exclude medically necessary removal of other types of implants that are either used by both men and women (such as cheek implants) or disproportionately by men (such as penile implants).
 Given the Secretary’s obligation to ensure that the EHB and plans offering the EHB are nondiscriminatory, the Secretary must affirm in the final rule that each state’s EHB-benchmark plan does not discriminate.  Any discrimination in plan design must be addressed before the plan is finalized as the state’s benchmark.  

§ 156.115(a)(3) Preventive health services
We thank the Secretary for clarifying in § 156.115(a)(3) that EHB must include all preventive health services described in § 147.140 of this subchapter, which includes the preventive services in § 2713 of the Public Health Service (PHS) Act, as added by § 1001 of the ACA.  This clarification ensures that important preventive health services like well-woman visits, mammograms, and contraception will be included in EHB with no cost sharing.  Because EHB base-benchmark selections could be grandfathered plans and thus not subject to PHS § 2713, it is necessary for regulations to explicitly apply § 2713 to all plans subject to EHB.  Additionally, forthcoming regulations should clarify that all plans subject to the EHB requirement—including Medicaid benchmark plans for the expansion population and Basic Health Plans—provide the preventive services in § 2713.This additional clarification is critical to ensure that women enrolled in Medicaid expansion programs or Basic Health plans do not face barriers in accessing these important preventive health services.  Failure to explicitly alert Medicaid expansion programs or Basic Health programs that they must comply with § 2713’s otherwise general coverage guarantee would undermine enforcement of a core tenet of the ACA.  

While we thank the Department for recognizing the importance of the preventive services in § 2713 by including them as part of the essential health benefits, we reiterate the importance of issuing sub-regulatory guidance to ensure the preventive services provision is fully implemented in compliance with the ACA’s intent.

§ 156.115(b)(ii ) Benefit substitution within EHB categories

We thank the Secretary for limiting benefit substitution within the same EHB category, and prohibiting substitutions between different benefit categories.  This policy promotes balance among EHB categories and reduces the likelihood of discriminatory benefit design within plans.  This limitation would, for example, prohibit an insurer from reducing coverage for maternity and newborn care, while increasing laboratory services, and claim actuarial equivalence.  Allowing such flexibility could lead to discriminatory benefit design that harms specific segments of the population.   While we appreciate this limitation, we propose additional requirements for “benefit flexibility” that provide greater consumer protections:  

· The Department must ensure any substitution is non-discriminatory in design. 

· Issuers must demonstrate actuarial equivalence of substituted benefits to the EHB-benchmark benefits.  If issuers cannot certify actuarial equivalence, applicable state and federal regulatory authorities must prohibit the substitution.  

· Issuers must base any benefit substitutions within EHB categories on evidence-based standards.  It is not sufficient to say that more choice is always better.   

· Issuers must make approved substitutions understandable to consumers by disclosing these differences in consumer-friendly, broadly-accessible materials.

· Substitutions must result in an overall package that is on balance and at least as generous as the benchmark.

We reiterate the need for the Secretary to define the scope of coverage in each EHB category to further guide the benefit substitution methodology. 

§ 156.115(c)

The Department’s proposal in § 156.115(c) to extend the application of § 1303(b)(1)(A) of the ACA to all individual and small group market plans conflicts with the plain language of the statute.  The only plans specified in § 1303 are qualified health plans.  If Congress had intended to apply § 1303(b)(1)(A) to plans other than qualified health plans, Congress would have drafted the section to do so.
 Nor can there be any doubt that the statutory language in § 1303(b)(1)(A) is an accurate reflection of Congress’s intent.  The language of this section was very carefully drafted to specifically address the extent to which abortion would be covered by qualified health plans in the Exchanges.  By extending § 1303(b)(1)(A) beyond qualified health plans, the Department is contradicting Congress’s intended resolution of this issue. Furthermore, Congress explicitly gave states the ability to make determinations about coverage of abortion in the insurance plans being offered in their states.
 By applying the provisions of § 1303(b)(1)(A) beyond the statutory requirement, the Department is creating a new limitation on women’s access to abortion that would override state decision-making, contradicting  the plain language and intent of Section 1303. In the final rule, the Department should remove the extension of this statutory language to plans other than qualified health plans.

​​§ 156.120 Prescription Drug Benefits 
We thank the Secretary for developing regulatory language on prescription drug coverage that improves upon the policies outlined in the December 2011 EHB Bulletin.  Section 156.120 requires plans subject to EHB to cover the same number of prescription drugs in each category and class as the EHB-benchmark plan.  In the absence of coverage in a particular category or class, the EHB plan must cover at least one drug.  The proposed rule better serves consumers and more closely mirrors typical employer coverage by aligning coverage within each drug category and class with the EHB-benchmark plan.  Requiring the EHB to cover the same number of drugs per category or class as the benchmark plan also enables plans to continue negotiating prices with prescription drug manufacturers and designing cost-effective formularies.

While we are thankful for this improvement, we have concerns about continued gaps in coverage that will result from the proposed regulation.  These concerns include the Department’s overall responsibilities with regard to prescription drug coverage within EHB and within § 2713 preventive health services, minimum drug coverage under EHB benchmark plans, issues related to the US Pharmaceopeia classification system, coverage of chemically distinct drugs, and access to clinically appropriate drugs.  Our discussion follows.

EHB and the § 2713 preventive health services have separate legal requirements

We reiterate our thanks to the Department for recognizing that to provide the essential health benefits, a plan must provide the preventive health services described in 45 CFR § 147.130, particularly as this applies to the women’s preventive services.  However, we remind the Department that while the women’s preventive health services are part of the EHB, this does not change the need for, or the legal requirements obligating, the EHB to provide complete and non-discriminatory pharmaceutical coverage.  Nor does the fact that the preventive health services are part of the EHB change the legal requirements for plans to provide the § 2713 preventive health services without cost-sharing.  The EHB and the § 2713 preventive health services have separate legal requirements which must be met by all plans to which they apply.  Given these separate sets of legal requirements, the standards for pharmaceutical coverage in the EHB should function as a floor for coverage of the preventive health services, with the requirements on preventive health services applying as appropriate.  

§ 156.120(a)(1)(i) Minimum drug coverage

We thank the Department for recognizing the importance of providing some coverage in all categories and classes, even if the EHB-benchmark plan does not include coverage for some categories and classes.  However, the requirement that plans provide only one drug per category or class that is not covered in the benchmark is lacking.  Broader coverage in the categories or classes not covered by the EHB-benchmark is important to ensure women have access to medications they need. Seven states and the District of Columbia have proposed base-benchmark plans that do not cover any drugs in nine or more classes.
  Some of the classes have multiple drugs.  For example, the proposed Alabama benchmark does not cover any drugs in the Serotonin (5-HT) 1B/1D Receptor Agonists class within the category of Antimigraine Agents. In comparison, 39 states cover seven drugs in that class.  The proposed New Mexico benchmark does not cover any drugs in the Antineoplastics class of the Antineoplastics category.  In comparison, 20 states cover 52 drugs that class.  This suggests that use of only drug per category or class where a benchmark plan does not provide coverage will provide coverage significantly lower than the typical state benchmark plan.  As a result, such a basis would likely be below the typical employer plan and may result in coverage out of balance with the other classes.  

We recommend that the prescription drug benefit for categories and classes not covered by the EHB benchmark be tied to the median percentage of drugs covered by category and class by the EHB benchmark in that state.  Therefore, if State A’s EHB benchmark covers a median of 58 percent of drugs in each category or class it covers, then the prescription requirement for plans in State A would be to cover, for any class not covered by the benchmark, 58 percent of drugs in that category and class, rounding up.  For categories and classes covered by the benchmark, plans would be required to cover the number of drugs in each category and class.  Multiple dosage strengths or forms or routes of administration should be available for the covered drugs in categories and classes not covered by the EHB benchmark, as explained below regarding the concept of “chemically distinct.”  

Additional drug coverage included in EHB

We also wish to clarify that if a health plan covers more prescription drugs than the minimum required to be included in EHB, that the additional covered drugs are still considered part of the EHB.  We are concerned that if this is not explicit, then qualified health plans may see the EHB coverage as a ceiling rather than a floor because of complexities in the interaction with the premium tax credits and cost sharing requirements.  Specifically, plans may need to differentiate some of the premium cost and benefit coverage cost associated with the additional coverage.  This would be a complicated, and possibly impossible, calculation.  The complexities might discourage issuers from adding any additional drugs.  

§ 156.120(a)(1) The United States Pharmacopeia classification system

We have a number of concerns with the application of United States Pharmacopeia (USP) classification system to the EHB prescription drug category.  In the preamble, the Department explains that it is considering the USP classification system for inclusion in the rule because it is a “common organizational tool” that is, among other things, “comprehensive.” Unfortunately, when it comes to women’s health care needs, the USP is far from comprehensive and is, in fact, inadequate. The USP category and class system was not designed to meet the needs of women (or anyone) under age 65, classifies drugs with different clinical purposes together, does not classify drugs women regularly use, and adopts a definition of “chemically distinct” which could limit coverage of forms of drugs important to women.

The ACA requires that the Secretary “take into account the health care needs of diverse segments of the population, including women,” when designing EHB.
  In addition, the Secretary must consider the statutory obligation for nondiscriminatory plan design and the nondiscrimination requirements of § 1557.    The USP classification system does not meet these important standards.   

The USP was not designed for the population that will receive EHB

The USP category and class system was not designed for use with plans required to provide essential health benefits.  Because USP created this category and class system for the purposes of the Medicare Part D program, the system was specifically created for plans in which the majority of enrollees are age 65 or older. 
 
  Plans required to comply with the EHB will predominantly enroll individuals under the age of 65.  These individuals—particularly women of reproductive age and children—have health needs that are drastically different than those of Medicare Part D enrollees.  For example, pregnant women may need to take different drugs while pregnant.  In fact, the FDA has a special categorization system to inform pregnant women about safety hazards of certain drugs.
  In addition, women are more likely than men to use prescription drugs, and are more likely to make health care decisions for their families.
 
  This makes it important to women that children have access to safe and effective drugs.  Recent pediatric drug trials have found instances of ineffectiveness and safety problems in children, showing a need for prescription benefit design to take children’s health needs into account.
  

Grouping drugs for different clinical purposes in the same class

Some of the USP classes are structured in such a broad way that drugs that are designed for different clinical purposes are grouped together.  Because plans can cover one drug per class to satisfy the EHB benchmark, there may be no drugs covered to meet critical health needs.  For example, the USP category “Hormonal Agents, Stimulant/Replacement/Modifying (Sex Hormones/Modifiers)” includes a class titled “Progestins.” This class includes drugs used for hormone replacement therapy in post-menopausal women, hormones used to treat infertile women with a progesterone deficiency, as well as multiple types of contraceptives.  Women use these drugs to address very different health needs.  Because of the way they are classified by USP, a woman who needs contraception may find that it is not included in her supposedly EHB compliant plan because the plan covers an infertility drug instead.  This is not acceptable.

Unclassified drugs

The Department compares the USP system to “an organizational system, similar to an outline or a taxonomy.”
  However, in an outline or taxonomy, every possible item to be classified has a specific placement in the organizational system.  This is not the case for the USP system, which fails to place many drugs in specific classes.  If a drug is not included in any class, it will not be counted in the determination of the EHB coverage requirement at all.  Therefore, even if the EHB-benchmark plan exemplifies comprehensive coverage of a group of unclassified drugs, that coverage will not be translated into the coverage requirement for EHB-compliant plans in that state.

Often, the unclassified drugs are combination drugs, meaning drugs with multiple active agents.  A number of commonly used contraceptives are combination drugs, including many types of oral contraceptives, the ring, and the patch.  Contraception use is widespread among women and it is used not only to plan and space pregnancies but for other health benefits as well, including reducing excessive menstrual bleeding, menstrual pain, and the risk of ovarian cancer.  The exclusion of these drugs would have serious health implications for many women.

It is imperative that the Department amend the EHB-benchmark formulary requirements in the proposed rule to address unclassified drugs.  Prior to 2014, the Secretary must implement a system that ensures that unclassified drugs covered by EHB benchmark plans are counted towards the minimum coverage requirements for plan providing the EHB.  This system should create classes for the unclassified drugs for the purposes of the EHB-benchmark formulary.  The new classes must recognize the differences between unclassified drugs, both in terms of the active agents in the drugs and their clinical purpose.  For example, a system which simply counted all unclassified drugs in the EHB benchmark formulary and required coverage of that number of unclassified drugs by EHB plans would not be sufficient.  Furthermore, it would be unacceptable for the Department to propose to categorize unclassified drugs solely by their primary active agent.  This could inappropriately group unclassified drugs with drugs that have a different clinical purpose, resulting in barriers to care and replicating an existing problem in the USP system.

“Chemically distinct” drugs 

In the preamble, the Department proposes that in meeting the minimum number per category and class requirement, drugs listed must be “chemically distinct.”  The Department refers to this concept as it is used in the Medicare Part D Manual, which explains that two dosage forms or strengths of the same drug or a brand name and its generic equivalent are not considered chemically distinct.
  However, the Medicare Part D Manual goes on to state: 

Aside from the inclusion of two drugs in each category or class, multiple strengths and dosage forms should also be available for each covered drug.  CMS may require more than two drugs for particular categories or classes if additional drugs present unique and important therapeutic advantages in terms of safety and efficacy, and their absence from the sponsor’s formulary would substantially discourage enrollment by beneficiaries with certain disease states.
  

Therefore, while two dosage forms or strengths of a drug do not meet the minimum requirement for coverage, the Department recognizes that multiple dosage strengths and forms have to be available to provide adequate drug coverage in Part D plans.  This is particularly important for women where access to a particular dosage strength or form can determine whether a woman has access to the appropriate prescription for her health needs.  

In guidance on “EHB Benchmark Drug List Counts” which the Department released in conjunction with the proposed EHB rule, the Department indicates that for the purposes of determining the minimum number per category and class requirement, the concept of chemically distinct means that the Department counts drugs with different dosage strengths or forms or routes of administration as only one chemically distinct drug.
  Thus, the Department only explicitly adopts the first part of the Medicare Part D Manual’s concept of “chemically distinct,” and does not adopt the principle that multiple dosage strengths or forms or routes of administration should be available.  Given that the Department has recognized the importance of this principle in the context of Part D, it should be extended to the EHB coverage requirements.  If it does not clarify in the final rule its intention to adopt the Medicare Part D Manual’s full approach to “chemically distinct” drugs, including the availability of multiple dosage forms and strengths, the Department could limit inclusion of drugs that are important for women.  For example, some plans have already attempted to limit access to the contraceptive vaginal ring by claiming that it has the same progestin as covered oral contraceptives and that women can simply use the oral contraceptive as an alternative.  However, the ring provides a unique route of administration as compared to oral contraceptives.  

Additionally, drugs can be used to treat different conditions when prescribed at different dosages.  For example, Lyrica has been approved for use for fibromyalgia, some forms of neuropathic pain, and partial onset seizures.  There are relatively large dosage ranges that vary for each use, with the recommend range for fibromyalgia at 300 to 450 mg/day taken two times a day, whereas the recommended range for neuropathic pain associated with spinal cord injury and the recommend range for partial onset seizures is larger at 150 to 600 mg a day.  Should the Department not clarify that it intends to adopt the full approach to “chemically distinct” in the Medicare Part D Manual, a plan complying with the EHB formulary could provide access only to the oral contraceptive, not the ring, or only to Lyrica for spinal cord injury and not fibromyalgia.
  To avoid this type of adverse effect, in the final rule, the Department must clarify its intent to adopt the full approach to “chemically distinct” in the Medicare Part D Manual, not only the portion of the concept described in the guidance on “EHB Benchmark Drug List Counts.”

Clinically Appropriate Drugs

The Department should clarify in § 156.120(c) of the final regulation that plans must have procedures in place that ensure enrollees have access to clinically appropriate drugs.  Although the preamble includes a statement of this standard, the proposed rule does not.
  Instead, the proposed rule states, “A health plan providing essential health benefits must have procedures in place that allow an enrollee to request clinically appropriate drugs not covered by the health plan.”
 (emphasis added)  It is vital that enrollees not just be able to request clinically appropriate drugs, but that they be ensured access to those clinically appropriate drugs.  When a provider determines that a specific drug is medically necessary to meet a patient’s needs, based on the best scientific evidence available, onerous procedures should not come between the patient and their provider’s determination.  The Department recognized this important principle in the preamble to § 156.120, and should clarify this requirement in § 156.120(c).

We recommend that the Department look to the exceptions and appeals process under the Medicare Part D drug benefit as a guide in developing standards for procedures to make clinically appropriate drugs available.  The Medicare Part D exceptions and appeals process requires plan to make determinations in 72 hours, with an expedited process that requires decisions in 24 hours for serious health conditions.  A quick appeals process is necessary to ensure that individuals do not delay care or have a gap in coverage.  Any longer wait could result in individuals stopping medication or reducing their dosage in order to save costs.  This could result in adverse health impacts.  The Department must also make clear, whether through regulation or guidance, the circumstances under which a clinically appropriate drug must be made available.  

In addition, we strongly urge the Department to gather data on the number of individuals requesting clinically appropriate drugs that are not otherwise covered, what drugs were requested, and what drugs were approved.  The Department should review this data to improve prescription drug access and is vital to improving the EHB to ensure women have access to the medications they need.


§ 156.120(b) Prescription drug exception 

In § 156.120(b), the Department states that a health plan does not have to cover “drugs for services described in § 156.280(d)” in order to be EHB-compliant.
  The Department should provide guidance as to which drugs fall into that category.  Unfortunately, there is great deal of misinformation about this issue provided to the public.  There are some who falsely claim that commonly used contraceptives like birth control pills, intrauterine devices, and emergency contraception are forms of medical abortion. As you are aware, this is not the case.  For example, emergency contraception is sometimes confused with medical abortion. However, whereas medical abortion is used to terminate an existing pregnancy, emergency contraception (EC) is effective only before a pregnancy is established.  Emergency contraception’s inhibition or delay of ovulation is the principal and possibly the only mechanism of action. Review of the scientific evidence suggests that EC cannot prevent implantation of a fertilized egg. Since EC is not effective after implantation, it is not an abortifacient.  

Rather than risk a lay-person using inaccurate information to determine which drugs must be included in a plan, the Department must make sure that the final rule is clear as to which drugs are actually exempted.  Otherwise, women may find that plans are not providing coverage for contraception they are legally bound to cover.  The final rule should be amended to read as follows:

§ 156.120 Prescription drug benefits.

…

(b) A health plan does not fail to provide EHB prescription drug benefits solely because it does not offer drugs approved by the Food and Drug Administration for the purposes of services described in § 156.280(d) of this subchapter.   

Additionally, the Department should include this language in the two places in the preamble that refer to medical abortion. The first is in the preamble’s discussion of  § 156.120(b).  There, the language should be amended to read: “In paragraph (b) we clarify that a health plan does not fail to provide EHB prescription drug benefits solely because it does not offer drugs approved by the Food and Drug Administration for the purposes of providing § 156.280(d) services.”
  The second is in the preamble’s discussion of  § 156.115 which should be amended to read: “We note that this provision applies to all section 1303 services, including pharmacological services approved by the Food and Drug Administration for the purposes of providing the services described in 156.280(d).”

§ 156.125 Prohibition on Discrimination


Section 156.125 fails to state expressly the full range of nondiscrimination protections applicable to issuers of plans that offer EHB.  This section enumerates some of the bases on which the EHB, its benefit design and the implementation of its benefit design  cannot discriminate (“age, expected length of life, present or predicted disability, degree of medical dependency, quality of life, or other health conditions”).
  This list does not make clear the full range of protections from §1557 or available under other ACA regulations. In fact, the only statement of the protections based on race, color, national origin, sex, gender identity, or sexual orientation is that a plan providing the EHB “must comply with the requirements of §156.200(e)”
 which applies to QHPs.
  The proposed rule, however, applies to all plans subject to the EHB inside or outside of the Exchanges—not solely to QHPs.  Not only does this section fail to enumerate clearly the nondiscrimination standard, it references a narrower rule and may misleadingly suggest that only QHPs providing the EHB are bound by these requirements.  Similarly, the reference in §156.125 to § 156.225, which prohibits discrimination in marketing and benefit design of QHPs, is too limited for a rule in which EHB applies more broadly and is not limited to QHPs.
  
The final rule must specifically prohibit issuers from discriminating in marketing and benefit design based on sex as well as other protected characteristics.  Simply put, the full range of nondiscrimination protections available under §1557 and § 156.200(e) must be expressly enumerated in § 156.125. The references to nondiscrimination in sections 156.110 (EHB-benchmark Plan Standards) and 156.130 (Cost-Sharing Requirements) simply cite the standards defined in § 156.125, thus amplifying the impact of §156.125’s failure to describe the universe of applicable nondiscrimination requirements.   
§ 156.130 Cost-Sharing Requirements

§ 156.130(c) Special Rules for Network Plans 

Section 1302(c)(3) establishes requirements related to cost-sharing.  The requirements in 1302(c)(3)(B) exempts balance billing amounts for non-network providers from the definition of cost-sharing.
 We interpret this exclusion to mean that all other out-of-network cost-sharing, such as copayments or coinsurance paid towards the allowable costs, would apply towards annual limitations on cost-sharing and deductibles. The proposed rule in fact goes farther than the statute by excluding all cost-sharing for non-network providers from the annual cost-sharing limitations, rather than just the balance billing amounts. We ask that you include cost-sharing on the allowable costs (sometimes called reasonable and customary charges) for out-of-network services to count towards the annual limits in cost-sharing and deductibles. In addition, we ask that balance billing amounts count towards the annual limits on cost-sharing and deductibles in special rules for network plans. 

We are concerned that the proposed rule will restrict access to essential health benefits and expose individuals to high out-of-pocket costs.  Many individuals have health conditions that require access to medical providers, particularly specialists, who are not within the plan’s specified network. The annual limitation on cost-sharing ensures that health plans pay for significant health expenses associated with EHB and—accurately described in the preamble— reduces “the risk of medical debt or bankruptcy.”
  By allowing plans to exclude all cost-sharing amounts paid for benefits provided out-of-network from the calculation of annual spending on cost-sharing and deductibles, many individuals will still face medical debt or bankruptcy. 

In addition, there are instances where cost-sharing for out-of-network services and balance billing amounts for non-network providers should apply toward the annual limit for EHB, especially for certain specialty services important to women’s health but not consistently part of plan networks.  For example, women living in rural and medically underserved communities may need to turn to out-of-network providers to access critical services.  In the preamble’s discussion of the proposed rule, the Department indicates, “we believe this policy [cost-sharing paid for services delivered outside a plan’s network do not apply toward annual cost-sharing limits] would allow issuers greater flexibility to design innovative plan benefit structures.”
 We are concerned that allowing this flexibility for issuers would not create innovative plan benefit structures but rather would restrict access to EHB and subject individuals to high out-of-pocket liabilities not envisioned by the ACA. 

In the final exchange regulation’s preamble, the Department correctly addresses geographic limitations noting, “We urge the Exchanges to consider the needs of enrollees in isolated geographic areas in particular; for example…[Exchanges may] consider the needs of American Indians and Alaska Natives residing in remote locations, given that they may often have a limited choice of providers from which to select (emphasis added).”
 Given this recognition, the Department should create a special rule to ensure out-of-network providers are a viable option for patients that are unable to get the care they need through in-network providers. This special rule should allow spending on both cost-sharing and balance billing to be applied toward an individual’s fulfillment of their annual cost-sharing responsibility in particular instances, such as residents of rural and medically underserved communities or when there are no medically necessary specialists in network. Further, providers that are critical to women’s health— obstetric and gynecologic providers, for example—must be available to serve a defined population or geographic service area.

In addition, we ask that the Department require states to establish maximum limits on out-of-pocket spending for out-of-network services. The ACA requires that EHB be based on a “typical employer plan,” and most typical employer plans have out-of-pocket maximums for out-of-network services. Further, the Department envisions women will be able to make “apples to apples”
 comparisons between plans. Variation in the out-of-pocket maximum limit prohibits true “apples to apples” comparisons among available options—comparisons that are not possible unless plans define and publicize limitations on out-of-network cost-sharing. Requiring states to establish maximums will ease enrollment into health coverage, enable accurate comparisons, and protect enrollees from unreasonably high out-of-pocket costs.  

§ 156.135 AV Calculation for Determining Level of Coverage 

§ 156.135(d)(5) Claims data
We thank the Secretary for clarifying in the preamble that data set used to calculate AV must contain maternity data
 as part of “health care services typically offered in the then-current market.”
  Including comprehensive claims information in the data set used to calculate AV will help ensure that the AV considers health care needs of women and other segments of the population. 

§156.140 Levels of Coverage
We ask that the Department lower the allowable variation in the AV of a health plan to +/- 1 percent. Among the main goals of the Affordable Care Act are providing consumers with affordable health insurance and ensuring that consumers have all of the information they need in order to make well-informed decision about which coverage to purchase. Allowing a De minimis variation as high as 2 percent undermines both of the goals, as consumers would not be certain that the product they are purchasing actually reaches the level of coverage advertised. This certainty is especially important to women, who make up to 80 percent of health care decisions for their families. Women also consume more health care services than men and have more difficulties paying for health care, so knowing that they are obtaining an affordable product that is of the level of coverage they need is essential. 
We recognize that actuarial calculations are not an exact science and that some level of variation must be allowed, but a 2 percent variation provides too much uncertainty for consumers and we ask that the department lower the De minimis variation to a more reasonable level of 1 percent. In the Payment Notice released on December 7, HHS proposes a 1 percent De minimis AV variation with regards to cost sharing credits, indicating that +/-1 percent variation is both reasonable and attainable.

§ 156.145 Determination of Minimum Value

§ 156.145(a)(3) Actuarial certification 

We are concerned that the option to allow a group health plan to seek an actuarial certification if neither the Minimum Value (MV) calculator nor a safe harbor “is appropriate” could provide too much flexibility to group health plans and may provide too much variation in calculation of minimum value.  An independent actuarial valuation should be seen as a last resort for nontraditional plan designs because it provides the least consistency.  We want to ensure that low-income women are not prevented from accessing subsidized coverage through an Exchange because of an offer of coverage by an employer that does not actually provide 60 percent value.  

As many plans as possible should be valued based on one of the first two options, either the MV calculator or safe harbors, so as to provide consistency in minimum value determination.  In order to meet this goal, the MV calculator should accept a broad array of benefit design elements, including service limits.  Service limits are used to reduce utilization and costs.  The use of service limits may be the reason a plan does not meet the 60 percent threshold.  We have particular concerns that existing limited health plans, sometimes called mini-med plans, will transition to more service limits as ways to control costs while eliminating all annual limits on essential health benefits to comply with Section 2711 of the ACA.  In order to protect low-income working families, the Department should think ahead to what changes are likely to be made as plans adjust to comply with the annual limits protections. The calculator should be able to account for various service limits, such as the number of doctor visits (such as 5 doctor visits), number of procedures (such as 1 radiology procedure a year or 2 prescriptions a month), or length of treatment (such as 3 inpatient hospital days).

We recommend standard protections exist to ensure as much consistency as possible in independent actuarial valuations. To ensure that accurate and comparable estimates are available, we recommend:


· An independent actuary, not the insurer’s actuary, must perform and certify supplementary analysis 

· The Department’s actuaries or a designated state actuary should review the supplementary analysis 

· Supplementary analyses should be public documents.

· The Department should review the approaches used in supplementary analyses every two years to ensure the AV and MV results are accurate and comparable across plans within a state.

§ 156.145(b) Benefits that may be counted towards the determination of MV 
We thank the Department for limiting the benefits that can be included in the determination of the MV to benefits included in any of the EHB benchmarks.  We ask the Department to clarify the regulatory language to prohibit group health plans from taking benefits into account other than those included in any of the EHB benchmark.  We therefore recommend that § 156.145(b)(2) read:

“(2) For this purpose of the options described in this subsection in determining MV, a

group health plan will be permitted to shall only take into account all benefits provided by the plan that are included in any of the EHB benchmarks.”

In our comments provided to the Internal Revenue Services in response to Notice 2012-31, we stated that there must be a clear line delineating what is or is not counted a part of the “benefits provided under the plan” under IRC Section 36B(c)(2)(C)(ii) for the MV calculation.  The MV calculation is used to determine whether taxpayers will be eligible for premium tax credits.  If the scope of benefits that an employer or plan is allowed to include in the calculation is too large, then taxpayers will be denied access to tax credits to which they have a statutory right.  This applies no matter the method of calculating the MV.

Only those benefits that are EHB benchmark benefits should be included.  There are many benefits that an employer may offer which, while being a benefit to some employees, is not a health benefit.  Examples include transportation benefits, life insurance or short term disability.  To include the costs of any of these types of benefits as part of the MV calculation would clearly deny taxpayers their statutory right to the premium tax credits. There are other benefits that may not be as obvious, but are still not health benefits provided under the plan. Otherwise eligible taxpayers still maintain their rights to the tax credits when an employer offers these benefits. Limiting the benefits that can be counted towards minimum value to the essential health benefits provides consistency when comparing the MV of multiple plans as well as consistency to taxpayers comparing employer-sponsored plans with plans in the Exchanges.  It is also consistent with the statute to use the essential health benefits because the statute directs that the MV be determined under the actuarial rule in Section 1302(d)(2) of the Affordable Care Act which determines the actuarial value of plans offered in the Exchanges based on coverage of the essential health benefits.

As noted in the preamble, there is no requirement that an employer-sponsored, self-insured, or large group health plan offer all of the EHB or conform to any of the EHB benchmarks.
  The proposed rule does not require all employers to offer the EHB.  However, the proposed rule does provide important consistency for taxpayers.  

Medical services required by the employer for performance of the job or benefit of the employer should not be included in the calculation.  These are employment requirements, not employee benefits.  The types of medical services that may be required for a job could include, but are not limited to: drug testing; a mandatory physical exam; a test of physical capabilities such as an eye exam or endurance test; or services related to workers compensation.  These services may be provided by the employer, at a clinic operated by the employer, by a provider contracting with the employer, or at a specified provider’s office.  The services may be paid directly by the employer or reimbursed by the employer.  Some of these services may include services that could be considered essential health benefits.  However, if required for the job, the services become a job requirement and not a health benefit.

Additionally, wellness programs should not increase the MV of a plan. The proposed rule does not explicitly address wellness programs, but they could have a significant impact on the MV calculation. We provided detailed analysis and comments to Treasury in response to Notice 2012-3, Minimum Value of an Employer-Sponsored Health Plan, on how wellness plans should be incorporated into the MV calculation.  In those comments, we note that wellness programs might serve as a proxy for health status or gender rating and that penalties tied to health outcomes may place certain individuals and populations at a disadvantage, especially those that face environmental or socioeconomic barriers to changing their lifestyle or health status, such as women and those with low incomes.  
Wellness programs may be added by employers in order to reduce overall employment costs rather than as a benefit to employees. We recommend that, if a wellness program provides a financial incentive through cost sharing, the highest cost sharing that could apply under the plan should be the cost sharing used for determination of the MV. Therefore, the highest possible cost-sharing that an employee could pay under a wellness program that uses incentives or penalties in the plan design would be used when calculating MV.  For example, if a plan has a $1,000 deductible that may be reduced to $500 through the wellness program, the MV is calculated assuming the $1,000 deductible in all circumstances. Similarly, if a plan has a $500 deductible that may be increased to $1,000 with penalties, the MV is also calculated assuming the $1,000 deductible in all circumstances. 

Enforcement

We thank the Department for specifying the enforcement process that will be used to ensure that plans adhere to EHB requirements. We believe that the ability of the Department to intervene when it determines that a state is not adequately enforcing the provision is an important component of a strong enforcement process. There are several clarifications that the Department should make in order to ensure that enforcement is happening at the state level and to make sure that if it is not, the Department is notified and able to step in quickly. 

While the process laid out in 45 CFR 150 provides several sources of information that could trigger an investigation, including complaints, we ask the Department provide a publicly advertised and easily accessible format for consumers and advocates to submit complaints when a state is not enforcing provisions of the ACA, including the essential health benefits.  Additionally, we ask that the Department clarify that merely passing conforming or enforcement legislation is not adequate to prove enforcement. A state must actively oversee and enforce all aspects of § 1302. The Department should develop clear standards that the Center for Consumer Information and Insurance Oversight (CCIIO) can use to determine if a state is actively enforcing the provision. The Department should also clarify that it will step in if a state is failing to enforce any part of § 1302, even if other parts of the provision are being actively enforced.

Finally, we would like the Department to make clear the federal role in enforcing the nondiscrimination provisions. Under the ACA, the Department has the primary authority and obligation to administer and enforce § 1557.  Because the proposed rule does not include any direct reference to this section, it also fails to discuss the federal government’s role in enforcing the full nondiscrimination provisions. The Department should include a description of its authority under § 1557, so that (as the Department notes) these provisions can be “[t]aken collectively… as a prohibition on discrimination by issuers.”
  To meet that goal, the preamble must set forth the full range of nondiscrimination protections, the statutory basis for these protections, and the Secretary’s obligation to enforce them.
The preamble of the proposed rule also states that the Department “encourage[s] states to monitor and identify discriminatory benefit designs, or the implementation thereof and to test for such discriminatory prescription drug benefits.”
  While we appreciate the Department’s encouragement of states in this manner, this is the only reference to enforcement of the nondiscrimination provisions of the ACA and is inadequate. It is the federal government, and specifically the Department, that has the obligation to enforce § 1557.  Pursuant to this authority, the Department must ensure that the EHB package and plans providing the EHB do not discriminate based on sex (among other personal characteristics) and resolve complaints alleging discrimination by issuers and in benefit design.  
The final rule must include a statement that the Department is charged with enforcing § 1557 in all aspects of the EHB and plans providing EHB.  Without strong federal enforcement, states may allow plans that provide EHB to be designed in a way that results in discrimination and insurers could continue current discriminatory practices.  The Department must create an enforcement mechanism to ensure compliance with the nondiscrimination provisions.      
There have already been impressive strides made in expanding health care for women under the Affordable Care Act.  The EHB provides a tremendous opportunity to end insurance practices that deny necessary care to women.  We thank you for this chance to provide input on this important provision.
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� Danielle Garrett, Nat’l Women’s Law Ctr., Turning to Fairness: Insurance Discrimination Against Women Today and the Affordable Care Act 11 (March 2012), available at � HYPERLINK "http://www.nwlc.org/sites/default/files/pdfs/nwlc_2012_turningtofairness_report.pdf" �http://www.nwlc.org/sites/default/files/pdfs/nwlc_2012_turningtofairness_report.pdf�. 


� Ctr. for Consumer Info. and Ins. Oversight, U.S. Dep’t of Health & Human Serv., Essential Health Benefits Bulletin (Dec. 16, 2011) available at � HYPERLINK "http://cciio.cms.gov/resources/files/Files2/12162011/essential_health_benefits_bulletin.pdf" �http://cciio.cms.gov/resources/files/Files2/12162011/essential_health_benefits_bulletin.pdf�.  


� Standards Related to Essential Health Benefits, Actuarial Value, and Accreditation, 77 Fed. Reg. 70,644, 70,670 (proposed Nov. 26, 2012) (to be codified at 45 C.F.R. § 156.125(b)) (referring to 45 C.F.R. § 156.200(e) (2012), which prohibits a Qualified Health Plan from discriminating based on race, color, national origin, sex, age, disability, gender identity, or sexual orientation). 


� Standards Related to Essential Health Benefits, Actuarial Value, and Accreditation, 77 Fed. Reg. 70,644, 70,670 (proposed Nov. 26, 2012) (to be codified at 45 C.F.R. § 156.125(a)).


� See Patient Protection and Affordable Care Act, Pub. L. No. 111-148, §§ 1302(b)(4)(B), (b)(4)(C), and (b)(4)(D) (2010), amended by Health Care and Education Affordability and Reconciliation Act, Pub. L. No. 111-152 (2010) (to be codified at 42 U.S.C. § 18022).  See also Patient Protection and Affordable Care Act, Pub. L. No. 111-148, § 1557 (2010), amended by Health Care and Education Affordability and Reconciliation Act, Pub. L. No. 111-152 (2010) (to be codified at 42 U.S.C. § 18116).


� See Esther S.H. Kim & Venu Menon, Status of Women in Cardiovascular Clinical Trials, 29 Arteriosclerosis, Thrombosis, & Vascular Biol. 279 (2009).


� Nahid Azad & Sania Nishtar, A Call for a Gender Specific Approach to Address the Worldwide Cardiovascular Burden, 1 Prev. & Control 223 (2005).


� Patient Protection and Affordable Care Act, Pub. L. No. 111-148, § 4302 (2010), amended by Health Care and Education Affordability and Reconciliation Act, Pub. L. No. 111-152 (2010) (to be codified at 42 U.S.C. § 300k).


�  See Office of Minority Health, U.S. Dept’ Health & Human Serv., Improving Data Collection for the LGBT Community (June 28, 2011), http://minorityhealth.hhs.gov/templates/content.aspx?lvl=2&lvlid=209&id=9004.


� See Medicaid Program; Review and Approval Process for Section 1115 Demonstrations 77 Fed. Reg. 11678 (to be codified at 


45 C.F.R. pt. 155) (February 27, 2012).


� See Ctr. for Consumer Info. and Ins. Oversight, U.S. Dep’t of Health & Human Serv., Additional Information on Proposed State Essential Health Benefits Benchmark Plans, http://cciio.cms.gov/resources/data/ehb.html (last visited Dec. 18, 2012).


� See Standards Related to Essential Health Benefits, Actuarial Value, and Accreditation, 77 Fed. Reg. 70,644, 70,649-50 (proposed Nov. 26, 2012).


� Standards Related to Essential Health Benefits, Actuarial Value, and Accreditation, 77 Fed. Reg. 70651 (proposed Nov. 26, 2012).


� Ctr. for Consumer Info. and Ins. Oversight, U.S. Dep’t of Health & Human Serv., Proposed Washington EHB Benchmark Plan, available at � HYPERLINK "http://cciio.cms.gov/resources/EHBBenchmark/proposed-ehb-benchmark-plan-washington.pdf" �http://cciio.cms.gov/resources/EHBBenchmark/proposed-ehb-benchmark-plan-washington.pdf�. See also Select Health: Individual and Family Healthcare Coverage Options 41 (2012), available at  http://selecthealth.org/Forms%20and%20Documents/Individual/ipsalespacket_2012.pdf; Blue Cross Blue Shield of Idaho, Essential Blue Individual Health Insurance 4 (Oct. 2010), available at � HYPERLINK "http://www.ehealthinsurance.com/ehealthinsurance/benefits/ifp/ID/BC_ID_Essential_Blue_Plus_10_10.pdf?referer=http%3A%2F%2Fwww.ehealthinsurance.com%2Fhealth-insurance-companies%2Fblue-cross-idaho%2Fbenefit-detail%2F%3Fhealth-plan%3D726" �http://www.ehealthinsurance.com/ehealthinsurance/benefits/ifp/ID/BC_ID_Essential_Blue_Plus_10_10.pdf?referer=http%3A%2F%2Fwww.ehealthinsurance.com%2Fhealth-insurance-companies%2Fblue-cross-idaho%2Fbenefit-detail%2F%3Fhealth-plan%3D726�.  


� Standards Related to Essential Health Benefits, Actuarial Value, and Accreditation, 77 Fed. Reg. 70,651 (proposed Nov. 26, 2012).  It should also be noted that excluding dependents from maternity coverage violates § 1557 of the ACA, which prohibits sex discrimination in programs or activities that receive federal assistance, are administered by an Executive agency, or are established under Title I of the ACA.  See Patient Protection and Affordable Care Act, Pub. L. No. 111-148, § 1557 (2010), amended by Health Care and Education Affordability and Reconciliation Act, Pub. L. No. 111-152 (2010) (to be codified at 42 U.S.C. § 18116).


� Patient Protection and Affordable Care Act, Pub. L. No. 111-148, sec. 1001, § 2714 (2010), amended by Health Care and Education Affordability Act, Pub. L. No 111-152 (2010) (to be codified at 42 U.S.C. § 300gg-14(a) (2010) (requiring extension of dependent coverage to adult dependent children up to age 26).  This extension allows adult children to remain on their parents’ health plan regardless of whether they are married, living with their parent, financially dependent on their parent, attending school, or are eligible for their employer’s plan. See Healthcare.gov, Young Adult Coverage (July 6, 2012), http://www.healthcare.gov/law/features/choices/young-adult-coverage/index.html. 


� See, e.g., U.S. Equal Employment Opportunity Commission Compliance Manual on Employee Benefits, Health Insurance Benefits (Title VII/EPA Issues), available at http://www.eeoc.gov/policy/docs/benefits.html#B. (stating that an employer cannot use facially neutral standards to exclude treatment for conditions that disproportionately affect either men or women without showing that the standards are based on generally accepted medical criteria).  It should be noted, however, that there are limits to existing medical research as studies may fail to include sufficient numbers of women.


� See National Organization for Women (NOW) Foundation Love Your Body Campaign, Fact Sheet: Women and Eating Disorders, http://loveyourbody.nowfoundation.org/factsheet_2.html (last visited December 14, 2012).


� See, e.g., Illinois Blue Cross Blue Shield, Coverage Exclusions and Riders 11 available at http://www.bcbsil.com/producer/pdf/31735.pdf (noting exclusion related to breast implants).


�  For example, while the EHB applies to all plans in the individual and small group market, § 2711 of the Preventive Health Service Act, as added by § 1001 of the ACA, prohibits plans in the individual and small group market as well as plans in the large group market and self-funded plans from establishing annual or lifetime limits on the EHB.  Congress explicitly expanded the principle on annual and lifetime limits on EHB beyond those plans required to provide EHB.    If Congress had intended to apply § 1303(b)(1)(A) to plans other than qualified health plans, Congress would have drafted the section to do so, much like it drafted § 2711 to apply a requirement regarding EHB to plans that do not have to provide EHB.  See Patient Protection and Affordable Care Act, Pub. L. No. 111-148, sec. 1001, § 2711 (2010), amended by Health Care and Education Affordability Act, Pub. L. No 111-152 (2010) (to be codified at 42 U.S.C. § 300gg-11); Patient Protection and Affordable Care Act of 2010, Pub. L. No. 111-148, § 1303(b)(1)(A) (2010), amended by Health Care and Education Affordability Act, Pub. L. No 111-152 (2010) (to be codified at 42 U.S.C. § 18023).


� Section 1303(c)(1) says, “Nothing in this Act shall be construed to preempt or otherwise have any effect on State laws regarding the prohibition of (or requirement of) coverage, funding, or procedural requirements on abortions, including parental notification or consent for the performance of an abortion on a minor.”  Patient Protection and Affordable Care Act of 2010, Pub. L. No. 111-148, § 1303(c)(1) (2010), amended by Health Care and Education Affordability Act, Pub. L. No 111-152 (2010) (to be codified at 42 U.S.C. § 18023).   Thus, states’ determinations about abortion coverage preempt anything in the ACA regarding abortion coverage.


� See Ctr. for Consumer Info. and Ins. Oversight, U.S. Dep’t of Health & Human Serv., Additional Information on Proposed State Essential Health Benefits Benchmark Plans, http://cciio.cms.gov/resources/data/ehb.html (last visited Dec. 18, 2012).


We note that this analysis does not include North Carolina or Pennsylvania because the reported data appears to have errors.  


� Patient Protection and Affordable Care Act, Pub. L. No. 111-148, § 1302(b)(4)(C) (2010), amended by Health Care and Education Affordability and Reconciliation Act, Pub. L. No. 111-152 (2010) (to be codified at 42 U.S.C. § 18022).


� Medicare Prescription Drug, Improvement, and Modernization Act of 2003 § 1869D-4(b)(3)(C)(ii), 42 U.S.C. § 1395w-104(b)(3)(C)(ii) (2012) (directing the Secretary to request the United States Pharmacopeia to develop a list of categories and classes for Medicare Part D plans).


� Medicare Part D enrollees under the age of 65 are eligible because they receive Social Security Disability Income or because they have end-stage renal disease.  However, this is a relatively small population with their own special health care needs.  It is not a population whose experiences with Part D coverage could be appropriately used to determine if the USP system meets the needs of the population who will enroll EHB-compliant plans.


� See 21 C.F.R. §  201.57(c)(9)(i) (2012).


� NWLC analysis of data on page 321 of Nat’l Ctr. for Health Statistics, Health, United States, 2011: with Special Feature on Socioeconomic Status and Health, available at � HYPERLINK "http://www.cdc.gov/nchs/data/hus/hus11.pdf" \l "099" �http://www.cdc.gov/nchs/data/hus/hus11.pdf#099�


� See Nat’l Women’s Law Ctr., Exchange Issues Important to Women (Sept. 2011), available at � HYPERLINK "http://www.nwlc.org/sites/default/files/pdfs/rm_one_pager_final_092211.pdf" �http://www.nwlc.org/sites/default/files/pdfs/rm_one_pager_final_092211.pdf�. 


� See U.S. Food & Drug Admin, Drug Research and Children (Aug. 24, 2011), � HYPERLINK "http://www.fda.gov/Drugs/ResourcesForYou/Consumers/ucm143565.htm" �http://www.fda.gov/Drugs/ResourcesForYou/Consumers/ucm143565.htm�. 


� Standards Related to Essential Health Benefits, Actuarial Value, and Accreditation, 77 Fed. Reg. 70,644, 70,652 (proposed Nov. 26, 2012).


� Ctrs. for Medicare & Medicaid Srvcs., Dep’t of Health & Human Srvcs., Medicare Prescription Drug Benefit Manual, Ch. 6, Sect. 30.2.1 (2010), available at http://www.cms.gov/Medicare/Prescription-Drug-Coverage/PrescriptionDrugCovContra/Downloads/Chapter6.pdf.


� Ctrs. for Medicare & Medicaid Srvcs., Dep’t of Health & Human Srvcs., Medicare Prescription Drug Benefit Manual, Ch. 6, Sect. 30.2.1 (2010), available at � HYPERLINK "http://www.cms.gov/Medicare/Prescription-Drug-Coverage/PrescriptionDrugCovContra/Downloads/Chapter6.pdf" �http://www.cms.gov/Medicare/Prescription-Drug-Coverage/PrescriptionDrugCovContra/Downloads/Chapter6.pdf�.


� Ctrs. for Consumer Info. and Insurance Oversight, Ctrs. for Medicare & Medicaid Srvcs., Dep’t of Health & Human Srvcs., EHB Benchmark Drug List Count (2012), available at � HYPERLINK "http://cciio.cms.gov/resources/files/ehb-benchmark-drug-list-count.pdf" �http://cciio.cms.gov/resources/files/ehb-benchmark-drug-list-count.pdf�.


� Note, however, that § 2713 of the Preventive Health Services Act requires coverage of all FDA-approved contraceptive methods.  The ring and oral contraceptives are distinct contraceptive methods and therefore both should be covered by plans complying with § 2713.


� Standards Related to Essential Health Benefits, Actuarial Value, and Accreditation, 77 Fed. Reg. 70,644, 70,652 (proposed Nov. 26, 2012) (“We propose that a plan offering EHB have procedures in place to ensure that enrollees have access to clinically appropriate drugs that are prescribed by a provider but are not included on the plan’s drug list, which is consistent with private plan practice today.” (emphasis added))


� Standards Related to Essential Health Benefits, Actuarial Value, and Accreditation, 77 Fed. Reg. 70,644, 70,670 (proposed Nov. 26, 2012) (to be codified at 45 C.F.R. § 156(c)).


� Standards Related to Essential Health Benefits, Actuarial Value, and Accreditation, 77 Fed. Reg. 70,644, 70,670 (proposed Nov. 26, 2012) (to be codified at 45 C.F.R..§ 156.120(b)).


� Clarifying language originally appearing on p. 70,652 of the proposed rule. See Standards Related to Essential Health Benefits, Actuarial Value, and Accreditation, 77 Fed. Reg. 70,644, 70,652 (proposed Nov. 26, 2012).


� Clarifying language originally appearing on p. 70,651 of the proposed rule. See Standards Related to Essential Health Benefits, Actuarial Value, and Accreditation, 77 Fed. Reg. 70,644, 70,651 (proposed Nov. 26, 2012).


� Standards Related to Essential Health Benefits, Actuarial Value, and Accreditation, 77 Fed. Reg. 70,644, 70,670 (proposed Nov. 26, 2012) (to be codified at 45 C.F.R. § 156.125(a)).


� Standards Related to Essential Health Benefits, Actuarial Value, and Accreditation, 77 Fed. Reg. 70,644, 70,670 (proposed Nov. 26, 2012) (to be codified at 45 C.F.R. § 156.125(b)).


� 45 C.F.R. § 156.200(e) (2012) (“A QHP issuer must not, with respect to its QHP, discriminate on the basis of race, color, national origin, disability, age, sex, gender identity or sexual orientation.”).


� 45 C.F.R. § 156.225 (2012) (“Marketing and Benefit Design of QHPs”).


� Patient Protection and Affordable Care Act, § 1302 (2010), amended by Health Care and Education Affordability


and Reconciliation Act, Pub. L. No. 111-152 (2010) (to be codified at 26 U.S.C. § 5000A).


� Standards Related to Essential Health Benefits, Actuarial Value, and Accreditation, 77 Fed. Reg. 70,644, 70,653 (proposed Nov. 26, 2012).


� Standards Related to Essential Health Benefits, Actuarial Value, and Accreditation, 77 Fed. Reg. 70,644, 70,654 (proposed Nov. 26, 2012).


� Establishment of Exchanges and Qualified Health Plans, 76 Fed. Reg. 41,866, 41,894 (proposed July 15, 2011).


� U.S. Dep’t of Health & Human Serv., New Affordable Care Act Policy Helps Consumers Better Understand and Compare Benefits and Coverage (Aug. 17, 2011), http://www.hhs.gov/news/press/2011pres/08/20110817a.html.


� Standards Related to Essential Health Benefits, Actuarial Value, and Accreditation, 77 Fed. Reg. 70,644, 70,656 (proposed Nov. 26, 2012).


� Standards Related to Essential Health Benefits, Actuarial Value, and Accreditation, 77 Fed. Reg. 70,644, 70,671 (proposed Nov. 26, 2012) (to be codified at 45 C.F.R. §156.135(d)(5).


� Standards Related to Essential Health Benefits, Actuarial Value, and Accreditation, 77 Fed. Reg. 70,644, 70,657 (proposed Nov. 26, 2012).


� Standards Related to Essential Health Benefits, Actuarial Value, and Accreditation, 77 Fed. Reg. 70,644, 70,652 (proposed Nov. 26, 2012).


� Standards Related to Essential Health Benefits, Actuarial Value, and Accreditation, 77 Fed. Reg. 70,644, 70,652 (proposed Nov. 26, 2012).
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