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§ 156.122 Prescription drug benefits. 
(a) A health plan does not provide es-

sential health benefits unless it: 
(1) Subject to the exception in para-

graph (b) of this section, covers at least 
the greater of: 

(i) One drug in every United States 
Pharmacopeia (USP) category and 
class; or 

(ii) The same number of prescription 
drugs in each category and class as the 
EHB-benchmark plan; 

(2) Submits its formulary drug list to 
the Exchange, the State or OPM; and 

(3) For plans years beginning on or 
after January 1, 2017, uses a pharmacy 
and therapeutics (P&T) committee 
that meets the following standards. 

(i) Membership standards. The P&T 
committee must: 

(A) Have members that represent a 
sufficient number of clinical specialties 
to adequately meet the needs of enroll-
ees. 

(B) Consist of a majority of individ-
uals who are practicing physicians, 
practicing pharmacists and other prac-
ticing health care professionals who 
are licensed to prescribe drugs. 

(C) Prohibit any member with a con-
flict of interest with respect to the 
issuer or a pharmaceutical manufac-
turer from voting on any matters for 
which the conflict exists. 

(D) Require at least 20 percent of its 
membership to have no conflict of in-
terest with respect to the issuer and 
any pharmaceutical manufacturer. 

(ii) Meeting standards. The P&T com-
mittee must: 

(A) Meet at least quarterly. 
(B) Maintain written documentation 

of the rationale for all decisions re-
garding formulary drug list develop-
ment or revision. 

(iii) Formulary drug list establishment 
and management. The P&T committee 
must: 

(A) Develop and document procedures 
to ensure appropriate drug review and 
inclusion. 

(B) Base clinical decisions on the 
strength of scientific evidence and 
standards of practice, including assess-
ing peer-reviewed medical literature, 
pharmacoeconomic studies, outcomes 
research data, and other such informa-
tion as it determines appropriate. 

(C) Consider the therapeutic advan-
tages of drugs in terms of safety and ef-
ficacy when selecting formulary drugs. 

(D) Review policies that guide excep-
tions and other utilization manage-
ment processes, including drug utiliza-
tion review, quantity limits, and thera-
peutic interchange. 

(E) Evaluate and analyze treatment 
protocols and procedures related to the 
plan’s formulary at least annually. 

(F) Review and approve all clinical 
prior authorization criteria, step ther-
apy protocols, and quantity limit re-
strictions applied to each covered drug. 

(G) Review new FDA-approved drugs 
and new uses for existing drugs. 

(H) Ensure the issuer’s formulary 
drug list: 

(1) Covers a range of drugs across a 
broad distribution of therapeutic cat-
egories and classes and recommended 
drug treatment regimens that treat all 
disease states, and does not discourage 
enrollment by any group of enrollees; 
and 

(2) Provides appropriate access to 
drugs that are included in broadly ac-
cepted treatment guidelines and that 
are indicative of general best practices 
at the time. 

(b) A health plan does not fail to pro-
vide EHB prescription drug benefits 
solely because it does not offer drugs 
approved by the Food and Drug Admin-
istration as a service described in 
§ 156.280(d) of this subchapter. 

(c) A health plan providing essential 
health benefits must have the fol-
lowing processes in place that allow an 
enrollee, the enrollee’s designee, or the 
enrollee’s prescribing physician (or 
other prescriber, as appropriate) to re-
quest and gain access to clinically ap-
propriate drugs not otherwise covered 
by the health plan (a request for excep-
tion). In the event that an exception 
request is granted, the plan must treat 
the excepted drug(s) as an essential 
health benefit, including by counting 
any cost-sharing towards the plan’s an-
nual limitation on cost-sharing under 
§ 156.130 and when calculating the 
plan’s actuarial value under § 156.135. 

(1) Standard exception request. For 
plans years beginning on or after Janu-
ary 1, 2016: 

(i) A health plan must have a process 
for an enrollee, the enrollee’s designee, 
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or the enrollee’s prescribing physician 
(or other prescriber) to request a stand-
ard review of a decision that a drug is 
not covered by the plan. 

(ii) A health plan must make its de-
termination on a standard exception 
and notify the enrollee or the enroll-
ee’s designee and the prescribing physi-
cian (or other prescriber, as appro-
priate) of its coverage determination 
no later than 72 hours following receipt 
of the request. 

(iii) A health plan that grants a 
standard exception request must pro-
vide coverage of the non-formulary 
drug for the duration of the prescrip-
tion, including refills. 

(2) Expedited exception request. (i) A 
health plan must have a process for an 
enrollee, the enrollee’s designee, or the 
enrollee’s prescribing physician (or 
other prescriber) to request an expe-
dited review based on exigent cir-
cumstances. 

(ii) Exigent circumstances exist when 
an enrollee is suffering from a health 
condition that may seriously jeop-
ardize the enrollee’s life, health, or 
ability to regain maximum function or 
when an enrollee is undergoing a cur-
rent course of treatment using a non- 
formulary drug. 

(iii) A health plan must make its cov-
erage determination on an expedited 
review request based on exigent cir-
cumstances and notify the enrollee or 
the enrollee’s designee and the pre-
scribing physician (or other prescriber, 
as appropriate) of its coverage deter-
mination no later than 24 hours fol-
lowing receipt of the request. 

(iv) A health plan that grants an ex-
ception based on exigent circumstances 
must provide coverage of the non-for-
mulary drug for the duration of the ex-
igency. 

(3) External exception request review. 
For plans years beginning on or after 
January 1, 2016: 

(i) If the health plan denies a request 
for a standard exception under para-
graph (c)(1) of this section or for an ex-
pedited exception under paragraph 
(c)(2) of this section, the health plan 
must have a process for the enrollee, 
the enrollee’s designee, or the enroll-
ee’s prescribing physician (or other 
prescriber) to request that the original 
exception request and subsequent de-

nial of such request be reviewed by an 
independent review organization. 

(ii) A health plan must make its de-
termination on the external exception 
request and notify the enrollee or the 
enrollee’s designee and the prescribing 
physician (or other prescriber, as ap-
propriate) of its coverage determina-
tion no later than 72 hours following 
its receipt of the request, if the origi-
nal request was a standard exception 
request under paragraph (c)(1) of this 
section, and no later than 24 hours fol-
lowing its receipt of the request, if the 
original request was an expedited ex-
ception request under paragraph (c)(2) 
of this section. 

(iii) If a health plan grants an exter-
nal exception review of a standard ex-
ception request, the health plan must 
provide coverage of the non-formulary 
drug for the duration of the prescrip-
tion. If a health plan grants an exter-
nal exception review of an expedited 
exception request, the health plan 
must provide coverage of the non-for-
mulary drug for the duration of the ex-
igency. 

(d)(1) For plan years beginning on or 
after January 1, 2016, a health plan 
must publish an up-to-date, accurate, 
and complete list of all covered drugs 
on its formulary drug list, including 
any tiering structure that it has adopt-
ed and any restrictions on the manner 
in which a drug can be obtained, in a 
manner that is easily accessible to plan 
enrollees, prospective enrollees, the 
State, the Exchange, HHS, the U.S. Of-
fice of Personnel Management, and the 
general public. A formulary drug list is 
easily accessible when: 

(i) It can be viewed on the plan’s pub-
lic Web site through a clearly identifi-
able link or tab without requiring an 
individual to create or access an ac-
count or enter a policy number; and 

(ii) If an issuer offers more than one 
plan, when an individual can easily dis-
cern which formulary drug list applies 
to which plan. 

(2) A QHP in the Federally-facili-
tated Exchange must make available 
the information described in paragraph 
(d)(1) of this section on its Web site in 
an HHS-specified format and also sub-
mit this information to HHS, in a for-
mat and at times determined by HHS. 

VerDate Sep<11>2014 16:14 Nov 03, 2015 Jkt 235196 PO 00000 Frm 01047 Fmt 8010 Sfmt 8010 Q:\45\45V1.TXT 31lp
ow

el
l o

n 
D

S
K

54
D

X
V

N
1O

F
R

 w
ith

 $
$_

JO
B



1038 

45 CFR Subtitle A (10–1–15 Edition) § 156.125 

(e) For plan years beginning on or 
after January 1, 2017, a health plan pro-
viding essential health benefits must 
have the following access procedures: 

(1) A health plan must allow enroll-
ees to access prescription drug benefits 
at in-network retail pharmacies, un-
less: 

(i) The drug is subject to restricted 
distribution by the U.S. Food and Drug 
Administration; or 

(ii) The drug requires special han-
dling, provider coordination, or patient 
education that cannot be provided by a 
retail pharmacy. 

(2) A health plan may charge enroll-
ees a different cost-sharing amount for 
obtaining a covered drug at a retail 
pharmacy, but all cost sharing will 
count towards the plan’s annual limi-
tation on cost sharing under § 156.130 
and must be accounted for in the plan’s 
actuarial value calculated under 
§ 156.135. 

[78 FR 12866, Feb. 25, 2013, as amended at 79 
FR 30350, May 27, 2014; 80 FR 10871, Feb. 27, 
2015] 

§ 156.125 Prohibition on discrimina-
tion. 

(a) An issuer does not provide EHB if 
its benefit design, or the implementa-
tion of its benefit design, discriminates 
based on an individual’s age, expected 
length of life, present or predicted dis-
ability, degree of medical dependency, 
quality of life, or other health condi-
tions. 

(b) An issuer providing EHB must 
comply with the requirements of 
§ 156.200(e) of this subchapter; and 

(c) Nothing in this section shall be 
construed to prevent an issuer from ap-
propriately utilizing reasonable med-
ical management techniques. 

§ 156.130 Cost-sharing requirements. 
(a) Annual limitation on cost sharing. 

(1) For a plan year beginning in the 
calendar year 2014, cost sharing may 
not exceed the following: 

(i) For self-only coverage—the annual 
dollar limit as described in section 
223(c)(2)(A)(ii)(I) of the Internal Rev-
enue Code of 1986 as amended, for self- 
only coverage that that is in effect for 
2014; or 

(ii) For other than self-only cov-
erage—the annual dollar limit in sec-

tion 223(c)(2)(A)(ii)(II) of the Internal 
Revenue Code of 1986 as amended, for 
non-self-only coverage that is in effect 
for 2014. 

(2) For a plan year beginning in a cal-
endar year after 2014, cost sharing may 
not exceed the following: 

(i) For self-only coverage—the dollar 
limit for calendar year 2014 increased 
by an amount equal to the product of 
that amount and the premium adjust-
ment percentage, as defined in para-
graph (e) of this section. 

(ii) For other than self-only cov-
erage—twice the dollar limit for self- 
only coverage described in paragraph 
(a)(2)(i) of this section. 

(b) [Reserved] 
(c) Special rule for network plans. In 

the case of a plan using a network of 
providers, cost sharing paid by, or on 
behalf of, an enrollee for benefits pro-
vided outside of such network is not re-
quired to count toward the annual lim-
itation on cost sharing (as defined in 
paragraph (a) of this section). 

(d) Increase annual dollar limits in mul-
tiples of 50. For a plan year beginning in 
a calendar year after 2014, any increase 
in the annual dollar limits described in 
paragraph (a) of this section that does 
not result in a multiple of 50 dollars 
will be rounded down, to the next low-
est multiple of 50 dollars. 

(e) Premium adjustment percentage. 
The premium adjustment percentage is 
the percentage (if any) by which the 
average per capita premium for health 
insurance coverage for the preceding 
calendar year exceeds such average per 
capita premium for health insurance 
for 2013. HHS will publish the annual 
premium adjustment percentage in the 
annual HHS notice of benefits and pay-
ment parameters. 

(f) Coordination with preventive limits. 
Nothing in this subpart is in deroga-
tion of the requirements of § 147.130 of 
this subchapter. 

(g) Coverage of emergency department 
services. Emergency department serv-
ices must be provided as follows: 

(1) Without imposing any require-
ment under the plan for prior author-
ization of services or any limitation on 
coverage where the provider of services 
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