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Responses to the Specific Questions Published in the Federal Register on April 14, 2010 

(AHIP’s responses appear in italics) 

 

A.  Information Regarding Regulatory Guidance 

 

1. Rate Filings and Review of Rate Increases 

 

a. “To what extent do States currently have processes in place to review premium 

rates and rate increases?” 

 

1. “What kinds of methodologies are used by States to determine whether or 

not to approve or modify a rate or a rate increase? What are the pros and 

cons of these differing methodologies?” 

 

 Today, almost every state requires health insurance policy forms and the related rate 

structure to be filed prior to sale in both the individual and small group markets.  Actuarial 

certification is typically required to demonstrate that the health plan is complying with the small 

group rate band requirements in effect in most states today.  Rate changes operate slightly 

differently.   

 

The majority of states have some form of “file and use” standards for health insurance 

premiums.  In most of these states, this means that health plans file rate changes, including 

actuarial and trend data supporting the requested rate change, with approval deemed after 

expiration of the review timeframe which is generally between 30 and 60 days.  This review 

period allows regulators the opportunity to raise questions about the filing prior to the rates 

going into effect. If the state insurance department has questions within the review time frame, 

health plans are generally required to file additional detailed information with the state 

insurance department then engage in a dialogue prior to the state making any decision. In states 

that require prior approval before rates go into effect, rate approval may take more than a year 

because of financial and budgetary challenges at the state level.   

 

It is standard for a state to require that all rates bear a reasonable relationship to the 

expected cost of the benefits. The concept of rates falling within the range of reasonableness 

relative to the benefits provided is universal. State law commonly clarifies the reasonableness 

standard as requiring that the health plan’s rates not be “excessive, inadequate or unfairly 

discriminatory”.
1
  Therefore, the Secretary can look to individual Commissioners to make the 

“on the ground” determinations as to which rate increases are “unreasonable” relative to these 

standards. 

 

The key component of methodologies used to determine whether or not a rate request is 

justified involves reviewing how the actual experience has differed from prior rate filings, and 

                                                
1 Arizona, Colorado, Florida, Maine, Massachusetts and North Carolina are among the states that apply such 

standards. 
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what has changed from those prior rates. That process includes taking into account some key 

variables: 

 Trends  (rate of increase) in claim costs and utilization of medical care services. 

 Changes in benefits (expansion of coverage, mandates). 

 Changes in the demographic profile of the covered population (geography, age, health 

status). 

 The duration of the policy.   

 Improvements resulting from the health plans’ activities (such as quality programs, 

coordinated care management). 

 The impact of changes in provider networks and reimbursements. 

 

2. “Are special considerations needed for certain kinds of plans (for example, 

HMOs, high deductible health plans, new policies, and closed blocks of 

business)? If so, what special considerations are typically employed and 

under what circumstances?” 

 

  Some health plans may require special considerations.  For instance, small and new 

health plans may be disproportionately impacted by a burdensome rate review process and may 

forego entering a market if such costs are relatively prohibitive.  In addition, in some instances 

HMO premium rates are not reviewed by a state’s insurance department, but by a separate 

department within the state.   

 

Another consideration should be that this provision should apply to both new and 

existing business. This will be especially important for the grandfathered business that will occur 

as a result of the required changes in health plan operations under the provisions of the PPACA. 

Rate calculations based on pooled blocks of business should be permitted to adjust for changes 

in benefits related to coverage in force prior to and as of March 23, 2010, and for changes in 

benefits and eligibility for coverage post-enactment and prior to 2014. 

 

Moreover, since the insurance market reforms in PPACA address major medical, 

comprehensive health insurance coverage, any agency rulemaking should similarly address only 

major medical, comprehensive coverage, and not excepted benefits under HIPAA.  

 

b. “Where applicable, do health insurance issuers currently provide actuarial 

memorandums and supporting documentation relating to premium rate 

calculations, such as trend assumptions, for all premium rates and rate increases 

that are submitted, and/or for all premium rates and rate increases that are 

reviewed?” 

 

 Actuarial analyses typically accompany rate change filings where such filings are 

required and, where they are not required to be filed, these analyses are internally maintained 

by the health plan.  Through such analyses, actuaries provide the assumptions for projected 

values that, when added to prior actual experience, demonstrate the reasonableness of the 

proposed rates.   
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Actuaries must follow the Actuarial Standards of Practice which require documentation 

of their work whether submitted or not.  Additionally, the filings are frequently required to be 

certified by a qualified actuary who is usually defined as a Member of the Academy of Actuaries, 

in good standing, and practicing within his or her area of expertise.  The actuarial profession’s 

standards of practice also include a disciplinary process, thereby assuring the highest level of 

professionalism and credibility. 

 

The large employer group market is fundamentally different in the way that rates are 

determined since such employers negotiate rates with the health plan based on their own 

experience. For most of the large group market, benefit consultants review the assumptions used 

by health plans offering to provide coverage based on a Request for Proposal (“RFP”).  As the 

employer, with help from the benefit consultant, creates the RFP, health plans typically comply 

with the requests.  Thus, in this particular market segment, there already is transparency for the 

large group customer as to whether the health plan’s rates are actuarially supported as 

reasonable. As a result, we recommend that rate reviews under Section 2794 focus on the 

individual and small group markets.  Such a focus in scope would conserve state-based 

resources for reviews in the small employer and individual market.  

 

1. “How is medical trend typically calculated?”  

 

 Medical trend is the ratio of claim costs for a constant set of benefits, covered lives, and 

cost-sharing when comparing one year to the prior year.  In actuality, achieving this constant set 

of data is almost impossible.  In addition, the review of medical trend values generally occurs 

well before the two years of claims experience used in ratemaking can be completely determined. 

The components of medical trend are generally estimated and calculated by taking into account 

the following elements of change: 

 

 Change in the cost of the same medical services; 

 Change in the rate of utilization of the same medical services; 

 Replacement of medical services by new technologies (and their costs); 

 Replacement of medical procedures by non-medical procedures or other medical 

procedures (e.g. drug therapy, outpatient care ); 

 Impact of cost-sharing (e.g. deductible compression, costs after out-of-pocket limits are 

met); 

 Change in the health status of the insured population; and 

 Impact of unusual cost events such as shock claims, severe flu seasons, etc., and 

adjustments due to these events.  

 

 The results of these estimates may vary by type of medical service so the resulting 

medical trend also will vary based on the benefits in each policy.  Thus, the review of medical 

trend logically depends on the work of trained health insurance actuaries and appropriately 

builds on their expertise.  Likewise, given the material impact of local conditions, review, and 

assessment of the trend by state regulators close to those conditions is essential.  PPACA 
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recognizes that fact when it charges Commissioners with providing the material from “rating 

areas in the State” to inform the Secretary’s view of premium increase trends.  

 

 As discussed in more detail below in response to RFI Question A.1.b.3, medical trend is 

not the only predictor of a premium rate increase.  Chief among these are changes in utilization 

of medical services; known, negotiated, future increases to provider reimbursements; legal and 

regulatory compliance requirements; changes in the covered populations’ demographics (age, 

market entry into new geographical area); and the addition of new services and benefits.  

Commissioners are well situated to assess the effect of these local market conditions on trend 

and the PPACA premium review processes are optimized if they build on that state aptitude.  

 

2. “Are specific exhibits, worksheets or other documents typically required?  

If so, are these documents generally submitted to the State Insurance 

Department directly, and if so, in what format?” 

 

 Certain calculations have standard back-up worksheets related to them.  Any required 

worksheets are usually state specific.  Current worksheet requirements vary from state to state so 

this question may best be answered by the individual states.  However, some states do post the 

required premium rate filing elements on their websites.  As an example, some websites that 

relate to those requirements are included below: 

 

Arizona - http://www.id.state.az.us/forms/RATESrevreqcklst.pdf  

 

Colorado - http://www.dora.state.co.us/Insurance/regs/B-4.18.pdf 

 

Florida - http://www.floir.com/lh_fr/Is_lhfr_ActMemoFormat.aspx 

 

Maine - http://www.maine.gov/pfr/insurance/review_checklists/life_health.htm 

 

 The Secretary might improve transparency in this regard by asking the NAIC to confirm 

standards for the harmonization of these worksheet requirements.   

 

3. “To what extent do issuers use the following categories to develop 

justifications for rate increases: cost-sharing, enrollee population including 

health risk status, utilization increases, provider prices, administrative costs, 

medical loss ratios, reserves, and surplus levels? Are there other factors that 

are considered?” 

 

 Most of the cited categories are considered in developing rates. We note it is unusual for 

reserves to play a part in a state’s review of rates, unless as verification that prior experience by 

the health plan is not materially misstated. Other factors that are considered include: 

 

 Scope of covered benefits under the policy and the degree to which those match the 

health plan’s network; 

http://www.id.state.az.us/forms/RATESrevreqcklst.pdf
http://www.dora.state.co.us/Insurance/regs/B-4.18.pdf
http://www.floir.com/lh_fr/Is_lhfr_ActMemoFormat.aspx
http://www.maine.gov/pfr/insurance/review_checklists/life_health.htm
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 State insurance taxes and fees; 

 Assessments for high-risk pools; 

 Regulatory compliance costs and health IT implementation costs; 

 Aging of the population; and 

 Unhealthy lifestyles of the population.  

 

Administrative costs may be treated as either a percent of premium or as per member/per 

month (“PMPM”) or per contract/per month (“PCPM”) costs.  They are usually modeled 

separately.  Surplus levels may influence the choice of profit and contingency charges, especially 

when a health plan is near an impaired condition.   

  

Health plans often review the history of their premium rate increases against those of 

their competitors.  As discussed in response to Question A.1.a.1., the ability to keep rates within 

a reasonable range between “inadequate” and “excessive” is part of the development of a rate 

filing.  Where past history and experience suggests that current rates are closer to the 

inadequate breakpoint, assumptions will tend to be more conservative.  Where rates are seen as 

closer to the top of the reasonable range, assumptions may not be as conservative.   

 

c. “What level(s) of aggregation (for example, by policy form level, by plan type, by 

line of business, or by company) are generally used for rate filings, rate approvals, 

and any corrective actions?  What are the pros and cons associated with each level 

of aggregation in these various contexts?” 

 

 It is not uncommon to base the original premium rate justification on the allowed charges 

for a product line, not for individual product forms.  The effects of cost sharing are then reflected 

in benefit factor adjustments rather than reflecting them a priori.  

 

 However, where rate reviews are based on lifetime loss ratios, states will generally 

require the review of segments that are representative of different policy form groupings.  This 

allows them to follow these blocks of business from the periods when loss ratios are below the 

lifetime standard (the early durations) through the later years when the loss ratios for each year 

exceed the loss ratio standard.  This practice allows recognition of changing experience year to 

year and is necessary to achieve the lifetime loss ratio requirement. It is important for both the 

company and the state to avoid a situation where rates are not increased regularly until the 

lifetime standard is met as the rates following this would increase at much higher percentages in 

later years. 

 

 While the states generally look at blocks of business where lifetime loss ratio analysis is 

not required, many such blocks by themselves are not credible for every state.  Credibility refers 

to having a sufficient number of covered lives within a state. If a health plan has low 

membership, its block of business is too small and the experience will not meet credibility 

standards. Health claims are not predictable and can vary significantly from year to year with 

the range of variability depending on the health plan’s volume of business. There are various 

methods to increase credibility in order to provide for statistically accurate results. These 
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methods include:  combining the experience across a number of states, using national 

experience, using the experience of other somewhat similar blocks, and combining the health 

plan’s experience with estimates from actuarial consulting firms as the basis for setting 

assumptions for the future are all actuarially recognized methods in general use  

 

 While premium rate reviews are performed by the states, and therefore use state data 

when credible, rate reviews under PPACA must take into consideration the impact of rebates 

under Section 2718 concerning medical loss ratios on the adequacy of rates.  Typically, rate 

reviews consider the impact of recent rate reviews and their impact on the profit/loss experience 

of the health plan.  Careful attention to this issue is needed to ensure that the impact of any 

rebates is properly taken into account in order to avoid adversely impacting health plan 

solvency. 

 

d. “What requirements do States currently have relating to medical trend and 

rating calculations? What are the pros and cons of these different requirements, and 

what additional requirements could potentially be set?” 

 

1. “Do States generally allow enrollees under the same policy form to be 

further subdivided for purposes of calculating medical trends and rates?” 

 

2. “Do States generally allow enrollees under different policy forms to be 

grouped together for these calculations, and if so, how?” 

 

 A response to the differing processes utilized by the states relating to medical trends and 

rate calculations would be best answered by the states.  However, this question does raise a key 

area of concern of health plans - the potential for state regulators to misestimate the effect of 

enrollee utilization and health status on the projection of medical trend costs that will be 

incurred by health plans for a given policy form.   

 

Using only the prior year’s medical inflation index as the measure for future rates, 

without taking into account the experience and expected future costs of a given health plan, is 

actuarially unsound and will likely harm the health plan’s rate adequacy.  Artificial caps harm 

health plans and consumers when rate inadequacy results in significant rate increases to make 

up for artificially suppressed rates or results in insolvency.  Moreover, rates that are inadequate 

to cover the cost of paying benefits will cause health plans to exit markets.  Insolvency can result 

if a health plan cannot weather the product’s losses in its total books of business.  Therefore, 

there are complex assessments to be made and balances to be struck in evaluating for 

reasonableness of premiums.  The relevant Commissioner, assisted by experienced staff, is best 

equipped to do the necessary fact-finding in this regard. 

 

2. Defining Unreasonable Premium Rate Increases  

 

a. “In States that currently have rate review processes are all rates or rate increases 

generally reviewed? If so, for what markets and/or products? If not, what criteria 
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do these States typically use when determining which rates or rate increases will be 

reviewed? To what extent do States require that these reviews take place before the 

proposed rate increases can be implemented?” 

 

b. “To what extent have States developed definitions of what constitutes a premium 

rate increase warranting review?” 

 

See answer to section A.1.a.1. above. Regardless of whether the state’s premium rate 

review approach is file and use or prior approval, the review applies to all proposed changes in 

premiums.  

 

Most states do not have a separate premium rate review process for the premium rates 

for small group business.  Most states follow the NAIC Model where the health plan provides an 

annual actuarial certification that the rate variations used by the health plan comply with the 

state’s small employer rating rules.   

 

Given that most large group premiums come from policies with a unique set of benefits, 

frequently based on a client-specific RFP produced by the policyholder with assistance from a 

benefits consultant, most states do not review premiums for these policies or compare the 

premiums from one large group policy to others.  The large group insured market has long been 

understood to be highly competitive, with sophisticated purchasers, who do not require the same 

level of protection or intervention by the regulatory community in their contract negotiations 

with health plans.  Thus, Commissioners are less likely to require rate review. Moreover, a 

state’s general regulatory powers relative to “inadequate” or “excessive” premiums generally 

still applies. 

      

The premium reviews described above generally are performed on all requests for rates 

and rate renewals, not only on those predetermined to be “unreasonable.”  Therefore, AHIP 

recommends that the PPACA premium review process be grounded in a first line assessment by 

the relevant Commissioner.  That Commissioner, considering the local pricing data, claims, 

utilization trend and population characteristics, is optimally situated to discern when there are 

“unreasonable” premium rate increases that require potential review and resolution.   

 

3. Public Disclosure  

 

a. “To what extent is information on premium rates and premium rate increases, 

and related justifications, currently made available to the public?” 

 

1. “To what extent are annual summaries of premium rate increases 

currently made available to the public on State or consumer websites, and/or 

made available by request? Where available, to what extent is this 

information generally provided by policy form, type of product, line of 

business, or some other grouping?” 
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 Some states already maintain user-friendly websites that provide premium rate 

comparisons. For example, Texas has a small group rates comparison site: 

 

http://www.tdi.state.tx.us/pubs/consumer/serg01.html 

 

 Many states post the complete or parts of premium rate filings on their websites, 

including the actuarial memoranda which provide justifications for any rate changes. 

 

2. “To what extent are rate filings with actuarial justification and supporting 

documentation generally made available to the public? In what format(s) are 

rate filings currently made available to the public? What format(s) would be 

most useful to the public?” 

 

 Some states make these filings physically available for the public to examine.  For 

example, New Hampshire and Virginia make such information available to the public.  

 

http://www.nh.gov/insurance/pc/documents/fiche_notice.pdf 

 

http://www.scc.virginia.gov/division/boi/webpages/reviewrates.htm 

 

 Currently, these filings are available to the public in the format in which they were filed.   

 

3. “What kinds of supporting documentation are necessary for consumers to 

interpret these kinds of information?” 

 

 Rate filings are targeted toward the overall rate that a carrier needs to develop, and are 

not the same as the premium that an individual will see.  Rate filings include actuarial 

calculations and factor changes for many categories of experiences, most of which will not be 

applicable to a particular individual or small group.  For example, rate filings will include 

changes in demographics, age bands, geography, increases in the underlying cost of care, 

increases in utilization, and increases in tax rates.  To the extent that a small group does not 

itself have a change in demographics and does not have anyone who has changed age bands, it 

may or may not be impacted by a rate change.  Therefore, alerting consumers to a “rate 

increase” percentage does not necessarily give them accurate information about their own 

premium increases.     

 

 AHIP and its member plans are in the process of developing a format to explain in plain 

English the components of rate filings, which will allow consumers to understand what 

components are included in rate filings and could be an appropriate foundation for the consumer 

information that federal rules might encourage.  In addition, AHIP is attempting to develop a 

uniform cover document that states can post regarding specific rate filings that will make the 

most commonly questioned portions of rate filings available and understandable to consumers.  

AHIP would be pleased to have the opportunity to brief the NAIC and the Secretary on the 

results of this work after it is completed.   

http://www.tdi.state.tx.us/pubs/consumer/serg01.html
http://www.nh.gov/insurance/pc/documents/fiche_notice.pdf
http://www.scc.virginia.gov/division/boi/webpages/reviewrates.htm
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b. “What kinds of information relating to justification for an unreasonable 

premium increase could potentially be made available?” 

 

 Justifications should address the actuarial basis for the increase – trend assumptions 

relative to provider pricing, population health risk, utilization patterns, and other cost drivers.   

 

4.  Exclusion from Exchange   

 

 a.  “To what extent have States developed definitions of what constitutes an 

excessive or unjustified premium rate increase and/or a pattern or practice of such 

increases? How could a pattern or practice of excessive unjustified premium increases be 

defined in this context, and what are some of the pros and cons of the various approaches 

that are available?” 

 

 States have applied a reasonableness standard in reviewing proposed premium rate 

increases.  Specifically, rates must be reasonable in relation to the projected benefits, and must 

not be excessive, inadequate, or unfairly discriminatory.  To meet these requirements, rate 

review filings generally include certification by a qualified actuary that the proposed rate is 

reasonable in light of the benefit package offered to accompany the submission.   

 

  To make a determination that premium increases are unjustified would require the state 

to consider the full range of relevant factors affecting the actuarial projections and would build 

on state knowledge of local service utilization and provider pricing.   

 

 b. “What criteria should be established to determine whether insurers have engaged 

in a pattern or practice of excessive or unjustified premium increases?” 

 

 A Commissioner’s determination that an increase is “excessive or unjustified” would 

appropriately follow actuarial review of the increase’s “reasonableness.”  Commissioners will 

generally find that rates that lack actuarial justification are unsupported, or “excessive” and 

therefore “unreasonable.”  Such a finding could then be contested/reviewed under procedures 

applicable under the state’s insurance statute.   

 

Federal guidance to the Exchanges should include a requirement that due process be 

provided prior to any recommendation that a health plan be denied access to the PPACA 

Exchanges.
2
 Additionally, a range of penalties short of exclusion should be established. 

Furthermore, except when there is a risk of true and immediate harm to policyholders, the health 

plan should be provided pre-removal appeal rights as the ability to appeal post-removal would 

be irrelevant for a health plan that is essentially eliminated from the market in the interim time 

period.   

                                                
2
 See, e.g., 42 C.F.R. § 422.641 et seq. (Regulations pertaining to Medicare Advantage plan’s due process rights and 

obligations).  
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We raise these additional comments regarding Exchange participation. States receiving 

grant funds will be asked to make recommendations to the Exchanges about whether a health 

plan should be allowed to participate in an Exchange. States are required to take into account 

premium growth outside the Exchange in comparison to growth inside the Exchange in 

determining whether to open an Exchange to large groups.  The way this provision is 

implemented will be critically important in determining whether the Exchanges ultimately 

become vehicles for arbitrarily limiting competition, limiting consumer choice, and disrupting 

the coverage consumers have today. Grant funding for this function should be concerned with 

promoting vigorous markets and consumer choices inside and outside of the Exchanges. Any 

such funding should also be tied to strong due process that allows health plans ample time to 

apply any recommendations. 

 

5.  Grant Allocation  

 

 a. “What factors could be considered in grant allocation?” 

 

The new grant allocations should not be conditioned on a prior approval review process, 

in recognition of different approaches in statute and regulations in states. Many states have long 

experience with a file and use system and the grant program should not undermine this 

flexibility.  Prior approval slows the ability of health plans to respond to market conditions, 

leads to politicization of rate setting, and undermines the ability of health plans to maintain 

quality programs and services.  Determination of grants should also not prioritize funding for 

one state over another, but should use a transparent process for determining how such grants 

shall be allocated using weighting factors as specified below. 

 

 b. “What weighting could be given to different factors and why?” 

 

The Secretary should consider making grant allocations taking into account the following 

factors: the volume of rate filings in a state, the meeting of specific time frames for review, and 

the need for budgetary resources. The Secretary also should attempt to minimize obligations 

imposed at the state level and encourage states to seek out the grant-related funds while having 

appropriate accountability of timely review of rates at the state level for the funds received.   

 

B.  Information Regarding Economic Analysis, Paperwork Reduction Act, and Regulatory 

Flexibility Act 

 

AHIP encourages the Secretary to use the proposed rulemaking process (as opposed to 

issuing regulations in interim final format).
3
  AHIP believes that PPACA provides the Secretary 

                                                
3 If interim final rulemaking with a comment period is utilized, then the Secretary should include some time period 

endpoints so that there is review by the relevant agencies of the filed comments and subsequent final rulemaking.  

Any interim final rules should be considered a temporary gap measure toward final rulemaking and not remain as 

interim final for any extended period of time.  
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with sufficient flexibility to allow for a proposed rulemaking process on this subject because 

PPACA only requires that the Secretary establish “a process for the annual review of . . . 

unreasonable increases in premiums” beginning with the 2010 plan year. Notice and comment 

rulemaking  should not be waived based on a good cause finding that notice and comment 

rulemaking is impracticable, unnecessary, or contrary to the public interest.  Instead, there is 

sufficient time to allow for notice and comment procedure, such a process is vital and necessary 

to a successful implementation, and the stakeholders and the public interest are best served by 

allowing for transparency and public input. 

 

As reflected in the RFI, the implementation of the PPACA premium review process 

involves many different factors and variables.  This is a very technical and complex area that has 

a significant impact on consumers, employers, and health plans for the group and individual 

markets.  As a result, it is critical that the public receive as much advance notice as possible of 

the Secretary’s proposed rulemaking to establish and implement the premium review process.  

This, in turn, will ensure that the Secretary has sufficient time to fully digest and consider the 

meaningful comments.   

 

Further, as discussed below, any rulemaking on the premium review process would be 

subject to: (1) economic analysis as a “significant regulatory action”; (2) regulatory flexibility 

analysis under the Regulatory Flexibility Act; (3) analysis under the Paperwork Reduction Act to 

minimize information collection burdens; (4) analysis under § 202 of the Unfunded Mandates 

Reform Act of 1995 (“UMRA”) to permit input from state and local governments regarding 

significant unfunded expenditures by such entities; and (5) analysis under Executive Order 

13132  to adhere to fundamental federalism principles.  As a result, a thoughtful rulemaking 

process (as opposed to an interim final rule) is important to meaningful review and comment 

from the public on these particular regulatory procedural analyses.   

 

While it is unclear how the Secretary’s forthcoming rulemaking will address the factors 

and variables laid out in the RFI, AHIP believes these variables and factors alone confirm that 

the forthcoming rulemaking will constitute a “significant regulatory action” under Executive 

Order 12866.  The rulemaking would not be implemented in isolation but as part of the larger 

implementation of health benefit reforms to the group and individual insurance markets.  As a 

consequence, it clearly would qualify as a “significant regulatory action” because such rule may 

have an annual effect on the economy of $100 million or more, may materially and adversely 

affect a sector of the economy, and/or may materially and adversely affect public health.
4
  

Indeed, the implementation of the health care reforms under PPACA are analogous to the 

“significant regulatory actions” to implement Medicare Part D.
5
   

 

                                                
4 The $100 million threshold of impact likely would be met because the premium review process could result in 

exclusion of health insurance health plans from participation in the PPACA Exchanges.  These potential 

exclusions clearly could have an annual impact of $100 million or greater. 

5 See 70 Fed. Reg. 4194, 4454 (Jan. 28, 2005) (final rule implementing regulations for PDPs where CMS found the 

rulemaking was a “significant regulatory” action”).   
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As the rulemaking will qualify as a “significant regulatory action,” it will be subject to 

an economic review and analysis by the OMB Office of Information and Regulatory Affairs 

(“OIRA”).  Specifically, as part of this review, the Secretary must provide OIRA with a 

quantification of the anticipated benefits (to the extent possible), a cost-benefit analysis of 

reasonable alternatives, and “an explanation of why the planned regulatory action is preferable 

to the identified potential alternatives”.
6
 

 

The rulemaking also would be subject to regulatory flexibility analysis under the 

Regulatory Flexibility Act (“RFA”).  The RFA requires agencies to conduct regulatory flexibility 

analysis when a regulatory action is likely to have a significant economic impact on a 

substantial number of “small entities”.  In particular, there are a significant number of “small 

organizations” that issue health benefit plans and may be significantly impacted by any 

regulatory action on the premium review process.  This conclusion is supported by the 

Secretary’s regulatory flexibility analysis pertaining to the implementation of Medicare Part D 

prescription drug plans.  As a result, the Secretary must conduct a regulatory flexibility analysis 

and this necessarily includes, but is not limited to: 

 

A description of and, where feasible, an estimate of the number of 

small entities to which the proposed rule will apply; . . . 

A description of the projected reporting, recordkeeping and other 

compliance requirements of the proposed rule, including an 

estimate of the classes of small entities which will be subject to the 

requirement and the type of professional skills necessary for 

preparation of the report or record.
7
   

 

Each initial regulatory flexibility analysis also must contain a description of any 

significant alternatives to the proposed rule that both accomplish the stated objectives of the 

applicable statute(s) and minimize any significant economic impact of the proposed rule on 

small entities.
8
 

 

Further, the Secretary should conduct analysis under the Paperwork Reduction Act 

(“PRA”) to both minimize the information collection burden imposed by any rulemakings on the 

premium review process and ensure the greatest possible public benefit from and maximize the 

utility of information created, collected, and maintained by the Federal Government.
9
  When an 

agency seeks to impose an information collection process such as through premium review 

process, the PRA specifies that the agency must conduct a review under the PRA in advance of 

adopting the information collection process.  If the agency elects to adopt the information 

collection process through a proposed rulemaking process (as we expect here), then the 

                                                
6 See Exec. Order 12,866. 

7 5 U.S.C. § 603(b). 

8
 5 U.S.C. § 603(c). 

9 See 44 U.S.C. § 3501. 
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proposed rule must include, among other things:  (1) a brief description of the need for the 

information and the proposed use of the information; and (2) an estimate of the burden that shall 

result from the collection of information.
10

 

 

Finally, the Secretary should conduct state and local impact analysis pursuant to URMA 

and Executive Order 13132.  Specifically, the Secretary should conduct a qualitative and 

quantitative assessment of the anticipated costs and benefits of Federal mandate(s) that may 

result in significant expenditures by state and local governments pursuant to the Unfunded 

Mandates Reform Act of 1995.  In addition, the Secretary should ensure that the development of 

the premium rate review process adheres to fundamental federalism principles pursuant to 

Executive Order 13132 including consultation with states in the development of any national 

standards. 

 

In summary, AHIP encourages the Secretary to take appropriate steps to ensure that the 

rulemaking pathway for implementation of the PPACA premium review process is transparent 

and sufficient time is allowed for a meaningful public review and comment period in advance of 

finalizing any rulemaking.   

 

                                                
10 44 U.S.C. § 3507(a)(1)(D). 


