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SOCIETY OF ACTUARIES
Antitrust Compliance Guidelines

Active participation in the Society of Actuaries is an important aspect of membership.  While the positive contributions of 
professional societies and associations are well-recognized and encouraged, association activities are vulnerable to close 
antitrust scrutiny.  By their very nature, associations bring together industry competitors and other market participants.  

The United States antitrust laws aim to protect consumers by preserving the free economy and prohibiting anti-competitive 
business practices; they promote competition.  There are both state and federal antitrust laws, although state antitrust laws
closely follow federal law.  The Sherman Act, is the primary U.S. antitrust law pertaining to association activities.   The 
Sherman Act prohibits every contract, combination or conspiracy that places an unreasonable restraint on trade.  There are, 
however, some activities that are illegal under all circumstances, such as price fixing, market allocation and collusive bidding.  

There is no safe harbor under the antitrust law for professional association activities.  Therefore, association meeting 
participants should refrain from discussing any activity that could potentially be construed as having an anti-competitive 
effect. Discussions relating to product or service pricing, market allocations, membership restrictions, product standardization
or other conditions on trade could arguably be perceived as a restraint on trade and may expose the SOA and its members to 
antitrust enforcement procedures.

While participating in all SOA in person meetings, webinars, teleconferences or side discussions, you should avoid discussing
competitively sensitive information with competitors and follow these guidelines:

• Do not discuss prices for services or products or anything else that might affect prices
• Do not discuss what you or other entities plan to do in a particular geographic or product markets or with 

particular customers.
• Do not speak on behalf of the SOA or any of its committees unless specifically authorized to do so.
• Do leave a meeting where any anticompetitive pricing or market allocation discussion occurs.
• Do alert SOA staff and/or legal counsel to any concerning discussions
• Do consult with legal counsel before raising any matter or making a statement that may involve competitively 

sensitive information.

Adherence to these guidelines involves not only avoidance of antitrust violations, but avoidance of behavior which might be 
so construed.  These guidelines only provide an overview of prohibited activities.  SOA legal counsel reviews meeting agenda 
and materials as deemed appropriate and any discussion that departs from the formal agenda should be scrutinized carefully.  
Antitrust compliance is everyone’s responsibility; however, please seek legal counsel if you have any questions or concerns.



Presentation Disclaimer

Presentations are intended for educational purposes only and do not 
replace independent professional judgment. Statements of fact and 
opinions expressed are those of the participants individually and, 
unless expressly stated to the contrary, are not the opinion or 
position of the Society of Actuaries, its cosponsors or its 
committees. The Society of Actuaries does not endorse or approve, 
and assumes no responsibility for, the content, accuracy or 
completeness of the information presented. Attendees should note 
that the sessions are audio-recorded and may be published in 
various media, including print, audio and video formats without 
further notice.



Health Technology Landscape

Over 15,000 health 
technologies are in 

development

U.S.–based 
biopharmaceutical 
companies invest 
$75 billion a year

By 2020, 9 of the 10 
top-selling drugs 
will be specialty 

drugs and account 
for 50% of drug 

spend.
SOURCES: https://www.phrma.org/graphic/what-is-in-the-biopharmaceutical-pipeline, 
https://www.phrma.org/industryprofile/2018/, https://www.covermymeds.com/main/insights/scorecard/specialty
/

https://www.phrma.org/graphic/what-is-in-the-biopharmaceutical-pipeline
https://www.phrma.org/industryprofile/2018/
https://www.covermymeds.com/main/insights/scorecard/specialty/
https://www.covermymeds.com/main/insights/scorecard/specialty/


New Therapies Result In…

Proactive pipeline monitoring is the key to 
anticipating the impact of new drugs

Increases in Utilization

Change in Cost Mix

Increases in Unit Cost



Process of Evaluating Pipeline Technologies

Horizon Scanning
Technology identification
Anticipated approval within 2 years
Disruptive potential

Research and Clinical Content
• Extensive use of primary references, peer-reviewed journal 

articles, trial data
• Peer review of written materials by clinical experts

Data Analysis and Research for Modeling 
Assumptions
Reconciliation between external and internal data sources
Assumption-setting by clinical and actuarial staff 

Projection Modeling and Customization
• View from both Private Payer and Medicare perspectives
• Peer review  by actuarial staff



Requisite Expertise 

Writing and editing: Clinically-trained writers, 
MPHs, peer reviewers

Modeling: Health economists, actuaries, 
computer programmers, clinical staff 

Actuarial: Certified ASA and FSA modelers, 
peer reviewers

Clinical: MDs, PharmDs, medical and pharmacy 
directors, MPHs

Certified Coding: Health information management 
specialists

Dx=10.47



What is Horizon Scanning?

Horizon scanning aims to 
identify emerging medical 
technologies that are 
expected to have a 
significant clinical and 
economic impact

Includes:
 New Medications
 New Medical Devices
 New Cell, Gene, and Stem Cell 

Therapies
 New Screening, Diagnostic, and 

Pharmacogenomic Tests
 Brand-to-Generic, Brand-to-OTC, and 

Brand-to-Biosimilar Switches



Potential Horizon Scanning Sources



Disruptive Technologies: Criteria

– Novel mechanism of action/first-in-class technology
– Large number of indications/potential indications 
– New treatment for a large patient population
– Game-changing therapy for a disease with few, if any, effective 

interventions
– Improved safety and/or efficacy over standard-of-care or available 

therapies
– More convenient route of administration than existing treatments 
– Potential to reduce costs
– High expected cost
– New or expanded screening or treatment guidelines for a given 

condition
– Recognized by the FDA as constituting an important therapeutic 

advance
– Buzz/hype - Media/public interest



Challenges in Determining Potential Impact

Compliance 
Considerations

Size of Eligible 
Population

l t  D l

Pending Trial 
Results Regulatory Delays

Unknown Costs

Reconciliation of 
Conflicting 
Information

Likelihood of 
Adoption



Applications of Pipeline Research

Pipeline Research Aids In:

- Determining the likelihood of insurance coverage

- Proactive development of medical policies

- Proactive development of formularies

- Development of coding and administration guidelines

- Training and educating physicians to prescribe  
new treatments

- Preparing providers for changes in healthcare delivery



Actuarial Modeling of Pipeline Technologies

PMPM Forecasts
• By line-of-business (LOB), technology type, therapeutic class

• Pipeline Technologies

• Approved Technologies – new or expanded indications

• Revise Technologies

PHOTO: https://www.pexels.com/@breakingpic

https://www.pexels.com/@breakingpic


Modeling Assumptions

Model Questions

1. Medical vs. Pharmacy Impact
2. Population Assumptions
3. Direct Costs
4. Offsetting Costs
5. Launch Date
6. Grade-In
7. Adoption Rate

Essential Data

• Medical and Pharmacy 
administrative claims and 
membership data

• Externally-published 
statistics



Modeling Assumptions: Medical vs. Rx Impact

Model Type

- Brand Drugs/Biologics
- Generics/Biosimilars
- Devices
- Tests

Medical vs. Pharmacy Impact

• Medical 
• IV infusions
• Cell and gene therapies
• Devices, procedures, and screening tests
• Professionally-administered, subcutaneous injections

• Pharmacy
• Oral prescriptions
• Self-administered. subcutaneous injections



Modeling Assumptions: Population 

Eligible Population

Pull one year of “annual 
prevalence” data using:
• LOB
• Diagnosis Codes
• HCPCS, J codes 
• NDCs, AHFS class
• Exclusions

Utilization

Election Rate

• Low

• Medium

• High  

Adherence Rates



Modeling Assumptions: Costs

Direct Costs

• Cost estimates use:
• Currently-approved treatments with similar 

mechanisms of action 
• Sales projections
• Dosing information

• Factors that impact direct costs
• Size of eligible population
• Competitive environment
• First-to-market advantage
• Route of administration
• Professional and facility fees

Offsetting Costs

• Foregone costs 
• Factors that impact offsetting costs

• Add-on therapy vs. replacement therapy
• Professional and facility fees



Modeling Assumptions: Timeline

Grade-In Period

• Varies for Rx vs. Medical vs. Devices

• Brand vs. Generic or Biosimilar

Expected Date of First Impact

• FDA approval date

• Guideline implementation date

• Patent litigation/Generic market 

entry



Value of Pipeline Analysis

Pipeline monitoring enables U.S. payers and 
pharmaceutical manufacturers to proactively 

manage various activities:

Trend 
Forecasting

Medical 
Technology 
Assessment

Management 
Strategy

Medical Policy 
Development



Thank you.
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Overview of Medicare Part D



Agenda -
Part D is Complicated, Unintuitive, and Changing

• Overview/Refresher of Medicare Part D

• Examples of Unintuitive Results

• Past and Future Legislative Changes & Challenges



The Standard Part D Benefit Design

24

• Plans can layer on additional coverage or fixed co-pays but must be at least as good as the standard design
• The impact of an allowed cost and cost sharing accumulator as well as different cost sharing by drug makes 

projections difficult
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$5,000-

$4,000-

$3,000-

$2,000-

$1,000-

$0-

Catastrophic 
Coverage

Coverage Gap

Initial Coverage 
Period

Deductible

Member pays 5%

Brand Name Drugs (CMS Definition)
Member Pays 25%

Manufacturer Discount of 70%
Plan Pays 15%

Member 
Pays 25% Plan Pays 

75%

-Catastrophic Coverage 
begins when the member 
reaches their True Out of 
Pocket (TrOOP) limit of 
$6,350.  On Average this 
corresponds to $9,719 in 
allowed cost

-As part of the ACA, the 
coverage gap is closing. In 
2020, member cost sharing will 
equal 25% and the remainder 
will be covered by the plan and 
manufacturer discount

-Initial coverage period extends 
to the Initial Coverage Limit 
(ICL) of $4,020 of allowed drug 
cost

-Deductible of $435.  Most 
enhanced plans waive the 
deductible

Medicare Pays 80%
Plan Pays 15%

Generic Drugs (CMS Definition)
Member Pays 25%

Plan Pays 75%

Member Pays 100%



Rebates ABC
Health 
Plan

Government

Pharmac
y

Drug
Mfr

DIR and Risk Corridors
• Direct and Indirect Remuneration (DIR) - All 

transactions occurring outside the point of 
sale

• Rebates from pharmacy manufacturers for 
preferred formulary placement or exclusivity

• Rebates from pharmacies for preferred level 
co-payments to steer members to their stores

• CMS reduces final reinsurance payments to 
plans roughly based on the proportion of 
rebates associated with claims in the 
catastrophic phase

• CMS also provides a risk corridor for Part D 
plans at 50% outside +/- 5% and 80% outside 
+/- 10% of bid estimates

• These multiple layers of offsetting transactions 
make predicting the impact of unexpected 
changes challenging to model

Government Pays 80% Plan Pays 
20%

Government Recoups 80% Plan Keeps 
20%

Government Pays 50% Plan Pays 50%

Government Recoups 50% Plan Keeps 50%

Plan Pays 100%

Plan Keeps 100%

110% of 
Target

105% of 
Target

Target 
Amount

95% of 
Target

90% of 
Target

DIR

Risk Corridor



Information Timeline for Bids
Jan Feb Mar Apr May Jun Jul Aug Sep Oct Nov Dec

Advance Notice

Final Announcement

Bids Due

Beneficiary File

National 
Average Bid

Desk Review

Open 
Enrollment

Member
Notifications

Jan

Start of
Contract Year

Optional Enrollment Period

• Beneficiaries now have the option to switch MA plans or enroll in 
original Medicare within the first 3 months creating additional 
ambiguity

• Plans receive the “Final announcement” and Bid Pricing Tools from 
CMS less than two months before bids are due on the first Monday 
of June

• Plans must project the National Average Bid Amount (NABA) and 
Base Beneficiary Premium on the bid due date.  Bid premiums are 
adjusted after those amounts are calculated.

• CMS Releases a Formulary Reference File in May that could require 
plan formulary adjustments within weeks of the bid due date

• The timeline to 
complete 
projections for 
bids is rigid, 
compressed, and 
contains 
significant 
ambiguity.

May FRF



Examples of Unintuitive 
Results



Negative Net Paid Claims
Drug “ABC” 

Assumptions:

• Taken chronically –
one script per 
month

• Average Wholesale 
Price (AWP) is 
$6,000 per 30 day 
supply

• Plan discount is 15% 
off AWP

• Plan receives a 
rebate of 35% of 
AWP

• CY 2020 Plan Design 
with EA benefits

• Drug is covered at 
the specialty tier 
with 33% 
coinsurance in initial 
coverage

$61,200 

$37,689 

$19,001 

$5,243 

($733)

($10,000)

$0

$10,000

$20,000

$30,000

$40,000

$50,000

$60,000

$70,000

J F M A M J J A S O N D

Annual Cumulative Liability for Drug ABC

Allowed

Reinsurance

Manufacturer
Total

Member CS

Net Plan
Liability



Increasing MAPD Revenue With Aggressive Part D  Pricing

Scenario 1: 
Conservative Part D 

Bid
General 

Assumptions
Scenario 2: 

Aggressive Part D 
Bid

• MA Benchmark of $850 
PMPM

• Plan has 4 STARS – 65% 
rebate

• Projected Medical costs of 
$600 PMPM

• Projected Non-Medical 
Expenses of $100 PMPM

• $50 PMPM of cost sharing 
improvements and 
mandatory supplemental 
benefits

• Target premium of $0
• Part D Direct Subsidy of $10

• Part D Basic Premium = 
$40

• Part D Supplemental 
Premium = $30

• Total MA Rebate Allocation 
= $50 + $40 + $30 = $120

• Required MA Bid = 
$850 – ($120)/65% = $665

• Bid Margin = 
$665 – $600 - $80 = -$15

• MAPD Revenue =
$665 + ($850-$665)*65% 
+ $10 = $795 PMPM

• Part D Basic Premium = 
$25

• Part D Supplemental 
Premium = $20

• Total MA Rebate 
Allocation = $50 + $25 + 
$20 = $95

• Required MA Bid = 
$850 – ($95)/65% = $704

• Bid Margin = 
$704 – $600 - $80 = $24

• MAPD Revenue =
$704 + ($850-$704)*65% 
+ $10 = $809 PMPM

Actual Revenue will vary based on risk adjustment but the more aggressive Part D bid will generate 
more revenue.  If actual Part D experience is worse than the bid, the plan will also benefit from the 
risk corridor for Part D. The actuary must use appropriate and supported assumptions in the 
development of bids.



Low Income Subsidies and High List Prices
• They company GoodRx examined the relationship between prescription drug utilization 

for different categories of drugs and the wealth of the patient’s neighborhood.

Source: Quealy, K. & Sanger-Katz, M. (2019, February 7). The Prescription Drugs That Rich People Buy. New York Times. Retrieved from 
https://www.nytimes.com/2019/02/07/upshot/income-strong-predictor-drug-purchases-serious-diseases.html

• Certain classes of 
drugs were much 
more commonly used 
among people living 
in poorer 
neighborhoods. 

• Because the Low 
Income Subsidy and 
cost sharing design 
protects LI 
beneficiaries from 
high costs, these 
types of drugs are less 
likely to face price 
competition than 
other classes of drugs.



Past and Future Legislative 
Changes & Challenges



The Bipartisan Budget Act of 2018
• The ACA had proposed to “close” the coverage gap by 2020.  Standard 

cost sharing would decrease to 25% across all drugs, although most plans 
have alternative benefits in Initial coverage so members would still see a 
coverage change when they hit the gap.

• The Bipartisan Budget Act, signed into law on Feb 10th, 2018, accelerated 
this by a year and increased the manufacturer discount in the gap from 
50% to 70%.

• This resulted in an unanticipated modeling change for plans with a short 
time to ensure models were accurately set up for the change.  

• Predicting the change to NABA was also a challenge, and we continue to 
monitor how manufacturers are adjusting to the increased Part D liability.



HHS Proposal to Modify Safe Harbor 
Rules - POS Rebates
• Several proposals have been made from members of both political parties to ensure members 

benefit from manufacturer rebates.

• Currently, plans use rebates to help keep premiums low and competitive

• The most recent proposal by HHS issued in January of 2019 would require rebates to be applied to 
the allowed cost at the point of sale.

• Applying rebates at the point of sale would benefit some members who take high cost drugs and 
pay specialty coinsurance or who have significant coverage in the gap and catastrophic benefit 
phases.

• The proposal would lower manufacturer liability from the Brand Gap Discount

• The government would lower it’s liability for catastrophic reinsurance but would pay more in 
direct premium subsidies

• Members would also likely see increased plan premiums

• This proposal lacked details, and was left ambiguous through the entirety of the bid season.  It was 
revoked in July after bids were completed for 2020.



Other Part D Proposals
• Allowing the US government to negotiate drug prices on behalf of Medicare

• Currently banned under the Medicare Modernization Act (MMA) that established Part D

• CBO has evaluated this three times (2004, 2007 and 2019) and concluded that it would have 
very small impacts on drug prices

• Modifications to the Part D Benefit Design
• Establishing a Maximum Out of Pocket (MOOP) of $3,100 for 2022

• Modify the catastrophic phase to be covered by Plans (60%), Government (20%) and 
Manufacturers (20%)

• Exclude Manufacturer Discount from the calculation of TrOOP
• Large Savings for the government but cost increases for Seniors and Manufacturers

• Could lead to unintended increases in list prices as manufacturers “make up” for increased 
gap coverage

• Require rebates for list price increases that exceed inflation
• CBO projects savings for the government and beneficiaries but this could lead to higher 

launch prices from manufacturers
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