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Topics

= Background & Application

= Genetic Information

» Use for Premium Rating

= Genetic Testing

= Collection Prior to Enroliment
= Collection for “Underwriting”
= The Individual Market

* Privacy Rule & Notices
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Background & Application

= Genetic Information
Nondiscrimination Act of 2008

 Prohibits discrimination in health coverage \
* New Privacy protections

J

~N

 Prohibits discrimination in employment
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Background & Application

Centers for
Medicare &
Medicaid
Services

Employee
Benefits
Security

Administration

Internal
Revenue
Service
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Background & Application

45 C.F.R.
Parts 144,
146, 148

29 C.F.R.

DOL/EBSA Part 2590

26 C.F.R.
Part 54
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Background & Application

Statute effective GINA Rules
plan years effective plan years

beginning 5/21/09 beginning 12/7/09

Implementation issues arising from
broad interpretation of statute
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Background & Application

GINA applies to

 Group Insurance coverage
e Individual insurance coverage

* Group health plans—ERISA &
non-ERISA

« Government plans—no opt out
» Medigap Issuers
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Genetic Information

 Genetic tests (of individual or

Includes: REWLY

 Request for genetic services

I nCI Udes « Family member s manifestation of

disease or disorder

 Information about gender
 Information about age

Excludes:
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Genetic Information

Manifestation of disease or
disorder

* Has been diagnosed
By health care professional
» With appropriate training and expertise

« Not based primarily on genetic
Information
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Genetic Information

Individual’s manifestation

 Not genetic information about the
Individual

 Treatment arising from genetic
Information

Family member’s manifestation

e Genetic information about the individual
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Premium Rating

Prohibits use of genetic information
for premium rating

 Group insurance coverage
* Individual insurance coverage
» Individual contributions to group plan

Rule of Construction

« May use manifested disease or disorder
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Premium Rating

* Father’s diagnosed N
diabetes

* May use to “rate up”

Application to EREWE

EIN\Y/[e]8[el - Cannot use to rate up
coverage: children Y
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Genetic Tests

May not request or require
genetic tests

EXxceptions

 Health care professional
» Determination of Payment
 Research
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Prior to Enrollment

Cannot & Prior to
collect enrollment
SN « |0 connection

LWUCERN  With rules for
LEULUE cigibility
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Prior to Enrollment

e Enrollment

e Effective date of
SUIAs]gl coverage

SH[o[leILIIAYA * Benefits
o Eligibility for benefit
packages

Copyright Thomas D. Bixby 2010 15



Prior to Enrollment

RNl [e= 1A (0] @ - Genetic information (family
enrollment history)?

Health Risk  Genetic information (family

history)?
Assessment e Prior to enrollment?

HRA for
premium » Genetic information?

benefit package

Copyright Thomas D. Bixby 2010 16



Inadvertent Collection

Collect genetic information In:

» Applications for enrollment
 In providers’ medical files
 Acquisition of another company

Exception for incidental collection:

* |f reasonable to anticipate collection,
» Must explicitly ask not to provide
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Incidental Exception

_—

“In answering these questions,
please do not Iinclude any
family medical history or any
Information related to genetic
testing, genetic services,
genetic counseling, or genetic

\diseases.” /
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For Underwriting

= Cannot collect for “underwriting”

« Computation of premium or plan \
contribution

 Application of pre-existing conditions
o “Other activities related to the creation,

B road renewal, or replacement of a contract
of health insurance or health benefits™

definition: EEALHES y
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For Underwriting

* Rules for eligibility\
for benefits
Broad » Determination of
Definition eligibility for

benefits
/

(con’t):
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For Underwriting

Deductible

Premium

Copayment, or

Other cost-sharing mechanisms

“Benefits”
Include
reducing:

R e ¢ HRAs,
Ehglblhty Wellness Programs,
Includes

Disease management programs,
for: . otc.
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For Underwriting

Premium
e li[edlo]aRis)a™ « Genetic information?
HRA

DS - Additional benefits?

e Genetic Information?

management
program

100N 5 |70 « Genetic info, no reward
approach  No genetic info, with reward
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For Underwriting

Medical Appropriateness

Exception

 Member seeks benefit

* May collect to determine If
medically appropriate

* Minimum necessary applies
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Medical Appropriateness

Mammogram
> WiIONeI ATV i g - Medically appropriate genetic test

gene

BIETe AN DI/ - Medically appropriate (if necessary)
program » But not in pre-screening

Diabetes DM

program  Exception does not apply
(reward)
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Individual Market

 Rules for eligibility

N toenroll
LieIgnEN I * Preexisting

for: condition exclusions
» Setting premiums
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Individual Market

* May use individual’s
e manifestation of
WEylNEU  djsease or disorder

of disease or . . :
disorder e But manifestation In

one cannot be used
In rating another
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Individual Market

* Prior to enroliment
No * Incidental exception
ollwaifolaNell < FOr underwriting

_ fgeneti(} » Medically
information appropriate
exception
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Privacy Rule & GINA

GINA Section 105

Genetic information = PHI

Prohibit use or disclosure for “underwriting”

 Group health plans
 Health insurance issuers
* Issuers of Medigap policies
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Privacy Rule & GINA

OCR Proposed Rule (10/7/09)

Final Rule—tied to HITECH Act?

Compliance Date: 6 months after
Effective Date
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Privacy Rule & GINA

Expand
Scope: all
health

plans

Policy
Reasons

Medicare (A & B)

Medicaid

Long term care policy issuer
Limited scope vision/dental

Uniformity

Impact of underwriting
restriction
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Privacy Rule & GINA

Same broad definition of

“underwriting”

« Computation of premium or plan contribution
» Application of pre-existing conditions
 Other activities related to the creation,

renewal, or replacement of a contract of health
Insurance or health benefits

 Rules for and determination of eligibility for
benefits
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Privacy Rule & GINA

No genetic information
for underwriting

NoO
walver/authorization

‘ No effect of providers
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GINA & Privacy Notices

Privacy Practices Notice

* No genetic information for underwriting

HHS: “right to be informed”

Material change to notice

60 days to notify members
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GINA & Privacy Notices

* Prevent “undue burden”
o HITECH Act NPP changes

= Options proposed
o Next annual mailing
o Specified extension for GINA
o HHS waliver when appropriate
o Require notice in 60 days
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—
QUESTIONS

Non-Discriminating Tastes
Family History, GINA, and You
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