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Request for Comments

In accordance with the Paperwork
Reduction Act, comments on AHRQ's
information collection are requested
with regard to any of the following:

(a) Whether the proposed collection of
information is necessary for the proper
performance of AHRQ healthcare
research and healthcare information
dissemination functions, including
whether the information will have
practical utility; (b) the accuracy of
AHRQ’ s estimate of burden (including
hours and costs) of the proposed
collection(s) of information; (c) ways to
enhance the quality, utility, and clarity
of the information to be collected; and
(d) ways to minimize the burden of the
collection of information upon the
respondents, including the use of
automated collection techniques or
other forms of information technology.

Comments submitted in response to
this notice will be summarized and
included in the Agency's subsequent
request for OMB approval of the
proposed information collection. All
comments will become a matter of
public record.

Dated: October 27, 2011.
Carolyn M. Clancy,
Director.
[FR Doc. 2011-28402 Filed 11-1-11; 8:45 am]
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U.S.C. 300ff—131) of Public Law 111-
87: Infectious Diseases and
Circumstances Relevant to Notification
Requirements

AGENCY: Centers for Disease Control and
Prevention, Department of Health and
Human Services.

ACTION: Final notice.

SUMMARY: The Ryan White HIV/AIDS
Treatment Extension Act of 2009 (Pub.
L. 111-87) addresses notification
procedures for medical facilities and
state public health officers and their
designated officers regarding exposure
of emergency response employees
(ERESs) to potentially life-threatening
infectious diseases. The Secretary of
Health and Human Services (Secretary)
has delegated authority to the Director
of the Centers for Disease Control and
Prevention (CDC) to issue a list of
potentially life-threatening infectious

diseases, including emerging infectious
diseases, to which EREs may be exposed
in responding to emergencies (including
a specification of those infectious
diseases that are routinely transmitted
through airborne or aerosolized means);
guidelines describing circumstances in
which employees may be exposed to
these diseases; and guidelines
describing the manner in which medical
facilities should make determinations
about exposures. On December 13, 2010,
CDC invited comment on a draft list of
covered infectious diseases and both
sets of guidelines (75 FR 77642). In
consideration of the comments received,
this notice sets forth CDC’s final list of
diseases, final guidelines describing
circumstances under which exposure to
listed diseases may occur, and final
guidelines for determining whether an
exposure to the listed diseases has
occurred.

DATES: The list of diseases and
guidelines in this notice will be
effective December 2, 2011.

FOR FURTHER INFORMATION CONTACT:
James Spahr, Centers for Disease Control
and Prevention, National Institute for
Occupational Safety and Health, 1600
Clifton Road, NE., M/S E20, Atlanta, GA
30333, telephone (404) 498-6185.
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Introduction

The Ryan White HIV/AIDS Treatment
Extension Act of 2009 (Pub. L. 111-87)
amended the Public Health Service Act
(PHS Act, 42 U.S.C. 201-300ii),
including the addition of a Part G to
Title XXVI, which addresses
notification procedures and
requirements for medical facilities and
state public health officers and their
designated officers regarding exposure
of EREs to potentially life-threatening
infectious diseases. (See Title XXVI,
Part G of the PHS Act, codified as

amended at 42 U.S.C. 300ff-131 to
300ff-140.)

For purposes of these notification
requirements, sec. 2695 [42 U.S.C.
300ff-131] requires the Secretary to
develop and disseminate:

1. A list of potentially life-threatening
infectious diseases, including emerging
infectious diseases, to which EREs may
be exposed in responding to
emergencies (including a specification
of those infectious diseases on the list
that are routinely transmitted through
airborne or aerosolized means);

2. guidelines describing the
circumstances in which such employees
may be exposed to such diseases, taking
into account the conditions under
which emergency response is provided;
and

3. guidelines describing the manner in
which medical facilities should make
determinations for purposes of sec.
2695B(d) [Evaluation and Response
Regarding Request to Medical Facility,
42 U.S.C. 300ff-133(d)].

On July 7, 2010, the Secretary issued
a PHS Act Delegation of Authority
(Delegation of Authority), which
assigned to the Director of CDC the
authority vested in the Secretary of HHS
(Secretary) under sec. 2695 of Title
XXVI (42 U.S.C. 300ff-131) “as it
pertains to the functions assigned to the
[CDC)” (75 FR 40842, July 14, 2010). On
December 13, 2010, CDC invited
comment on a draft list of covered
infectious diseases and two sets of
guidelines developed pursuant to this
Delegation of Authority and 42 U.S.C.
300ff-131 through a general notice and
request for comments published in the
Federal Register (75 FR 77642).

Response to Comments

In response to the December 2010
notice, CDC received a total of 83
comments from 22 individuals and/or
organizations. The comments are
addressed below.

Emergency Response Employees (EREs)

Comment: CDC received two
comments regarding EREs. One
commenter wanted to make it clear that
police were included among the group
of people considered EREs. The other
commenter wanted there to be a
specification that EREs included
volunteer and paid emergency medical
services.

CDC response: “Emergency response
employee” is not defined in the PHS
Act, and CDC’s authority for purposes of
this notice is limited to those duties set
out in the Delegation of Authority (75
FR 40842). The duties of an individual
considered an ERE are described in 42
U.S.C. 300ft-133(a):
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[i]f an emergency response employee believes
that the employee may have been exposed to
an infectious disease by a victim of an
emergency who was transported to a medical
facility as a result of the emergency and if the
employee attended, treated, assisted, or
transported the victim pursuant to the
emergency, then the designated officer of the
employee shall, upon the request of the
employee, carry out the duties described in
subsection (b) regarding a determination of
whether the employee may have been
exposed to an infectious disease by the
victim.

Non-compliance

Comment: CDC received one
comment regarding non-compliance.
The commenter noted that there was no
mention of an administrative contact
person or a process regarding non-
compliance.

CDC response: The PHS Act addresses
this issue in section 2695H [42 U.S.C.
300ff-139], which is outside the scope
of this notice covering the Secretary’s
duties under sec. 2695 [42 U.S.C. 300ff—
131]. The December 13, 2010, Federal
Register notice was limited to those
duties assigned to CDC through the
Secretary’s Delegation of Authority (75
FR 40842).

Designated officers

Comment: CDC received one
comment regarding designated officers.
The commenter noted that the
designated officer position needs to be
better developed.

CDC response: The PHS Act does not
provide a definition of ““designated
officer,” except that 42 U.S.C. 300ff-136
provides for selection of such officer by
the public health officer of each state.
The December 13, 2010, Federal
Register notice was limited to those
duties assigned to CDC through the
Secretary’s Delegation of Authority (75
FR 40842). Development of the
designated officer position is beyond the
scope of the Delegation and this notice.
Definitions

The December 13, 2010, general
notice and request for comments
provided definitions only where such
were necessary for clarification of CDC’s
approach to developing the disease list
and guidelines as assigned to CDC
through the Secretary’s Delegation of
Authority (75 FR 40842). CDC received
five comments regarding definitions.
One commenter approved of the
definitions.

Comment: Two commenters wanted
to either use the word “communicable”
instead of “infectious™ or to add the
word “communicable” in front of
“infectious.”

CDC response: To ensure consistency
in interpretation of terms used in the

PHS Act and in the guidelines, CDC is
mirroring the Act’s language in its
guidelines to the extent feasible. Title
XXVI, Part G of the PHS Act refers only
to the word “infectious” and not to the
word “‘communicable.” Furthermore,
the ability of the infectious diseases
included in the draft to be transmitted
from person to person is addressed in
their specification as “transmitted by
contact or body fluid exposures,”
“transmitted through aerosolized
airborne means,” or “transmitted
through aerosolized droplet means.” In
addition, Part I1I, “Guidelines
Describing the Manner in Which
Medical Facilities Should Make
Determinations for Purpose of Section
2695B(d) [42 U.S.C. 300ff-133(d)],” in
several places requires consideration of
“infectious disease that was possibly
contagious at the time of the potential
exposure incident.” Therefore the
requested wording change was not
made.

Comment: Two commenters requested
that the word “exposed” be redefined as
“any contact direct or indirect with a
person in which there is a risk of
transmission of an infectious agent to an
ERE.”

CDC response: CDC did not redefine
“exposed.” The existing definition is
clear and there was concern that the
word “contact” could lead to
misinterpretations.

List of Potentially Life-Threatening
Infectious Diseases (Part I)

Under sec. 2695 of Title XX VI (42
U.S.C. 300ff-131), CDC, through the
Delegation of Authority by the Secretary
of HHS, must issue a list of potentially
life-threatening infectious diseases,
including emerging infectious diseases,
to which EREs may be exposed in
responding to emergencies (including a
specification of those infectious diseases
that are routinely transmitted through
airborne or aerosolized means). CDC
received 45 comments regarding its
proposed disease list.

CDC received a number of positive
comments in support of the proposed
disease list. For example, one
commenter was pleased to see the
addition of hepatitis C to the disease
list. Another commenter supported
finalization of the disease list. Two
commenters stated that they agreed with
the list of Potentially Life-Threatening
Infectious Diseases: Routinely
Transmitted by Contact or Body Fluid
Exposures and the list of Potentially
Life-Threatening Infectious Diseases:
Routinely Transmitted Through
Aerosolized Airborne Means. Two
commenters appreciated the language in
the document permitting amendments

to the list in the future as warranted by
new scientific information or emerging
diseases.

Comment: Two commenters felt that
there should not be two separate lists,
one listing diseases with aerosolized
airborne transmission and the other
listing diseases with aerosolized droplet
transmission. They requested there be a
single specification for the list of life-
threatening infectious diseases that
identifies disease routinely transmitted
through airborne or aerosolized means.
In contrast, others supported this
approach. One commenter “agrees with
these definitions [regarding aerosolized
airborne and aerosolized droplet
transmission and the corresponding
lists] and appreciates the thoroughness
and clarity in which they are written,”
and stated that “‘[tThis will permit our
members to implement the revised
requirements with accuracy and
consistency.” Two other commenters
provided very similar supportive
comments.

CDC response: CDC holds that having
two separate lists most accurately
represents the epidemiology of the
diseases on the respective lists and
mirrors usual infection control
terminology, which will facilitate
comprehension and optimal
implementation of the Act. Therefore,
the two separate lists (aerosolized
airborne transmission and aerosolized
droplet transmission) have been
retained.

Commenters also asked CDC to
consider amending the disease list by
adding or removing conditions.

Comment: One commenter
recommended that all multi-drug-
resistant organisms (MDROs) be added
to the disease list to establish
documentation and surveillance for
these organisms. Five other commenters
specifically wanted methicillin-resistant
Staphylococcus aureus (MRSA) and
other resistant organisms [for example
E. coli ST131 and vancomycin-resistant
enterococci (VRE)] to be added to the
disease list.

CDC response: Because
documentation and surveillance
activities are beyond the scope of 42
U.S.C. 300ff-131, the addition of
MDROs for the purpose of
documentation and surveillance to the
disease list is not warranted. CDC’s
authority for purposes of this final
notice is limited to those duties
assigned to CDC through the Secretary’s
Delegation of Authority (75 FR 40842).

Regarding the addition of MRSA and
other resistant organisms (ST131 and
VRE)] for the purposes of notification,
exposure alone without clinical
infection would not necessitate any type
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of screening or prophylactic treatment.?
MRSA, in particular, has become
common and contemporary treatment of
clinical conditions such as wound
infections or cellulitis associated with
abscesses, carbuncles, or furuncles
routinely covers for MRSA until culture
results allow for the narrowing of
antibiotic coverage.? Therefore, CDC has
not added MRSA, ST131, VRE, or
MDROs in general to the list of diseases.

Comment: Five commenters wanted
anthrax to be added to the disease list.

CDC response: Anthrax remains an
endemic public health threat through
annual epizootics in certain areas of the
United States. Cutaneous anthrax can be
transmitted human to human via
drainage from lesions and is potentially
fatal if left untreated; * therefore,
cutaneous anthrax has been added to
the list of Potentially Life-Threatening
Infectious Diseases: Routinely
Transmitted by Contact or Body Fluid
Exposures. Inhalation and
gastrointestinal anthrax are not
contagious from human to human and
are not included in this list; they are,
however, addressed in a newly added
list of Potentially Life-Threatening
Infectious Diseases Caused by Agents
Potentially Used for Bioterrorism or
Biological Warfare.

Comment: One commenter requested
that syphilis be added to the disease list.

CDC response: While the transmission
of syphilis via accidental needlestick
injury may be a theoretical concern,
there is only one case report of its
occurrence in the medical literature,
and even in that case, it is not clear
whether active infection was due to a
needlestick injury. Syphilis due to
needlestick injury does not pose a
significant public health risk to health
care workers, and syphilis has not been
added to the list.

Comment: Eight commenters desired
that seasonal influenza and/or novel
influenza be added to the disease list.

CDC response: CDC recognizes that
influenza infections are potentially life-
threatening. Therefore, CDC has

1Liu G, et al. Clinical practice guidelines by the
Infectious Diseases Society of America for the
treatment of methicillin-resistant Staphylococcus
aureus infections in adults and children. Infectious
Disease Society of America Guidelines, January 4,
2011. http://cid.oxfordjournals.org/content/early/
2011/01/04/cid.ciq146.full pdf+html. Accessed July
14, 2011.

2Liu C, et al. Clinical practice guidelines by the
Infectious Diseases Society of America for the
treatment of methicillin-resistant Staphylococcus
aureus Infections in adults and children. Infectious
Disease Society of America Guidelines, January 4,
2011. http://cid.oxfordjournals.org/content/early/
2011/01/04/cid.ciq146.full. pdf+html. Accessed July
14, 2011.

3Gold H. Anthrax: a report of 117 cases. AMA
Arch Int Med 1955;96:387-96.

expanded the influenza viruses
included on the list of Potentially Life-
Threatening Infectious Diseases:
Routinely Transmitted Through
Aerosolized Droplet Means to broaden
them beyond just avian influenza A
viruses, but still avoid overburdening
the reporting system. To achieve this,
CDC has modified the list to specify
novel influenza A viruses, as defined by
the Council of State and Territorial
Epidemiologists (CSTE).# This
specification includes avian influenza
and adds other influenza A strains of
animal origin and other new or unique
reassortments. Regarding over-
burdening the reporting system, sec.
2695G(e) [42 U.S.C. 300ff-138(e)] states:

In any case in which the Secretary
determines that, wholly or partially as a
result of a public health emergency that has
been determined pursuant to section 319(a),
individuals or public or private entities are
unable to comply with the requirements of
this part, the Secretary may, not withstanding
any other provision of law, temporarily
suspend, in whole or in part, the
requirements of this part as the
circumstances reasonably require.

Comment: Eight commenters
suggested that pertussis be added to the
disease list.

CDC response: CDC recognizes that
pertussis is a highly communicable
disease and is potentially life-
threatening. Pertussis has been
associated with significant adult
morbidity.5 Additionally, an exposed
and subsequently infected ERE might
carry this highly contagious disease
home to young children, and pertussis
is associated with an increased number
of fatalities in the very young.6
Therefore, CDC has added pertussis to
the list of Potentially Life-Threatening
Infectious Diseases: Routinely
Transmitted Through Aerosolized
Droplet Means.

Comment: One commenter noted that
bioterrorist agents were not specifically
mentioned in the disease list.

CDC response: The Select Agents list
maintained by HHS 7 lists biological
agents that have the potential to pose a
severe threat to human health and that
may be used or adapted for bioterrorist
attacks. Those agents on the list that are
routinely transmitted human to human

4 Council of State and Territorial Epidemiologists.
Novel influenza A virus infections: 2010 Case
Definition. CSTE Position Statement Number: 09—
ID-43. http://www.cdc.gov/osels/ph_surveillance/
nndss/casedef/novel_influenzaA.htm. Accessed
July 18, 2011.

5De Serres G, et al. Morbidity of pertussis in
adolescents and adults, ] Infect Dis 2000;182:174—
9.

8CDC. Pertussis—United States, 2001—2003.
MMWR 2005;54:1283—6.

742 CFR 73.3, 73.4.

are already listed in Part I “List of
Potentially Life-Threatening Infectious
Diseases to Which EREs Might be
Exposed.” CDC recognizes that the other
agents on the Select Agents list would
not typically exhibit human-to-human
transmission or be considered
contagious threats. However, in the
setting of potential intentional
modification to artificially increase
transmissibility or lethality and
deployment as bioweapons (potentially
in quantities far greater than would
naturally be encountered), atypical
pathways of transmission may occur. In
this case, EREs may be exposed by
entering contaminated environments to
care for victims and by exposure to
contaminated individuals from those
environments. Thus, CDC has added to
the definition of exposed (“or, in the
case of a select agent, from a surface or
environment contaminated by the agent
to an ERE.”) and created the disease list
category Potentially Life-Threatening
Infectious Diseases Caused by Agents
Potentially Used for Bioterrorism or
Biological Warfare. This disease list
category includes diseases caused by
any transmissible agent included in the
HHS Select Agents List including those
that are not routinely transmitted
human to human but may be
transmitted via exposure to
contaminated environments.8

Comment: One commenter requested
rabies be removed from the disease list
or that CDC add an explanation of its
presence on the list.

CDC response: Rabies is an almost
universally fatal viral disease that has
no reliable treatment; therefore, if an
exposure to the rabies virus has
occurred, the best hope for prevention
of the disease is timely post-exposure
immunization (i.e., rabies vaccine with
or without Human Rabies
Immunoglobulin). Rabies virus is
present in the saliva, nervous tissue,
and spinal fluid of humans with the
disease, and it is recommended protocol
that a contact investigation be
conducted and recommendations for
any necessary post-exposure
immunization be made any time there
has been a diagnosis of rabies in a
human patient.? Thus, a brief
explanation has been added regarding
rabies exposure, and CDC will retain
rabies on the list of Potentially Life-
Threatening Infectious Diseases:

8 Note: 42 CFR 73 specifies special reporting
requirements for Select Agents independent of
these guidelines.

9CDC. Human Rabies Prevention—United States,
2008: Recommendations of the Advisory Committee
on Immunization Practices. MMWR 2008;57:1—
26,28,











































