
 

 

H1N1 Section 1135 Waiver for 
Hospitals 

November 2, 2009 

Effective 5:00 pm (EST) October 29, 
2009, healthcare providers may now 
petition the Department of Health and 
Human Services (DHHS) for Section 
1135 Waivers to ensure that sufficient 
healthcare items and services are 
available to meet the needs of 
individuals enrolled in Medicare, 
Medicaid, and the Children’s Health 
Insurance Program (CHIP) as a result 
of the 2009 H1N1 influenza 
pandemic. 

I. Section 1135 Waiver 
Since Spring 2009, the nation has 
been preparing for the 2009 H1N1 
influenza pandemic.  On April 26, 
2009, former Acting Secretary of 
Health and Human Services, Charles 
E. Johnson, determined that a Public 
Health Emergency existed nationwide 
involving Swine Influenza (now called 
2009 H1N1 flu).  This declaration was 
renewed by the current Secretary of 
Health and Human Services (the 
“Secretary”), Kathleen Sebelius, on 
July 24, 2009 and October 1, 2009.  
Just last week, on October 24, 2009, 
P res iden t  Obama s igned  a 
proclamation declaring the 2009 
H1N1 influenza pandemic a National 
Emergency.  This provided the 
Secretary with the authority to issue a 
waiver of certain statutory federal 
requirements for medical treatment 
facilities in an effort to appropriately 
respond to the H1N1 pandemic.1 

At 5:00 pm on October 29, 2009, the 
Secretary invoked a Section 1135 
Waiver “to ensure that sufficient 
health care items and services are 
available to meet the needs of 
individuals enrolled in the Medicare, 
Medicaid and CHIP programs and to 

ensure that health care providers that 
furnish such items and services in 
good faith, but are unable to comply 
with one or more of these 
requirements as a result of the 2009-
H1N1 influenza pandemic, may be 
reimbursed for such items and 
services and exempted from 
sanctions for such noncompliance, 
absent any determination of fraud or 
abuse.”2  The Section 1135 Waiver 
applies to the following requirements: 

• certain conditions of participation, 
cert i f icat ion, and program 
participation requirements; 

• requirements that physicians or 
other health care professionals 
hold licenses in the State in 
which they provide services if 
they have an equivalent license 
from another State; 

• sanctions for certain directions, 
relocations or transfers that 
would otherwise violate EMTALA 
if conducted pursuant to an 
appropriate state emergency 
preparedness plan or a state 
pandemic preparedness plan; 

• sanctions related to Stark self-
referral prohibitions; 

• limitations on payments for health 
care items and services furnished 
to individuals enrolled in a 
Medicare Advantage plan; 

• for hospitals that have hospital 
disaster protocols in operation, 
sanctions and penalties arising 
from noncompliance with certain 
provisions of the HIPAA privacy 
regulations; and 

1 Section 1135 of the Social Security Act (42 USC §1320b-5) permits the Secretary to waive certain requirements 
for healthcare facilities in response to emergencies if the following two conditions are met: (1) the Secretary must 
have declared a Public Health Emergency; and (2) the President must have declared an emergency or major 
disaster either through a Stafford Act Declaration or National Emergencies Act Declaration. 
2 Waiver or Modification of Requirements Under Section 1135 of the Social Security Act, Department of Health 
and Human Services, Office of Secretary, Oct. 27, 2009, available at http://www.flu.gov/professional/federal/
h1n1_1135waiver_10272009.html . 
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Hancock, Daniel, Johnson 
& Nagle, PC (HDJN) 
provides assistance and 
guidance to health care 
providers in virtually all 
legal matters affecting 
healthcare. Generally, 
these include corporate, 
employment, administrative, 
and transactional matters; 
litigation; and governmental 
affairs.  

• deadlines and timetables for the 
performance of required activities, 
as determined necessary by 
CMS. 

The Section 1135 Waiver became 
effective at 5:00 pm (EST) on October 
29, 2009, but was retroactive to 
October 23, 2009, and will remain in 
effect during the duration of the 
declared Public Health Emergency for 
2009 H1N1 influenza.  In order to take 
advantage of the Section 1135 
Waiver, however, providers must 
seek individual approval from DHHS. 

To request a Section 1135 Waiver, 
healthcare providers must submit a 
request to either the State Survey 
Agency or the CMS Regional Office.  
Requests to the Regional Office can 
be made by email or telephone.  
Providers will need to be prepared to 
provide information about the facility 
and justification for the request.  Once 
a Section 1135 Waiver request is 
received, the CMS Waiver Validation 
Team will review the request and 
determine whether it is justified.  
Examples of possible waiver requests 
include: 

• a request to set up an alternative 
screening location away from the 
hospital’s main campus 

• a request to facilitate transfer of 
patients from ERs and inpatient 
wards between hospitals 

• a request to waive the 25-bed 
limit and 96 hour average length 
of stay requirement for a critical 
access hospital 

II. Waiver Limitations 

It is important for healthcare providers 
to keep in mind that the following 
limitations apply: 

• Federally certified providers must 
operate under normal rules and 
regulations, unless they have 
sought and have been granted a 
waiver or modification from a 
specific requirement. 

• Waivers are permitted only to the 
extent they ensure that sufficient 
health care items and services 
are available to meet the needs of 
Medicare, Medicaid, and CHIP 
beneficiaries nationwide during 
the declared Public Health 
Emergency for 2009 H1N1 
influenza. 

• A Section 1135 Waiver only 
applies to Federal requirements 
and does not apply to State laws 
or regulations.  Depending on the 
requested waiver, providers will 
need to determine whether there 
are any state law implications and 
whether a corresponding waiver 
request needs to be submitted to 
the Virginia Department of Health, 
O f f i ce  o f  L i censure  and 
Certification. 

• P r o v i d e r s  m u s t  r e s u m e 
compliance with normal rules and 
regulations as soon as they are 
able to comply and no later than 
the termination of the emergency. 

III.  EMTALA Waivers 

Due to the nature of the H1N1 
pandemic, waiver of particular 
EMTALA requirements will likely be 
the most prevalent.3  In anticipation of 
the significant increase in demand for 
emergency services due to H1N1 
influenza and concerns about 
c o m p l i a n c e  w i t h  E M T A L A 
requirements, CMS issued a Survey 
and Certification Memorandum (S&C-
09-52, August 14, 2009) clarifying 
options that are permissible under 
EMTALA (without a waiver) and 
summarizing the provisions governing 
EMTALA waivers.  To reassure the 
provider community that there is 
existing flexibility under EMTALA, the 
memorandum specifically provides, 
“Surveyors and managers responsible 
for EMTALA enforcement are 
expected to be aware of the 
flexibilities hospitals are currently 
afforded under EMTALA and … to 
keep these flexibilities in mind when 
assessing hospital compliance with 
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3 EMTALA requires all Medicare-participating hospitals with dedicated EDs to provide an appropriate medical 
screening exam (MSE) to determine if the person has an Emergency Medical Condition (EMC) for all individuals 
who come to their EDs, regardless of ability to pay. If there is no EMC, the hospital’s EMTALA obligations end.  If 
there is an EMC, the hospital must: treat and stabilize the EMC within its capability (including inpatient admission 
when necessary); OR transfer the individual to a hospital that has the capability and capacity to stabilize the 
EMC. 



 

 

EMTALA during a survey.” 

A brief summary of the clarification 
provided in the memorandum is 
outlined below:4 

No Waiver Required 

• The MSE does not have to take 
place in the ED. 

− Hospi ta ls may set up 
alternative screening sites on 
campus (e.g., within 250 
yards of the main hospital). 

− Individuals may be redirected 
to these sites after being 
logged in. The redirection 
and logging can even take 
place outside the entrance to 
the ED. 

− The person doing the 
directing should be qualified 
(e.g., an RN) to recognize 
individuals who are obviously 
in need of  immediate 
treatment in the ED. 

• The content of the MSE varies 
according to the individual’s 
presenting signs and symptoms – 
it can be as simple or as 
comp lex ,  as  needed ,  to 
determine if an EMC exists. 

− MSEs must be conducted by 
qualified personnel, which 
may include physicians, NPs, 
PAs, or RNs trained to 
perform MSEs. 

• Hospitals may set up screening at 
off-campus, hospital-controlled 
sites. 

− Hospitals may encourage the 
public to go to these sites 
instead of the hospital for 
screening for influenza-like 
illness; however, a hospital 
may not tell individuals who 
have already come to its ED 
to go to the off-site location 
for the MSE. 

− The hospitals should not hold 
the site out to the public as a 

place that provides care for 
EMCs in general, but rather, 
as an influenza screening 
center. 

EMTALA Waivers 

• An EMTALA waiver allows 
hospitals to: 

− direct or relocate individuals 
who come to the ED to an 
alternative off-campus site for 
an MSE in accordance with a 
S t a t e  e m e r g e n c y  o r 
pandemic preparedness plan; 

− effect transfers, normally 
prohibited under EMTALA, of 
individuals with unstable 
EMCs so long as the transfer 
is necessitated by the 
c i r c u m s ta n c e s  o f  t h e 
declared emergency. 

• A  w a i v e r  o f  E M T A L A 
requirements is effective only if 
actions under the waiver do not 
discriminate on the basis of a 
patient’s source of payment or 
ability to pay. 

Additional information regarding the 
H1N1 influenza pandemic and 
Section 1135 Waivers can be found 
a t  w w w . f l u . g o v  o r  h t t p : / /
www.cms.hhs.gov/H1N1/. Should you 
have any questions about the 
recently issued Section 1135 
Waivers; would like assistance 
obtaining a waiver for your facility; or 
wish to discuss any associated 
compliance issues or concerns, 
please contact Mary C. Malone, Emily 
W.G. Towey, or Michelle E. Calloway 
by telephone at (804) 967-9604 or by 
email at mmalone@hdjn.com, 
e t o w e y @ h d j n . c o m ,  o r 
mcalloway@hdjn.com.  Additional 
information about Hancock, Daniel, 
Johnson & Nagle, P.C. is available on 
the firm’s website at www.hdjn.com. 
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HDJN is one of the largest 
Virginia law firms primarily 
focusing its practice on the 
needs of the healthcare 
industry.  
 
 
 
 
 
 
 
 

4 The full  memorandum is available at http://www.cms.hhs.gov/SurveyCertificationGenInfo/downloads/
SCLetter09_52.pdf.    
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For more information 
about HDJN visit the 
firm website at: 

www.hdjn.com  

The information contained 
in this advisory is for 
general  educat ional 
purposes only. It is 
presented with the 
unde rs tand ing  tha t 
neither the author nor 
H a n c o c k ,  D a n i e l , 
Johnson & Nagle, PC, is 
offering any legal or other 
professional services. 
Since the law in many 
areas is complex and can 
change rapidly, this 
information may not apply 
to a given factual situation 
a n d  c a n  b e c o m e 
outdated. Individuals 
desiring legal advice 
should consult legal 
counsel for up-to-date 
and fact-specific advice. 
Under no circumstances 
will the author or 
H a n c o c k ,  D a n i e l , 
Johnson & Nagle, PC be 
liable for any direct, 
indirect, or consequential 
damages resulting from 
the use of this material.  
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