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PROPOSED RULEMAKING

DEPARTMENT OF HEALTH

[28 PA. CODE CHS. 1001, 1003, 1005,
1007 AND 1051]

Out-of-Hospital Do-Not-Resuscitate Orders

The Department of Health (Department) is proposing
regulations to facilitate the continued implementation of
20 Pa.C.S. 88 54A01—54A13 (relating to Do-Not-
Resuscitate Act) (DNR Act), enacted by the act of June 19,
2002 (P.L. 409, No. 59) (Act 59), as assisted by the
Department’s interim regulations adopted at 32 Pa.B.
6117—6128 (December 14, 2002). The Department is
proposing to continue the division of 28 Pa. Code Part VII
(relating to emergency medical services), into Subparts A
and B (relating to emergency medical services systems;
and matters ancillary to emergency medical services
systems), as accomplished by the Department's interim
regulations. Subpart A contains regulations the Depart-
ment has adopted under the Emergency Medical Services
Act (EMS Act) (35 P.S. 88 6921—6938). The interim
regulations made amendments in Subpart A to
88 1001.1—1001.5, 1003.27, 1005.3, 1005.10 and 1007.7.
The interim regulations also adopted Subpart B, which
contains Chapter 1051 (relating to out-of-hospital do-not-
resuscitate orders). The proposed amendments are set
forth in Annex A.

Purpose and Background

To facilitate the prompt implementation of the DNR
Act, enacted June 19, 2002, effective August 18, 2002, Act
59 required that the Department adopt interim regula-
tions by December 16, 2002. To expedite adoption of the
interim regulations, Act 59 exempted their review by the
designated standing committees in the House and Senate,
and the Independent Regulatory Review Commission
(IRRC). The Department adopted interim regulations on
December 14, 2002. The interim regulations went into
effect on March 1, 2003

Act 59 also requires that following the Department’s
adoption of interim regulations the Department is to
adopt final regulations in accordance with customary
rulemaking procedures by February 18, 2004. The De-
partment is proposing these regulations as a prelude to
its adoption of the final-form regulations by February 18,
2004.

Summary
Subpart A. Emergency Medical Services Systems

The Department proposes to adopt the changes made
by the interim regulations to each of the sections affected
under Subpart A. Following are the reasons for this
decision.

Section 1001.1. Purpose.

When the interim regulations divided Part VII into
Subparts A and B, this section was amended to address
the purpose of Subpart A rather than the purpose of Part
VII. This continues to be appropriate since the Depart-
ment is proposing to continue the division of its Emer-
gency Medical Services Regulations into two distinct
subparts.

Section 1001.2. Definitions.

This section was amended by the interim regulations to
provide that the definitions in the section apply through-

out Subpart A. The regulation had previously read that
the definitions in the section applied throughout Part VII.
The preamble to the interim regulations explained that
the application of the definitions in this section to all of
the regulations in Part VII was no longer practical since
some of the terms defined in the section are given
different definitions under the DNR Act and the defini-
tion section in Chapter 1051 under Subpart B. That
explanation continues to apply.

Section 1001.3. Applicability.

This section identified the persons who were affected by
Part VII. It had been amended by the interim regulations
to identify only persons affected by Subpart A. This
limitation remains appropriate.

Section 1001.4. Exceptions.

This section authorized persons to seek exceptions to
regulations in Part VII that did not repeat statutory
requirements. It was amended by the interim regulations
to authorize persons to seek exceptions to only the
regulations in Subpart A—that is, to regulations adopted
under the EMS Act. Since Subpart A will not apply to the
regulations in Subpart B, which are the regulations that
facilitate implementation of the DNR Act, this distinction
remains appropriate.

Section 1001.5. Investigations.

This section announced that the Department may
investigate a possible violation of Part VII. It was
amended by the interim regulations to announce that the
Department may investigate a possible violation of Sub-
part A. This distinction remains appropriate for the same
reason given in explaining the distinction discussed under
the preceding section title

Section 1003.27. Disciplinary and corrective action.

This section addresses the Department’s authority to
discipline prehospital personnel. Prior to the Depart-
ment's adoption of the interim regulations, one of the
grounds for discipline was violating a duty imposed by
Part VII. Subsection (a)(20) was amended by the interim
regulations to provide that discipline may be imposed for
violating a duty imposed by Subpart A. This limitation
continues to be valid, as the Department's disciplinary
authority under the EMS Act does not extend to conduct
regulated by the DNR Act and the Department’s regula-
tions adopted under that act.

Section 1005.3. Right to enter, inspect and obtain records.

Prior to the Department’s adoption of the interim
regulations, this section addressed the duty of a ground
ambulance service to cooperate with the Department
when the Department was investigating a violation of
Part VII. It was amended by the interim regulations to
substitute “Subpart A’ for “Part VIL.” Under § 1007.1
(relating to general provisions) this amendment was also
applicable to air ambulance services. The continued refer-
ence to only Subpart A remains appropriate.

Section 1005.10. Licensure and general operating stan-
dards.

This section addresses the standards that an entity
needs to satisfy to become licensed as a ground ambu-
lance service and continue to operate as a ground ambu-
lance service. It was amended by the interim regulations
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to require a ground ambulance service to maintain writ-
ten policies and procedures to implement the require-
ments of Chapter 1051. The need for this requirement
continues. The regulation identifies all of the policies that
an ambulance service must keep. When the DNR Act was
passed it established procedures that EMS personnel
must follow when encountering a person in cardiac or
respiratory arrest who displays a DNR order, bracelet or
necklace. Ambulance services need to ensure that their
personnel are aware of those procedures as well as the
procedures required by the Department's regulations
adopted under Act 59.

Section 1007.7. Licensure and general operating stan-
dards.

This section addresses the standards that an entity
needs to satisfy to become licensed as an air ambulance
service and continue to operate as an air ambulance
service. It was amended by the interim regulations to
require that an air ambulance service maintain written
policies and procedures to implement the requirements of
Chapter 1051. The need to continue this requirement for
ground ambulance services applies as well to air ambu-
lance services.

Subpart B. Matters Ancillary to Emergency Medical
Services Systems

Chapter 1051 was adopted by the interim regulations to
facilitate implementation of the DNR Act. In addition, it
assisted the implementation of an Act 59 amendment to
20 Pa.C.S. 88 5401—5416 (relating to the Advance Direc-
tive for Health Care Act) (ADHCA) that directs emer-
gency medical services (EMS) providers to follow the
procedures for implementing an out-of-hospital DNR or-
der when a patient who is experiencing cardiac or
respiratory arrest has both an advance declaration issued
under the ADHCA and an out-of-hospital DNR order
issued under the DNR Act.

As explained in the preamble to the interim regula-
tions, there are significant procedural differences between
the two processes. Under the ADHCA, if a patient has
issued an advance declaration that directs that no CPR
be provided in the event of the patient's cardiac or
respiratory arrest, the EMS provider cannot follow that
directive until the provider contacts a medical command
physician, the medical command physician determines
that the declaration is operative, and the medical com-
mand physician directs the EMS provider to withhold or
discontinue CPR. Under the DNR Act, the EMS provider
is empowered to withhold CPR upon observing an out-of-
hospital DNR order, bracelet or necklace displayed with
the patient; the EMS provider is not required to contact a
medical command physician to secure approval.

Except as otherwise noted, the Department is proposing
to adopt the interim regulations with a few minor
revisions. The reasons for this action are as follows.

GENERAL PROVISIONS
Section 1051.1. Purpose.

This section addresses the purposes of the chapter. The
primary purpose of the DNR Act and Chapter 1051 of the
Department’s regulations is to articulate standards for
the issuance and revocation of out-of-hospital DNR or-
ders, and compliance with those orders. Nevertheless, one
component of the DNR Act departs from this general
regulatory scheme. It deals with pregnant patients and
establishes special rules that EMS personnel and other
health care providers are to follow when dealing with

pregnant patients. That section of the DNR Act sets forth
specific rules for the administration of out-of-hospital
DNR orders issued for pregnant patients. However, it also
addresses other types of life-sustaining procedures, other
types of orders and directives that address the withhold-
ing or withdrawing of life-sustaining procedures, and
duties of health care providers (not only EMS personnel)
when confronted with such orders. Consequently, this
section was drafted in the interim regulations to an-
nounce that the chapter deals with special provisions
relating to pregnant patients in addition to the general
rules applicable to the issuance and revocation of out-of-
hospital DNR orders and compliance with those orders.
The reasons for this clarification continue to apply.

Section 1051.2. Definitions.

This section provides definitions for terms used in
Chapter 1051. The preamble to the interim regulations
discussed definitions in this section that required an
explanation as to why they were drafted in the manner
adopted. The definitions that were given special attention
were the definitions of “attending physician,” “EMS pro-
vider,” "EMS personnel,” “health care provider,” “patient,”
“prehospital personnel” and “surrogate.” The substance of
that discussion is repeated as follows:

Attending physician

“Attending physician” is defined in the interim regula-
tions as it is defined in the DNR Act, except a sentence is
added stating that a patient may have more than one
attending physician. The Department proposes to retain
the additional sentence included in the interim definition
for several reasons. First, more than one physician may
have primary responsibility for the medical care and
treatment of a patient. For example, a patient may use a
group practice in which multiple physicians handle the
patient's medical care. It would be difficult to label one
physician as the patient's attending physician if the
patient receives services from more than one physician in
a group practice. Another example of a patient having
more than one primary physician is a patient who has
cancer who sees an oncologist on a regular basis in
addition to a primary care physician.

Second, depending upon a variety of circumstances it
may be difficult for a physician to conclude that he is the
“exclusive” attending physician. Also, a physician may
believe that he or she is the patient’s attending physician
based upon the information the patient or a surrogate
provides to the physician, but some information may be
forgotten, withheld or not known by the patient or
surrogate.

As a practical matter, a physician who is requested to
issue an out-of-hospital DNR order for a patient needs to
make a good faith judgment as to whether he is an
attending physician of the patient based upon the medical
care the physician provides the patient. If the physician
determines that the circumstances of the physician-
patient relationship do not enable the physician to make
that determination, the physician should attempt to
supplement that knowledge with information the physi-
cian secures after making reasonable inquiries of the
patient or the patient’'s surrogate regarding the medical
care the patient is receiving from other physicians.

Health care provider, EMS provider, EMS personnel and
prehospital personnel

The DNR Act defines “health care provider,” “[EMS]
provider,” and “person.” The Department does not con-
strue the term “health care provider” to be restricted to
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individuals who provide health care. The statutory defini-
tion of “health care provider” uses the term “person” and
includes “personnel recognized” under the EMS Act. The
statute’s definition of “person” is not limited to an
individual. The Department construes the statute’s defini-
tion of “health care provider” to include persons, not
limited to individuals, who are licensed, certified or
otherwise authorized under Commonwealth laws to ad-
minister health care in the ordinary course of their
business or profession. Consequently, it interprets the
statutory “health care provider” definition’s reference to
“personnel” recognized under the EMS Act, to serve as an
example of health care providers and not as a limitation
on the definition.

The DNR Act defines “[EMS] provider” to include each
health care provider recognized under the EMS Act, and
also an individual recognized to use automated external
defibrillators (AEDs) under 42 Pa.C.S. 8§ 8331.2 (relating
to good Samaritan civil immunity for use of AEDSs).
Similar to the Department’s interpretation of the statute’s
definition of “health care provider,” the Department inter-
prets the statute’'s definition of “[EMS] provider” to
include a person, not limited to an individual, that
provides EMS pursuant to authority granted by the EMS
Act. The Department’s interim definitions of “health care
provider” and “EMS provider” in this section reflect these
interpretations.

Additionally, this section defines the terms “EMS per-
sonnel” and “prehospital personnel.” It employs the term
“prehospital personnel” in defining “EMS personnel,” and
it employs the term “EMS personnel” in defining “EMS
provider.” Distinctions between “EMS personnel” and
“prehospital personnel” are needed to accommodate the
DNR Act's inclusion of persons who have AED good
Samaritan civil immunity as an EMS provider authorized
to follow an out-of-hospital DNR order.

“Prehospital personnel” is defined in § 1001.2 (relating
to definitions) of the regulations the Department has
adopted under the EMS Act, to include ambulance atten-
dants, first responders, EMTs, EMT-paramedics (para-
medics), prehospital registered nurses (PHRNSs), and
health professional physicians. It does not include persons
who have AED good Samaritan civil immunity. These
persons are not regulated under the EMS Act. The same
definition of “prehospital personnel” is included in this
section. These individuals are authorized by the EMS Act
to perform various services for ambulance companies.

Some parts of Chapter 1051 address the responsibilities
of both prehospital personnel and good Samaritan users
of AEDs, and other parts address the responsibilities of
prehospital personnel exclusively. The latter provisions
deal with the relationship between prehospital personnel
and medical command physicians-a relationship that good
Samaritan users of an AEDs do not experience. To
distinguish between provisions of the regulations that
apply to both prehospital personnel and good Samaritan
users of AEDs, and those provisions that apply to prehos-
pital personnel only, the Department defined the term
“EMS personnel” in the interim regulation to include both
types of personnel and uses that term in provisions that
apply to both types of personnel. The Department uses
the term “prehospital personnel” in provisions that apply
to prehospital personnel, but do not apply to good Samari-
tan users of AEDs.

Patient

The DNR Act defines “out-of-hospital do-not-resuscitate
patient” to be an individual for whom an out-of-hospital

DNR order has been issued. It defines “patient” to mean
the same thing, unless the context indicates otherwise. As
used in the DNR Act, “patient” and “out-of-hospital
do-not-resuscitate patient” are not interchangeable. “Pa-
tient” is employed, for example to refer to an individual
who is qualified to receive an out-of-hospital DNR but for
whom an out-of-hospital DNR order has not been issued.
The interim regulations’ definition of “out-of-hospital
[DNR] patient” appears as it does in the statute. The
definition of “patient” in the interim regulations applies to
an individual who qualifies for an out-of-hospital DNR
order by virtue of being in a terminal condition or being
in a state of permanent unconsciousness, but who has not
received the order. Because this is how the two terms are
actually used in the DNR Act, the proposed regulations
would continue this distinction.

Surrogate

The DNR Act permits a patient’s surrogate to request
an out-of hospital DNR order for the patient and to
revoke that order. It does not define “surrogate.” In the
context in which this term is used in the statute, it
means a person who has, or persons who jointly have,
legal authority to request or revoke an out-of-hospital
DNR order. The Department proposes to adopt these
definitions and the other definitions in the interim regu-
lation because they continue to be appropriate within the
context of the chapter.

§ 1051.3. Applicability.

This section of the interim regulations identifies the
major categories of persons to which the chapter applies.
It also clarifies that the chapter does not regulate the
issuance or implementation of a DNR order executed or to
be executed in a hospital, but that it does authorize
compliance with an out-of-hospital DNR order in all other
settings, including other health care facilities and facil-
ities regulated by other Commonwealth agencies, such as
personal care facilities regulated by the Department of
Public Welfare. Additionally, it relates that even in a
hospital an EMS provider may comply with an out-of-
hospital DNR order if the hospital requests an ambulance
service to provide EMS to a patient.

Hospital requests for an ambulance service's assistance
occasionally occur when an out-of-hospital DNR patient is
receiving services at a hospital site that does not handle
emergency patients. Notwithstanding the statutory label
of “out-of-hospital [DNR] order,” a purpose of the DNR Act
is to require EMS providers to withhold the execution of
standard life-saving protocols when they are called to
handle a patient with an out-of-hospital DNR order,
bracelet or necklace who is experiencing respiratory or
cardiac arrest. Therefore, the proposed regulations would
adopt the same applicability provisions that appear in the
interim regulation.

PATIENT AND SURROGATE RIGHTS AND
RESPONSIBILITIES

§ 1051.11. Patient qualifications to request and revoke
out-of-hospital DNR order.

The DNR Act identifies the types of patients who
qualify to request an out-of-hospital DNR order for them-
selves. It also provides that even if the patient’s surrogate
requests the order, the patient may revoke it. The interim
regulation incorporates that information. It also includes
a statement that the patient for whom an out-of-hospital
DNR order has been issued may revoke it regardless of
that individual’s age or physical or mental condition. This
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is consistent with the provisions of section 54A05(b) and
(c) of the DNR Act, which provide that even if the order
was secured by a surrogate, the patient may revoke the
order regardless of the patient's physical or mental
condition. For these reasons, the Department does not
propose to change the interim regulation.

§ 1051.12. Surrogate’s authority to request and revoke
out-of hospital DNR order.

The DNR Act provides that a patient’s surrogate may
request an out-of-hospital DNR order for the patient if
the patient meets certain criteria, and then may later
revoke the out-of-hospital DNR order. The interim regula-
tion includes that information. It also explains that the
age or physical or mental condition of the patient does
not impact the ability of a surrogate to act on the
patient’s behalf.

This latter provision may seem confusing at first,
especially with respect to age. The key to properly
understanding this provision is to focus on the fact that
the section only applies to persons who satisfy the
definition of “surrogate” at the time of acting on behalf of
a patient. This section does not apply if the age of the
patient invalidates the authority of another person to act
for the patient, because under that circumstance the
person would no longer be the patient’s surrogate. For
example, if the parent of a child acted as a surrogate for
the child before the child reached 18 years of age, and by
virtue of the child achieving that age the parent or
guardian ceases to qualify to serve as the child's surro-
gate by operation of law, this section would not apply
because the parent would no longer be the child’s surro-
gate. However, a parent or guardian of a child would
continue to serve as the surrogate of the child after the
child reaches 18 years of age if the child has also been
adjudicated to be mentally incompetent. In that event the
regulation would apply to the parent or guardian, since
the parent or guardian would continue to satisfy the
definition of “surrogate,” and the age of the child would be
irrelevant. Also, persons over 18 years of age, when
competent, may designate a surrogate to make decisions
for them should they later become incompetent and in a
terminal condition or permanently unconscious. For ex-
ample that may occur by the patient issuing an advance
directive for health care that designates another indi-
vidual to act as the patient’s surrogate.

The standards in this regulation continue to be appro-
priate and, therefore, warrant inclusion in the proposed
regulations.

§ 1051.13. Person who loses authority to function as a
surrogate.

The responsibilities of a person who loses the authority
to function as a patient’s surrogate are not addressed in
the DNR Act. Subsection (a) of the interim regulation
emphasizes that the authority to request an out-of-
hospital DNR order for another person, and to revoke
that order, is not necessarily an authority that lasts a
lifetime. For example, a person may be appointed to act
as the guardian of a patient and later be replaced as the
patient’s guardian.

Subsection (c) of the interim regulation imposes upon a
person who has lost the authority to function as a
patient's surrogate the duty to make a reasonable effort
to contact the physician who issued the out-of-hospital
DNR order for the patient to apprise the physician of the
change in that person’s status and to identify to the

physician the patient's new surrogate if there is one. It
also requires that person to provide the patient or a
replacement surrogate, whomever is appropriate, with the
name of the physician and other information to locate the
physician. Although the name of the physician would not
ordinarily need to be disclosed, since it is on the order,
bracelet and necklace, disclosure of the name may need to
occur if the DNR items were lost or destroyed. It is
proposed that this subsection be advanced to subsection

(b).

Subsection (b) of the interim regulation imposes upon a
person who has lost the authority to serve as a patient’s
surrogate the duty to provide the attending physician
with information to locate the patient if the physician
contacts the former surrogate to advise that the physician
misdiagnosed the patient’s condition or made an error in
determining that the condition was terminal or that the
patient was permanently unconscious. This subsection
repeats some of the requirements in subsection (b) of the
interim regulation and only addresses a former surro-
gate's duty to cooperate with the patient's attending
physician when the physician wants to advise that the
physician misdiagnosed the patient's condition or made
an error in determining that the condition was terminal
or that the patient was permanently unconscious.

The Department proposes to revise this subsection to
eliminate the redundancy and broaden its scope. As
proposed, a former surrogate would have the duty to
provide the physician with information to locate the
patient or the patient's current surrogate when the
physician contacts the former surrogate for the purpose of
providing any information pertinent to the patient. Also,
notwithstanding proposed subsection (b)'s requirement
that the former surrogate make a good faith effort to
contact the attending physician when that person loses
surrogate status, the former surrogate may not have
made that attempt or the attempt may have failed. This
subsection would address the former surrogate’s responsi-
bility when contacted by the attending physician under
those circumstances. The revised subsection (b) would be
moved to subsection (c).

ATTENDING PHYSICIAN RESPONSIBILITIES

§ 1051.21. Securing out-of-hospital DNR orders, bracelets
and necklaces.

This section of the interim regulations informs physi-
cians about how they may secure out-of-hospital DNR
orders, bracelets and necklaces. It provides that out-of-
hospital DNR bracelets and necklaces are to be purchased
from vendors with which the Department has contracted.
It further relates that the Department will publish in the
Pennsylvania Bulletin a notice identifying the name and
address of the vendors. The section also relates that the
Department will publish superseding notices in the Penn-
sylvania Bulletin if and when there is a vendor change.

The procedures in this regulation continue to be the
procedures the Department chooses to employ and, there-
fore, the proposed regulations contain the same proce-
dures. In addition to the use of a Pennsylvania Bulletin
notice, the Department has also posted at its website,
www.health.state.pa.us, a link to a purchase order form
attending physicians may use to purchase out-of-hospital
DNR orders, bracelets and necklaces.

§ 1051.22. Issuance of out-of-hospital DNR order.

This section of the interim regulations states that an
attending physician may issue an out-of-hospital DNR
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order and specifies various duties the physician is re-
quired to perform before issuing the order. The Depart-
ment continues to believe that the listed duties are
appropriate.

§ 1051.23. Disclosure to patient requesting out-of-hospital
DNR order.

This section of the interim regulations identifies the
information a patient's attending physician must disclose
to the patient before issuing an out-of-hospital DNR order
requested by the patient. The regulation does not require
the physician to provide the required information ver-
bally, but the physician is required to ensure that the
patient has received and understands all of the required
information before issuing an out-of-hospital DNR order
requested by the patient. The information the attending
physician is required to disclose is available through a
link at the Department’'s website. The Department invites
physicians to access and copy that information and
provide it to appropriate patients and surrogates. The
Department continues to consider the disclosures re-
quired by the interim regulation to be appropriate.

§ 1051.24. Disclosure to surrogate requesting out-of-
hospital DNR order.

This section of the interim regulations identifies the
information a patient's attending physician must disclose
to the patient’s surrogate before issuing an out-of-hospital
DNR order requested for the patient by the surrogate.
The disclosure required by paragraph (3) of the interim
regulation improperly uses the term “health care pro-
vider” instead of “EMS provider.” Subject to making that
substitution, the proposed regulation would not differ
from the interim regulation. As previously mentioned, the
Department makes the required information available
through its website and attending physicians are free to
access it and provide it to surrogates.

§ 1051.25. Disclosure to patient when surrogate requests
out-of-hospital DNR order.

This section of the interim regulations specifies the
process the patient’s attending physician must follow in
deciding the information the physician will provide to the
patient when the patient’s surrogate requests an out-of-
hospital DNR order. The Department continues to believe,
as set forth in the regulation, that the physician and
surrogate need to work together to identify the informa-
tion that should be disclosed to the patient unable to
make that decision for himself. A unique decision needs to
be made for each patient after considering appropriate
factors. However, no order should be issued if the attend-
ing physician and surrogate cannot reach an agreement.

§ 1051.26. Physician refusal to issue an out-of-hospital
DNR order.

This section of the interim regulations prescribes the
procedures an attending physician is to follow when the
physician is not willing to issue an out-of-hospital DNR
order for a patient who qualifies for the order. They
require the physician to provide a minimal amount of
assistance to enable the patient or surrogate to pursue
the matter further with another physician. The Depart-
ment continues to believe that these procedures are
appropriate.

§ 1051.27. Providing out-of-hospital DNR bracelet or
necklace.

This section of the interim regulations prohibits an
attending physician’s issuance of an out-of-hospital DNR
bracelet or necklace without also issuing, or having

previously issued, an out-of-hospital DNR order for the
patient. The issuance of an order is imperative, since it
documents that a qualified person applied for an out-of-
hospital DNR order and any other DNR item provided
and that the attending physician has made the necessary
determinations before providing the item. The proposed
regulation would not differ from the interim regulation.

§ 1051.28. Documentation.

This section of the interim regulations requires an
attending physician to document in an out-of-hospital
DNR order whether the physician also provided an
out-of-hospital DNR bracelet or necklace for the patient.
It also requires the physician to maintain a copy of the
order in the patient's medical record. If the physician
issues an order and provides the bracelet or necklace at a
later time, this section further requires the physician to
document in the patient’s record the physician’s issuance
of a bracelet or necklace for the patient. This section is
appropriate to retain as it ensures the attending physi-
cian’s proper documentation and maintenance of perti-
nent patient information relevant to the physician’s issu-
ance of an out-of-hospital DNR item.

§ 1051.29. Duty to contact patient or surrogate.

This section of the interim regulations requires the
attending physician to make a reasonable effort to contact
the patient or the patient's surrogate, after having issued
an out-of-hospital DNR order for the patient, if the
physician discovers that the diagnosis of a terminal
condition or permanent unconsciousness was in error. The
proposed regulation would do the same. The need for this
requirement should be obvious. When a physician deter-
mines that a medical diagnosis the statute imposes as a
precondition to a physician issuing an out-of-hospital
DNR order, was made in error, the physician needs to act
in a good faith manner to remedy the error by retrieving
and destroying the order, and any bracelet or necklace
that the physician may have also provided based upon
the incorrect diagnosis.

§ 1051.30. Physician destruction of out-of-hospital DNR
order, bracelet or necklace.

This section of the interim regulations addresses a
physician’s responsibilities when a patient or the patient’s
surrogate returns or has been requested by the physician
to return an out-of-hospital DNR order, bracelet or neck-
lace because the physician has determined that a termi-
nal condition or permanently unconscious diagnosis was
in error. In addition to requiring the destruction of a
returned DNR item, it also requires that the physician
shall not mark his records to reflect that the item has
been destroyed without having confirmed the destruction
of the item. That confirmation may occur without the
physician personally destroying or observing the destruc-
tion of the item but, in the absence of that, the confirma-
tion of the destruction must be based upon a communica-
tion from a reliable person that the item has been
destroyed. The proposed regulation would do the same.

EMS PROVIDER RESPONSIBILITIES
§ 1051.51. Implementation of out-of-hospital DNR order.

This section of the interim regulations deals with EMS
provider compliance with out-of-hospital DNR orders and
the procedures the provider is to follow if uncertain as to
whether an out-of-hospital DNR order is valid or has been
revoked. Distinctions are made between individual EMS
providers who have good Samaritan civil immunity pro-
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tection for using an AED and individual EMS providers
who are prehospital personnel. The distinctions are based
upon the interaction prehospital personnel are able to
have with medical command physicians and the general
lack of access to medical command physicians by persons
who use an AED with good Samaritan civil immunity
protection. The proposed regulation would maintain these
distinctions.

§ 1052.52. Procedure when both advance directive and
out-of-hospital DNR order are present.

This section of the interim regulations explains that
when an EMS provider observes both an advance direc-
tive for health care directing that no CPR be provided in
the event of the patient's cardiac or respiratory arrest,
and an out-of-hospital order, bracelet or necklace, the
provider is to follow the procedure for complying with the
out-of-hospital DNR order. The regulations simply repeat
the directive under the Act 59's amendment to section
5413 of the ADHCA (relating to emergency medical
services). The Department proposes to adopt the interim
regulation with a minor change to correct the incorrect
reference to the heading of § 1051.51 in the interim
regulation.

PREGNANT PATIENTS
§ 1051.61. Pregnant patients.

This section of the interim regulations specifies precon-
ditions to a health care provider complying with an order
or direction to not provide nutrition, hydration, CPR and
other life-sustaining procedures to a pregnant woman.
This section essentially repeats the requirements of sec-
tion 54A11 of the DNR Act (relating to pregnancy). The
proposed regulation would do the same.

MEDICAL COMMAND PHYSICIAN
RESPONSIBILITIES

§ 1051.81. Medical command physician responsibilities.

This section of the interim regulations addresses a
medical command physician’s responsibilities when com-
municating with an EMS provider who encounters an
out-of-hospital DNR patient who is experiencing cardiac
or respiratory arrest. Specific subsections address the
medical command physician’s responsibilities when the
EMS provider communicates uncertainty as to whether
an out-of-hospital DNR order has been revoked, and the
medical command physician’s responsibilities when the
EMS provider advises that the provider has encountered
a pregnant out-of-hospital DNR patient who is experienc-
ing cardiac or respiratory arrest. The proposed regulation
would do the same. While the DNR Act does not require
an EMS provider who observes a displayed DNR order,
bracelet or necklace to contact a medical command physi-
cian as a precondition to compliance with the DNR item,
except when the patient is a pregnant patient, such
contact may nevertheless occur, and is required to occur
when the EMS provider encounters confusion. This sec-
tion is necessary to clarify the medical command physi-
cian’s responsibilities when contact is made.

ORDERS, BRACELETS AND NECKLACES FROM
OTHER STATES

§ 1051.101. Recognition of other states’ out-of-hospital
DNR orders.

The DNR Act directs that EMS providers are to comply
with out-of-hospital DNR orders issued in another state if
that state’s orders, bracelets and necklaces are issued in
a manner consistent with the laws of the Commonwealth.
This section of the interim regulations repeats that

responsibility and explains how the Department will
apprise EMS providers of the orders, bracelets and neck-
laces issued in other states that are acceptable in this
Commonwealth. The proposed regulation would do the
same. The DNR Act requires the bracelets and necklaces
to include the printed name and signature of the attend-
ing physician, and other information about the attending
physician. Due mainly to these requirements, the Depart-
ment has found no out-of-hospital DNR bracelet or neck-
lace that is effective in another state and meets the
requirements of Pennsylvania law. The Department is
continuing to review the laws and out-of-hospital DNR
order formats applicable in other states to assess whether
they comport with Pennsylvania requirements.

Effective Date

The final-form regulations will go into effect when
adopted, which should occur on or before February 18,
2004, as required by the DNR Act.

Paperwork

The Department, under a duty imposed upon it by the
DNR Act, has already developed an out-of hospital DNR
order form, and the specifications for out-of-hospital DNR
bracelets and necklaces, for attending physicians to issue
for patients who qualify for those orders. A sample order
form may be reviewed by using a link at the Depart-
ment's website. However, to prevent persons other than
physicians from securing the order forms, the website
version has been marked as a sample. It cannot be copied
and used as an order form. Physicians must secure
out-of-hospital DNR order forms from the Department’s
contracted vendor.

The Department has also developed both an electronic
and paper process for physicians to use to secure from the
Department's contracted vendor out-of-hospital DNR or-
der forms, as well as out-of-hospital DNR bracelets and
necklaces. The form physicians are to use to order
out-of-hospital DNR forms, bracelets and necklaces is
available at a link to the Department’s website. A physi-
cian may copy the purchase form and send it to the
vendor by facsimile or regular mail. Purchase forms may
also be secured directly form the vendor. The Department
anticipates that it will continue to employ these proce-
dures.

The Department has already completed the paperwork
required to contract with a vendor to produce and provide
the orders, bracelets and necklaces, and it has contracted
with a vendor. It will need to repeat the process from
time to time-whenever a contract is about to expire and
the Department needs to enter into new contracts.

The Department has published a notice in the Pennsyl-
vania Bulletin identifying the vendor from which attend-
ing physicians may procure out-of-hospital DNR order
forms, bracelets and necklaces. The Department will also
need to publish new notices if a new vendor or vendors
are chosen in the future. The Department will also need
to publish notices in the Pennsylvania Bulletin identifying
states that provide out-of-hospital DNR orders, bracelets
and necklaces that EMS providers are to follow, and
describing the acceptable out-of-hospital DNR items.

Physicians are now required by the interim regulations
to maintain information in patient medical records re-
garding the issuance of out-of-hospital DNR items, and
they are also required to prepare the paperwork to enable
them to secure and provide out-of-hospital DNR items for
patients. The proposed regulations would not alter these
responsibilities.
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Financial Impact

The DNR Act and the proposed regulations will save
patients and their families, as well as insurers, the costs
of paying for continued patient care when patients who
are in a terminal condition or who are permanently
unconscious receive unwanted but successful CPR follow-
ing a cardiac or respiratory arrest, that continues and
perpetuates, and sometimes worsens, the patient's poor
quality of life. These end-of-life costs can continue to
burden the family for several years following a patient’s
death. While the purpose of the DNR Act and Chapter
1051 is to enable a patient in a terminal condition, or the
patient’s surrogate, to communicate a decision that di-
rects EMS providers to permit the patient to die with
dignity, significant health care cost-savings will often be a
collateral benefit.

The average annual cost the DNR Act and Chapter
1051 impose over 5 years to the regulated community
(attending physicians, patients, and surrogates) is pro-
jected to be $47,060. This includes the cost of procuring
DNR orders, bracelets and necklaces for distribution in
attending physician offices. The current costs are $.11 for
an out-of-hospital DNR order form, $1.35 for an out-of-
hospital DNR necklace, and $.35 for an out-of-hospital
DNR bracelet, plus taxes and shipping costs. A minimum
order of 50 of an order, bracelet or necklace is required.
The average annual costs over 5 years for State govern-
ment is projected to be $26,000, which includes develop-
ment and printing costs for educational materials, train-
ing, outreach, and travel needed to assist regional EMS
councils and practitioners in the implementation of the
statute and the regulations.

It is expected that the overall cost-savings in reducing
expensive and undesired end-of-life care will offset other
costs incurred in implementing the statute and regula-
tions.

Statutory Authority

Section 6 of Act 59 provides that the Department
publish final regulations to assist in the implementation
of the DNR Act within 18 months after the effective date
of Act 59, which was August 18, 2002.

Regulatory Review

Under section 5(a) of the Regulatory Review Act (71
P.S. § 745.5(a)), on August 26, 2003, the Department
submitted a copy of these proposed regulations to IRRC
and the Chairpersons of the House Health and Human
Services Committee and the Senate Public Health and
Welfare Committee. In addition to submitting the pro-
posed regulations, the Department has provided IRRC
and the Committees with a copy of a detailed Regulatory
Analysis Form. A copy of this material is available to the
public upon request.

Under section 5(g) of the Regulatory Review Act, IRRC
may convey any comments, recommendations or objec-
tions to the proposed regulations within 30 days of the
close of the public comment period. The comments, recom-
mendations or objections shall specify the regulatory
review criteria which have not been met. The Regulatory
Review Act specifies detailed procedures for review, prior
to final publication of the regulations, by the Department,
the General Assembly and the Governor of comments,
recommendation or objections raised.

Contact Person

Interested persons are invited to submit comments,
suggestions or objections to the proposed regulations to
Margaret E. Trimble, Director of the Emergency Medical

Services Office, Department of Health, 1032 Health and
Welfare Building, P. 0. Box 90, Harrisburg, PA 17108,
(717) 787-8740, within 30 days after publication of this
notice in the Pennsylvania Bulletin. Persons with a
disability may also submit comments, suggestions or
objections to Margaret Trimble in alternative formats,
such as by audio, Braille or, for speech or hearing
impaired persons, by using V/TT (717) 783-6514 or the
Pennsylvania AT&T Relay Service at (800) 654-5984[TT].
Persons who require an alternative format of this docu-
ment should contact Margaret Trimble so that necessary
arrangements may be made. The Department will con-
sider the comments it receives in developing final regula-
tions that will be published by February 18, 2004.

CALVIN B. JOHNSON, M.D., M.P.H.,
Secretary

Fiscal Note: 10-174. (1) General Fund; (2) Implement-
ing Year 2002-03 is $10,000; (3) 1st Succeeding Year
2003-04 is $26,000; 2nd Succeeding Year 2004-05 is
$26,000; 3rd Succeeding Year 2005-06 is $26,000; 4th
Succeeding Year is 2006-07 is $26,000; 5th Succeeding
Year 2007-08 is $26,000; (4) 2001-02 Program—
$29,353,000; 2000-01 Program—3$27,453,000; 1999-00 Pro-
gram—3$24,250,000; (7) General Government Operations;
(8) recommends adoption. The costs, reflected above,
implement the requirements of Act 59 of 2002. These
amounts are included in the 2002-03 and 2003-04 bud-
gets.

(Editor’s Note: Text proposed to be deleted from the
interim regulations contained in Chapter 1051 (Pennsyl-
vania Code pages 1051-1—1051-14 (serial pages (294013)
to (294026)) appears in brackets. Text proposed to be
added to the interim regulations appears in bold face
type. Regular type is used to indicate no proposed
changes to the interim regulations. Ellipses refer to the
existing text of the interim regulations.)

Annex A
TITLE 28. HEALTH AND SAFETY
PART VII. EMERGENCY MEDICAL SERVICES

Subpart A. EMERGENCY MEDICAL SERVICES
SYSTEM

CHAPTER 1001. ADMINISTRATION OF THE EMS
SYSTEM

§ 1001.1. Purpose.

The purpose of this subpart is to plan, guide, assist and
coordinate the development of regional EMS systems into
a unified Statewide system and to coordinate the system
with similar systems in neighboring states, and to other-
wise implement the Department’s responsibilities under
the act consistent with the Department's rulemaking
authority

§ 1001.2. Definitions.

The following words and terms, when used in this
subpart, have the following meanings, unless the context
clearly indicates otherwise:

* * * * *

§ 1001.3. Applicability.

This subpart affects regional EMS councils, the Coun-
cil, other entities desiring to receive funding from the
Department or the regional EMS councils for the provi-
sion of EMS, ALS and BLS ambulance services, QRSs,
instructors and institutes involved in the training of
prehospital personnel including EMTs, EMT-paramedics,
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first responders, ambulance attendants and health profes-
sionals, and trauma centers and local governments in-
volved in the administration and support of EMS.

§ 1001.4. Exceptions.

(@) The Department may grant exceptions to, and
departures from, this subpart when the policy objectives
and intentions of this subpart are otherwise met or when
compliance would create an unreasonable hardship, but
would not impair the health, safety or welfare of the
public. No exceptions or departures from this subpart will
be granted if compliance with the standard is required by
statute.

(b) Requests for exceptions to this subpart shall be
made in writing to the Department. The requests,
whether approved or not approved, will be documented
and retained on file by the Department. Approved re-
quests shall be retained on file by the applicant during
the period the exception remains in effect.

(c) A granted request will specify the period during
which the exception is operative. Exceptions may be
reviewed or extended if the reasons for the original
exception continue.

(d) An exception granted may be revoked by the De-
partment for just cause. Just cause includes, but is not
limited to, failure to meet the conditions for the excep-
tion. Notice of the revocation will be in writing and will
include the reason for the action of the Department and a
specific date upon which the exception will be terminated.

(e) In revoking an exception, the Department will
provide for a reasonable time between the date of the
written notice or revocation and the date of termination
of an exception for the holder of the exception to come
into compliance with this subpart. Failure to comply after
the specified date may result in enforcement proceedings.

(f) The Department may, on its own initiative, grant an
exception to this subpart if the requirements of subsec-
tion (a) are satisfied.

§ 1001.5. Investigation.

The Department may investigate any person, entity or
activity for compliance with the act and this subpart.

CHAPTER 1003. PERSONNEL
§ 1003.27. Disciplinary and corrective action.

(@) The Department may, upon investigation, hearing
and disposition, impose upon prehospital personnel who
are certified or recognized by the Department one or more
of the disciplinary or corrective measures in subsection (c)
for one or more of the following reasons:

* * * * *

(20) Violating a duty imposed by the act, this subpart
or an order of the Department previously entered in a
disciplinary proceeding.

* * * * *

CHAPTER 1005. LICENSING OF BLS AND ALS
GROUND AMBULANCE SERVICES

§ 1005.3. Right to enter, inspect and obtain records.

(@) Upon the request of an employee or agent of the
Department during regular and usual business hours, or
at other times when that person possesses a reasonable
belief that violations of this subpart may exist, a licensee
shall:

* * * * *

§ 1005.10. Licensure and general operating stan-
dards.

* * * * *

() Policies and procedures. An ambulance service shall
maintain written policies and procedures addressing each
of the requirements imposed by this section, as well as
the requirements imposed by 8§ 1001.41, 1001.42,
1001.65, 1005.11 and Chapter 1051 (relating to out-of-
hospital do-not-resuscitate orders), and shall also main-
tain written policies and procedures addressing infection
control, management of personnel safety, substance abuse
in the workplace, and the placement and operation of its
ambulances.

* * * * *

CHAPTER 1007. LICENSING OF AIR AMBULANCE
SERVICES-ROTORCRAFT

§ 1007.7. Licensure and general operating stan-
dards.

* * * * *

(n) Policies and procedures. An air ambulance service
shall maintain written policies and procedures addressing
each of the requirements imposed by this section, as well
as the requirements imposed by §§ 1001.41, 1001.42 and
1001.65 (relating to data and information requirements
for ambulance services; dissemination of information; and
cooperation) and Chapter 1051 (relating to out-of-hospital
do-not-resuscitate orders) and shall also maintain written
policies and procedures addressing infection control, man-
agement of personnel safety, substance abuse in the
workplace, and the placement and operation of its air
ambulances.

Subpart B. MATTERS ANCILIARY TO
EMERGENCY MEDICAL SERVICES SYSTEMS

CHAPTER 1051. OUT-OF-HOSPITAL
DO-NOT-RECUSCITATE ORDERS

GENERAL PROVISIONS
§ 1051.1. Purpose.

This chapter provides standards for the issuance and
revocation of out-of-hospital DNR orders and compliance
with those orders. An additional purpose of this chapter is
to address how health care providers are to deal with
orders or directions to not provide life-sustaining treat-
ment, CPR, nutrition or hydration to a pregnant woman.

§ 1051.2. Definitions.

The following words and terms, when used in this
chapter, have the following meanings, unless the context
clearly indicates otherwise:

Advance directive—A directive for health care in a
declaration issued pursuant to 20 Pa.C.S. Chapter 54
(relating to the Advance Directive for Health Care Act).

Attending physician—A physician who has primary
responsibility for the medical care and treatment of a
patient. A patient may have more than one attending
physician.

CPR—Cardiopulmonary resuscitation—Cardiac com-
pression, invasive airway techniques, artificial ventila-
tion, defibrillation and other related procedures used to
resuscitate a patient or to prolong the life of a patient.

Declarant—As defined in 20 Pa.C.S. § 5403 (relating to
definitions).

Declaration—As defined in 20 Pa.C.S. § 5403.
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Department—The Department of Health of the Com-
monwealth.

DNR—Do not resuscitate.

EMS personnel—Emergency medical services person-
nel—Prehospital personnel and individuals given good
Samaritan civil immunity protection when using an auto-
mated external defibrillator under 42 Pa.C.S. § 8331.2
(relating to good Samaritan civil immunity for use of
automated external defibrillators).

EMS provider—Emergency medical services provider—
EMS personnel, a medical command physician and, as
defined in § 1001.2 (relating to definitions), an advance
life support service medical director, medical command
facility medical director, medical command facility, ambu-
lance service and quick response service.

Health care provider—A person who is licensed, certi-
fied or otherwise authorized to administer health care in
the ordinary course of a business or practice of a profes-
sion. The term includes EMS providers.

Invasive airway techniqgue—Any advanced airway tech-
nique, including endotracheal intubation.

Life-sustaining treatment—

(i) A medical procedure or intervention that, when
administered to a patient, will serve only to prolong the
process of dying or to maintain the patient in a state of
permanent unconsciousness.

(i) The term includes nutrition and hydration adminis-
tered by gastric tube or intraveneously or any other
artificial or invasive means if the order of the patient so
specifically provides.

Medical command physician—A physician who is ap-
proved by a regional emergency medical services council
to provide medical command.

Out-of-hospital DNR bracelet—A bracelet which signi-
fies that an out-of-hospital DNR order has been issued.

Out-of-hospital DNR necklace—A necklace which signi-
fies that an out-of-hospital DNR order has been issued.

Out-of-hospital DNR order—A written order, the form
for which is supplied by the Department or its designee
pursuant to this chapter, that is issued by an attending
physician and directs EMS providers to withhold CPR
from the patient in the event of cardiac or respiratory
arrest.

Out-of-hospital DNR patient—A patient for whom an
attending physician has issued an out-of-hospital DNR
order.

Patient—One of the following:
(i) An individual who is in a terminal condition.

(ii) A declarant whose declaration has become operative
under 20 Pa.C.S. 8§ 5405(2) (relating to when declaration
becomes operative) and which provides that no CPR be
provided in the event of the declarant’s cardiac or respira-
tory arrest if the declarant becomes permanently uncon-
scious, or designates a surrogate to make that decision
under those circumstances.

Permanently unconscious—

(i) A medical condition that has been diagnosed in
accordance with currently accepted medical standards
and with reasonable medical certainty as total and
irreversible loss of consciousness and capacity for interac-
tion with the environment.

(ii) The term includes, without limitation, a persistent
vegetative state or irreversible coma.

Person—An individual, corporation, partnership, asso-
ciation or Federal, State or local government or govern-
mental agency.

Physician—An individual who has a currently regis-
tered license to practice medicine or osteopathic medicine
in this Commonwealth.

Prehospital personnel—The term includes any of the
following prehospital practitioners:

(i) Ambulance attendants.

(i) First responders.

(iii) Emergency medical technicians (EMTS).
(iv) EMT-paramedics.

(v) Prehospital registered nurses.

(vi) Health professional physicians.

Surrogate—An individual who has, or individuals who
collectively have, legal authority to request an out-of-
hospital DNR order for another individual or to revoke
that order.

Terminal condition—An incurable and irreversible med-
ical condition in an advanced state caused by injury,
disease or physical illness which will, in the opinion of
the attending physician, to a reasonable degree of medical
certainty, result in death regardless of the continued
application of life-sustaining treatment.

§ 1051.3. Applicability.
(@) This chapter applies to the following:
(1) Health care providers.
(2) Attending physicians.
(3) Patients.
(4) Surrogates.

(b) This chapter neither compels nor prohibits health
care provider compliance with an out-of-hospital DNR
order in a hospital. In a hospital, an EMS provider shall
comply with an out-of-hospital DNR order only if respond-
ing on behalf of an ambulance service to a call the
hospital makes for ambulance service assistance.

(c) This chapter does not regulate the issuance of or
compliance with a DNR order issued in a hospital to be
followed in that hospital.

(d) This chapter permits EMS providers to comply with
out-of-hospital DNR orders in all settings other than a
hospital, except as set forth in subsection (b), including
personal care facilities and all other health care facilities.

PATIENT AND SURROGATE RIGHTS AND
RESPONSIBILITIES

§ 1051.11. Patient qualifications to request and re-
voke out-of-hospital DNR order.

(a) Patient requesting an out-of-hospital DNR order. A
patient may request and receive an out-of-hospital DNR
order from the patient’s attending physician if the patient
has a terminal condition and the patient is at least 18
years of age, has graduated from high school, has married
or is emancipated.

(b) Patient revoking an out-of-hospital DNR order. An
out-of-hospital DNR patient, regardless of age or physical
or mental condition, may revoke an out-of-hospital DNR
order issued for the out-of-hospital DNR patient whether
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the order was issued pursuant to the request of the
patient or the patient’s surrogate.

§ 1051.12. Surrogate’s authority to request and re-
voke out-of-hospital DNR order.

(a) Surrogate requesting an out-of-hospital DNR order.
The surrogate of a patient may request and receive from
the patient’s attending physician an out-of-hospital DNR
order for the patient, regardless of the patient's age or
other physical or mental condition.

(b) Surrogate revoking an out-of-hospital DNR order. A
patient's surrogate may revoke an out-of-hospital DNR
order for the patient if the out-of-hospital DNR order was
issued at the request of a surrogate.

§ 1051.13. Person who loses authority to function
as a surrogate.

(@) No authority to revoke out-of-hospital DNR order. A
person who acted as a patient’s surrogate when request-
ing an out-of-hospital DNR order for the patient may not
revoke the out-of-hospital DNR order if the person loses
the legal authority to serve as the patient’'s surrogate.

(b) [ Duty when contacted by physician. If a per-
son who acted as the patient’s surrogate when the
out-of-hospital DNR order was issued for the pa-
tient, is not qualified to act as the patient’s sur-
rogate when a physician contacts that person
pursuant to § 1051.30(b) (relating to physician de-
struction of out-of-state DNR order, bracelet or
necklace), the person shall apprise the physician
that the person is no longer the patient’s surrogate
and provide the physician any information the
person has to help the physician locate the patient.

(c) ] Duty when person loses surrogate status. A person
who loses the authority to act as a patient’s surrogate
after the person obtained an out-of-hospital DNR order
for the patient shall make a reasonable effort to apprise
the physician who issued the out-of-hospital DNR order of
the change in that person’s status, as well as the name of
the person, if any, who replaced that person as the
patient's surrogate and any information the former
surrogate has to help the physician locate the
patient or the patient’'s current surrogate. A person
who loses the authority to act as a patient’s surrogate
shall also provide to the patient if the patient is no longer
represented by a surrogate, or to the replacement surro-
gate if there is one, the name of the physician who issued
the out-of-hospital DNR order and any information the
person has to help the patient or the patient’s surrogate
locate the physician.

(c) Duty when contacted by physician. If a pa-
tient’s former surrogate did not attempt to contact
the patient’s attending physician as required by
subsection (b), or made the attempt but was unsuc-
cessful, and is contacted by the patient’s attending
physician for the purpose of communicating infor-
mation regarding the patient, the patient’'s former
surrogate shall apprise the physician that the per-
son is no longer the patient’s surrogate and provide
the physician any information the former surrogate
has to help the physician locate the patient or the
patient’s current surrogate.

ATTENDING PHYSICIAN RESPONSIBILITIES

8§ 1051.21. Securing out-of-hospital DNR orders,
bracelets and necklaces.

() Securing order forms. A physician or the physician’s
agent may secure out-of-hospital DNR order forms from

the Department unless the Department has contracted
with a vendor to provide the order forms, in which case
the physician shall secure the order forms from the
contracted vendor.

(b) Securing bracelets and necklaces. A physician may
secure out-of-hospital DNR bracelets and necklaces by
purchasing them from the vendors with which the De-
partment has contracted to produce the bracelets and
necklaces.

(c) Vendors. The Department will publish in a Pennsyl-
vania Bulletin notice the name and address of the
vendors with which it has contracted under this section
and publish superseding Pennsylvania Bulletin notices
when there are vendor changes.

§ 1051.22. Issuance of out-of-hospital DNR order.

(a) Authority to issue. A patient's attending physician
shall issue an out-of-hospital DNR order for the patient if
the patient who is qualified to request the order under
§ 1051.11(a) (relating to patient qualifications to request
and revoke out-of-hospital DNR order) or the patient's
surrogate requests the attending physician to issue an
out-of-hospital DNR order for the patient and the attend-
ing physician determines that the patient has a terminal
condition or is permanently unconscious.

(b) Review of order before signing. Before completing,
signing and dating an out-of-hospital DNR order, a
patient’s attending physician shall ensure that the pa-
tient is identified in the order, that all other provisions of
the order have been completed, and that the patient or
the patient’'s surrogate, as applicable, has signed the
order.

(c) Order form. A patient’'s attending physician shall
issue an out-of-hospital DNR order for the patient only on
a form provided by the Department or its designee.

§ 1051.23. Disclosures to patient requesting out-of-
hospital DNR order.

When a patient qualified under § 1051.11(a) (relating
to patient qualifications to request and revoke out-of-
hospital DNR order) requests an out-of-hospital DNR
order, the attending physician shall disclose the following
information to the patient before issuing an out-of-
hospital DNR order for the patient:

(1) The diagnosed condition is a terminal condition.

(2) An out-of-hospital DNR order directs an EMS pro-
vider to withhold providing CPR to the patient in the
event of the patient’s cardiac or respiratory arrest.

(3) The attending physician may also issue an out-of-
hospital DNR bracelet or necklace for the patient, and
that the necklace and bracelet also direct an EMS
provider to withhold providing CPR in the event of the
patient’s cardiac or respiratory arrest.

(4) An out-of-hospital DNR order, bracelet or necklace
requested by a patient is effective only when the patient
possesses and displays the order, bracelet or necklace.

(5) An out-of-hospital DNR order is not effective when
the patient is in a hospital, unless an EMS provider has
been dispatched to provide EMS to the patient in the
hospital, but a DNR order may be issued for the patient
in a hospital in accordance with other procedures.

(6) The patient may revoke the out-of-hospital DNR
order; the patient may do so without the physician’s
approval or knowledge; revocation may be accomplished
by destroying or not displaying the order, bracelet or
necklace, or by conveying the decision to revoke the
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out-of-hospital DNR order verbally or otherwise at the
time the patient experiences respiratory or cardiac arrest;
and neither the patient’s physical nor mental condition
will be considered to void the patient’'s decision to revoke
the out-of-hospital DNR order if that decision is clearly
communicated in some manner.

(7) The possibility exists that the EMS provider may
administer CPR in the event of the patient’s cardiac or
respiratory arrest if an EMS provider is uncertain regard-
ing the validity or applicability of the out-of-hospital DNR
order, bracelet or necklace.

(8) An EMS provider who complies with the patient’s
out-of-hospital DNR order may provide other medical
interventions to the patient to provide comfort or alleviate
pain.

(9) The physician will attempt to contact the patient to
ask the patient to return the out-of-hospital DNR order,
bracelet and necklace to the physician, for destruction by
the physician, if the physician discovers that the diagno-
sis of the terminal condition was in error.

(10) If the patient is female, there are additional
procedures that an EMS provider will need to follow to
implement an out-of-hospital DNR order if the patient is
pregnant at the time of cardiac or respiratory arrest. If
the patient is pregnant or requests information regarding
the additional procedures, the physician shall explain the
requirements of § 1051.61 (relating to pregnant patients).

§ 1051.24. Disclosures to surrogate requesting out-
of-hospital DNR order.

Before issuing an out-of-hospital DNR order for a
patient that is requested by the patient’s surrogate, the
attending physician shall disclose the following informa-
tion to the surrogate:

(1) The diagnosed condition is a terminal condition or
that the physician has diagnosed the patient to be
permanently unconscious.

(2) The disclosures required by 8§ 1051.23(2), (3), (5),
(7) and (8) (relating to disclosures to patient requesting
out-of-hospital DNR order).

(3) An out-of-hospital DNR order, bracelet or necklace
requested by the surrogate is effective only when the
order, bracelet or necklace is displayed with the patient or
the surrogate presents the order to the [ health care ]
EMS provider at the time the patient experiences cardiac
or respiratory arrest.

(4) The patient or surrogate may revoke the out-of-
hospital DNR order; the patient or surrogate may do so
without the physician’s approval or knowledge; revocation
may be accomplished by destroying or not displaying the
order, bracelet or necklace, or by conveying the decision to
revoke the out-of-hospital DNR order verbally or other-
wise at the time the patient experiences cardiac or
respiratory arrest; and neither the physical nor mental
condition of the patient will be considered to void the
decision of the patient or surrogate to revoke the out-of-
hospital DNR order if that decision is clearly communi-
cated in some manner. The physician shall also apprise
the surrogate, if it seems appropriate under the circum-
stances, that the power of the surrogate to revoke the
out-of hospital DNR order for the patient will terminate if
the surrogate loses the legal authority to make that
decision.

(5) The physician will attempt to contact the surrogate
to ask the surrogate to return the out-of-hospital DNR
order, bracelet and necklace to the physician, for destruc-

tion by the physician, if the physician discovers that the
diagnosis of the terminal condition or that the patient is
permanently unconscious was in error.

(6) If the patient is female, there are additional proce-
dures that an EMS provider will need to follow to
implement an out-of-hospital DNR order if the patient is
pregnant at the time of cardiac or respiratory arrest. If
the patient is pregnant or the patient’s surrogate requests
information regarding the additional procedures, the phy-
sician shall explain the requirements of § 1051.61 (relat-
ing to pregnant patients).

§ 1051.25. Disclosures to patient when surrogate
requests out-of-hospital DNR order.

Before issuing an out-of-hospital DNR order for a
patient that is requested by the patient’s surrogate, the
attending physician shall disclose to the patient the
information in § 1051.23 (relating to disclosures to pa-
tient requesting out-of-hospital DNR order) that the
physician in good faith believes the patient needs to have
to make a future decision to revoke or not revoke the
order. In making this assessment, the physician shall
consult with the patient's surrogate and consider factors
such as the reason the patient is not able to request an
out-of-hospital DNR order, the patient’s ability to compre-
hend and retain the information, and the patient's age
and maturity. The attending physician shall refuse to
issue the order if the physician and surrogate cannot
agree to the information that is to be disclosed to the
patient by the physician.

§ 1051.26. Physician refusal to issue an out-of-
hospital DNR order.

An attending physician who is not willing to issue an
out-of-hospital DNR order for a reason other than de-
scribed in § 1051.25 (relating to disclosures to patient
when surrogate requests out-of-hospital DNR order) shall
explain the reason to the patient or the patient’s surro-
gate, as appropriate.

(1) The physician shall also explain that an out-of-
hospital DNR order may be issued only by a physician
who has primary responsibility for the treatment and
care of a patient.

(2) The physician shall offer to assist the patient or
surrogate to secure the services of another physician who
is willing to issue an out-of-hospital DNR order for the
patient and who will undertake primary responsibility for
the treatment and care of the patient in addition to or
instead of the attending physician, as the patient or
surrogate chooses.

§ 1051.27. Providing out-of-hospital DNR bracelet
or necklace.

(a) Bracelet and necklace. A patient’s attending physi-
cian may provide to the patient, or to the patient's
surrogate for the patient, an out-of-hospital DNR bracelet
or necklace, or both, if the physician has issued or is
issuing an out-of-hospital DNR order for the patient and
the patient or the surrogate requests the item.

(b) Order also required. A patient’s attending physician
may not provide an out-of-hospital DNR bracelet or
necklace for the patient without also issuing, or having
issued, an out-of-hospital DNR order for the patient.

(c) Department vendor. A patient’s attending physician
may provide to or for the patient only an out-of-hospital
DNR bracelet or necklace produced by a vendor with
which the Department has contracted to produce the
bracelet or necklace.
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§ 1051.28. Documentation.

An attending physician who issues an out-of-hospital
DNR order for a patient shall maintain a copy of that
order in the patient’s medical record and shall document
in that order whether the physician also provided an
out-of-hospital DNR bracelet or necklace, or both. If the
attending physician provides an out-of-hospital DNR
bracelet or necklace after issuing the out-of-hospital DNR
order, the physician shall document the patient’'s medical
record to reflect that the bracelet or necklace was also
provided for the patient.

§ 1051.29. Duty to contact patient or surrogate.

If a physician who issued an out-of-hospital DNR order
for the patient, subsequently determines that the diagno-
sis that the patient is in a terminal condition or is
permanently unconscious was in error, the physician shall
make a good faith effort to promptly contact the patient
or the patient's surrogate to disclose the error. The
physician shall also request the return of the order, and
the bracelet and necklace if the physician provided those
items.

§ 1051.30. Physician destruction of out-of-hospital
DNR order, bracelet or necklace.

() Destruction of order, bracelet and necklace. A physi-
cian shall destroy an out-of-hospital DNR order, bracelet
or necklace returned to the physician under § 1051.29
(relating to duty to contact patient or surrogate), as
follows:

(1) The physician shall shred or otherwise destroy
beyond identification the original order and mark all
copies of the order in the physician’s possession as having
been revoked.

(2) The physician shall cut the bracelet or necklace
pendant in half or take other action that renders the
bracelet or necklace incapable of being again used as an
out-of-hospital DNR bracelet or necklace.

(b) Documentation of order when items not destroyed. A
physician who requests the return of an out-of-hospital
DNR order, bracelet or necklace under § 1051.29 may not
mark copies of the order in the physician’'s possession as
having been revoked without having destroyed or con-
firmed the destruction of the original out-of-hospital DNR
order and any out-of-hospital DNR bracelet or necklace
the physician provided for the patient.

EMS PROVIDER RESPONSIBILITIES

§ 1051.51. Implementation of out-of-hospital DNR
order.

(a) Display of order, bracelet or necklace. An EMS
provider may not provide CPR to a patient who is
experiencing cardiac or respiratory arrest if an out-of-
hospital DNR order, bracelet, or necklace is displayed
with the patient or the patient's surrogate presents the
EMS provider with an out-of hospital DNR order for the
patient, and neither the patient nor the patient’s surro-
gate acts to revoke the order at that time. When an EMS
provider observes an out-of-hospital DNR order without
also observing an out-of-hospital DNR bracelet or neck-
lace, the EMS provider shall implement the out-of-
hospital DNR order only if it contains original signatures.

(b) Discovery after CPR initiated. If after initiating
CPR an EMS provider becomes aware of an out-of-
hospital DNR order that is effective pursuant to subsec-
tion (a), the EMS provider shall discontinue CPR.

(c) Prehospital practitioner uncertainty. If a prehospital
practitioner is uncertain as to whether an out-of-hospital

DNR order has been revoked for a patient who is
experiencing cardiac or respiratory arrest, the prehospital
practitioner shall provide CPR to the patient subject to
the following:

(1) If the prehospital practitioner is in contact with a
medical command physician prior to initiating CPR, the
prehospital practitioner shall initiate or not initiate CPR
as directed by the medical command physician.

(2) If the prehospital practitioner is in contact with a
medical command physician after initiating CPR, the
prehospital practitioner shall continue or not continue
CPR as directed by the medical command physician.

(d) Discontinuation of CPR not initiated by prehospital
practitioner. If CPR had been initiated for the patient
before a prehospital practitioner arrived at the scene, and
the prehospital practitioner determines that an out-of-
hospital DNR order is effective pursuant to subsection (a),
the prehospital practitioner may not discontinue the CPR
without being directed to do so by a medical command
physician.

(e) AED good Samaritan. If an individual who is given
good Samaritan civil immunity protection when using an
automated external defibrillator (AED) under 42 Pa.C.S.
§ 8331.2 (relating to good Samaritan civil immunity for
use of automated external defibrillators) is uncertain as
to whether an out-of-hospital DNR order has been re-
voked for a patient who is experiencing cardiac arrest, the
individual may provide CPR to the patient as permitted
by 42 Pa.C.S. § 8331.2, but shall discontinue CPR if
directed by a medical command physician directly or as
relayed by a prehospital practitioner.

(f) Providing comfort and alleviating pain. When a
prehospital practitioner complies with an out-of-hospital
DNR order, the prehospital practitioner, within the practi-
tioner's scope of practice, shall provide other medical
interventions necessary and appropriate to provide com-
fort to the patient and alleviate the patient’s pain, unless
otherwise directed by the patient or the prehospital
practitioner’'s medical command physician.

§ 1051.52. Procedure when both advance directive
and out-of-hospital DNR order are present.

If a patient with cardiac or respiratory arrest has both
an advance directive directing that no CPR be provided
and an out-of-hospital DNR order, an EMS provider shall
comply with the out-of-hospital DNR order as set forth in
§ 1051.51 (relating to compliance with an out-of-hospital
DNR order).

PREGNANT PATIENTS
§ 1051.61. Pregnant patients.

Notwithstanding the existence of an order or direction
to the contrary, life-sustaining treatment, CPR, nutrition
and hydration shall be provided to a pregnant patient by
a health care provider unless, to a reasonable degree of
medical certainty as certified on the patient's medical
record by the patient’'s attending physician and a second
physician who is an obstetrician who has examined the
patient, life-sustaining treatment, nutrition and hydra-
tion will have one of the following consequences:

(1) They will not maintain the pregnant patient in such
a way as to permit the continuing development and live
birth of the unborn child.

(2) They will be physically harmful to the pregnant
patient.

(3) They will cause pain to the pregnant patient which
cannot be alleviated by medication.
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MEDICAL COMMAND PHYSICIAN
RESPONSIBILITIES

§ 1051.81. Medical command physician responsibili-
ties.

(a) Compliance with out-of-hospital DNR order. If a
medical command physician is in contact with a prehospi-
tal practitioner when the prehospital practitioner is at-
tending to a patient in cardiac or respiratory arrest and
the prehospital practitioner is made aware of an out-of-
hospital DNR order for the patient by examining an
out-of-hospital DNR order, bracelet or necklace, the med-
ical command physician shall honor the out-of-hospital
DNR order. If appropriate, the medical command physi-
cian shall direct the prehospital practitioner to provide
other medical interventions within the practitioner's
scope of practice to provide comfort to the patient and
alleviate the patient’s pain, unless the prehospital practi-
tioner is otherwise directed by the patient.

(b) Prehospital practitioner uncertainty. If a medical
command physician is in contact with a prehospital
practitioner when the prehospital practitioner is attend-
ing to a patient in cardiac or respiratory arrest and the
prehospital practitioner communicates uncertainty as to
whether an out-of-hospital DNR order for the patient has
been revoked, the medical command physician shall ask
the prehospital practitioner to explain the reason for the
uncertainty. Based upon the information provided, the
medical command physician shall make a good faith
assessment of whether the described circumstances con-
stitute a revocation, and then direct the prehospital
practitioner to withdraw or continue CPR based upon
whether the physician determines that the out-of-hospital
DNR order has been revoked or not revoked.

(c) Pregnant patient. If a medical command physician is
in contact with a prehospital practitioner when the
prehospital practitioner is attending to a pregnant patient
in cardiac or respiratory arrest, and the prehospital
practitioner is made aware of an out-of-hospital DNR
order for the pregnant patient by examining an out-of-
hospital DNR order, bracelet or necklace for the patient,
and apprises the medical command physician of the
out-of-hospital DNR order, the medical command physi-
cian shall direct the prehospital practitioner to ignore the
out-of-hospital DNR order unless the medical command
physician has knowledge that the patient's attending
physician and a second physician who is an obstetrician
had examined the patient, and both certified in the
patient's medical record that, to a reasonable degree of
medical certainty, life-sustaining treatment, nutrition,
hydration and CPR will have one of the following conse-
guences:

(1) They will not maintain the pregnant patient in such
a way as to permit the continuing development and live
birth of the unborn child.

(2) They will be physically harmful to the pregnant
patient.

(3) They will cause pain to the pregnant patient which
cannot be alleviated by medication.

(d) Inconsistencies. Subsections (a) and (b) apply when
the patient is a pregnant patient, except to the extent
they are inconsistent with subsection (c).

ORDERS, BRACELETS AND NECKLACES FROM

OTHER STATES
§ 1051.101. Recognition of other states’ out-of-
hospital DNR orders.

(@) Validity of orders, bracelets and necklaces from
other states. An out-of-hospital DNR order, bracelet or

necklace valid in a state other than this Commonwealth
is effective in this Commonwealth to the extent the order,
bracelet or necklace is consistent with the laws of this
Commonwealth.

(b) Department acceptance. The Department will review
the applicable laws of other states, and the out-of-hospital
DNR orders, bracelets and necklaces provided in other
states, and list in a notice in the Pennsylvania Bulletin
the states that provide out-of-hospital DNR orders, brace-
lets and necklaces that are consistent with the laws of the
Commonwealth. The notice will also include, for each
state listed, a description of the out-of-hospital DNR
order, bracelet and necklace the state issues consistent
with the laws of the Commonwealth. The Department
will update the list and descriptions, as needed, in a
superseding notice in the Pennsylvania Bulletin.

(c) Compliance by EMS providers. An EMS provider
shall comply with 8§ 1051.51, 1051.52, 1051.61 and
1051.81 when encountering a patient with an apparently
valid out-of-hospital DNR order, bracelet or necklace
issued by another state listed in a notice in the Pennsyl-
vania Bulletin issued under subsection (b).

[Pa.B. Doc. No. 03-1744. Filed for public inspection September 5, 2003, 9:00 a.m.]

STATE BOARD OF
NURSING

[49 PA. CODE CH. 21]
CRNP Prescriptive Authority Fees

The State Board of Nursing (Board) proposes to amend
§ 21.253 (relating to fees) by implementing certain appli-
cation and renewal fees for certified registered nurse
practitioners who wish to prescribe and dispense drugs, to
read as set forth in Annex A.

Effective Date

The proposed amendment will be effective upon publi-
cation of the final-form rulemaking in the Pennsylvania
Bulletin.

Statutory Authority

The proposed amendment is authorized under section
11.2(a) and (d) of the Professional Nursing Law (act) (63
P. S. 8 221.2(a) and (d)).

Background and Purpose

Under the act of December 9, 2002 (P.L. 1567, No.
206), the final-form rulemaking jointly promulgated by
the State Boards of Medicine and Nursing, at 30 Pa.B.
5943 (November 18, 2000), established that qualified
CRNPs may prescribe and dispense drugs under section
8.3 of the Professional Nursing Law (63 P. S. § 218.3) and
88 21.283—21.287 (relating to CRNP practice). A CRNP
may not prescribe and dispense drugs without prior
approval by the Board. CRNPs wishing to prescribe drugs
are required to apply for prescriptive authority approval
by submitting an application to the Board demonstrating
successful completion of not less than 45 hours of
coursework in advanced pharmacology and a signed,
written collaborative agreement between the prescribing
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CRNP and a supervising physician. See 8§ 21.283(2) and
21.285 (relating to prescribing and dispensing drugs; and
collaborative agreement). Successful applicants are issued
prescriptive authority approval.

Sections 11.2(a) and (d) of the act require the Board to
set fees by regulation so that revenues meet or exceed
expenditures over a biennial period. General operating
expenses of the Board are funded through biennial license
renewal fees. Expenses related to applications or services
which are provided directly to individual licensees or
applicants are excluded from general operating revenues
and are funded through fees in which the actual cost of
providing the service forms the basis for the fee. Actual
cost calculations are based upon the following formula:

Number of minutes to perform the function
X
Pay rate for the classification of the personnel performing
the function
+

A proportionate share of administrative overhead

As a result of the regulations providing for prescriptive
authority, the Board proposes to implement three new
fees for the application for prescriptive authority, each
additional collaborative agreement for prescriptive au-
thority and biennial renewal of prescriptive authority.
The application and additional collaborative agreement
fees are proposed to reflect the actual cost of providing
these services. The biennial renewal fee will ensure that
the current revenues raised by fees, fines and civil
penalties are sufficient to meet projected expenditures
and that adequate revenues are raised to meet the
required enforcement efforts, as the Board is required by
law to support its operations from revenue it generates
from fees, fines and civil penalties.

In this proposal, fees for the services identified would
be implemented to allocate costs to those who use the
service or application. The Board would continue to
apportion its enforcement and operating costs to the
general licensing population when the Board makes its
biennial reconciliation of revenues and expenditures.

Description of Proposed Amendments

The following table outlines the affected application
fees and proposed changes:

Current Proposed
Application/Service Fee Fee
Application for prescriptive none $90
authority
Additional collaborative none $75
agreement for prescriptive
authority
Biennial renewal of prescriptive none $50
authority

Fiscal Impact and Paperwork Requirements

The proposed amendment will have no adverse fiscal
impact on the Commonwealth or its political subdivisions.
The fees will have a modest fiscal impact on those
members of the private sector who apply for services from
the Board. The proposed amendment will impose no
additional paperwork requirements upon the Common-
wealth, political subdivisions or the private sector.

Sunset Date

The Board continuously monitors the cost effectiveness
of its regulations. Therefore, no sunset date has been
assigned.

Regulatory Review

Under section 5(a) of the Regulatory Review Act (71
P. S. § 745.5(a)), on August 26, 2003, the Board submitted
a copy of this proposed rulemaking to the Independent
Regulatory Review Commission (IRRC), the Senate Con-
sumer Protection and Professional Licensure Committee
and the House Professional Licensure Committee. In
addition to submitting the proposed rulemaking, the
Board has provided IRRC and the Committees with a
copy of a detailed Regulatory Analysis Form prepared by
the Board. A copy of this material is available to the
public upon request.

Under section 5(g) of the Regulatory Review Act (71
P.S. § 745.5(g)), if IRRC has comments, recommenda-
tions or objections regarding any portion of the proposed
rulemaking, it will notify the Board approximately 30
days from the close of the public comment period. The
notification will specify the regulatory review criteria that
have not been met. The Regulatory Review Act specifies
detailed procedures for review of comments, recommenda-
tions and objections by the Board, the General Assembly
and the Governor prior to publication of the regulations.

Public Comment

Interested persons are invited to submit written com-
ments, recommendations or objections regarding this pro-
posed rulemaking to Ann Steffanic, Administrative Assis-
tant, State Board of Nursing, P. O. Box 2649, Harrisburg,
PA 17105-2649, within 30 days following publication of
this proposed rulemaking in the Pennsylvania Bulletin.
Reference No. 16A-5116 (Prescriptive Authority Fees)
when submitting comments.

JANET HUNTER SHIELDS, MSN, CRNP, CS,
Chairperson

Fiscal Note: 16A-5116. No fiscal impact; (8) recom-
mends adoption.

Annex A

TITLE 49. PROFESSIONAL AND
VOCATIONAL STANDARDS

PART I. DEPARTMENT OF STATE

Subpart A. PROFESSIONAL AND
OCCUPATIONAL AFFAIRS

CHAPTER 21. STATE BOARD OF NURSING

Subchapter C. CERTIFIED REGISTERED
NURSE PRACTIONERS

GENERAL PROVISIONS
§ 21.253. Fees.
The following fees are charged by the Board:

* * * * *
Application for prescriptive authority........ $90
Each additional collaborative agreement for
prescriptive authority ...................... $75
Biennial renewal of prescriptive authority ... $50

[Pa.B. Doc. No. 03-1745. Filed for public inspection September 5, 2003, 9:00 a.m.]
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STATE BOARD OF
OPTOMETRY

[49 PA. CODE CH. 23]

Continuing Education, Fees, Certification to Treat
Glaucoma

The State Board of Optometry (Board) proposes to
amend 88 23.82, 23.86 and 23.91 (relating to continuing
education hour requirements; sources of continuing edu-
cation hours; and fees) and to add § 23.205 (relating to
application procedure) to read as set forth in Annex A.

Effective Date

This proposed rulemaking will be effective upon publi-
cation of final-form rulemaking in the Pennsylvania Bul-
letin and would apply to continuing education credits
earned during the 2002—2004 biennial renewal period.

Statutory Authority

Section 3(b)(12) of the Optometric Practice and
Licensure Act (act) (63 P. S. § 244.3(b)(12)) authorizes the
Board to approve continuing education. Section 3(b)(14) of
the act authorizes the Board to “promulgate all rules and
regulations necessary to carry out the purposes of this
act.” Section 4.2 of the act (63 P. S. § 244.4b) authorizes
the Board to certify licensees to treat glaucoma.

Background and Need for the Proposed Rulemaking

The General Assembly amended the act to provide for
therapeutically certified optometrists to be certified to
treat certain types of glaucoma. As the State agency
charged with approving the qualifications of optometrists,
the Board proposes to adopt an application procedure for
the certification to treat glaucoma. The proposed rule-
making would conform the Board's continuing education
requirements to the continuing education requirements in
section 4.2 of of the act. In addition, the proposed
rulemaking would add the American Academy of Ophthal-
mology and its state affiliates to the list of pre-approved
providers of optometric continuing education and would
provide for an application procedure and fee related to
certification to treat certain types of glaucoma.

Description of Proposed Rulemaking

The act authorizes the Board to certify therapeutically-
certified optometrists to treat certain types of glaucoma.
Optometrists who obtained therapeutic certification under
section 4.1(a)(2) of the act (63 P.S. 8§ 244.4a(a)(2)) shall
also complete 18 hours of continuing education in glau-
coma to obtain certification to treat glaucoma. Proposed
§ 23.205 mirrors these statutory requirements.

The act also provided that, to continue to treat glau-
coma, optometrists certified to treat glaucoma must ob-
tain 4 hours in the study of the prescription and adminis-
tration of pharmaceutical agents for the treatment of
glaucoma biennially. Proposed § 23.82 mirrors this re-
quirement. In addition, because continuing education in
glaucoma is a subset of continuing education in therapeu-
tics, the Board's proposed rulemaking clarifies that the 4
hours taken in the treatment of glaucoma may be applied
toward the 6 hours required to maintain therapeutic
certification. Finally, because 18 hours of continuing
education are required of applicants who were therapeuti-
cally certified under section 4.1(a)(2) of the act, the
Board'’s proposed rulemaking clarifies that those 18 hours
shall apply to the 30-hour continuing education require-

ment for the biennial period in which the hours are
completed, including the 6-hour requirement in therapeu-
tics and the 4-hour requirement in glaucoma.

Proposed § 23.86 adds the American Academy of Oph-
thalmology and its state affiliates to the list of preap-
proved providers of optometric continuing education be-
cause these organizations consistently offer high-quality
continuing education courses relevant to the practice of
optometry.

Proposed § 23.91 provides for the fee for administrative
processing of the application for certification to treat
glaucoma. The fee is based on actual staff time to process
the application and provide for printing and mailing a
license indicating the optometrist is certified to treat
glaucoma.

Because the proposed rulemaking effectuates amend-
ments to the act, the Board did not send the text of the
proposed rulemaking to interested parties for the predraft
comment. The proposed rulemaking was developed at an
open meeting of the Board on December 17, 2002, and
comments were received from the Executive Director of
the Pennsylvania Optometric Association.

Fiscal Impact and Paperwork Requirements

The proposed rulemaking should have only minimal
fiscal impact on licensees, who will be required to pay an
application fee and may be required to complete 18 hours
of continuing education on glaucoma to obtain certifica-
tion to treat glaucoma. There is no fiscal impact on the
Board, the private sector, the general public or any
political subdivisions. The proposed rulemaking will cre-
ate only minimal additional paperwork for the Board in
processing applications to treat glaucoma and will not
create additional paperwork for the private sector.

Sunset Date

The Board continuously monitors its regulations. There-
fore, no sunset date has been assigned.

Regulatory Review

Under section 5(a) of the Regulatory Review Act (71
P. S. § 745.5(a)), on August 26, 2003, the Board submitted
a copy of these proposed rulemaking to the Independent
Regulatory Review Commission (IRRC), the Senate Con-
sumer Protection and Professional Licensure Committee
and the House Professional Licensure Committee. In
addition to submitting the proposed rulemaking, the
Board has provided IRRC and the Committees with a
copy of a detailed Regulatory Analysis Form prepared by
the Board. A copy of this material is available to the
public upon request.

Under section 5(g) of the Regulatory Review Act, if
IRRC has comments, recommendations or objections re-
garding any portion of the proposed rulemaking, it will
notify the Board approximately 30 days from the close of
the public comment period. The notification will specify
the regulatory review criteria that have not been met.
The Regulatory Review Act specifies detailed procedures
for review of comments, recommendations and objections
by the Board, the General Assembly and the Governor
prior to publication of the regulations.

Public Comment

Interested persons are invited to submit written com-
ments, recommendations or objections regarding this pro-
posed rulemaking to Deborah Smith, Board Administra-
tor, State Board of Optometry, P. 0. Box 2649,
Harrisburg, PA, 17105, within 30 days following publica-
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tion of this proposed rulemaking in the Pennsylvania
Bulletin.

STEVEN J. RETO, O.D.,
Chairperson

(Editor's Note: A proposal to amend § 23.82 remains
outstanding at 33 Pa.B. 1118 (March 1, 2003).)

Fiscal Note: 16A-5211. No fiscal impact; (8) recom-
mends adoption.

Annex A

TITLE 49. PROFESSIONAL AND
VOCATIONAL STANDARDS

PART |I. DEPARTMENT OF STATE

Subpart A. PROFESSIONAL AND
OCCUPATIONAL AFFAIRS

CHAPTER 23. STATE BOARD OF OPTOMETRY
CONTINUING EDUCATION
§ 23.82. Continuing education hour requirements.

(@) An applicant for biennial license renewal or reacti-
vation of license is required to complete, during the 2
years preceding renewal or reactivation, a minimum of 30
hours of continuing education. For licensees certified in
accordance with section 4.1 of the act (63 P. S. § 244.4a)
[ and 8§ 23.201 and 23.202 (relating to qualifications
for certification; and application procedure) ], re-
garding certification to prescribe and administer
pharmaceutical agents for therapeutic purposes, at
least 6 of the required 30 hours shall concern the
prescription and administration of pharmaceutical agents
for therapeutic purposes. For licensees certified in
accordance with section 4.2 of the act (63 P.S.
§ 244.4b), regarding additional requirements to pre-
scribe and administer pharmaceutical agents for
the treatment of certain types of glaucoma, at least
4 of the 30 hours shall concern the prescription and
administration of pharmaceutical agents for the
treatment of glaucoma. The 4 hours taken in the
treatment of glaucoma may be applied toward the 6
hours required to maintain therapeutic certifica-
tion; however, all licensees shall complete at least
30 total hours. Completion of a Board-approved course
described in [ § 23.201(b)(1) (Reserved)] section
4.1(a)(2) of the act or continuing education de-
scribed in section 4.2 of the act shall satisfy the
continuing education requirement for the biennial re-
newal period in which it is completed including the
6-hour requirement in therapeutics and the 4-hour
requirement in glaucoma.

* * * * *

§ 23.86. Sources of continuing education hours.

(@) In addition to another provider which wishes to
secure approval from the Board, the Board finds that the
following providers have currently met the standards for
provider approval for all acceptable courses of continuing

education; accordingly, the following providers have pro-
gram approval in all allowable areas for continuing
education: the American Optometric Association, The
Pennsylvania Optometric Association, all Board-
accredited schools and colleges of optometry, the
Optometric Extension Program, [and] The American
Academy of Optometry and its state affiliates and the
American Academy of Ophthalmology and its state
affiliates. The approval given to these providers is
subject to reevaluation[ ; however a]. A recision of
provider or program approval will be made only in
accordance with 1 Pa. Code Part Il (relating to general
rules of administrative practice and procedure).

* * * * *

FEES
§ 23.91. Fees.

The following is the schedule of fees for services
charged by the Board:

* * * * *

Application for certification to treat
glaucoma............... i $25

CERTIFICATION TO TREAT GLAUCOMA
§ 23.205. Application procedure.

An applicant for certification to treat glaucoma
under section 4.2 of the act (63 P. S. § 244.4b) shall
submit to the Board a completed application ob-
tained from the Board together with the certifica-
tion fee required by § 23.91 (relating to fees), and
one of the following.

(1) A signed verification attesting that the licen-
see obtained therapeutic certification by passing
the licensure examination to practice optometry.
The examination shall include the prescription and
administration of pharmaceutical agents for thera-
peutic purposes (the examination required for
therapeutic certification under section 4.1(a)(1) of
the act (63 P.S. § 244.4a(a)(1)). The verification
shall state the month and year the licensee passed
this examination.

(2) A signed verification attesting that the licen-
see obtained therapeutic certification by passing an
examination on the prescription and administra-
tion of pharmaceutical agents for therapeutic pur-
poses (the examination required for therapeutic
certification under section 4.1(a)(2) of the act and
certificates of attendance from Board-approved
continuing education courses demonstrating at
least 18 hours in glaucoma, completed since Decem-
ber 19, 2002.
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