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Notice of Proposed Rulemaking for
Bona Fide Wellness Programs

AGENCIES: Inte rnal Re v e nue  S e rv ic e ,
D e partm e nt of th e  T re asury; Pe nsion
and W e lfare  B e ne fits A dm inistration,
D e partm e nt of L ab or; H e alth  C are
F inanc ing  A dm inistration, D e partm e nt
of H e alth  and H um an S e rv ic e s.
ACTION: Notic e  of propose d rule m ak ing
and re q ue st for c om m e nts.

SUMMARY: T h is propose d rule  w ould
im ple m e nt and c larify th e  te rm  ‘‘b ona
fide  w e llne ss prog ram ’’ as it re late s to
re g ulations im ple m e nting  th e
nondisc rim ination prov isions of th e
Inte rnal Re v e nue  C ode , th e  E m ploye e
Re tire m e nt Inc om e  S e c urity A c t, and
th e  Pub lic  H e alth  S e rv ic e  A c t, as adde d
b y th e  H e alth  Insuranc e  Portab ility and
A c c ountab ility A c t of 19 9 6.
DATES: W ritte n c om m e nts on th is notic e
of propose d rule m ak ing  are  inv ite d and
m ust b e  re c e iv e d b y th e  D e partm e nts on
or b e fore  A pril 9 , 2001.
ADDRESSES: W ritte n c om m e nts sh ould
b e  sub m itte d w ith  a sig ne d orig inal and
th re e  c opie s (e x c e pt for e le c tronic
sub m issions to th e  Inte rnal Re v e nue
S e rv ic e  (IRS ) or D e partm e nt of L ab or) to
any of th e  addre sse s spe c ifie d b e low .
A ny c om m e nt th at is sub m itte d to any
D e partm e nt w ill b e  sh are d w ith  th e
oth e r D e partm e nts.

C om m e nts to th e  IRS  c an b e
addre sse d to: C C :M& S P:RU  (RE G –
114 084 – 00), Room  5226, Inte rnal
Re v e nue  S e rv ic e , PO B  7 604 , B e n
F rank lin S tation, W ash ing ton, D C
2004 4 .

In th e  alte rnativ e , c om m e nts m ay b e
h and-de liv e re d b e tw e e n th e  h ours of 8
a.m . and 5 p.m . to: C C :M& S P:RU  (RE G –
114 084 – 00), C ourie r’s D e sk , Inte rnal

Re v e nue  S e rv ic e , 1111 C onstitution
A v e nue , NW ., W ash ing ton, D C  20224 .

A lte rnativ e ly, c om m e nts m ay b e
transm itte d e le c tronic ally v ia th e  IRS
Inte rne t site  at: http://www.irs.gov/
ta x _re gs/re gslist.htm l.

C om m e nts to th e  D e partm e nt of L ab or
c an b e  addre sse d to: U .S . D e partm e nt of
L ab or Pe nsion and W e lfare  B e ne fits
A dm inistration, 200 C onstitution
A v e nue  NW ., Room  C – 53 3 1,
W ash ing ton, D C  20210, A tte n tion :
W e llne ss Prog ram  C om m e nts.

A lte rnativ e ly, c om m e nts m ay b e
h and-de liv e re d b e tw e e n th e  h ours of 9
a.m . and 5 p.m . to th e  sam e  addre ss.
C om m e nts m ay also b e  transm itte d b y e -
m ail to: W e llne ss@ pw b a.dol.g ov .

C om m e nts to H H S  c an b e  addre sse d
to: H e alth  C are  F inanc ing
A dm inistration, D e partm e nt of H e alth
and H um an S e rv ic e s, A tte ntion: H C F A –
207 8– P, P.O . B ox  26688, B altim ore , MD
21207 .

In th e  alte rnativ e , c om m e nts m ay b e
h and-de liv e re d b e tw e e n th e  h ours of
8:3 0 a.m . and 5 p.m . to e ith e r:
Room  4 4 3 – G , H ub e rt H um ph re y

B uilding , 200 Inde pe nde nc e  A v e nue ,
S W ., W ash ing ton, D C  20201

or
Room  C 5– 14 – 03 , 7 500 S e c urity

B oule v ard, B altim ore , MD  2124 4 –
1850
A ll sub m issions to th e  IRS  w ill b e

ope n to pub lic  inspe c tion and c opying
in room  1621, 1111 C onstitution
A v e nue , NW ., W ash ing ton, D C  from  9
a.m . to 4  p.m .

A ll sub m issions to th e  D e partm e nt of
L ab or w ill b e  ope n to pub lic  inspe c tion
and c opying  in th e  Pub lic  D oc um e nts
Room , Pe nsion and W e lfare  B e ne fits
A dm inistration, U .S . D e partm e nt of
L ab or, Room  N– 1513 , 200 C onstitution
A v e nue , NW ., W ash ing ton, D C  from
8:3 0 a.m . to 5:3 0 p.m .

A ll sub m issions to H H S  w ill b e  ope n
to pub lic  inspe c tion and c opying  in
room  3 09 – G  of th e  D e partm e nt of H e alth
and H um an S e rv ic e s, 200 Inde pe nde nc e
A v e nue , S W ., W ash ing ton, D C  from  8:3 0
a.m . to 5 p.m .
FOR FURTHER INFORMATION CONTACT: Russ
W e inh e im e r, Inte rnal Re v e nue  S e rv ic e ,
D e partm e nt of th e  T re asury, at (202)
622– 6080; A m y J. T urne r, Pe nsion and
W e lfare  B e ne fits A dm inistration,
D e partm e nt of L ab or, at (202) 219 – 4 3 7 7 ;
or Ruth  A . B radford, H e alth  C are
F inanc ing  A dm inistration, D e partm e nt
of H e alth  and H um an S e rv ic e s, at (4 10)
7 86– 1565.
SUPPLEMENTARY INFORMATION:

C u s to m e r  S e r v ic e  I n fo r m a tio n

Indiv iduals inte re ste d in ob taining
additional inform ation on H IPA A ’s
nondisc rim ination rule s m ay re q ue st a

c opy of th e  D e partm e nt of L ab or’s
b ook le t e ntitle d ‘‘Q ue stions and
A nsw e rs: Re c e nt C h ang e s in H e alth  C are
L aw ’’ b y c alling  th e  PW B A  T oll-F re e
Pub lic ation H otline  at 1– 800– 9 9 8– 7 54 2
or m ay re q ue st a c opy of th e  H e alth  C are
F inanc ing  A dm inistration’s ne w
pub lic ation e ntitle d ‘‘Prote c ting  Y our
H e alth  Insuranc e  C ov e rag e ’’ b y c alling
(4 10) 7 86– 1565. Inform ation on
H IPA A ’s nondisc rim ination rule s and
oth e r re c e nt h e alth  c are  law s is also
av ailab le  on th e  D e partm e nt of L ab or’s
w e b site  (h ttp://w w w .dol.g ov /dol/pw b a)
and th e  D e partm e nt of H e alth  and
H um an S e rv ic e s’ w e b site  (h ttp://
h ipaa.h c fa.g ov ).

I . B a c k g r o u n d

T h e  H e alth  Insuranc e  Portab ility and
A c c ountab ility A c t of 19 9 6 (H IPA A ),
Pub lic  L aw  104 – 19 1, w as e nac te d on
A ug ust 21, 19 9 6. H IPA A  am e nde d th e
Inte rnal Re v e nue  C ode  of 19 86 (C ode ),
th e  E m ploye e  Re tire m e nt Inc om e
S e c urity A c t of 19 7 4  (E RIS A ), and th e
Pub lic  H e alth  S e rv ic e  A c t (PH S  A c t) to
prov ide  for, am ong  oth e r th ing s,
im prov e d portab ility and c ontinuity of
h e alth  c ov e rag e . H IPA A  adde d se c tion
9 802 of th e  C ode , se c tion 7 02 of E RIS A ,
and se c tion 27 02 of th e  PH S  A c t, w h ic h
proh ib it disc rim ination in h e alth
c ov e rag e . H ow e v e r, th e  H IPA A
nondisc rim ination prov isions do not
pre v e nt a plan or issue r from
e stab lish ing  disc ounts or re b ate s or
m odifying  oth e rw ise  applic ab le
c opaym e nts or de duc tib le s in re turn for
adh e re nc e  to prog ram s of h e alth
prom otion and dise ase  pre v e ntion.
Inte rim  final rule s im ple m e nting  th e
H IPA A  prov isions w e re  first m ade
av ailab le  to th e  pub lic  on A pril 1, 19 9 7
(pub lish e d in th e  F e d e r a l R e g is te r  on
A pril 8, 19 9 7 , 62 F R 1689 4 ) (A pril 19 9 7
inte rim  rule s).

In th e  pre am b le  to th e  A pril 19 9 7
inte rim  rule s, th e  D e partm e nts inv ite d
c om m e nts on w h e th e r additional
g uidanc e  w as ne e de d c onc e rning ,
am ong  oth e r th ing s, th e  pe rm issib le
standards for de te rm ining  b ona fide
w e llne ss prog ram s. T h e  D e partm e nts
also state d th at th e y inte nd to issue
furth e r re g ulations on th e
nondisc rim ination rule s and th at in no
e v e nt w ould th e  D e partm e nts tak e  any
e nforc e m e nt ac tion ag ainst a plan or
issue r th at h ad soug h t to c om ply in
g ood faith  w ith  se c tion 9 802 of th e
C ode , se c tion 7 02 of E RIS A , and se c tion
27 02 of th e  PH S  A c t b e fore  th e
additional g uidanc e  is prov ide d. T h e
ne w  inte rim  re g ulations re lating  to th e
H IPA A  nondisc rim ination rule s
(pub lish e d e lse w h e re  in th is issue  of th e
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Fe de ral Re giste r) do not include
provisions re lating to bona fide  we llne ss
programs. Accordingly, the  pe riod for
good faith compliance  continue s with
re spe ct to those  provisions until furthe r
guidance  is issue d. Compliance  with the
provisions of the se  propose d re gulations
constitute s good faith compliance  with
the  statutory provisions re lating to
we llne ss programs.

II. O ve rvie w  of th e  P rop ose d
Re gulations

The  HIPAA nondiscrimination
provisions ge ne rally prohibit a plan or
issue r from charging similarly situate d
individuals diffe re nt pre miums or
contributions base d on a he alth factor.
In addition, unde r the  inte rim
re gulations publishe d e lse whe re  in this
issue  of the  Fe de ral Re giste r, cost-
sharing me chanisms such as
de ductible s, copayme nts, and
coinsurance  are  conside re d re strictions
on be ne fits. Thus, the y are  subje ct to the
same  rule s as are  othe r re strictions on
be ne fits; that is, the y must apply
uniformly to all similarly situate d
individuals and must not be  dire cte d at
individual participants or be ne ficiarie s
base d on any he alth factor of the
participants or be ne ficiarie s. Howe ve r,
the  HIPAA nondiscrimination
provisions do not pre ve nt a plan or
issue r from e stablishing pre mium
discounts or re bate s or modifying
othe rwise  applicable  copayme nts or
de ductible s in re turn for adhe re nce  to
programs of he alth promotion and
dise ase  pre ve ntion. Thus, the re  is an
e xce ption to the  ge ne ral rule  prohibiting
discrimination base d on a he alth factor
if the  re ward, such as a pre mium
discount or waive r of a cost-sharing
re quire me nt, is base d on participation
in a program of he alth promotion or
dise ase  pre ve ntion. The  April 1997
inte rim rule s, the  inte rim re gulations
publishe d e lse whe re  in this issue  of the
Fe de ral Re giste r, and the se  propose d
re gulations re fe r to programs of he alth
promotion and dise ase  pre ve ntion
allowe d unde r this e xce ption as ‘‘bona
fide  we llne ss programs.’’ In orde r to
pre ve nt the  e xce ption to the
nondiscrimination re quire me nts for
bona fide  we llne ss programs from
e visce rating the  ge ne ral rule  containe d
in the  HIPAA nondiscrimination
provisions, the se  propose d re gulations
impose  ce rtain re quire me nts on
we llne ss programs providing re wards
that would othe rwise  discriminate
base d on a he alth factor.

A wide  range  of we llne ss programs
e xist to promote  he alth and pre ve nt
dise ase . Howe ve r, many of the se
programs are  not subje ct to the  bona fide
we llne ss program re quire me nts. The

re quire me nts for bona fide  we llne ss
programs apply only to a we llne ss
program that provide s a re ward base d
on the  ability of an individual to me e t
a standard that is re late d to a he alth
factor, such as a re ward conditione d on
the  outcome  of a chole ste rol te st.
The re fore , without having to comply
with the  re quire me nts for a bona fide
we llne ss program, a we llne ss program
could—

• Provide  voluntary te sting of
e nrolle e s for spe cific he alth proble ms
and make  re comme ndations to addre ss
he alth proble ms ide ntifie d, if the
program did not base  any re ward on the
outcome  of the  he alth asse ssme nt;

• Encourage  pre ve ntive  care  through
the  waive r of the  copayme nt or
de ductible  re quire me nt for the  costs of
we ll-baby visits;

• Re imburse  e mploye e s for the  cost of
he alth club me mbe rships, without
re gard to any he alth factors re lating to
the  e mploye e s; or

• Re imburse  e mploye e s for the  costs
of smoking ce ssation programs, without
re gard to whe the r the  e mploye e  quits
smoking.

A we llne ss program that provide s a
re ward base d on the  ability of an
individual to me e t a standard re late d to
a he alth factor violate s the  inte rim
re gulations publishe d e lse whe re  in this
issue  of the  Fe de ral Re giste r unle ss it is
a bona fide  we llne ss program. Unde r
the se  propose d re gulations, a we llne ss
program must me e t four re quire me nts to
be  a bona fide  we llne ss program.

First, the  total re ward that may be
give n to an individual unde r the  plan
for all we llne ss programs is limite d. A
re ward can be  in the  form of a discount,
a re bate  of a pre mium or contribution,
or a waive r of all or part of a cost-
sharing me chanism (such as
de ductible s, copayme nts, or
coinsurance ), or the  abse nce  of a
surcharge . The  re ward for the  we llne ss
program, couple d with the  re ward for
othe r we llne ss programs with re spe ct to
the  plan that re quire  satisfaction of a
standard re late d to a he alth factor, must
not e xce e d a spe cifie d pe rce ntage  of the
cost of e mploye e -only cove rage  unde r
the  plan. The  cost of e mploye e -only
cove rage  is de te rmine d base d on the
total amount of e mploye r and e mploye e
contributions for the  be ne fit package
unde r which the  e mploye e  is re ce iving
cove rage .

The  propose d re gulations spe cify
thre e  alte rnative  pe rce ntage s: 10, 15,
and 20. The  De partme nts we lcome
comme nts on the  appropriate  le ve l for
the  pe rce ntage . Comme nts will be  take n
into account in de te rmining the
standard for the  final re gulations.

Se ve ral comme nte rs on the  April 1997
re gulations sugge ste d that the  amount of
a re ward should be  pe rmitte d if it is
actuarially de te rmine d base d on the
costs associate d with the  he alth factor
me asure d unde r the  we llne ss program.
Howe ve r, in some  case s, the  re sulting
re ward (or pe nalty) might be  so large  as
to have  the  e ffe ct of de nying cove rage  to
ce rtain individuals. The  pe rce ntage
limitation in the  propose d re gulations is
de signe d to avoid this re sult. The
pe rce ntage  limitation also avoids the
additional administrative  costs of a
re ward base d on actuarial cost.

The  De partme nts re cogniz e  that the re
may be  some  programs that curre ntly
offe r re wards, individually or in the
aggre gate , that e xce e d the  spe cifie d
pe rce ntage . Howe ve r, as note d be low in
the  e conomic analysis, data is scarce
re garding practice s of we llne ss
programs. Thus, the  De partme nts
spe cifically re que st comme nts on the
appropriate ne ss of the  spe cifie d
pe rce ntage  of the  cost of e mploye e -only
cove rage  unde r a plan as the  maximum
re ward for a bona fide  we llne ss
program, including whe the r a large r
amount should be  allowe d for we llne ss
programs that include  participation by
family me mbe rs (i.e ., the  spe cifie d
pe rce ntage  of the  cost of family
cove rage ). Note  also that, as state d
above , the  pe riod for good faith
compliance  continue s with re spe ct to
whe the r we llne ss programs satisfy the
statutory re quire me nts. While
compliance  with the se  propose d
re gulations constitute s good faith
compliance  with the  statutory
provisions, it is possible  that, base d on
all the  facts and circumstance s, a plan’s
we llne ss program that provide s a
re ward in e xce ss of the  spe cifie d range
of pe rce ntage s of the  cost of e mploye e -
only cove rage  may also be  found to me e t
the  good faith compliance  standard.

Unde r the se  propose d re gulations, the
se cond re quire me nt to be  a bona fide
we llne ss program is that the  program
must be  re asonably de signe d to promote
good he alth or pre ve nt dise ase  for
individuals in the  program. This
re quire me nt pre ve nts a program from
be ing a subte rfuge  for me re ly imposing
highe r costs on individuals base d on a
he alth factor by re quiring a re asonable
conne ction be twe e n the  standard
re quire d unde r the  program and the
promotion of good he alth and dise ase
pre ve ntion. Among othe r things, a
program is not re asonably de signe d to
promote  good he alth or pre ve nt dise ase
unle ss the  program give s individuals
e ligible  for the  program the  opportunity
to qualify for the  re ward unde r the
program at le ast once  pe r ye ar. In
contrast, a program that impose s a
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1 Unde r the  Diagnostic and Statistical Manual of
Me ntal Disorde rs, Fourth Edition, Ame rican
Psychiatric Association, 1994 (DSM IV), nicotine
addiction is a me dical condition. Se e  also Re v. Rul.
99–28, 1999–25 I.R.B. 6 (June  21, 1999), citing a
re port of the  Surge on Ge ne ral stating that scie ntists

in the  fie ld of drug addiction agre e  that nicotine ,
a substance  common to all forms of tobacco, is a
powe rfully addictive  drug.

re ward or pe nalty for the  duration of the
individual’s participation in the  plan
base d sole ly on he alth factors pre se nt
whe n an individual first e nrolls in a
plan is not re asonably de signe d to
promote  he alth or pre ve nt dise ase
(be cause , if the  individual cannot
qualify for the  re ward by adopting
he althie r be havior afte r initial
e nrollme nt, the  program doe s not have
any conne ction to improving he alth).

The  third re quire me nt to be  a bona
fide  we llne ss program unde r the se
propose d re gulations is that the  re ward
unde r the  program must be  available  to
all similarly situate d individuals. The
April 1997 inte rim rule s provide d that
if, unde r the  de sign of the  we llne ss
program, e nrolle e s might not be  able  to
achie ve  a program standard due  to a
he alth factor, the  program would not be
a bona fide  we llne ss program. The se
propose d re gulations incre ase  fle xibility
for plans by allowing plans to make
individualize d adjustme nts to the ir
we llne ss programs to addre ss the  he alth
factors of the  particular individuals for
whom it is unre asonably difficult to
qualify for the  be ne fits unde r the
program. Spe cifically, the  program must
allow any individual for whom it is
unre asonably difficult due  to a me dical
condition (or for whom it is me dically
inadvisable  to atte mpt) to satisfy the
initial program standard an opportunity
to satisfy a re asonable  alte rnative
standard. The  e xample s clarify that a
re asonable  alte rnative  standard must
take  into account the  re le vant he alth
factor of the  individual who ne e ds the
alte rnative . A program doe s not ne e d to
e stablish the  spe cific re asonable
alte rnative  standard be fore  the  program
comme nce s. To satisfy this third
re quire me nt for be ing a bona fide
we llne ss program, it is sufficie nt to
de te rmine  a re asonable  alte rnative
standard once  a participant informs the
plan that it is unre asonably difficult for
the  participant due  to a me dical
condition to satisfy the  ge ne ral standard
(or that it is me dically inadvisable  for
the  participant to atte mpt to achie ve  the
ge ne ral standard) unde r the  program.

Many comme nte rs aske d how the
bona fide  we llne ss program
re quire me nts apply to programs that
provide  a re ward for not smoking. An
e xample  in the  propose d re gulations
clarifie s that if it is unre asonably
difficult for an individual to stop
smoking due  to an addiction to
nicotine ,1 the  individual must be

provide d a re asonable  alte rnative
standard to obtain the  re ward.

The  fourth re quire me nt to be  a bona
fide  we llne ss program unde r the
propose d re gulations is that all plan
mate rials de scribing the  te rms of the
program must disclose  the  availability
of a re asonable  alte rnative  standard. The
propose d re gulations include  mode l
language  that can be  use d to satisfy this
re quire me nt; e xample s also illustrate
substantially similar language  that
would satisfy the  re quire me nt.

The  propose d re gulations contain two
clarifications of this fourth re quire me nt.
First, plan mate rials are  not re quire d to
de scribe  spe cific re asonable  alte rnative
standards. It is sufficie nt to disclose  that
some  re asonable  alte rnative  standard
will be  made  available . Se cond, any
plan mate rials that de scribe  the  ge ne ral
standard would also have  to disclose  the
availability of a re asonable  alte rnative
standard. Howe ve r, if the  program is
me re ly me ntione d (and doe s not
de scribe  the  ge ne ral standard),
disclosure  of the  availability of a
re asonable  alte rnative  standard is not
re quire d.

III. E conomic Impact and Pape rwork
Burde n

Summary — De partme nt of L ab or and
De partme nt of H e alth and H uman
Se rvice s

Unde r the  propose d re gulation, he alth
plans ge ne rally may vary e mploye e
pre mium contributions or be ne fit le ve ls
across similarly situate d individuals
base d on he alth status factors only in
conne ction with bona fide  we llne ss
programs. The  re gulation e stablishe s
four re quire me nts for such bona fide
we llne ss programs. It (1) limits the
pe rmissible  amount of variation in
e mploye e  pre mium or be ne fit le ve ls; (2)
re quire s that programs be  re asonably
de signe d to promote  he alth or pre ve nt
dise ase ; (3) re quire s programs to pe rmit
plan participants who for me dical
re asons would incur unre asonable
difficulty to satisfy the  programs’ initial
we llne ss standards to satisfy re asonable
alte rnative  standards inste ad; and (4)
re quire s ce rtain plan mate rials to
disclose  the  availability of such
alte rnative  standards. The  De partme nts
care fully conside re d the  costs and
be ne fits atte ndant to the se  re quire me nts.
The  De partme nts be lie ve  that the
be ne fits of the se  re quire me nts e xce e d
the ir costs.

The  De partme nts anticipate  that the
propose d re gulation will re sult in
transfe rs of cost among plan sponsors

and participants and in ne w e conomic
costs and be ne fits.

Economic be ne fits will flow from plan
sponsors’ e fforts to maintain we llne ss
programs’ e ffe ctive ne ss whe re  discounts
or surcharge s are  re duce d and from
plans sponsors’ provision of re asonable
alte rnative  standards that he lp improve
affe cte d plan participants’ he alth habits
and he alth. The  re sult will be  fe we r
instance s whe re  we llne ss programs
me re ly shift costs to high risk
individuals and more  instance s whe re
the y succe e d at improving such
individuals’ he alth habits and he alth.

Transfe rs will arise  be cause  the  size  of
some  discounts and surcharge s will be
re duce d, and be cause  some  plan
participants who did not satisfy
we llne ss programs’ initial standards
will satisfy alte rnative  standards. The se
transfe rs are  e stimate d to total be twe e n
$ 18 million and $ 46 million annually.
(The  latte r figure  is an uppe r bound,
re fle cting the  case  in which all e ligible
participants pursue  and satisfy
alte rnative  standards.)

Ne w e conomic costs may be  incurre d
if re ductions in discounts or surcharge s
re duce  we llne ss programs’ e ffe ctive ne ss,
but this e ffe ct is e xpe cte d to be  ve ry
small be cause  re ductions will be  small
and re lative ly fe w plans and
participants will be  affe cte d. Othe r ne w
e conomic costs will be  incurre d by plan
sponsors to make  available  re asonable
alte rnative  standards whe re  re quire d.
The  De partme nts we re  unable  to
e stimate  the se  costs but are  confide nt
that the se  costs in combination with the
transfe rs re fe re nce d above  will not
e xce e d the  e stimate  of the  transfe rs
alone . Affe cte d plan sponsors can
satisfy the  propose d re gulation’s third
re quire me nt by making available  any
re asonable  standard the y choose ,
including low cost alte rnative s. It is
unlike ly that plan sponsors would
choose  alte rnative  standards whose  cost,
in combination with costs transfe rre d
from participants who satisfy the m,
would e xce e d the  cost of providing
discounts or waiving surcharge s for all
e ligible  participants.

E xe cutive  O rde r 1 2 8 6 6 — De partme nt of
L ab or and De partme nt of H e alth and
H uman Se rvice s

Unde r Exe cutive  Orde r 12866, the
De partme nts must de te rmine  whe the r a
re gulatory action is ‘‘significant’’ and
the re fore  subje ct to the  re quire me nts of
the  Exe cutive  Orde r and subje ct to
re vie w by the  Office  of Manage me nt and
Budge t (OMB). Unde r se ction 3(f), the
orde r de fine s a ‘‘significant re gulatory
action’’ as an action that is like ly to
re sult in a rule  (1) having an annual
e ffe ct on the  e conomy of $ 100 million
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or more , or adve rse ly and mate rially
affe cting a se ctor of the  e conomy,
productivity, compe tition, jobs, the
e nvironme nt, public he alth or safe ty, or
State , local or tribal gove rnme nts or
communitie s (also re fe rre d to as
‘‘e conomically significant’’); (2) cre ating
se rious inconsiste ncy or othe rwise
inte rfe ring with an action take n or
planne d by anothe r age ncy; (3)
mate rially alte ring the  budge tary
impacts of e ntitle me nt grants, use r fe e s,
or loan programs or the  rights and
obligations of re cipie nts the re of; or (4)
raising nove l le gal or policy issue s
arising out of le gal mandate s, the
Pre side nt’s prioritie s, or the  principle s
se t forth in the  Exe cutive  Orde r.

Pursuant to the  te rms of the  Exe cutive
Orde r, it has be e n de te rmine d that this
action raise s nove l policy issue s arising
out of le gal mandate s. The re fore , this
notice  is ‘‘significant’’ and subje ct to
OMB re vie w unde r Se ction 3(f)(4) of the
Exe cutive  Orde r. Consiste nt with the
Exe cutive  Orde r, the  De partme nts have
asse sse d the  costs and be ne fits of this
re gulatory action. The  De partme nts’
asse ssme nt, and the  analysis unde rlying
that asse ssme nt, is de taile d be low. The
De partme nts pe rforme d a
compre he nsive , unifie d analysis to
e stimate  the  costs and be ne fits
attributable  to the  inte rim re gulation for
purpose s of compliance  with Exe cutive
Orde r 12866, the  Re gulatory Fle xibility
Act, and the  Pape rwork Re duction Act.

State me nt of Ne e d for Propose d Action

The se  inte rim re gulations are  ne e de d
to clarify and inte rpre t the  HIPAA
nondiscrimination provisions
(Prohibiting Discrimination Against
Individual Participants and
Be ne ficiarie s Base d on He alth Status)
unde r Se ction 702 of the  Employe e
Re tire me nt Income  Se curity Act of 1974
(ERISA), Se ction 2702 of the  Public
He alth Se rvice  Act, and Se ction 9802 of
the  Inte rnal Re ve nue  Code  of 1986. The
provisions are  ne e de d to e nsure  that
group he alth plans and group he alth
insure rs and issue rs do not discriminate
against individuals, participants, and
be ne ficiarie s base d on any he alth factors
with re spe ct to he alth care  pre miums.
Additional guidance  was re quire d to
de fine  bona fide  we llne ss programs.

Costs and Be ne fits

The  De partme nts anticipate  that the
propose d re gulation will re sult in
transfe rs of cost among plans sponsors
and participants and in ne w e conomic
costs and be ne fits. The  e conomic
be ne fits of the  re gulation will include  a
re duction in instance s whe re  we llne ss
programs me re ly shift costs to high risk
individuals and an incre ase  in instance s

whe re  the y succe e d at improving such
individuals’ he alth habits and he alth.
Transfe rs are  e stimate d to total be twe e n
$18 million and $46 million annually.
The  De partme nts we re  unable  to
e stimate  ne w e conomic costs but are
confide nt that the se  costs in
combination with the  transfe rs
re fe re nce d above  will not e xce e d the
e stimate  of the  transfe rs alone . The
De partme nts be lie ve  that the
re gulation’s be ne fits will e xce e d its
costs. The ir unifie d analysis of the
re gulation’s costs and be ne fits is
de taile d late r in this pre amble .

Re gulatory Fle xibility Act—De partme nt
of Labor and De partme nt of He alth and
Human Se rvice s

The  Re gulatory Fle xibility Act (5
U.S.C. 601 e t se q .) (RFA) impose s
ce rtain re quire me nts with re spe ct to
Fe de ral rule s that are  subje ct to the
notice  and comme nt re quire me nts of
se ction 553(b) of the  Administrative
Proce dure  Act (5 U.S.C. 551 e t se q .) and
which are  like ly to have  a significant
e conomic impact on a substantial
numbe r of small e ntitie s. Unle ss an
age ncy ce rtifie s that a propose d rule
will not have  a significant e conomic
impact on a substantial numbe r of small
e ntitie s, se ction 603 of the  RFA re quire s
that the  age ncy pre se nt an initial
re gulatory fle xibility analysis (IRFA) at
the  time  of the  publication of the  notice
of propose d rule making de scribing the
impact of the  rule  on small e ntitie s and
se e king public comme nt on such
impact. Small e ntitie s include  small
busine sse s, organizations and
gove rnme ntal jurisdictions.

For purpose s of analysis unde r the
RFA, PWBA propose s to continue  to
conside r a small e ntity to be  an
e mploye e  be ne fit plan with fe we r than
100 participants. The  basis of this
de finition is found in se ction 104(a)(2)
of the  Employe e  Re tire me nt Income
Se curity Act of 1974 (ERISA), which
pe rmits the  Se cre tary of Labor to
pre scribe  simplifie d annual re ports for
pe nsion plans which cove r fe we r than
100 participants. Unde r se ction
104(a)(3), the  Se cre tary may also
provide  for e xe mptions or simplifie d
annual re porting and disclosure  for
we lfare  be ne fit plans. Pursuant to the
authority of se ction 104(a)(3), the
De partme nt of Labor has pre viously
issue d at 29 CFR 2520.104–20,
2520.104–21, 2520.104–41, 2520.104–46
and 2520.104b–10 ce rtain simplifie d
re porting provisions and limite d
e xe mptions from re porting and
disclosure  re quire me nts for small plans,
including unfunde d or insure d we lfare
plans cove ring fe we r than 100

participants and which satisfy ce rtain
othe r re quire me nts.

Furthe r, while  some  large  e mploye rs
may have  small plans, in ge ne ral most
small plans are  maintaine d by small
e mploye rs. Thus, PWBA be lie ve s that
asse ssing the  impact of this propose d
rule  on small plans is an appropriate
substitute  for e valuating the  e ffe ct on
small e ntitie s. For purpose s of the ir
unifie d IFRA, the  De partme nts adhe re d
to PWBA’s propose d de finition of small
e ntitie s. The  de finition of small e ntity
conside re d appropriate  for this purpose
diffe rs, howe ve r, from a de finition of
small busine ss which is base d on size
standards promulgate d by the  Small
Busine ss Administration (SBA) (13 CFR
121.201) pursuant to the  Small Busine ss
Act (15 U.S.C. 631 e t se q .). The
De partme nts the re fore  re que st
comme nts on the  appropriate ne ss of the
size  standard use d in e valuating the
impact of this propose d rule  on small
e ntitie s.

Unde r this propose d re gulation,
he alth plans ge ne rally may vary
e mploye e  pre mium contributions or
be ne fit le ve ls across similarly situate d
individuals base d on he alth factors only
in conne ction with bona fide  we llne ss
programs. The  re gulation e stablishe s
four re quire me nts for such bona fide
we llne ss programs.

The  De partme nts e stimate  that 36,000
plans with fe we r than 100 participants
vary e mploye e  pre mium contributions
or be ne fit le ve ls across similarly
situate d individuals base d on he alth
factors. While  this re pre se nts just 1
pe rce nt of all small plans, the
De partme nts none the le ss be lie ve  that it
re pre se nts a substantial numbe r of small
e ntitie s. The  De partme nts also note  that
at le ast some  pre mium discounts or
surcharge s may be  large . Pre mium
discounts associate d with we llne ss
programs are  be lie ve d to range  as high
as $560 pe r affe cte d participant pe r
ye ar. The re fore , the  De partme nts be lie ve
that the  impact of this re gulation on at
le ast some  small e ntitie s may be
significant. Having re ache d the se
conclusions, the  De partme nts carrie d
out an IRFA as part of the ir unifie d
analysis of the  costs and be ne fits of the
re gulation. The  re asoning and
assumptions unde rlying the
De partme nts’ unifie d analysis of the
re gulation’s costs and be ne fits are
de taile d late r in this pre amble .

The  re gulation’s first re quire me nt
caps maximum allowable  variation in
e mploye e  pre mium contribution and
be ne fit le ve ls. The  De partme nts e stimate
that 9,300 small plans will be  affe cte d
by the  cap. The se  plans can comply
with this re quire me nt by re ducing
pre miums (or incre asing be ne fits) by
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$1.1 million on aggre gate  for those
participants whose  pre miums are  highe r
(or whose  be ne fits are  lowe r) due  to
he alth factors. This would constitute  an
ongoing, annual transfe r of cost of $1.1
million, or $122 on ave rage  pe r affe cte d
plan. The  re gulation doe s not limit
small plans’ fle xibility to transfe r this
cost back e ve nly to all participants in
the  form of small pre mium incre ase s or
be ne fit cuts.

The  re gulation’s se cond re quire me nt
provide s that we llne ss programs must
be  re asonably de signe d to promote
he alth or pre ve nt dise ase . Comme nts
re ce ive d by the  De partme nts and
available  lite rature  on e mploye e
we llne ss programs sugge st that e xisting
we llne ss programs ge ne rally satisfy this
re quire me nt. The  re quire me nt the re fore
is not e xpe cte d to compe l small plans to
modify e xisting we llne ss programs. It is
not e xpe cte d to e ntail e conomic costs
nor to prompt transfe rs.

The  third re quire me nt provide s that
re wards unde r we llne ss programs must
be  available  to all similarly situate d
individuals. In particular, programs
must allow individuals for whom it
would be  unre asonably difficult due  to
a me dical condition to satisfy initial
program standards an opportunity to
satisfy re asonable  alte rnative  standards.
The  De partme nts be lie ve  that some
small plans’ we llne ss programs do not
curre ntly satisfy this re quire me nt and
will have  to be  modifie d.

The  De partme nts e stimate  that 21,000
small plans’ we llne ss programs include
initial standards that may be
unre asonably difficult for some
participants to me e t. The se  plans are
e stimate d to include  18,000 participants
for whom the  standard is in fact
unre asonably difficult to me e t. (Many
small plans are  ve ry small, having fe we r
than 10 participants, and many will
include  no participant for whom the
initial standard is unre asonable  difficult
to me e t for a me dical re ason.)
Satisfaction of alte rnative  standards by
the se  participants will re sult in transfe rs
of cost as the y qualify for discounts or
e scape  surcharge s. If all of the se
participants re que st and the n satisfy an
alte rnative  standard, the  transfe r would
amount to $5 million annually. If one -
half re que st alte rnative  standards and
one -half of those  me e t the m, the  transfe r
would amount to $1 million.

In addition to transfe rs, small plans
will also incur ne w e conomic costs to
provide  alte rnative  standards. Howe ve r,
plans can satisfy this re quire me nt by
providing ine xpe nsive  alte rnative
standards, and have  the  fle xibility to
se le ct whate ve r re asonable  alte rnative
standard is most de sirable  or cost
e fficie nt. Plans not wishing to provide

alte rnative  standards also have  the
option of abolishing he alth-status base d
variation in e mploye e  pre miums. The
De partme nts e xpe ct that the  e conomic
cost to provide  alte rnative s combine d
with the  associate d transfe r cost of
granting discounts or waiving
surcharge s will not e xce e d the  transfe r
cost associate d with granting discounts
or waiving surcharge s for all
participants who qualify for an
alte rnative , e stimate d he re  at $1 million
to $5 million, or about $55 to $221 pe r
affe cte d plan. Plans have  the  fle xibility
to transfe r some  or all of this cost e ve nly
to all participants in the  form of small
pre mium incre ase s or be ne fit cuts.

The  fourth re quire me nt provide s that
plan mate rials de scribing we llne ss plan
standards must disclose  the  availability
of re asonable  alte rnative  standards. This
re quire me nt will affe ct the  36,000 small
plans that apply discounts or
surcharge s. The se  plans will incur
e conomic costs to re vise  affe cte d plan
mate rials. The  5,000 to 18,000 small
plan participants who will succe e d at
satisfying the se  alte rnative  standards
will be ne fit from the se  disclosure s. The
disclosure s ne e d not spe cify what
alte rnative s are  available , and the
re gulation provide s mode l language  that
can be  use d to satisfy this re quire me nt.
Le gal re quire me nts othe r than this
re gulation ge ne rally re quire  plans and
issue rs to maintain accurate  mate rials
de scribing plans. Plans and issue rs
ge ne rally update  such mate rials on a
re gular basis as part of the ir normal
busine ss practice s. This re quire me nt is
e xpe cte d to re pre se nt a ne gligible
fraction of the  ongoing, normal cost of
updating plans’ mate rials. This analysis
the re fore  attribute s no cost to this
re quire me nt.

Spe cial Analyse s—De partme nt of the
T re asury

It has be e n de te rmine d that this notice
of propose d rule making is not a
significant re gulatory action as de fine d
in Exe cutive  Orde r 12866. The re fore , a
re gulatory asse ssme nt is not re quire d. It
also has be e n de te rmine d that this
notice  of propose d rule making doe s not
impose  a colle ction of information on
small e ntitie s and is not subje ct to
se ction 553(b) of the  Administrative
Proce dure  Act (5 U.S.C. chapte r 5). For
the se  re asons, the  Re gulatory Fle xibility
Act (5 U.S.C. chapte r 6) doe s not apply
pursuant to 5 U.S.C. se ction 603(a),
which e xe mpts from the  Act’s
re quire me nts ce rtain rule s involving the
inte rnal re ve nue  laws. Pursuant to
se ction 7805(f) of the  Inte rnal Re ve nue
Code , this notice  of propose d
rule making will be  submitte d to the
Chie f Counse l for Advocacy of the  Small

Busine ss Administration for comme nt
on its impact on small busine ss.

P ape rwork  Re duction Act

De partme nt of Labor and De partme nt of
the  Tre asury

This Notice  of Propose d Rule making
include s a re quire me nt that if the  plan
mate rials de scribe  the  standard re quire d
to be  me t in orde r to qualify for a re ward
such as a pre mium discount or waive r
of a cost-sharing re quire me nt, the y must
also disclose  the  availability of a
re asonable  alte rnative  standard.
Howe ve r, plan mate rials are  not
re quire d to de scribe  spe cific re asonable
alte rnative s. The  proposal also include s
e xample s of disclosure s which would
satisfy the  re quire me nts of the  propose d
rule .

Plan administrators of group he alth
plans cove re d unde r Title  I of ERISA are
re quire d to make  ce rtain disclosure s
about the  te rms of a plan and mate rial
change s in te rms through a Summary
Plan De scription or Summary of
Mate rial Modifications pursuant to
se ctions 101(a) and 102(a) of ERISA.
Group he alth plans and issue rs also
typically make  othe r informational
mate rials available  to participants,
e ithe r as a re sult of state  and local
re quire me nts, or as part of the ir usual
busine ss practice s in conne ction with
the  offe r and promotion of he alth care
cove rage  to e mploye e s.

While  this proposal may cause  group
he alth plans to modify informational
mate rials pe rtaining to we llne ss
programs, the  De partme nts conclude
that it cre ate s no ne w information
colle ction re quire me nts, and that the
ove rall impact on e xisting information
colle ction activitie s will be  ne gligible .
First, as de scribe d e arlie r, it is e stimate d
that the  propose d re asonable  alte rnative
re quire me nts for bona fide  we llne ss
programs will impact a maximum of
22,000 plans and 229,000 participants.
The se  numbe rs are  ve ry small in
comparison with the  2.5 million ERISA
group he alth plans that cove r 65 million
participants, and 175,500 state  and local
gove rnme ntal plans that cove r 11.5
million participants.

In addition, be cause  mode l language
is provide d in the  proposal, the se
modifications are  e xpe cte d to re quire  a
minimal amount of e ffort, such that the y
fall within the  provision of OMB
re gulations in 5 CFR 1320.3(c)(2). This
provision e xclude s from the  de finition
of colle ction of information language
which is supplie d by the  Fe de ral
gove rnme nt for disclosure  purpose s.

Finally, the  De partme nt of Labor’s
me thodology in accounting for the
burde n of the  Summary Plan
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De scription (SPD) and Summary of
Mate rial Modifications (SMM), as
curre ntly approve d unde r OMB control
numbe r 1210–0039, incorporate s an
assumption conce rning a constant rate
of re vision in the se  disclosure  mate rials
which is base d on plans’ actual
re porting on the  annual re port/re turn
(Form 5500) of the ir rate s of
modification. This occurre nce  of SPD
re visions is ge ne rally more  fre que nt
than the  minimum time  frame s
de scribe d in se ction 104(b) and re late d
re gulations. The  annual hour and cost
burde ns of the  SMM/SPD information
colle ction re que st is curre ntly e stimate d
at 576,000 hours and $97 million.
Be cause  the  burde n of modifying a
we llne ss program’s disclosure s is
e xpe cte d to be  ne gligible , and re adily
incorporate d in othe r re visions made  to
plan mate rials on an ongoing basis, the
me thodology use d alre ady accounts for
this type  of change . The re fore , the
De partme nt conclude s that the
modification de scribe d in this proposal
to the  information colle ction re que st is
ne ithe r substantive  nor mate rial, and
accordingly it attribute s no burde n to
this re gulation.

De partme nt of He alth and Human
Se rvice s

Unde r the  Pape rwork Re duction Act
of 1995, we  are  re quire d to provide  60-
day notice  in the  Fe de ral Re giste r and
solicit public comme nt be fore  a
colle ction of information re quire me nt is
submitte d to the  Office  of Manage me nt
and Budge t (OMB) for re vie w and
approval. In orde r to fairly e valuate
whe the r an information colle ction
should be  approve d by OMB, se ction
3506(c)(2)(A) of the  Pape rwork
Re duction Act of 1995 re quire s that we
solicit comme nt on the  following issue s:

• The  ne e d for the  information
colle ction and its use fulne ss in carrying
out the  prope r functions of our age ncy.

• The  accuracy of our e stimate  of the
information colle ction burde n.

• The  quality, utility, and clarity of
the  information to be  colle cte d.

• Re comme ndations to minimize  the
information colle ction burde n on the
affe cte d public, including automate d
colle ction te chnique s.

Se ction 146.121 Prohibiting
discrimination against participants and
be ne ficiarie s base d on a he alth factor.

(f) B ona fide  we llne ss programs
Paragraph (1)(iv) re quire s the  plan or
issue r to disclose  in all plan mate rials
de scribing the  te rms of the  program the
availability of a re asonable  alte rnative
standard re quire d unde r paragraph
(f)(1)(iii) of this se ction. Howe ve r, in
plan mate rials that me re ly me ntion that

a program is available , without
de scribing its te rms, the  disclosure  is
not re quire d. This re quire me nt will
affe ct the  e stimate d 1,300 nonfe de ral
gove rnme ntal plans that apply pre mium
discounts or surcharge s. The
de ve lopme nt of the  mate rials is
e xpe cte d to take  100 hours for
nonfe de ral gove rnme ntal plans. The
corre sponding burde n pe rforme d by
se rvice  provide rs is e stimate d to be
$38,000.

We  have  submitte d a copy of this rule
to OMB for its re vie w of the  information
colle ction re quire me nts. The se
re quire me nts are  not e ffe ctive  until the y
have  be e n approve d by OMB. A notice
will be  publishe d in the  Fe de ral
Re giste r whe n approval is obtaine d.

If you comme nt on any of the se
information colle ction and re cord
ke e ping re quire me nts, ple ase  mail
copie s dire ctly to the  following:

He alth Care  Financing Administration,
Office  of Information Se rvice s,
Information Te chnology Inve stme nt
Manage me nt Group, Division of
HCFA Ente rprise  Standards, Room
C2–26–17, 7500 Se curity Boule vard,
Baltimore , MD 21244–1850, Attn:
John Burke  HCFA–2078–P,

and

Office  of Information and Re gulatory
Affairs, Office  of Manage me nt and
Budge t, Room 10235, Ne w Exe cutive
Office  Building, Washington, DC
20503, Attn.: Allison He rron Eydt,
HCFA–2078–P.

Small B usine ss Re gulatory Enforce me nt
Fairne ss Act

The  propose d rule  is subje ct to the
provisions of the  Small Busine ss
Re gulatory Enforce me nt Fairne ss Act of
1996 (5 U.S.C. 801 e t se q.) and, if
finalize d, will be  transmitte d to
Congre ss and the  Comptrolle r Ge ne ral
for re vie w. The  rule  is not a ‘‘major
rule ’’ as that te rm is de fine d in 5 U.S.C.
804, be cause  it is not like ly to re sult in
(1) an annual e ffe ct on the  e conomy of
$100 million or more ; (2) a major
incre ase  in costs or price s for
consume rs, individual industrie s, or
fe de ral, State , or local gove rnme nt
age ncie s, or ge ographic re gions; or (3)
significant adve rse  e ffe cts on
compe tition, e mployme nt, inve stme nt,
productivity, innovation, or on the
ability of Unite d State s-base d
e nte rprise s to compe te  with fore ign-
base d e nte rprise s in dome stic or e xport
marke ts.

U nfunde d Mandate s Re form Act

For purpose s of the  Unfunde d
Mandate s Re form Act of 1995 (Public
Law 104–4), as we ll as Exe cutive  Orde r

12875, this propose d rule  doe s not
include  any Fe de ral mandate  that may
re sult in e xpe nditure s by State , local, or
tribal gove rnme nts, nor doe s it include
mandate s which may impose  an annual
burde n of $100 million or more  on the
private  se ctor.

Fe de ralism State me nt—De partme nt of
Labor and De partme nt of He alth and
Human Se rvice s

Exe cutive  Orde r 13132 (August 4,
1999) outline s fundame ntal principle s
of fe de ralism, and re quire s the
adhe re nce  to spe cific crite ria by fe de ral
age ncie s in the  proce ss of the ir
formulation and imple me ntation of
policie s that have  substantial dire ct
e ffe cts on the  State s, the  re lationship
be twe e n the  national gove rnme nt and
State s, or on the  distribution of powe r
and re sponsibilitie s among the  various
le ve ls of gove rnme nt. Age ncie s
promulgating re gulations that have
the se  fe de ralism implications must
consult with State  and local officials,
and de scribe  the  e xte nt of the ir
consultation and the  nature  of the
conce rns of State  and local officials in
the  pre amble  to the  re gulation.

In the  De partme nts’ vie w, the se
propose d re gulations do not have
fe de ralism implications, be cause  the y
do not have  substantial dire ct e ffe cts on
the  State s, the  re lationship be twe e n the
national gove rnme nt and State s, or on
the  distribution of powe r and
re sponsibilitie s among various le ve ls of
gove rnme nt. This is large ly be cause ,
with re spe ct to he alth insurance  issue rs,
the  vast majority of State s have  e nacte d
laws which me e t or e xce e d the  fe de ral
standards in HIPAA prohibiting
discrimination base d on he alth factors.
The re fore , the  re gulations are  not like ly
to re quire  substantial additional
ove rsight of State s by the  De partme nt of
He alth and Human Se rvice s.

In ge ne ral, through se ction 514,
ERISA supe rse de s State  laws to the
e xte nt that the y re late  to any cove re d
e mploye e  be ne fit plan, and pre se rve s
State  laws that re gulate  insurance ,
banking, or se curitie s. While  ERISA
prohibits State s from re gulating a plan
as an insurance  or inve stme nt company
or bank, HIPAA adde d a ne w
pre e mption provision to ERISA (as we ll
as to the  PHS Act) pre se rving the
applicability of State  laws e stablishing
re quire me nts for issue rs of group he alth
insurance  cove rage , e xce pt to the  e xte nt
that the se  re quire me nts pre ve nt the
application of the  portability, acce ss,
and re ne wability re quire me nts of
HIPAA. The  nondiscrimination
provisions that are  the  subje ct of this
rule making are  include d among those
re quire me nts.
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2 This authority applie s to insurance  issue d with
re spe ct to group he alth plans ge ne rally, including
plans cove ring e mploye e s of church organizations.
Thus, this discussion of fe de ralism applie s to all
group he alth insurance  cove rage  that is subje ct to
the  PHS Act, including those  church plans that
provide  cove rage  through a he alth insurance  issue r
(but not to church plans that do not provide
cove rage  through a he alth insurance  issue r). For
additional information re lating to the  application of
the se  nondiscrimination rule s to church plans, se e
the  pre amble  to re gulations be ing propose d
e lse whe re  in this issue  of the  Fe de ral Re giste r
re garding se ction 9802(c) of the  Code  re lating to
church plans.

In e nacting the se  ne w pre e mption
provisions, Congre ss indicate d its inte nt
to e stablish a pre e mption of State
insurance  re quire me nts only to the
e xte nt that those  re quire me nts pre ve nt
the  application of the  basic prote ctions
se t forth in HIPAA. HIPAA’s Confe re nce
Re port state s that the  confe re e s inte nde d
the  narrowe st pre e mption of State  laws
with re gard to he alth insurance  issue rs.
H.R. Conf. Re p. No. 736, 104th Cong. 2d
Se ssion 205 (1996). Conse que ntly,
unde r the  statute  and the  Confe re nce
Re port, State  insurance  laws that are
more  stringe nt than the  fe de ral
re quire me nts are  unlike ly to ‘‘pre ve nt
the  application of’’ the  HIPAA
nondiscrimination provisions.

Accordingly, State s are  give n
significant latitude  to impose
re quire me nts on he alth insurance
issue rs that are  more  re strictive  than the
fe de ral law. In many case s, the  fe de ral
law impose s minimum re quire me nts
which State s are  fre e  to e xce e d.
Guidance  conve ying this inte rpre tation
was publishe d in the  Fe de ral Re giste r
on April 8, 1997 and the se  re gulations
do not re duce  the  discre tion give n to the
State s by the  statute . It is the
De partme nts’ unde rstanding that the
vast majority of State s have  in fact
imple me nte d provisions which me e t or
e xce e d the  minimum re quire me nts of
the  HIPAA non-discrimination
provisions.

HIPAA provide s that the  State s may
e nforce  the  provisions of HIPAA as the y
pe rtain to issue rs, but that the  Se cre tary
of He alth and Human Se rvice s must
e nforce  any provisions that a State  fails
to substantially e nforce . Whe n
e xe rcising its re sponsibility to e nforce
the  provisions of HIPAA, HCFA works
coope rative ly with the  State s for the
purpose  of addre ssing State  conce rns
and avoiding conflicts with the  e xe rcise
of State  authority.2 HCFA has de ve lope d
proce dure s to imple me nt its
e nforce me nt re sponsibilitie s, and to
afford the  State s the  maximum
opportunity to e nforce  HIPAA’s
re quire me nts in the  first instance .
HCFA’s proce dure s addre ss the
handling of re ports that State s may not
be  e nforcing HIPAA’s re quire me nts, and

the  me chanism for allocating
e nforce me nt re sponsibility be twe e n the
State s and HCFA. To date , HCFA has
had occasion to e nforce  the  HIPAA non-
discrimination provisions in only two
State s.

Although the  De partme nts conclude
that the se  propose d re gulations do not
have  fe de ralism implications, in
ke e ping with the  spirit of the  Exe cutive
Orde r that age ncie s close ly e xamine  any
policie s that may have  fe de ralism
implications or limit the  policy making
discre tion of the  State s, the  De partme nt
of Labor and HCFA have  e ngage d in
nume rous e fforts to consult with and
work coope rative ly with affe cte d State
and local officials.

For e xample , the  De partme nts we re
aware  that some  State s comme nte d on
the  way the  fe de ral provisions should be
inte rpre te d. The re fore , the  De partme nts
have  sought and re ce ive d input from
State  insurance  re gulators and the
National Association of Insurance
Commissione rs (NAIC). The  NAIC is a
non-profit corporation e stablishe d by
the  insurance  commissione rs of the  50
State s, the  District of Columbia, and the
four U.S. te rritorie s, that among othe r
things provide s a forum for the
de ve lopme nt of uniform policy whe n
uniformity is appropriate . Its me mbe rs
me e t, discuss, and offe r solutions to
mutual proble ms. The  NAIC sponsors
quarte rly me e tings to provide  a forum
for the  e xchange  of ide as, and in-de pth
conside ration of insurance  issue s by
re gulators, industry re pre se ntative s, and
consume rs. HCFA and De partme nt of
Labor staff have  atte nde d the  quarte rly
me e tings consiste ntly to liste n to the
conce rns of the  State  Insurance
De partme nts re garding HIPAA issue s,
including the  nondiscrimination
provisions. In addition to the  ge ne ral
discussions, committe e  me e tings and
task groups, the  NAIC sponsors the
following two standing HIPAA me e tings
for me mbe rs during the  quarte rly
confe re nce s:

• HCFA/DOL Me e ting on HIPAA
Issue s (This me e ting provide s HCFA
and Labor the  opportunity to provide
update s on re gulations, bulle tins,
e nforce me nt actions and outre ach
e fforts re garding HIPAA.)

• The  NAIC/HCFA Liaison Me e ting
(This me e ting provide s HCFA and the
NAIC the  opportunity to discuss HIPAA
and othe r he alth care  programs.)

In the ir comme nts on the  1997
inte rim rule s, the  NAIC sugge ste d that
the  pe rmissible  standards for
de te rmining bona fide  we llne ss
programs e nsure  that such programs are
not use d as a proxy for discrimination
base d on a he alth factor. The  NAIC also
comme nte d that the  nondiscrimination

provisions of HIPAA ‘‘are  e spe cially
significant in the ir impact on small
groups, and particularly in small
groups, whe re  the re  is a gre at pote ntial
for adve rse  se le ction and gaming.’’ One
State  aske d that the  De partme nts’ final
nondiscrimination provisions be  as
consume r-prote ctive  as possible .
Finally, anothe r State  de scribe d alre ady-
e xisting State  re gulation of issue rs
offe ring we llne ss programs in that State
and aske d that standards for bona fide
we llne ss programs be  le ft to the  State s.

The  De partme nts conside re d the se
vie ws ve ry care fully whe n formulating
the  we llne ss program proposal. While
allowing plans a gre at de al of fle xibility
in de te rmining what kinds of ince ntive s
be st e ncourage  the  plan’s own
participants and be ne ficiarie s to pursue
a he althie r life style , the  De partme nts
proposal e nsure s that individuals have
an opportunity to qualify for the
pre mium discount or othe r re ward. If an
individual is unable  to satisfy a
we llne ss program standard due  to a
he alth factor, plans are  re quire d to make
a re asonable  alte rnative  standard
available  to the  individual. In addition,
the  De partme nts re ite rate  the ir position
that State  insurance  laws that are  more
stringe nt than the  fe de ral re quire me nts
are  unlike ly to ‘‘pre ve nt the  application
of’’ the  fe de ral law and the re fore  are
save d from pre e mption. The re fore , the se
more  prote ctive  State  laws continue  to
apply for individuals re ce iving he alth
insurance  cove rage  in conne ction with a
group he alth plan.

The  De partme nts we lcome  furthe r
comme nt on the se  issue s from the  State s
in re sponse  to this proposal.

The  De partme nts also coope rate  with
the  State s in se ve ral ongoing outre ach
initiative s, through which information
on HIPAA is share d among fe de ral
re gulators, State  re gulators, and the
re gulate d community. In particular, the
De partme nt of Labor has e stablishe d a
He alth Be ne fits Education Campaign
with more  than 70 partne rs, including
HCFA, NAIC and many busine ss and
consume r groups. HCFA has sponsore d
four confe re nce s with the  State s—the
Consume r Outre ach and Advocacy
confe re nce s in March 1999 and June
2000, the  Imple me ntation and
Enforce me nt of HIPAA National State -
Fe de ral Confe re nce s in August 1999 and
2000. Furthe rmore , both the  De partme nt
of Labor and HCFA we bsite s offe r links
to important State  we bsite s and othe r
re source s, facilitating coordination
be twe e n the  State  and fe de ral re gulators
and the  re gulate d community.

In conclusion, throughout the  proce ss
of de ve loping the se  re gulations, to the
e xte nt fe asible  within the  spe cific
pre e mption provisions of HIPAA, the
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De partme nts have  atte mpte d to balance
the  State s’ inte re sts in re gulating he alth
plans and he alth insurance  issue rs, and
the  rights of those  individuals that
Congre ss inte nde d to prote ct through
the  e nactme nt of HIPAA.

Unifie d Analysis of Costs and Be ne fits—
De partme nt of Labor and De partme nt of
He alth and Human Se rvice s

Introduction

Unde r the  propose d re gulation, he alth
plans ge ne rally may vary e mploye e
pre mium contributions or be ne fit le ve ls
across similarly situate d individuals
base d on he alth factors only in
conne ction with bona fide  we llne ss
programs. The  re gulation e stablishe s
four re quire me nts for such bona fide
we llne ss programs.

A large  body of lite rature , toge the r
with comme nts re ce ive d by the
De partme nts, de monstrate  that we ll-
de signe d we llne ss programs can de live r
be ne fits we ll in e xce ss of the ir costs. For
e xample , the  U.S. Ce nte rs for Dise ase
Control and Pre ve ntion e stimate  that
imple me nting prove n clinical smoking
ce ssation inte rve ntions can save  one
ye ar of life  for e ach $2,587 inve ste d. In
addition to re duce d mortality, be ne fits
of e ffe ctive  we llne ss programs can
include  re duce d abse nte e ism, improve d
productivity, and re duce d me dical
costs. The  re quire me nts containe d in
the  propose d re gulation we re  crafte d to
accommodate  and not impair such
be ne ficial programs, while  combating
discrimination in e ligibility and
pre miums for similarly situate d
individuals as inte nde d by Congre ss.

De taile d Estimate s

Estimation of the  e conomic impacts of
the  four re quire me nts is difficult
be cause  data on affe cte d plans’ curre nt
practice s are  incomple te , and be cause
plans’ approache s to compliance  with
the  re quire me nts and the  e ffe cts of those
approache s will vary and cannot be
pre dicte d. None the le ss, the  De partme nts
unde rtook to conside r the  impacts fully
and to de ve lop e stimate s base d on
re asonable  assumptions.

Base d on a 1993 surve y of e mploye rs
by the  Robe rt Wood Johnson
Foundation, the  De partme nts e stimate
that 1.6 pe rce nt of large  plans and 1.2
pe rce nt of small plans curre ntly vary
e mploye e  pre mium contributions across
similarly situate d individuals and will
be  subje ct to the  four re quire me nts for
bona fide  we llne ss programs. This
amounts to 32,000 plans cove ring 1.2
million participants. According to an
industry surve y by He witt Associate s,
just more  than one -third as many plans
vary be ne fit le ve ls across similarly
situate d individuals as vary pre miums.

This amounts to 11,000 plans cove ring
415,000 participants. The  De partme nts
se parate ly conside re d the  e ffe ct of e ach
of the  four re quire me nts on the se  plans.
For purpose s of its e stimate s, the
De partme nts assume d that one -half of
the  plans in the  latte r group are  also
include d in the  forme r, the re by
e stimating that 37,000 plans cove ring
1.4 million participants will be  subje ct
to the  four re quire me nts for bona fide
we llne ss programs.

Limit on Dollar Amount—Unde r the
first re quire me nt, any discount or
surcharge , whe the r applicable  to
e mploye e  pre miums or be ne fit le ve ls,
must not e xce e d a spe cifie d pe rce ntage
of the  total pre mium for e mploye e -only
cove rage  unde r the  plan. The  propose d
re gulations spe cify thre e  alte rnative
pe rce ntage s: 10, 15, and 20. For
purpose s of this discussion, the
De partme nts e xamine  the  midpoint of
the  thre e  alte rnative  pe rce ntage s, 15
pe rce nt.

The  De partme nts lack re pre se ntative
data on the  magnitude  of the  discounts
and surcharge s applie d by affe cte d
plans today. One  le ading consultant
practicing in this are a be lie ve s that
we llne ss ince ntive  pre mium discounts
range d from about $60 to about $480
annually in 1998, ave raging about $240
that ye ar. Expre sse d as a pe rce ntage  of
ave rage  total pre mium for e mploye e -
only cove rage  that ye ar, this amounts to
a range  of about 3 pe rce nt to 23 pe rce nt
and an ave rage  of about 11 pe rce nt. This
sugge sts that most affe cte d plans,
including some  whose  discounts are
some what large r than ave rage , alre ady
comply with the  first re quire me nt and
will not ne e d to re duce  the  size  of the
discounts or surcharge s the y apply. It
appe ars like ly, howe ve r, that a size able
minority of plans—pe rhaps a fe w
thousand plans cove ring a fe w hundre d
thousand participants—will ne e d to
re duce  the  size  of the ir discounts or
surcharge s in orde r to comply with the
first re quire me nt. The  table  be low
summarize s the  De partme nts’
assumptions re garding the  size  of
discounts and surcharge s at ye ar 2000
le ve ls, e xpre sse d in annual amounts.

The  De partme nts conside re d the
pote ntial e conomic e ffe cts of re quiring
the se  plans to re duce  the  size  of the ir
discounts or surcharge s. The se  e ffe cts
are  like ly to include  transfe rs of costs
among plan sponsors and participants,
as we ll as ne w e conomic costs and
be ne fits.

Percent Dollars

Single employee total
premium ................ ................ $2,448

Discount or Sur-
charge:
low ......................... 3 70
average ................. 11 280
high ....................... 23 560

Cap on discount or
surcharge .............. 15 367

Transfe rs will arise  as plans re duce
discounts and surcharge s. Plan sponsors
can e xe rcise  substantial control ove r the
size  and dire ction of the se  transfe rs.
Limiting the  size  of discounts and
surcharge s re stricts only the  diffe re ntial
tre atme nt of participants who satisfy
we llne ss program standards and those
who do not. It doe s not, for e xample ,
re strict plans sponsors’ fle xibility to
de te rmine  the  re spe ctive  e mploye r and
e mploye e  share s of base  pre miums.
Possible  outcome s include  a transfe r of
costs to plan sponsors from participants
who satisfy we llne ss program standards,
from plan sponsors to participants who
do not satisfy the  standards, from
participants who satisfy the  standards to
those  who do not, or some  combination
of the se .

The  De partme nts de ve lope d a ve ry
rough e stimate  of the  total amount of
transfe rs that might de rive  from this
re quire me nt. The  De partme nts’ e stimate
assume s that (1) all discounts and
surcharge s take  the  form of e mploye e
pre mium discounts; (2) discounts are
distribute d e ve nly within both the  low-
to-ave rage  range  and the  ave rage -to-high
range , and are  distribute d across the se
range s such that the ir me an e quals the
assume d ave rage ; and (3) 70 pe rce nt of
participants qualify for the  discount.
This implie s that just more  than one -
fourth of plans with discounts or
surcharge s will be  impacte d by the  cap,
and that the se  plans’ curre nt discounts
and surcharge s e xce e d the  cap by $86
on ave rage . The  9,600 affe cte d plans
could satisfy this re quire me nt by
re ducing pre miums for the  106,000
participants who do not qualify by $86
annually, for an aggre gate , ongoing
annual transfe r of approximate ly $9
million. The  De partme nts solicit
comme nts on the ir assumptions and
e stimate , and would we lcome
information supportive  of be tte r
e stimate s.

Ne w e conomic costs and be ne fits may
arise  if change s in the  size  of discounts
or surcharge s re sult in change s in
participant be havior.

Ne t e conomic we lfare  might be  lost if
some  we llne ss programs’ e ffe ctive ne ss
is e rode d, but the  magnitude  and
incide nce  of such e ffe cts is e xpe cte d to
be  ne gligible . Conside r a we llne ss
program that discounts pre miums for
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participants who take  part in an e xe rcise
program. It is plausible  that, at the
margin, a fe w participants who would
take  part in orde r to obtain a discount
of be twe e n $368 and $560 annually will
not take  part to obtain a discount of
$367. This might re pre se nt a ne t loss of
e conomic we lfare . This e ffe ct is
e xpe cte d to be  ne gligible , howe ve r.
Base d on the  assumptions spe cifie d
above , just 248,000 participants now
qualifying for discounts would be
affe cte d. Re ductions in discounts are
like ly to ave rage  about $86 annually,
which amounts to $7 pe r month or $3
pe r biwe e kly pay pe riod. Employe e
pre miums are  ofte n de ducte d from pay
pre -tax, so the  afte r tax value  of the se
discounts may be  e ve n smalle r.
More ove r, the  propose d re gulation caps
only discounts and surcharge s applie d
to similarly situate d individuals in the
conte xt of a group he alth plans. It doe s
not re strict plan sponsors from
e mploying othe r motivational tools to
e ncourage  participation in we llne ss
programs. According to the  He witt
surve y, among 408 e mploye rs that
offe re d ince ntive s for participation in
we llne ss programs, 24 pe rce nt offe re d
awards or gifts and 62 pe rce nt varie d
life  insurance  pre miums, while  just 14
pe rce nt varie d me dical pre miums.

On the  othe r hand, ne t e conomic
we lfare  like ly will be  gaine d in
instance s whe re  large  pre mium
diffe re ntials would othe rwise  have
se rve d to discourage  e nrollme nt in
he alth plans by e mploye e s who did not
satisfy we llne ss program re quire me nts.
Conside r a plan that provide s a ve ry
large  discount for non-smoke rs. The
ve ry high e mploye e  pre miums charge d
to smoke rs might discourage  some  from
e nrolling in the  plan at all, and some  of
the se  might be  uninsure d as a re sult. It
se e ms unlike ly that the  plan sponsor
would re spond to the  first re quire me nt
of the  propose d re gulation by raising
pre miums drastically for all non-
smoke rs, driving many out of the  plan.
Inste ad, the  plan sponsor would re duce
pre miums for smoke rs, and more
smoke rs would e nroll. This would
re sult in transfe rs to ne wly e nrolle d
smoke rs from the  plan sponsor (and
possibly from non-smoke rs if the  plan
sponsor make s othe r change s to
compe nsation). But it would also re sult
in ne t gains in e conomic we lfare  from
re duce d uninsurance .

The  De partme nts be lie ve  that the  ne t
e conomic gains from prohibiting
discounts and surcharge s so large  that
the y could discourage  e nrollme nt base d
on he alth factors outwe igh any ne t
losse s that might de rive  from the
ne gligible  re duction of some  e mploye e s’
ince ntive  to participate  in we llne ss

programs. Comme nts are  solicite d on
the  magnitude  of the se  and any othe r
e ffe cts and on the  atte ndant costs and
be ne fits.

Re asonable  De sign—Unde r the  se cond
re quire me nt, the  program must be
re asonably de signe d to promote  he alth
or pre ve nt dise ase . The  De partme nts
be lie ve  that a program that is not so
de signe d would not provide  e conomic
be ne fits, but would se rve  me re ly to
transfe r costs from plan sponsors to
targe te d individuals base d on he alth
factors. This re quire me nt the re fore  is
not e xpe cte d to impose  e conomic costs
but might prompt transfe rs of costs from
othe rwise  targe te d individuals to the ir
plans’ sponsors (or to othe r participants
in the ir plans if plan sponsors e le ct to
pass the se  costs back e ve nly to all
participants). Comme nts re ce ive d by the
De partme nts and available  lite rature  on
e mploye e  we llne ss programs, howe ve r,
sugge st that e xisting we llne ss programs
ge ne rally satisfy this re quire me nt. The
re quire me nt the re fore  is not e xpe cte d to
compe l plans to modify e xisting
we llne ss programs. It is not e xpe cte d to
e ntail e conomic costs nor to prompt
transfe rs. The  De partme nts would
appre ciate  comme nts on this conclusion
and information on the  type s of e xisting
we llne ss programs (if any) that would
not satisfy re quire me nt.

Uniform Availability—The  third
re quire me nt provide s that re wards
unde r the  program must be  available  to
all similarly situate d individuals. In
particular, the  program must allow any
individual for whom it would be
unre asonably difficult due  to a me dical
condition to satisfy the  initial program
standard an opportunity to satisfy a
re asonable  alte rnative  standard.
Comme nts re ce ive d by the  De partme nts
and available  lite rature  on e mploye e
we llne ss programs sugge st that some
we llne ss programs do not curre ntly
satisfy this re quire me nt and will have  to
be  modifie d. Base d on the  He witt
surve y, the  De partme nts e stimate  that
among e mploye rs that provide
ince ntive s for e mploye e s to participate
in we llne ss programs, 18 pe rce nt
re quire  e mploye e s to achie ve  a low risk
be havior to qualify for the  ince ntive , 79
pe rce nt re quire  a ple dge  of compliance ,
and 38 pe rce nt re quire  participation in
a program. (The se  numbe rs sum to more
than 100 pe rce nt be cause  we llne ss
programs may apply more  than one
crite rion.) De pe nding on the  nature  of
the  we llne ss program, it might be
unre asonably difficult due  to a me dical
condition for at le ast some  plan
participants to achie ve  the  be havior or
to comply with or participate  in the
program.

The  De partme nts ide ntifie d thre e
broad type s of e conomic impact that
might arise  from the  third re quire me nt.
First, affe cte d plans will incur some
e conomic cost to make  available
re asonable  alte rnative  standards.
Se cond, additional e conomic costs and
be ne fits may arise  de pe nding on the
nature  of alte rnative s provide d,
individuals’ use  of the se  alte rnative s,
and any change s in the  affe cte d
individuals’ be havioral and he alth
outcome s. Third, some  costs may be
transfe rre d from individuals who would
fail to satisfy programs’ initial
standards, but who will satisfy
re asonable  alte rnative  standards once
available  (and the re by qualify for
associate d discounts), to plan sponsors
(or to othe r participants in the ir plans if
plan sponsors e le ct to pass the se  costs
back e ve nly to all participants).

The  De partme nts note  that some  plans
that apply diffe re nt discounts or
surcharge s to similarly situate d
individuals and are  the re fore  subje ct to
the  re quire me nt may not ne e d to
provide  alte rnative  standards. The
re quire me nt provide s that alte rnative
standards ne e d not be  spe cifie d or
provide d until a participant for whom it
is unre asonably difficult due  to a
me dical condition to satisfy the  initial
standard se e ks such an alte rnative .
Some  we llne ss programs’ initial
standards may be  such that no
participant would e ve r find the m
unre asonably difficult to satisfy due  to
a me dical condition. The  De partme nts
re vie we d He witt surve y data on
we llne ss program standards and crite ria.
Base d on the ir re vie w the y e stimate  that
20,000 of the  35,000 pote ntially affe cte d
plans have  initial we llne ss program
standards that might be  unre asonably
difficult for some  participants to satisfy
due  to a me dical condition. More ove r,
be cause  alte rnative s ne e d not be  made
available  until the y are  sought by
qualifie d plan participants, it might be
possible  for some  of the se  plans to go for
ye ars or e ve n inde finite ly without
ne e ding to make  available  an alte rnative
standard. This could be  particularly
like ly for small plans. The  most
common standards for we llne ss
programs pe rtain to smoking, blood
pre ssure , and chole ste rol le ve ls,
according to the  He witt Surve y. Base d
on U.S. Ce nte rs for Dise ase  Control and
Manage me nt data on the  incide nce  of
ce rtain he alth habits and conditions in
the  ge ne ral population, the  De partme nts
e stimate  that among companie s with 5
e mploye e s, about one -fourth probably
e mploy no smoke rs, and about one -third
probably e mploy no one  with high
blood pre ssure  or chole ste rol.

VerDate 11<MAY>2000 13:56 Jan 05, 2001 Jkt 194001 PO 00000 Frm 00009 Fmt 4701 Sfmt 4702 E:\FR\FM\08JAP2.SGM pfrm01 PsN: 08JAP2



1430 Fe de ral Re giste r / Vol. 66, No. 5 / Monday, January 8, 2001 / Propose d Rule s

3 Ave rage  le ve l base d on the  K aise r Family
Foundation/He alth Re se arch and Education Trust
Surve y of Employe r-Sponsore d He alth be ne fits,
1999, proje cte d by the  De partme nts to 2000 le ve ls.

Approximate ly 96 pe rce nt of all plans
with pote ntially difficult initial
we llne ss program standards have  fe we r
than 100 participants.

How many participants might qualify
for, se e k, and ultimate ly satisfy
alte rnative  standards?  The  De partme nts
lack sufficie nt data to e stimate  the se
counts with confide nce . Rough
e stimate s we re  de ve lope d as follows.
The  De partme nts e xamine d the  He witt
surve y of we llne ss program provisions
and U.S. Ce nte rs for Dise ase  Control and
Pre ve ntion statistics on the  incide nce  of
ce rtain he alth habits and conditions in
the  ge ne ral population in orde r to
disce rn how we llne ss programs’ initial
standards might inte ract with plan
participants’ he alth habits and he alth
status. Base d on the se  data, it appe ars
that as many as 29 pe rce nt of
participants in plans with discounts or
surcharge s, or 394,000 individuals,
might fail to satisfy we llne ss programs’
initial standards. Of the se ,
approximate ly 229,000 are  in the  22,000
plans which apply standards that might
be  unre asonably difficult due  to a
me dical condition for some  plan
participants to satisfy, the  De partme nts
e stimate . The  standards would in fact be
unre asonably difficult to satisfy for
some  subse t of the se  individuals—
148,000 by the  De partme nts’ e stimate .
The  De partme nts lack any basis to
e stimate  how many of the se  will avail
the mse lve s of an alte rnative  standard, or
how many that do will succe e d in
satisfying that standard. To e stimate  the
pote ntial impact of this re quire me nt, the
De partme nts conside re d two
assumptions: an uppe r bound
assumption unde r which all 148,000
individuals se e k and satisfy alte rnative
standards, and an alte rnative
assumption unde r which one -half (or
74,000) se e k an alte rnative  and one -half
of those  (37,000) satisfy it.

Whe re  plans are  re quire d to make
available  re asonable  alte rnative
standards, what dire ct costs will the y
incur?  The  re gulation doe s not pre scribe
a particular type  of alte rnative  standard
that must be  provide d. Inste ad, it
pe rmits plan sponsors fle xibility to
provide  any re asonable  alte rnative . The
De partme nts e xpe ct that plans sponsors
will se le ct alte rnative s that e ntail the
minimum ne t costs (or, state d
diffe re ntly, the  maximum ne t be ne fits)
that are  possible . Plan sponsors may
se le ct low-cost alte rnative s, such as
re quiring an individual for whom it
would be  unre asonably difficult to quit
smoking (and the re by qualify for a non-
smoke r discount) to atte nd a smoking
ce ssation program that is available  at
little  or no cost in the  community, or to
watch e ducational vide os or re vie w

e ducational lite rature . Plan sponsors
pre sumably will se le ct highe r-cost
alte rnative s only if the y the re by de rive
offse tting be ne fits, such as a highe r
smoking ce ssation succe ss rate . The
De partme nts also note  that the  numbe r
of plans with initial we llne ss program
standards that might be  unre asonably
difficult for some  participants to satisfy
is probably small (having be e n
e stimate d at 22,000, or 1 pe rce nt of all
plans), as is the  numbe r of individuals
who would take  advantage  of alte rnative
standards (e stimate d at be twe e n 74,000
and 148,00, or be twe e n 0.1 pe rce nt and
0.2 pe rce nt of all participants).

It se e ms re asonable  to pre sume  that
the  ne t cost plan sponsors will incur in
the  provision of alte rnative s, including
transfe rs as we ll as ne w e conomic costs
and be ne fits, will not e xce e d the
transfe r cost of providing discounts (or
waiving surcharge s) for all plan
participants who qualify for
alte rnative s, which is e stimate d be low
at be twe e n $9 million and $37 million.
It is like ly that many plan sponsors will
find more  cost e ffe ctive  ways to satisfy
this re quire me nt, and that the  true  ne t
cost to the m will the re fore  be  much
smalle r than this. The  De partme nts have
no basis for e stimating the  magnitude  of
the  cost of providing alte rnative
standards or of pote ntial offse tting
be ne fits, howe ve r, and the re fore  solicit
comme nts from the  public on this
que stion.

What othe r e conomic costs and
be ne fits might arise  whe re  alte rnative
standards are  made  available ?  A large
numbe r of outcome s are  possible .
Conside r a program that provide s
pre mium discounts for non-smoke rs.

It is possible  that some  individuals
who would have  quit smoking in orde r
to qualify for a discount will
none the le ss find it unre asonably
difficult to quit and will obtain the
discount while  continuing to smoke  by
satisfying an alte rnative  standard. This
would re pre se nt a ne t loss of e conomic
we lfare  from incre ase d smoking.

On the  othe r hand, conside r
individuals who, in the  conte xt of the
initial program, are  unable  or unwilling
to quit smoking. It se e ms like ly that
some  of the se  individuals could quit
with appropriate  assistance , and that
some  alte rnative  standards provide d by
plan sponsors will provide  such
assistance . In such case s, a program
which had the  e ffe ct of shifting
pre mium costs to smoke rs would be
transforme d into one  that succe ssfully
re duce d smoking. This would re pre se nt
a ne t gain of e conomic we lfare .

Which sce nario is more  like ly?  The
De partme nts have  no concre te  basis for
answe ring this que stion, and the re fore

solicit comme nts on it. Howe ve r, the
De partme nts note  that plan sponsors
will have  strong motivation to ide ntify
and provide  alte rnative  standards that
have  positive  ne t e conomic e ffe cts. The y
will be  disincline d to provide
alte rnative s that unde rmine  the ir ove rall
we llne ss program and worse n
be havioral and he alth outcome s, or that
make  financial re wards available  abse nt
me aningful e fforts by participants to
improve  the ir he alth habits and he alth.
Inste ad the y will be  incline d to provide
alte rnative s that sustain or re inforce
plan participants’ ince ntive  to improve
the ir he alth habits and he alth, and/or
that he lp participants make  such
improve me nts. It the re fore  se e ms like ly
that gains in e conomic we lfare  from this
re quire me nt will e qual or outwe igh
losse s. The  De partme nts anticipate  that
the  re quire me nt to provide  re asonable
alte rnative  standards will re duce
instance s whe re  we llne ss programs
se rve  only to shift costs to highe r risk
individuals and incre ase  instance s
whe re  programs succe e d at he lping high
risk individuals improve  the ir he alth
habits and he alth.

What transfe rs of costs might de rive
from the  availability of (and
participants’ satisfaction of) alte rnative
standards?  The  transfe rs arising from
this re quire me nt may take  the  form of
transfe rs to participants who satisfy ne w
alte rnative  we llne ss program standards
from plan sponsors, to such participants
from othe r participants, or some
combination of the se . The  De partme nts
e stimate d pote ntial transfe rs as follows.
Assuming ave rage  annual total
pre miums for e mploye e -only cove rage
of $2,448,3 the  maximum allowable
discount of 15 pe rce nt amounts to $367
pe r ye ar. As note d e arlie r, discounts
unde r e xisting we llne ss programs
appe ar to ave rage  about 11 pe rce nt (or
$280 pe r ye ar for a plan costing $2,448),
ranging from 3 pe rce nt ($70) to 23
pe rce nt ($560). Re ducing all discounts
gre ate r than $367 pe r ye ar to that
amount will re duce  the  ave rage , pe rhaps
to about $251. Assuming that the  37,000
to 148,000 participants who satisfy
alte rnative  standards would not have
satisfie d the  we llne ss programs’ initial
standards, the  transfe rs attributable  to
the ir discounts and he nce  to this
re quire me nt would amount to be twe e n
$9 million and $37 million. The
De partme nts solicit comme nts on the ir
assumptions and e stimate s re garding
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transfe rs that may de rive  from this
re quire me nt.

Disclosure  of Alte rnative s’
Availability—The  fourth re quire me nt
provide s that plan mate rials de scribing
we llne ss plan standards must disclose
the  availability of re asonable  alte rnative
standards. This re quire me nt will affe ct
the  37,000 plans that apply discounts or
surcharge s. The se  plans will incur
e conomic costs to re vise  affe cte d plan
mate rials. The  37,000 to 148,000
participants who will succe e d at
satisfying the se  alte rnative  standards
will be ne fit from the se  disclosure s. The
disclosure s ne e d not spe cify what
alte rnative s are  available , and the
re gulation provide s mode l language  that
can be  use d to satisfy this re quire me nt.
The  De partme nts ge ne rally account
e lse whe re  for plans’ cost of updating
such mate rials to re fle ct change s in plan
provisions as re quire d unde r various
disclosure  re quire me nts and as is part of
usual busine ss practice . This particular
re quire me nt is e xpe cte d to re pre se nt a
ne gligible  fraction of the  ongoing cost of
updating plans’ mate rials, and is not
se parate ly accounte d for he re .

L ist of Sub je cts

26 CFR Part 5 4

Excise  taxe s, He alth care , He alth
insurance , Pe nsions, Re porting and
re cordke e ping re quire me nts.

29  CFR Part 25 9 0

Employe e  be ne fit plans, Employe e
Re tire me nt Income  Se curity Act, He alth
care , He alth insurance , Re porting and
re cordke e ping re quire me nts.

45  CFR Part 146

He alth care , He alth insurance ,
Re porting and re cordke e ping
re quire me nts, and State  re gulation of
he alth insurance .

Propose d A me ndme nts to the
Re gulations

Accordingly, 26 CFR part 54 is
propose d to be  ame nde d as follows:

PART 54—PENSION EXCISE TAXES

Paragraph 1. The  authority citation
for part 54 continue s to re ad in part as
follows:

A uthority : 26 U.S.C. 7805 *  *  *
Par. 2. Se ction 54.9802–1 is ame nde d

by adding te xt to paragraph (b) to re ad
as follows:

§ 54.9802–1 Prohibiting discrimination
against participants and beneficiaries
based on a health factor.
*  *  *  *  *

(f) Bona fide  we llne ss programs—(1)
De finition. A we llne ss program is a bona

fide  we llne ss program if it satisfie s the
re quire me nts of paragraphs (f)(1)(i)
through (f)(1)(iv) of this se ction.
Howe ve r, a we llne ss program providing
a re ward that is not continge nt on
satisfying a standard re late d to a he alth
factor doe s not violate  this se ction e ve n
if it doe s not satisfy the  re quire me nts of
this paragraph (f) for a bona fide
we llne ss program.

(i) The  re ward for the  we llne ss
program, couple d with the  re ward for
othe r we llne ss programs with re spe ct to
the  plan that re quire  satisfaction of a
standard re late d to a he alth factor, must
not e xce e d (10/15/20) pe rce nt of the
cost of e mploye e -only cove rage  unde r
the  plan. For this purpose , the  cost of
e mploye e -only cove rage  is de te rmine d
base d on the  total amount of e mploye r
and e mploye e  contributions for the
be ne fit package  unde r which the
e mploye e  is re ce iving cove rage . A
re ward can be  in the  form of a discount,
a re bate  of a pre mium or contribution,
or a waive r of all or part of a cost-
sharing me chanism (such as
de ductible s, copayme nts, or
coinsurance ), or the  abse nce  of a
surcharge .

(ii) The  program must be  re asonably
de signe d to promote  good he alth or
pre ve nt dise ase . For this purpose , a
program is not re asonably de signe d to
promote  good he alth or pre ve nt dise ase
unle ss the  program give s individuals
e ligible  for the  program the  opportunity
to qualify for the  re ward unde r the
program at le ast once  pe r ye ar.

(iii) The  re ward unde r the  program
must be  available  to all similarly
situate d individuals. A re ward is not
available  to all similarly situate d
individuals for a pe riod unle ss the
program allows—

(A) A re asonable  alte rnative  standard
to obtain the  re ward to any individual
for whom, for that pe riod, it is
unre asonably difficult due  to a me dical
condition to satisfy the  othe rwise
applicable  standard for the  re ward; and

(B) A re asonable  alte rnative  standard
to obtain the  re ward to any individual
for whom, for that pe riod, it is
me dically inadvisable  to atte mpt to
satisfy the  othe rwise  applicable
standard for the  re ward.

(iv) The  plan must disclose  in all plan
mate rials de scribing the  te rms of the
program the  availability of a re asonable
alte rnative  standard re quire d unde r
paragraph (f)(1)(iii) of this se ction.
(Howe ve r, in plan mate rials that me re ly
me ntion that a program is available ,
without de scribing its te rms, this
disclosure  is not re quire d.) The
following language , or substantially
similar language , can be  use d to satisfy
this re quire me nt: ‘‘If it is unre asonably

difficult due  to a me dical condition for
you to achie ve  the  standards for the
re ward unde r this program, or if it is
me dically inadvisable  for you to atte mpt
to achie ve  the  standards for the  re ward
unde r this program, call us at [inse rt
te le phone  numbe r] and we  will work
with you to de ve lop anothe r way to
qualify for the  re ward.’’ In addition,
othe r e xample s of language  that would
satisfy this re quire me nt are  se t forth in
Example s 4, 5, and 6 of paragraph (f)(2)
of this se ction.

(2) Example s. The  rule s of this
paragraph (f) are  illustrate d by the
following e xample s:

Example  1. (i) Facts. A group he alth plan
offe rs a we llne ss program to participants and
be ne ficiarie s unde r which the  plan provide s
me mbe rships to a local fitne ss ce nte r at a
discount.

(ii) Conclusion. In this Example  1, the
re ward unde r the  program is not continge nt
on satisfying any standard that is re late d to
a he alth factor. The re fore , the re  is no
discrimination base d on a he alth factor unde r
e ithe r paragraph (b) or (c) of this se ction and
the  re quire me nts for a bona fide  we llne ss
program do not apply.

Example  2. (i) Facts. An e mploye r sponsors
a group he alth plan. The  annual pre mium for
e mploye e -only cove rage  is $2,400 (of which
the  e mploye r pays $1,800 pe r ye ar and the
e mploye e  pays $600 pe r ye ar). The  plan
imple me nts a we llne ss program that offe rs a
$240 re bate  on pre miums to program
e nrolle e s.

(ii) Conclusion. In this Example  2, the
program satisfie s the  re quire me nts of
paragraph (f)(1)(i) of this se ction be cause  the
re ward for the  we llne ss program, $240, doe s
not e xce e d [10/15/20] pe rce nt of the  total
annual cost of e mploye e -only cove rage ,
[$240/$360/$480]. ($2,400 x [10/15/20]%  =
[$240/$360/$480].)

Example  3 . (i) Facts. A group he alth plan
give s an annual pre mium discount of [10/15/
20] pe rce nt of the  cost of e mploye e -only
cove rage  to participants who adhe re  to a
we llne ss program. The  we llne ss program
consists sole ly of giving an annual
chole ste rol te st to participants. Those
participants who achie ve  a count unde r 200
re ce ive  the  pre mium discount for the  ye ar.

(ii) Conclusion. In this Example  3 , the
program is not a bona fide  we llne ss program.
The  program fails to satisfy the  re quire me nt
of be ing available  to all similarly situate d
individuals be cause  some  participants may
be  unable  to achie ve  a chole ste rol count of
unde r 200 and the  plan doe s not make
available  a re asonable  alte rnative  standard
for obtaining the  pre mium discount. (In
addition, plan mate rials de scribing the
program are  re quire d to disclose  the
availability of the  re asonable  alte rnative
standard for obtaining the  pre mium
discount.) Thus, the  pre mium discount
violate s paragraph (c) of this se ction be cause
it may re quire  an individual to pay a highe r
pre mium base d on a he alth factor of the
individual than is re quire d of a similarly
situate d individual unde r the  plan.

Example  4. (i) Facts. Same  facts as
Example  3 , e xce pt that if it is unre asonably
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difficult due  to a me dical condition for a
participant to achie ve  the  targe te d chole ste rol
count (or if it is me dically inadvisable  for a
participant to atte mpt to achie ve  the  targe te d
chole ste rol count), the  plan will make
available  a re asonable  alte rnative  standard
that take s the  re le vant me dical condition into
account. In addition, all plan mate rials
de scribing the  te rms of the  program include
the  following state me nt: ‘‘If it is
unre asonably difficult due  to a me dical
condition for you to achie ve  a chole ste rol
count unde r 200, or if it is me dically
inadvisable  for you to atte mpt to achie ve  a
count unde r 200, call us at the  numbe r be low
and we  will work with you to de ve lop
anothe r way to ge t the  discount.’’ Individual
D is unable  to achie ve  a chole ste rol count
unde r 200. The  plan accommodate s D by
making the  discount available  to D, but only
if D complie s with a low-chole ste rol die t.

(ii) Conclusion. In this Example  5, the
program is a bona fide  we llne ss program
be cause  it satisfie s the  four re quire me nts of
this paragraph (f). First, the  program
complie s with the  limits on re wards unde r a
program. Se cond, it is re asonably de signe d to
promote  good he alth or pre ve nt dise ase .
Third, the  re ward unde r the  program is
available  to all similarly situate d individuals
be cause  it accommodate s individuals for
whom it is unre asonably difficult due  to a
me dical condition to achie ve  the  targe te d
count (or for whom it is me dically
inadvisable  to atte mpt to achie ve  the  targe te d
count) in the  pre scribe d pe riod by providing
a re asonable  alte rnative  standard. Fourth, the
plan disclose s in all mate rials de scribing the
te rms of the  program the  availability of a
re asonable  alte rnative  standard. Thus, the
pre mium discount doe s not violate  this
se ction.

Example  5. (i) Facts. A group he alth plan
will waive  the  $250 annual de ductible
(which is le ss than [10/15/20] pe rce nt of the
annual cost of e mploye e -only cove rage  unde r
the  plan) for the  following ye ar for
participants who have  a body mass inde x
be twe e n 19 and 26, de te rmine d shortly
be fore  the  be ginning of the  ye ar. Howe ve r,
any participant for whom it is unre asonably
difficult due  to a me dical condition to attain
this standard (and any participant for whom
it is me dically inadvisable  to atte mpt to
achie ve  this standard) during the  plan ye ar
is give n the  same  discount if the  participant
walks for 20 minute s thre e  days a we e k. Any
participant for whom it is unre asonably
difficult due  to a me dical condition to attain
e ithe r standard (and any participant for
whom it is me dically inadvisable  to atte mpt
to achie ve  e ithe r standard during the  ye ar) is
give n the  same  discount if the  individual
satisfie s a re asonable  alte rnative  standard
that is tailore d to the  individual’s situation.
All plan mate rials de scribing the  te rms of the
we llne ss program include  the  following
state me nt: ‘‘If it is unre asonably difficult due
to a me dical condition for you to achie ve  a
body mass inde x be twe e n 19 and 26 (or if it
is me dically inadvisable  for you to atte mpt to
achie ve  this body mass inde x) this ye ar, your
de ductible  will be  waive d if you walk for 20
minute s thre e  days a we e k. If you cannot
follow the  walking program, call us at the
numbe r above  and we  will work with you to

de ve lop anothe r way to have  your de ductible
waive d, such as a die tary re gime n.’’

(ii) Conclusion. In this Example  5, the
program is a bona fide  we llne ss program
be cause  it satisfie s the  four re quire me nts of
this paragraph (f). First, the  program
complie s with the  limits on re wards unde r a
program. Se cond, it is re asonably de signe d to
promote  good he alth or pre ve nt dise ase .
Third, the  re ward unde r the  program is
available  to all similarly situate d individuals
be cause  it ge ne rally accommodate s
individuals for whom it is unre asonably
difficult due  to a me dical condition to
achie ve  (or for whom it is me dically
inadvisable  to atte mpt to achie ve ) the
targe te d body mass inde x by providing a
re asonable  alte rnative  standard (walking) and
it accommodate s individuals for whom it is
unre asonably difficult due  to a me dical
condition (or for whom it is me dically
inadvisable  to atte mpt) to walk by providing
an alte rnative  standard that is re asonable  for
the  individual. Fourth, the  plan disclose s in
all mate rials de scribing the  te rms of the
program the  availability of a re asonable
alte rnative  standard for e ve ry individual.
Thus, the  waive r of the  de ductible  doe s not
violate  this se ction.

Example  6. (i) Facts. In conjunction with
an annual ope n e nrollme nt pe riod, a group
he alth plan provide s a form for participants
to ce rtify that the y have  not use d tobacco
products in the  pre ce ding twe lve  months.
Participants who do not provide  the
ce rtification are  asse sse d a surcharge  that is
[10/15/20] pe rce nt of the  cost of e mploye e -
only cove rage . Howe ve r, all plan mate rials
de scribing the  te rms of the  we llne ss program
include  the  following state me nt: ‘‘If it is
unre asonably difficult due  to a me dical
condition for you to me e t the  re quire me nts
unde r this program (or if it is me dically
inadvisable  for you to atte mpt to me e t the
re quire me nts of this program), we  will make
available  a re asonable  alte rnative  standard
for you to avoid this surcharge .’’ It is
unre asonably difficult for Individual E to
stop smoking cigare tte s due  to an addiction
to nicotine  (a me dical condition). The  plan
accommodate s E by re quiring E to participate
in a smoking ce ssation program to avoid the
surcharge . E can avoid the  surcharge  for as
long as E participate s in the  program,
re gardle ss of whe the r E stops smoking (as
long as E continue s to be  addicte d to
nicotine ).

(ii) Conclusion. In this Example  6, the
pre mium surcharge  is pe rmissible  as a bona
fide  we llne ss program be cause  it satisfie s the
four re quire me nts of this paragraph (f). First,
the  program complie s with the  limits on
re wards unde r a program. Se cond, it is
re asonably de signe d to promote  good he alth
or pre ve nt dise ase . Third, the  re ward unde r
the  program is available  to all similarly
situate d individuals be cause  it
accommodate s individuals for whom it is
unre asonably difficult due  to a me dical
condition (or for whom it is me dically
inadvisable  to atte mpt) to quit using tobacco
products by providing a re asonable
alte rnative  standard. Fourth, the  plan
disclose s in all mate rials de scribing the  te rms
of the  program the  availability of a re asonable

alte rnative  standard. Thus, the  pre mium
surcharge  doe s not violate  this se ction.

* * * * *

Robe rt E. W e nz e l,

De puty Commissione r of Inte rnal Re ve nue .

For the  re asons se t forth above , 29
CFR Part 2590 is propose d to be
ame nde d as follows:

PART 2590 [AMENDED]—RULES AND
REGULATIONS FOR HEALTH
INSURANCE PORTABILITY AND
RENEWABILITY FOR GROUP HEALTH
PLANS

1. The  authority citation for Part 2590
continue s to re ad as follows:

Authority: Se cs. 107, 209, 505, 701–703,
711–713, and 731–734 of ERISA (29 U.S.C.
1027, 1059, 1135, 1171–1173, 1181–1183,
and 1191–1194), as ame nde d by HIPAA
(Public Law 104–191, 110 Stat. 1936), MHPA
and NMHPA (Public Law 104–204, 110 Stat.
2935), and WHCRA (Public Law 105–277,
112 Stat. 2681–436), se ction 101(g)(4) of
HIPAA, and Se cre tary of Labor’s Orde r No.
1–87, 52 FR 13139, April 21, 1987.

2. Se ction 2590.702 is propose d to be
ame nde d by adding te xt to paragraph (b)
to re ad as follows:

§ 2590.702 Prohibiting discrimination
against participants and beneficiaries
based on a health factor.
* * * * *

(f) Bona fide  we llne ss programs—(1)
De finition. A we llne ss program is a bona
fide  we llne ss program if it satisfie s the
re quire me nts of paragraphs (f)(1)(i)
through (f)(1)(iv) of this se ction.
Howe ve r, a we llne ss program providing
a re ward that is not continge nt on
satisfying a standard re late d to a he alth
factor doe s not violate  this se ction e ve n
if it doe s not satisfy the  re quire me nts of
this paragraph (f) for a bona fide
we llne ss program.

(i) The  re ward for the  we llne ss
program, couple d with the  re ward for
othe r we llne ss programs with re spe ct to
the  plan that re quire  satisfaction of a
standard re late d to a he alth factor, must
not e xce e d [10/15/20] pe rce nt of the
cost of e mploye e -only cove rage  unde r
the  plan. For this purpose , the  cost of
e mploye e -only cove rage  is de te rmine d
base d on the  total amount of e mploye r
and e mploye e  contributions for the
be ne fit package  unde r which the
e mploye e  is re ce iving cove rage . A
re ward can be  in the  form of a discount,
a re bate  of a pre mium or contribution,
or a waive r of all or part of a cost-
sharing me chanism (such as
de ductible s, copayme nts, or
coinsurance ), or the  abse nce  of a
surcharge .

(ii) The  program must be  re asonably
de signe d to promote  good he alth or
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pre ve nt dise ase . For this purpose , a
program is not re asonably de signe d to
promote  good he alth or pre ve nt dise ase
unle ss the  program give s individuals
e ligible  for the  program the  opportunity
to qualify for the  re ward unde r the
program at le ast once  pe r ye ar.

(iii) The  re ward unde r the  program
must be  available  to all similarly
situate d individuals. A re ward is not
available  to all similarly situate d
individuals for a pe riod unle ss the
program allows—

(A) A re asonable  alte rnative  standard
to obtain the  re ward to any individual
for whom, for that pe riod, it is
unre asonably difficult due  to a me dical
condition to satisfy the  othe rwise
applicable  standard for the  re ward; and

(B) A re asonable  alte rnative  standard
to obtain the  re ward to any individual
for whom, for that pe riod, it is
me dically inadvisable  to atte mpt to
satisfy the  othe rwise  applicable
standard for the  re ward.

(iv) The  plan or issue r must disclose
in all plan mate rials de scribing the
te rms of the  program the  availability of
a re asonable  alte rnative  standard
re quire d unde r paragraph (f)(1)(iii) of
this se ction. (Howe ve r, in plan mate rials
that me re ly me ntion that a program is
available , without de scribing its te rms,
this disclosure  is not re quire d.) The
following language , or substantially
similar language , can be  use d to satisfy
this re quire me nt: ‘‘If it is unre asonably
difficult due  to a me dical condition for
you to achie ve  the  standards for the
re ward unde r this program, or if it is
me dically inadvisable  for you to atte mpt
to achie ve  the  standards for the  re ward
unde r this program, call us at [inse rt
te le phone  numbe r] and we  will work
with you to de ve lop anothe r way to
qualify for the  re ward.’’ In addition,
othe r e xample s of language  that would
satisfy this re quire me nt are  se t forth in
Example s 4, 5, and 6 of paragraph (f)(2)
of this se ction.

(2) Example s. The  rule s of this
paragraph (f) are  illustrate d by the
following e xample s:

Example  1. (i) Facts. A group he alth plan
offe rs a we llne ss program to participants and
be ne ficiarie s unde r which the  plan provide s
me mbe rships to a local fitne ss ce nte r at a
discount.

(ii) Conclusion. In this Example  1, the
re ward unde r the  program is not continge nt
on satisfying any standard that is re late d to
a he alth factor. The re fore , the re  is no
discrimination base d on a he alth factor unde r
e ithe r paragraph (b) or (c) of this se ction and
the  re quire me nts for a bona fide  we llne ss
program do not apply.

Example  2. (i) Facts. An e mploye r sponsors
a group he alth plan. The  annual pre mium for
e mploye e -only cove rage  is $2,400 (of which
the  e mploye r pays $1,800 pe r ye ar and the

e mploye e  pays $600 pe r ye ar). The  plan
imple me nts a we llne ss program that offe rs a
$240 re bate  on pre miums to program
e nrolle e s.

(ii) Conclusion. In this Example  2, the
program satisfie s the  re quire me nts of
paragraph (f)(1)(i) of this se ction be cause  the
re ward for the  we llne ss program, $240, doe s
not e xce e d [10/15/20] pe rce nt of the  total
annual cost of e mploye e -only cove rage ,
[$240/$360/$480]. ($2,400 x [10/15/20]% =
[$240/$360/$480].)

Example  3. (i) Facts. A group he alth plan
give s an annual pre mium discount of [10/15/
20] pe rce nt of the  cost of e mploye e -only
cove rage  to participants who adhe re  to a
we llne ss program. The  we llne ss program
consists sole ly of giving an annual
chole ste rol te st to participants. Those
participants who achie ve  a count unde r 200
re ce ive  the  pre mium discount for the  ye ar.

(ii) Conclusion. In this Example  3, the
program is not a bona fide  we llne ss program.
The  program fails to satisfy the  re quire me nt
of be ing available  to all similarly situate d
individuals be cause  some  participants may
be  unable  to achie ve  a chole ste rol count of
unde r 200 and the  plan doe s not make
available  a re asonable  alte rnative  standard
for obtaining the  pre mium discount. (In
addition, plan mate rials de scribing the
program are  re quire d to disclose  the
availability of the  re asonable  alte rnative
standard for obtaining the  pre mium
discount.) Thus, the  pre mium discount
violate s paragraph (c) of this se ction be cause
it may re quire  an individual to pay a highe r
pre mium base d on a he alth factor of the
individual than is re quire d of a similarly
situate d individual unde r the  plan.

Example  4. (i) Facts. Same  facts as
Example  3, e xce pt that if it is unre asonably
difficult due  to a me dical condition for a
participant to achie ve  the  targe te d chole ste rol
count (or if it is me dically inadvisable  for a
participant to atte mpt to achie ve  the  targe te d
chole ste rol count), the  plan will make
available  a re asonable  alte rnative  standard
that take s the  re le vant me dical condition into
account. In addition, all plan mate rials
de scribing the  te rms of the  program include
the  following state me nt: ‘‘If it is
unre asonably difficult due  to a me dical
condition for you to achie ve  a chole ste rol
count unde r 200, or if it is me dically
inadvisable  for you to atte mpt to achie ve  a
count unde r 200, call us at the  numbe r be low
and we  will work with you to de ve lop
anothe r way to ge t the  discount.’’ Individual
D is unable  to achie ve  a chole ste rol count
unde r 200. The  plan accommodate s D by
making the  discount available  to D, but only
if D complie s with a low-chole ste rol die t.

(ii) Conclusion. In this Example  4, the
program is a bona fide  we llne ss program
be cause  it satisfie s the  four re quire me nts of
this paragraph (f). First, the  program
complie s with the  limits on re wards unde r a
program. Se cond, it is re asonably de signe d to
promote  good he alth or pre ve nt dise ase .
Third, the  re ward unde r the  program is
available  to all similarly situate d individuals
be cause  it accommodate s individuals for
whom it is unre asonably difficult due  to a
me dical condition to achie ve  the  targe te d
count (or for whom it is me dically

inadvisable  to atte mpt to achie ve  the  targe te d
count) in the  pre scribe d pe riod by providing
a re asonable  alte rnative  standard. Fourth, the
plan disclose s in all mate rials de scribing the
te rms of the  program the  availability of a
re asonable  alte rnative  standard. Thus, the
pre mium discount doe s not violate  this
se ction.

Example  5. (i) Facts. A group he alth plan
will waive  the  $250 annual de ductible
(which is le ss than [10/15/20] pe rce nt of the
annual cost of e mploye e -only cove rage  unde r
the  plan) for the  following ye ar for
participants who have  a body mass inde x
be twe e n 19 and 26, de te rmine d shortly
be fore  the  be ginning of the  ye ar. Howe ve r,
any participant for whom it is unre asonably
difficult due  to a me dical condition to attain
this standard (and any participant for whom
it is me dically inadvisable  to atte mpt to
achie ve  this standard) during the  plan ye ar
is give n the  same  discount if the  participant
walks for 20 minute s thre e  days a we e k. Any
participant for whom it is unre asonably
difficult due  to a me dical condition to attain
e ithe r standard (and any participant for
whom it is me dically inadvisable  to atte mpt
to achie ve  e ithe r standard during the  ye ar) is
give n the  same  discount if the  individual
satisfie s a re asonable  alte rnative  standard
that is tailore d to the  individual’s situation.
All plan mate rials de scribing the  te rms of the
we llne ss program include  the  following
state me nt: ‘‘If it is unre asonably difficult due
to a me dical condition for you to achie ve  a
body mass inde x be twe e n 19 and 26 (or if it
is me dically inadvisable  for you to atte mpt to
achie ve  this body mass inde x) this ye ar, your
de ductible  will be  waive d if you walk for 20
minute s thre e  days a we e k. If you cannot
follow the  walking program, call us at the
numbe r above  and we  will work with you to
de ve lop anothe r way to have  your de ductible
waive d, such as a die tary re gime n.’’

(ii) Conclusion. In this Example  5, the
program is a bona fide  we llne ss program
be cause  it satisfie s the  four re quire me nts of
this paragraph (f). First, the  program
complie s with the  limits on re wards unde r a
program. Se cond, it is re asonably de signe d to
promote  good he alth or pre ve nt dise ase .
Third, the  re ward unde r the  program is
available  to all similarly situate d individuals
be cause  it ge ne rally accommodate s
individuals for whom it is unre asonably
difficult due  to a me dical condition to
achie ve  (or for whom it is me dically
inadvisable  to atte mpt to achie ve ) the
targe te d body mass inde x by providing a
re asonable  alte rnative  standard (walking) and
it accommodate s individuals for whom it is
unre asonably difficult due  to a me dical
condition (or for whom it is me dically
inadvisable  to atte mpt) to walk by providing
an alte rnative  standard that is re asonable  for
the  individual. Fourth, the  plan disclose s in
all mate rials de scribing the  te rms of the
program the  availability of a re asonable
alte rnative  standard for e ve ry individual.
Thus, the  waive r of the  de ductible  doe s not
violate  this se ction.

Example  6. (i) Facts. In conjunction with
an annual ope n e nrollme nt pe riod, a group
he alth plan provide s a form for participants
to ce rtify that the y have  not use d tobacco
products in the  pre ce ding twe lve  months.
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Participants who do not provide  the
ce rtification are  asse sse d a surcharge  that is
[10/15/20] pe rce nt of the  cost of e mploye e -
only cove rage . Howe ve r, all plan mate rials
de scribing the  te rms of the  we llne ss program
include  the  following state me nt: ‘‘If it is
unre asonably difficult due  to a he alth factor
for you to me e t the  re quire me nts unde r this
program (or if it is me dically inadvisable  for
you to atte mpt to me e t the  re quire me nts of
this program), we  will make  available  a
re asonable  alte rnative  standard for you to
avoid this surcharge .’’ It is unre asonably
difficult for Individual E to stop smoking
cigare tte s due  to an addiction to nicotine  (a
me dical condition). The  plan accommodate s
E by re quiring E to participate  in a smoking
ce ssation program to avoid the  surcharge . E
can avoid the  surcharge  for as long as E
participate s in the  program, re gardle ss of
whe the r E stops smoking (as long as E
continue s to be  addicte d to nicotine ).

(ii) Conclusion. In this Example  6, the
pre mium surcharge  is pe rmissible  as a bona
fide  we llne ss program be cause  it satisfie s the
four re quire me nts of this paragraph (f). First,
the  program complie s with the  limits on
re wards unde r a program. Se cond, it is
re asonably de signe d to promote  good he alth
or pre ve nt dise ase . Third, the  re ward unde r
the  program is available  to all similarly
situate d individuals be cause  it
accommodate s individuals for whom it is
unre asonably difficult due  to a me dical
condition (or for whom it is me dically
inadvisable  to atte mpt) to quit using tobacco
products by providing a re asonable
alte rnative  standard. Fourth, the  plan
disclose s in all mate rials de scribing the  te rms
of the  program the  availability of a re asonable
alte rnative  standard. Thus, the  pre mium
surcharge  doe s not violate  this se ction.

* * * * *

Signe d at Washington, DC this 28th day of
De ce mbe r, 2000.

Le slie  B. K rame rich,

Assistant Se cre tary, Pe nsion and W e lfare
Be ne fits Administration, U.S. De partme nt of
Labor.

For the  re asons se t forth above , we
propose  to ame nd 45 CFR Part 146 as
follows:

PART 146 [AMENDED]—RULES AND
REGULATIONS FOR HEALTH
INSURANCE PORTABILITY AND
RENEWABILITY FOR GROUP HEALTH
PLANS

1. The  authority citation for Part 146
continue s to re ad as follows:

Authority: Se cs. 2701 through 2763, 2791
and 2792 of the  Public He alth Se rvice  Act,
42 U.S.C. 300gg through 300gg–63, 300gg–91,
300gg–92 as ame nde d by HIPAA (Public Law
104–191, 110 Stat. 1936), MHPA and
NMHPA (Public Law 104–204, 110 Stat.
2935), and WHCRA (Public Law 105–277,
112 Stat. 2681–436), and se ction 102(c)(4) of
HIPAA.

2. We  propose  to ame nd § 146.121 by
adding te xt to paragraph (b) to re ad as
follows:

§ 146.121 Prohibiting discrimination
against participants and beneficiaries
based on a health factor.
* * * * *

(f) Bona fide  we llne ss programs—(1)
De finition. A we llne ss program is a bona
fide  we llne ss program if it satisfie s the
re quire me nts of paragraphs (f)(1)(i)
through (f)(1)(iv) of this se ction.
Howe ve r, a we llne ss program providing
a re ward that is not continge nt on
satisfying a standard re late d to a he alth
factor doe s not violate  this se ction e ve n
if it doe s not satisfy the  re quire me nts of
this paragraph (f) for a bona fide
we llne ss program.

(i) The  re ward for the  we llne ss
program, couple d with the  re ward for
othe r we llne ss programs with re spe ct to
the  plan that re quire  satisfaction of a
standard re late d to a he alth factor, must
not e xce e d [10/15/20] pe rce nt of the
cost of e mploye e -only cove rage  unde r
the  plan. For this purpose , the  cost of
e mploye e -only cove rage  is de te rmine d
base d on the  total amount of e mploye r
and e mploye e  contributions for the
be ne fit package  unde r which the
e mploye e  is re ce iving cove rage . A
re ward can be  in the  form of a discount,
a re bate  of a pre mium or contribution,
or a waive r of all or part of a cost-
sharing me chanism (such as
de ductible s, copayme nts, or
coinsurance ), or the  abse nce  of a
surcharge .

(ii) The  program must be  re asonably
de signe d to promote  good he alth or
pre ve nt dise ase . For this purpose , a
program is not re asonably de signe d to
promote  good he alth or pre ve nt dise ase
unle ss the  program give s individuals
e ligible  for the  program the  opportunity
to qualify for the  re ward unde r the
program at le ast once  pe r ye ar.

(iii) The  re ward unde r the  program
must be  available  to all similarly
situate d individuals. A re ward is not
available  to all similarly situate d
individuals for a pe riod unle ss the
program allows—

(A) A re asonable  alte rnative  standard
to obtain the  re ward to any individual
for whom, for that pe riod, it is
unre asonably difficult due  to a me dical
condition to satisfy the  othe rwise
applicable  standard for the  re ward; and
(B) A re asonable  alte rnative  standard to
obtain the  re ward to any individual for
whom, for that pe riod, it is me dically
inadvisable  to atte mpt to satisfy the
othe rwise  applicable  standard for the
re ward.

(iv) The  plan or issue r must disclose
in all plan mate rials de scribing the
te rms of the  program the  availability of
a re asonable  alte rnative  standard
re quire d unde r paragraph (f)(1)(iii) of
this se ction. (Howe ve r, in plan mate rials

that me re ly me ntion that a program is
available , without de scribing its te rms,
this disclosure  is not re quire d.) The
following language , or substantially
similar language , can be  use d to satisfy
this re quire me nt: ‘‘If it is unre asonably
difficult due  to a me dical condition for
you to achie ve  the  standards for the
re ward unde r this program, or if it is
me dically inadvisable  for you to atte mpt
to achie ve  the  standards for the  re ward
unde r this program, call us at [inse rt
te le phone  numbe r] and we  will work
with you to de ve lop anothe r way to
qualify for the  re ward.’’ In addition,
othe r e xample s of language  that would
satisfy this re quire me nt are  se t forth in
Example s 4, 5, and 6 of paragraph (f)(2)
of this se ction.

(2) Example s. The  rule s of this
paragraph (f) are  illustrate d by the
following e xample s:

Example  1. (i) Facts. A group he alth plan
offe rs a we llne ss program to participants and
be ne ficiarie s unde r which the  plan provide s
me mbe rships to a local fitne ss ce nte r at a
discount.

(ii) Conclusion. In this Example  1, the
re ward unde r the  program is not continge nt
on satisfying any standard that is re late d to
a he alth factor. The re fore , the re  is no
discrimination base d on a he alth factor unde r
e ithe r paragraph (b) or (c) of this se ction and
the  re quire me nts for a bona fide  we llne ss
program do not apply.

Example  2. (i) Facts. An e mploye r
sponsors a group he alth plan. The  annual
pre mium for e mploye e -only cove rage  is
$2,400 (of which the  e mploye r pays $1,800
pe r ye ar and the  e mploye e  pays $600 pe r
ye ar). The  plan imple me nts a we llne ss
program that offe rs a $240 re bate  on
pre miums to program e nrolle e s.

(ii) Conclusion. In this Example  2, the
program satisfie s the  re quire me nts of
paragraph (f)(1)(i) of this se ction be cause  the
re ward for the  we llne ss program, $240, doe s
not e xce e d [10/15/20] pe rce nt of the  total
annual cost of e mploye e -only cove rage ,
[$240/$360/$480]. ($2,400 x [10/15/20]% =
[$240/$360/$480].)

Example  3. (i) Facts. A group he alth plan
give s an annual pre mium discount of [10/15/
20] pe rce nt of the  cost of e mploye e -only
cove rage  to participants who adhe re  to a
we llne ss program. The  we llne ss program
consists sole ly of giving an annual
chole ste rol te st to participants. Those
participants who achie ve  a count unde r 200
re ce ive  the  pre mium discount for the  ye ar.

(ii) Conclusion. In this Example  3, the
program is not a bona fide  we llne ss program.
The  program fails to satisfy the  re quire me nt
of be ing available  to all similarly situate d
individuals be cause  some  participants may
be  unable  to achie ve  a chole ste rol count of
unde r 200 and the  plan doe s not make
available  a re asonable  alte rnative  standard
for obtaining the  pre mium discount. (In
addition, plan mate rials de scribing the
program are  re quire d to disclose  the
availability of the  re asonable  alte rnative
standard for obtaining the  pre mium
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discount.) Thus, the  pre mium discount
violate s paragraph (c) of this se ction be cause
it may re quire  an individual to pay a highe r
pre mium base d on a he alth factor of the
individual than is re quire d of a similarly
situate d individual unde r the  plan.

Example  4. (i) Facts. Same  facts as
Example  3, e xce pt that if it is unre asonably
difficult due  to a me dical condition for a
participant to achie ve  the  targe te d chole ste rol
count (or if it is me dically inadvisable  for a
participant to atte mpt to achie ve  the  targe te d
chole ste rol count), the  plan will make
available  a re asonable  alte rnative  standard
that take s the  re le vant me dical condition into
account. In addition, all plan mate rials
de scribing the  te rms of the  program include
the  following state me nt: ‘‘If it is
unre asonably difficult due  to a me dical
condition for you to achie ve  a chole ste rol
count unde r 200, or if it is me dically
inadvisable  for you to atte mpt to achie ve  a
count unde r 200, call us at the  numbe r be low
and we  will work with you to de ve lop
anothe r way to ge t the  discount.’’ Individual
D is unable  to achie ve  a chole ste rol count
unde r 200. The  plan accommodate s D by
making the  discount available  to D, but only
if D complie s with a low-chole ste rol die t.

(ii) Conclusion. In this Example  4, the
program is a bona fide  we llne ss program
be cause  it satisfie s the  four re quire me nts of
this paragraph (f). First, the  program
complie s with the  limits on re wards unde r a
program. Se cond, it is re asonably de signe d to
promote  good he alth or pre ve nt dise ase .
Third, the  re ward unde r the  program is
available  to all similarly situate d individuals
be cause  it accommodate s individuals for
whom it is unre asonably difficult due  to a
me dical condition to achie ve  the  targe te d
count (or for whom it is me dically
inadvisable  to atte mpt to achie ve  the  targe te d
count) in the  pre scribe d pe riod by providing
a re asonable  alte rnative  standard. Fourth, the
plan disclose s in all mate rials de scribing the
te rms of the  program the  availability of a
re asonable  alte rnative  standard. Thus, the
pre mium discount doe s not violate  this
se ction.

Example  5. (i) Facts. A group he alth plan
will waive  the  $250 annual de ductible
(which is le ss than [10/15/20] pe rce nt of the
annual cost of e mploye e -only cove rage  unde r
the  plan) for the  following ye ar for
participants who have  a body mass inde x
be twe e n 19 and 26, de te rmine d shortly
be fore  the  be ginning of the  ye ar. Howe ve r,
any participant for whom it is unre asonably
difficult due  to a me dical condition to attain
this standard (and any participant for whom
it is me dically inadvisable  to atte mpt to
achie ve  this standard) during the  plan ye ar
is give n the  same  discount if the  participant
walks for 20 minute s thre e  days a we e k. Any
participant for whom it is unre asonably
difficult due  to a me dical condition to attain
e ithe r standard (and any participant for
whom it is me dically inadvisable  to atte mpt
to achie ve  e ithe r standard during the  ye ar) is
give n the  same  discount if the  individual
satisfie s a re asonable  alte rnative  standard
that is tailore d to the  individual’s situation.
All plan mate rials de scribing the  te rms of the
we llne ss program include  the  following
state me nt: ‘‘If it is unre asonably difficult due

to a me dical condition for you to achie ve  a
body mass inde x be twe e n 19 and 26 (or if it
is me dically inadvisable  for you to atte mpt to
achie ve  this body mass inde x) this ye ar, your
de ductible  will be  waive d if you walk for 20
minute s thre e  days a we e k. If you cannot
follow the  walking program, call us at the
numbe r above  and we  will work with you to
de ve lop anothe r way to have  your de ductible
waive d, such as a die tary re gime n.’’

(ii) Conclusion. In this Example  5, the
program is a bona fide  we llne ss program
be cause  it satisfie s the  four re quire me nts of
this paragraph (f). First, the  program
complie s with the  limits on re wards unde r a
program. Se cond, it is re asonably de signe d to
promote  good he alth or pre ve nt dise ase .
Third, the  re ward unde r the  program is
available  to all similarly situate d individuals
be cause  it ge ne rally accommodate s
individuals for whom it is unre asonably
difficult due  to a me dical condition to
achie ve  (or for whom it is me dically
inadvisable  to atte mpt to achie ve ) the
targe te d body mass inde x by providing a
re asonable  alte rnative  standard (walking) and
it accommodate s individuals for whom it is
unre asonably difficult due  to a me dical
condition (or for whom it is me dically
inadvisable  to atte mpt) to walk by providing
an alte rnative  standard that is re asonable  for
the  individual. Fourth, the  plan disclose s in
all mate rials de scribing the  te rms of the
program the  availability of a re asonable
alte rnative  standard for e ve ry individual.
Thus, the  waive r of the  de ductible  doe s not
violate  this se ction.

Example  6. (i) Facts. In conjunction with
an annual ope n e nrollme nt pe riod, a group
he alth plan provide s a form for participants
to ce rtify that the y have  not use d tobacco
products in the  pre ce ding twe lve  months.
Participants who do not provide  the
ce rtification are  asse sse d a surcharge  that is
[10/15/20] pe rce nt of the  cost of e mploye e -
only cove rage . Howe ve r, all plan mate rials
de scribing the  te rms of the  we llne ss program
include  the  following state me nt: ‘‘If it is
unre asonably difficult due  to a he alth factor
for you to me e t the  re quire me nts unde r this
program (or if it is me dically inadvisable  for
you to atte mpt to me e t the  re quire me nts of
this program), we  will make  available  a
re asonable  alte rnative  standard for you to
avoid this surcharge .’’ It is unre asonably
difficult for Individual E to stop smoking
cigare tte s due  to an addiction to nicotine  (a
me dical condition). The  plan accommodate s
E by re quiring E to participate  in a smoking
ce ssation program to avoid the  surcharge . E
can avoid the  surcharge  for as long as E
participate s in the  program, re gardle ss of
whe the r E stops smoking (as long as E
continue s to be  addicte d to nicotine ).

(ii) Conclusion. In this Example  6, the
pre mium surcharge  is pe rmissible  as a bona
fide  we llne ss program be cause  it satisfie s the
four re quire me nts of this paragraph (f). First,
the  program complie s with the  limits on
re wards unde r a program. Se cond, it is
re asonably de signe d to promote  good he alth
or pre ve nt dise ase . Third, the  re ward unde r
the  program is available  to all similarly
situate d individuals be cause  it
accommodate s individuals for whom it is
unre asonably difficult due  to a me dical

condition (or for whom it is me dically
inadvisable  to atte mpt) to quit using tobacco
products by providing a re asonable
alte rnative  standard. Fourth, the  plan
disclose s in all mate rials de scribing the  te rms
of the  program the  availability of a re asonable
alte rnative  standard. Thus, the  pre mium
surcharge  doe s not violate  this se ction.

* * * * *

Date d: June  22, 2000.

N ancy-Ann M in D e Parle ,

Administrator, He alth Care  Financing
Administration.

Approve d: August 29, 2000.

D onna E. Shalala,

Se cre tary.
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HIPAA Nondiscrimination

AGENCY: Inte rnal Re ve nue  Se rvice  (IRS),
Tre asury.
ACTION: Notice  of propose d rule making
by cross-re fe re nce  to te mporary
re gulations.

SUMMARY: Else whe re  in this issue  of the
Fe de ral Re giste r, the  IRS is issuing
te mporary and final re gulations
gove rning the  provisions prohibiting
discrimination base d on a he alth factor
for group he alth plans. The  IRS is
issuing the  te mporary and final
re gulations at the  same  time  that the
Pe nsion and We lfare  Be ne fits
Administration of the  U.S. De partme nt
of Labor and the  He alth Care  Financing
Administration of the  U.S. De partme nt
of He alth and Human Se rvice s are
issuing substantially similar inte rim
final re gulations gove rning the
provisions prohibiting discrimination
base d on a he alth factor for group he alth
plans and issue rs of he alth insurance
cove rage  offe re d in conne ction with a
group he alth plan unde r the  Employe e
Re tire me nt Income  Se curity Act of 1974
and the  Public He alth Se rvice  Act. The
te mporary re gulations provide  guidance
to e mploye rs and group he alth plans
re lating to the  group he alth plan
nondiscrimination re quire me nts. The
te xt of those  te mporary re gulations also
se rve s as the  te xt of the se  propose d
re gulations.

DATES: Writte n comme nts and re que sts
for a public he aring must be  re ce ive d by
April 9, 2001.

VerDate 11<MAY>2000 13:56 Jan 05, 2001 Jkt 194001 PO 00000 Frm 00015 Fmt 4701 Sfmt 4702 E:\FR\FM\08JAP2.SGM pfrm01 PsN: 08JAP2


