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GINA CHANGES THE HRA RULES

Ever since President Bush signed the Genetic Information Nondiscrimination Act of 2007 (GINA) into law in May
2008, benefits experts have debated the law’s effect on health risk assessments (HRAs) used in wellness programs. In
October 2009, federal officials issued regulations that help answer this and other questions about GINA’s effect on
health plans. In short: HRAs are not illegal, but the questions they ask and the way they are conducted will likely have to
change for most organizations.

MOST HRAs CAUSE GINA PROBLEMS

HRAs are questionnaires intended to provide an overall picture of respondents’ future health risks. HRAs usually
include questions regarding health conditions, personal habits and family medical history. Under most wellness
programs, health plan participants complete the HRA during the annual enrollment period. In some cases, completing
the HRA is a requirement for enrollment in the plan or in a specific plan option or benefit level. More often, the plan
provides a discount on premium contributions to those who complete an HRA (or a surcharge to those who don’t). In
addition, health plans may use the information gathered in HRAs to identify individuals who could benefit from disease
management, health coaching or other wellness programs.

GINA affects HRAs because it prohibits health plans and their insurers from engaging in the following practices:

Collecting (meaning requesting, requiring or purchasing) genetic information prior to or in connection with
enrollment or collecting genetic information for underwriting purposes

Requesting or requiring an individual or family member to undergo a genetic test
Varying individuals’ eligibility, benefits, premiums or contributions based on genetic information

Increasing the premiums or contributions charged to or for a group’s health plan coverage based on genetic
information

One of the main sources of conflict stems from the fact that GINA includes family medical history in its definition of
genetic information and prohibits health plans from collecting genetic information prior to or in connection with
enrollment, or for underwriting purposes. The new regulations explain that enrollment occurs when coverage becomes
effective, so HRAs requested during annual enrollment will almost certainly run afoul of the law if they include
questions about family members’ health conditions. Similarly, if a premium discount or surcharge depends on
completion of an HRA that requests family medical history, the plan would violate GINA by using genetic information
for underwriting.

Some HRA proponents hoped that the regulations would carve out an exception allowing employers’ plans to request
family medical history and use it in wellness programs. No such exceptions were provided — but the law does not ban
HRASs outright.



Cautionary Note #1. The new regulations address use of HRAs when the reward or penalty for completion
relates to a health plan (e.g., reward is a premium or deductible reduction or is available only to health plan
participants). HRAs that are tied to other incentives (e.g., gift cards or vacation days available to any
employee) are subject to different GINA provisions — the employment discrimination provisions. Proposed

regulations from the Equal Employment Opportunity Commission, if finalized, would interpret those
provisions to severely restrict use of HRAs that request genetic information. (For information on GINA
provisions prohibiting employment discrimination, see Willis’ HR Focus, June 5, 2008 — “President Signs
Genetic Information Nondiscrimination Act of 2007 (GINA).”)

HRAs ARE STILL PERMITTED

It appears that health plans providing incentives for completion of HRAs (or requesting completion of HRAs before or
in connection with enrollment) can avoid GINA violations if they take two measures:

Remove all questions that directly or indirectly request genetic information (including questions about family
members’ health conditions)

Add a statement to the revised HRA along these lines:

In answering these questions, you should not include any genetic information. Please do not include any
family medical history or any information related to genetic testing, genetic services, genetic counseling or
genetic diseases for which you believe you may be at risk.

The regulations do not explicitly say that such HRAs are GINA-compliant, but employers” health plans should be able
to provide rewards for completion or impose penalties for non-completion of such HRAs. A plan using a GINA-
compliant HRA also should be able to extend disease management, health coaching or other wellness programs to
individuals based on their responses. An important caveat, however, is that none of these decisions can be based on any
genetic information provided on an HRA, even if the information is provided contrary to instructions.

Cautionary Note #2. Complying with GINA does not assure compliance with other laws, including the
nondiscrimination requirements in the Health Insurance Portability and Accountability Act (HIPAA) and the
Americans With Disabilities Act (ADA). The effect of the HIPAA rules on wellness programs is discussed in

Employee Benefits Alert, #128 — “More Guidance, More Flexibility on Wellness Programs.” Potential issues
with HRAs under the ADA are discussed in HR Focus, Issue 24, “EEOC Moves To Oppose Mandatory HRA
Screenings.”

EFFECTIVE DATES

For calendar year plans, these GINA provisions — and the new regulations interpreting them - are effective January 1,
2010. For plans operating on other plan years, the provisions may already be effective (they apply to plan years starting
on or after May 21, 2009), but the new regulations will not be effective until next year (they apply to plan years starting
on or after December 7, 2009). For example, a plan with a June 1 plan year became subject to GINA on June 1, 2009 but
will not be subject to the new regulations until June 1, 2010. It is difficult to say, however, what leeway such plans may
have in the interim, and employers sponsoring such plans may wish to comply with the regulations as soon as possible.
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Cautionary Note #3. In November 2009, many calendar-year plans have already distributed their annual
enrollment materials for 2010, including any HRAs they request or require. If the HRAs include questions
about family medical history, those requests for genetic information will not violate GINA because they are
made before GINA becomes effective for those plans. Starting January 1, 2010, however, it will be illegal to vary

premiums, contributions, benefits or eligibility based on genetic information, even if requesting the
information was legal. As a result, cautious employers may want to forego applying incentives for HRA
completion if their HRAs include requests for family medical history or other genetic information, or if the
HRASs do not warn respondents to avoid providing genetic information as described above.

GINA requirements generally apply to the same plans that are subject to the nondiscrimination requirements in
HIPAA, and the same exemptions apply, including:

Stand-alone dental-only and vision-only plans
Health flexible spending accounts offered under cafeteria plans, provided certain conditions are met
Coverage for on-site medical clinics

Plans covering fewer than two current employees at the start of the plan year are exempt from the HIPAA
nondiscrimination rules, but are not exempt from GINA’s requirements. (Some experts contend that this provision
makes health plans providing benefits only to retirees exempt from HIPAA nondiscrimination compliance.) In
addition, self-insured nonfederal governmental plans cannot opt out of GINA’s requirements in the same way they can
with respect to most HIPAA nondiscrimination requirements.

GINA also requires the Department of Health and Human Services (HHS) to revise its HIPAA privacy rules so
that using genetic information for underwriting purposes is no longer permitted. HHS has issued proposed
regulations that, if finalized, will implement this requirement. (We will address those HHS rules in future
publications after the rules are finalized.)

While HHS’ proposed revisions to the HIPAA privacy rules are not binding, employers that are making
changes to HIPAA privacy and security materials to comply with other recent changes to the rules may
consider adopting changes based on these proposed regulations at the same time. (For information on recent
changes to the HIPAA privacy and security rules, see Willis’ Employee Benefits Alert, Vol. 2, No. 9 — “New
HIPAA Requirements: Breach Notification.”)

FAMILY MEDICAL HISTORY CAN BE REQUESTED

HRAs may in fact include a request for family medical history or other genetic information, but only under
requirements so strict the HRAs would likely have little value. Here are the conditions under which an HRA could
request family medical history (all four must be met):

The HRA is requested after enrollment (meaning after the effective date of coverage) and is not requested in
connection with enrollment

The HRA clearly states that completing the HRA is voluntary

There is no reward or penalty for completing or not completing the HRA

No disease management or health coaching program and no enhanced benefits will be provided based on the
responses provided in the HRA
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THE MEDICAL APPROPRIATENESS EXCEPTION

One of the main purposes of requesting family medical history on an HRA is to help ensure that those predisposed to
certain conditions receive appropriate disease management, health coaching or other services. It may be possible to
partially accomplish this goal under a narrow exception to the prohibition on health plans requesting and using genetic
information. The law allows health plans to collect genetic information that is needed to determine whether benefits
requested for an item or service should be provided under the rules of the plan.

This exception would apply to disease management, health coaching or other wellness services offered as plan benefits
available only on request and only when medically appropriate. If these (and other) requirements are met, the plan could
ask individuals voluntarily seeking the wellness services to provide genetic information needed to determine medical
appropriateness. A plan would violate GINA, however, if it asked all plan participants to provide family medical history
and then offered disease management services to those whose information indicated that the services would be
medically appropriate. It is unlikely that employers will find the medical appropriateness exception a useful substitute
for collecting family medical history on an HRA.

ACT NOW

Employers whose wellness programs have included HRAs should review their practices in light of the new regulations.
They should consider removing any HRA questions that might be interpreted as requesting family medical history or
other genetic information. They should also consider adding instructions telling respondents not to provide such
information. In addition, employers should review their health plan practices more broadly to determine if genetic
information is involved at all (e.g., using one family member’s diagnosis with a genetically linked condition as a risk
factor for another family member when setting rates). While most plans do not explicitly use genetic information,
employers may find some practices that should be discontinued before GINA becomes effective.

4 Willis North America * 11/09



KEY CONTACTS

US BENEFITS OFFICE LOCATIONS

NEW ENGLAND

Auburn, ME
207 783 2211

Bangor, ME
207 942 4671

Boston, MA
617 557 7517

Hartford, CT
860756 7365

Manchester, NH
603 627 9583

Portland, ME
207 553 2131

Shelton, CT
203924 2994

NORTHEAST

Buffalo, NY
716 856 1100

Cranford, NJ
908 931 3005

Florham Park, NJ
973410 4622

Morristown, NJ
973 829 6374
973 829 6465

New York, NY
212 915 8802

Norwalk, CT
203 523 0501

Philadelphia, PA
610 260 4351

Radnor, PA
610 254 7289

Wilmington, DE
3023970171

ATLANTIC

Baltimore, MD
410 584 7528

Bethesda, MD
3015814261

Knoxville, TN
865 588 8101

Memphis, TN
901 248 3103

Nashville, TN
615872 3716

Norfolk, VA
757 628 2303

Reston, VA
703 4357078

Richmond, VA
804 527 2343

Rockville, MD
301692 3025

SOUTHEAST

Atlanta, GA
404 224 5000

Birmingham, AL
205 8713300

Charlotte, NC
704 344 4856

Gainesville, FL
352 378 2511

Greenville, SC
704 344 4856

Jacksonville, FL
904 355 4600

Marietta, GA
770 425 6700

Miami, FL
3054216208

Mobile, AL
251544 0212

Orlando, FL
352 378 2511

Raleigh, NC
704 344 4856

Savannah, GA
912 2399047

Tallahassee, FL
850 3853636

Tampa, FL
813490 6808
813 289 7996

Vero Beach, FL
772 469 2842

MIDWEST

Appleton, WI
414 259 8837

Chicago, IL
312 527 6482
312 6214843
312 6214704

Cleveland, OH
216 357 5921

Columbus, OH
614 326 4788

East Lansing, MI
517 349 3226
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Grand Rapids, MI
2487357249

Green Bay, WI
414 259 8837

Milwaukee, WI
414 203 5248
414 259 8837

Minneapolis, MN
763 302 7131
763 3027209

Moline, IL
309 764 9666

Pittsburgh, PA
412 645 8537
412 586 3524

Schaumburg, IL
847 517 3469

SOUTH CENTRAL

Amarillo, TX
806 376 4761

Austin, TX
512 6511660

Dallas, TX
972715 2194
9727156272

Denver, CO
3037651564
3037731373

Houston, TX
2815841672
281584 1676
713 6251017

McAllen, TX
956 6829423

Mills, WY
307 266 6568

New Orleans, LA
504 581 6151

Oklahoma City, OK
405 232 0651

Overland Park, KS
913498 4423
913 339 0800, ext. 108

San Antonio, TX
210979 7470

Wichita, KS
316 263 3211

WESTERN

Aliso Viejo, CA
949 461 3996

Fresno, CA
559 256 6212

Las Vegas, NV
602 787 6235
602 787 6078

Los Angeles, CA
213 607 6300

Novato, CA
415493 5210

Phoenix, AZ
602 787 6235
602 787 6078

Portland, OR
503 274 6224

Rancho/Irvine, CA
562435 2259

San Diego, CA
858 5351800
858 678 2130

San Francisco, CA
4152911567

San Jose, CA
408 436 7000

Seattle, WA
8004561415

The information contained in this publication
is not intended to represent legal or tax advice
and has been prepared solely for educational
purposes. You may wish to consult your
attorney or tax adviser regarding issues
raised in this publication.
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