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1. COMMENT: Commenters, including about 850 individuals who submitted to the Board a form
comment through Planned Parenthood Action Fund of New Jersey, and about 800 individuals who
submitted to the Board a form comment through the American Civil Liberties Union of New Jersey,
express support for the rulemaking, stating that the repeal of N.J.A.C. 13:35-4.2 (Rule 4.2) is necessary
because the section does not protect a patient's health or safety and restricts access to abortion care in New
Jersey.

RESPONSE: The Board thanks the commenters for their support.

2. COMMENT: Commenters who support the rulemaking observe that allowing advanced practice
clinicians (specifically advance practice nurses, midwives, and physician assistants, (hereinafter "APCs"))
to perform abortion procedures will be particularly helpful to communities facing significant systemic,
economic, and logistical barriers to care, and will allow trusted providers to play a role in expanding
abortion access.

RESPONSE: The Board thanks the commenters for their support.

3. COMMENT: Commenters who support the rulemaking state their belief that every New Jersey
resident should be able to make their own personal medical decisions in consultation with their health care



53 N.J.R. 2013(a)

provider without government interference. About 850 individuals who submitted to the Board a form
comment through Planned Parenthood Action Fund of New Jersey, about 800 individuals who submitted
to the Board a form comment through the American Civil Liberties Union of New Jersey, and the
following organizations included this suggestion in their comments: HiTOPS, Melinated Moms, the
National Abortion Federation, Stanton Strong, the New Jersey Affiliate of the American College of Nurse
Midwives, National Council of Jewish Women-Essex and Bergen County sections, National Organization
for Women of New Jersey, the Unitarian Universalist Faith Action New Jersey, and the National Institute
for Reproductive Health.

RESPONSE: The Board thanks the commenters for their support. While governmental requirements are
appropriate to protect public health and safety in some circumstances, the Board has determined that the
rule as adopted reflects the most appropriate means of protecting public health and safety in the context of
abortions.

4. COMMENT: About 850 individuals who submitted to the Board a form comment through Planned
Parenthood Action Fund of New Jersey, and about 800 individuals who submitted to the Board a form
comment through the American Civil Liberties Union of New Jersey in support of the rulemaking
recommend that the Board work in partnership with medical and public health organizations to focus on
the experiences of patients and providers who are most directly impacted by these changes to ensure that
the rules do not create unintended new barriers and hinder access to care. The following organizations
have included these recurring suggestions in their comments: HiTOPS, Melinated Moms, the National
Abortion Federation, Stanton Strong, National Organization for Women of New Jersey, New Jersey
Family Planning League, Society for Maternal-Fetal Medicine, Guttmacher Institute, National Council of
Jewish Women - Essex County section, New Jersey Health Care Quality Institute, and the National
Institute for Reproductive Health. RESPONSE: The Board thanks the commenters for their support. With
regard to the recommendation, the Board notes that it encourages public participation generally and
welcomes feedback from individuals and organizations regarding the implementation of this rule over
time. Please visit the Board's website, http://www.njconsumeraffairs.gov/bme, and note meeting dates and
times, and the relevant email addresses and other mechanisms for communication with the Board.

5. COMMENT: HiTOPS, which describes itself as a non-profit organization that "represents young
people and adults who care for them," expresses its support of the rulemaking. This organization
expresses appreciation for efforts to make reproductive health care and abortion more accessible by
modernizing the Board's regulations; and expresses its agreement with the Board that abortion is a very
safe medical procedure, and that Rule 4.2 is medically unnecessary. This organization also commends the
Board for taking steps to remove barriers to access to care at a time when states across the country are
moving to make access to abortion more difficult.

RESPONSE: The Board thanks HiTOPS for its support.

6. COMMENT: The National Institute for Reproductive Health (NIRH), which describes itself as an
organization that works across the country to increase access to comprehensive reproductive healthcare,
including abortion and contraception, expresses support for the rulemaking. In addition to making the
recommendations addressed more fully in the Response to Comments 3 and 4, NIRH states that it
supports the Board's decision to propose removal of medically unnecessary restrictions on provision of
abortions by APCs, and that recent studies indicate abortions are extremely safe and that medically
unnecessary regulation of abortion can diminish quality of and access to care.
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RESPONSE: The Board thanks NIRH for its support.

7. COMMENT: Melinated Moms, LLC, (Melinated Moms), which describes itself as an organization
that represents mothers and women across the Melinated Spectrum and cares about abortion access,"
expressed its support for the rulemaking and suggests changes summarized and addressed in the Response
to Comment 25. This organization expressed appreciation for efforts to make reproductive health care and
abortion more accessible by modernizing the Board's regulations. Melinated Moms also agreed with the
Board that abortion is a very safe medical procedure, and that Rule 4.2 is medically unnecessary.
Melinated Moms supported the expansion of the pool of abortion providers to APCs, observing that this
expansion will provide greater access to care for the women it represents and close the marginalization
gap they face, allowing these women to thrive, rather than to just survive.

RESPONSE: The Board thanks Melinated Moms for its support.

8. COMMENT: The National Abortion Federation (NAF) expresses its support for the rulemaking and
suggests changes summarized and addressed in the Response to Comment 25. NAF stated that it is the
leading organization offering accredited continuing medical education to health care professionals in all
aspects of abortion care and that NAF facilities adhere to its evidence-based Clinical Policy Guidelines
(CPGs), which set the standard for quality abortion care. NAF argues that the pandemic has made clearer
the essential need for health care, including abortion care, and the proposed rule will make meeting this
need a reality. NAF agreed that expanding the pool of abortion providers to APCs will increase access to
abortion care, specifically for those communities who are facing systemic, economic, and logistical
barriers and is, therefore, a vital component of providing meaningful access. This organization also
commended the Board for taking steps to remove barriers to access to care at a time when states across the
country are making access to abortion more difficult.

RESPONSE: The Board thanks NAF for its support.

9. COMMENT: The National Council of Jewish Women - Bergen County Section (NCJW/Bergen)
expressed its support for the rulemaking. NCJW/Bergen stated that it represents over 900 members and
has a long history of advocating for access to abortion care. This organization expressed its appreciation
for efforts to make reproductive health care and abortion more accessible by modernizing the BME's
regulations and agreed with the Board that abortion is a very safe medical procedure making Rule 4.2
medically unnecessary. NCJW/Bergen also agreed that expanding the pool of abortion providers to APCs
will increase access to abortion care, specifically for those communities who are facing systemic,
economic, and logistical barriers, and is, therefore, a vital component of providing meaningful access.
Finally, NCJW/Bergen commended the Board for taking steps to remove barriers to access to care at a
time when states across the country are making access to abortion more difficult.

RESPONSE: The Board thanks NCJW/Bergen for its support.

10. COMMENT: The New Jersey Affiliate of the American College of Nurse Midwives (ACNM-NIJ)
expresses its support for the rulemaking. ACNM-NIJ states that it represents certified nurse midwives
(CNMs) and certified midwives (CMs) in New Jersey. The organization expresses appreciation for efforts
to make reproductive health care and abortion more accessible by modernizing BME's regulations and
agrees with the Board that abortion is a very safe medical procedure, making Rule 4.2 medically
unnecessary. ACNM-NIJ expresses particular support for the proposed rule allowing CNMs and CMs to
perform abortion procedures and stated that it believes that this will increase access to abortion care,
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specifically for those communities who are facing systemic, economic, and logistical barriers, and is,
therefore, a vital component of providing meaningful access.

[page=2027] RESPONSE: The Board thanks ACNM-NJ for its support.

11. COMMENT: Stanton Strong, which describes itself as an organization that supports women's
reproductive health rights, expressed its support for the rulemaking. The organization expresses
appreciation for efforts to make reproductive health care and abortion more accessible by modernizing
BME's regulations and voices its agreement with the Board that abortion is a very safe medical procedure
making Rule 4.2 medically unnecessary. Stanton Strong also agrees that expanding the pool of abortion
providers to APCs will increase access to abortion care, specifically for those communities who are facing
systemic, economic, and logistical barriers to care, and is therefore a vital component of providing
meaningful access. Finally, the organization commends the Board for taking steps to remove barriers to
access to care at a time when states across the country are making access to abortion more difficult.

RESPONSE: The Board thanks Stanton Strong for its support.

12. COMMENT: The Advanced Practice Registered Nurse (APRN) Cluster, co-lead by the National
Abortion Federation, Nurses for Sexual Reproductive Health, and Reproductive Health Access Project,
expresses its support for the rulemaking. Specifically, this coalition states that it fully supports the finding
that current restrictions at Rule 4.2, including the "physician only" provision, are medically unnecessary
and serve as barriers to access to abortion care. The APRN Cluster states that advanced practice nurses
(APNs) and physician assistants (PAs) have been providing safe and compassionate abortion care to
patients since the legalization of abortion and cite to California's Health Pilot Project No. 171, to support
their position that APNs can provide care with the same complication and satisfaction rate as physicians.
The APRN cluster also listed medical and public health organizations that have concluded that APNs and
PAs should be allowed to provide abortion care and that laws that limit this practice are barriers to access.
Further, this coalition commended New Jersey in being a national leader in trusting science and expanding
access to care, when currently only 11 states allow some or all APCs to provide both medication and
aspiration abortion care to their patients.

RESPONSE: The Board thanks APRN for its support.

13. COMMENT: The National Organization for Women of New Jersey, (NOW-NJ), which describes
itself as a multi-issue, multi-strategy organization that takes a holistic approach to women's rights, writes
in support of the rulemaking. NOW-NJ adds that to ensure equity abortion procedures must be affordable
and available to all people. Finally, NOW-NJ commends the Board for taking the steps to modernize its
regulations according to the latest scientific evidence.

RESPONSE: The Board thanks NOW-NI for its support.

14. COMMENT: The New Jersey Family Planning League (NJFPL), which describes itself as an
organization that promotes access to patient-centered and evidence-based family planning and
reproductive health care services, expresses support for the rulemaking. Specifically, NJFPL notes that the
option of abortion is meaningless when it is not accessible or affordable. NJFPL commends the Board's
initiative to repeal Rule 4.2 and to allow APCs to perform early aspiration abortions, stating that this
would result in greater access to reproductive healthcare, particularly for communities who already face
significantly systemic, economic, and logistical barriers to care.
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RESPONSE: The Board thanks NJFPL for its support.

15. COMMENT: The Unitarian Universalist Faith Action New Jersey (UUFANYJ), which describes itself
as an organization that represents the Unitarian Universalist congregations in New Jersey, expresses its
support for the rulemaking. UUFAN]J states that its support for reproductive justice is rooted in the faith's
principle affirming and promoting the inherent worth and dignity of every person. UUFANIJ expresses its
support for the Board's initiative to modernize its regulations pertaining to abortion, stating that it strongly
supports making reproductive health care, including abortion, more accessible in New Jersey, and agrees
with the Board that abortion is a very safe medical procedure. UUFAN]J also agrees that Rule 4.2 is
medically unnecessary and that the expansion of the pool of abortion providers to APCs would effectively
increase access to care. Finally, UUFANJ commends the Board in being a national leader when other
states are creating barriers to access reproductive health and abortion care.

RESPONSE: The Board thanks UUFANJ for its support.

16. COMMENT: The Society for Maternal-Fetal Medicine (SMFM), expresses its support for the
rulemaking. SMFM describes itself as a medical professional society with more than 5,000 physicians,
scientists, and pregnancy experts around the world. SMFM states that it supports the clinical practice of
maternal-fetal medicine (MFM) by providing education, promoting research, and engaging in advocacy to
optimize the health of high-risk pregnant people. SMFM expresses its strong support in making
reproductive health services, including abortion, more accessible in New Jersey and nationally. People
with high-risk pregnancies, SMFM contends, are more likely to experience medical complications that
can lead to increased maternal and perinatal morbidity and mortality and so, in some instances, an
abortion may be required to protect the lives or health of such a person. SMFM commends the Board in its
initiative to modernize its regulations regarding abortion, in line with scientific evidence and not
ideological values. SMFM also agrees with the Board that Rule 4.2 is not medically necessary and creates
unnecessary barrier to access, that APCs should be permitted to perform certain abortion procedures, and
that abortion is one of the safest medical procedures.

RESPONSE: The Board thanks SMFM for its support.

17. COMMENT: The New Jersey Health Care Quality Institute (NJHCQI), which describes itself as "an
independent, nonpartisan advocate that promotes accountability and transparency in health care in New
Jersey," expresses its support of the rulemaking and suggests changes summarized and addressed in the
Response to Comment 25. NJHCQI states that its mission is to improve the safety, quality, and
affordability of health care for everyone and that access to reproductive healthcare, including abortion
care, is a priority area for this organization. In support of the rulemaking, NJHCQI commends the Board
for taking the steps necessary to modernize its regulations around abortion according to scientific
evidence; for proposing to repeal Rule 4.2 because it is medically unnecessary and restricts access to care;
for expanding the pool of abortion providers to APCs; and for being a leader in increasing access to
abortion at a time when many states across the nation are doing the opposite.

RESPONSE: The Board thanks NJHCQI for its support.

18. COMMENT: The Guttmacher Institute (Guttmacher), which describes itself as an organization that
has worked to protect and expand access to reproductive health and rights for more than 50 years,
comments in support of the rulemaking. Guttmacher emphasized its strong support for access to abortion
care in New Jersey, and commends the Board for: taking the steps to modernize its abortion related
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regulations in line with the latest scientific evidence; finding that Rule 4.2 is not medically necessary and
restricts access to abortion care; and proposing to expand the pool of abortion providers to APCs, which
will result in greater access to care for communities that already face significant systemic, economic, and
logistical barriers to such care. Finally, Guttmacher claims that if the rule is adopted, fewer New Jerseyans
will have to travel to obtain an abortion and that research has found that distance itself is a barrier to care.

RESPONSE: The Board thanks Guttmacher Institute for its support.

19. COMMENT: Advancing New Standards in Reproductive Health (ANSIRH), which describes itself
as a collaborative research program at the Bixby Center for Global Reproductive Health, in the
Department of Obstetrics, Gynecology, & Reproductive Sciences at the University of California, San
Diego (ESCF), writes in support of the rulemaking. ANSIRH states that it conducts innovative, rigorous
multi-disciplinary research on complex issues related to people's sexual and reproductive lives. It notes
that its research on abortion found that APCs provide abortion care that is clinically as safe as the care
provided by physicians and that outpatient abortion is very safe whether a physician or an APC provides
the service, and that patient satisfaction is high when a physician or an APC provides the care. In support
of this argument, ANSIRH cites the Health Workforce Pilot Project (HWPP) in California from 2007-
2013, that collected data from 20,000 patients and approximately 50 APCs providing aspiration abortion,
a study that ultimately informed the passage of AB 154 in 2014.

ANSIRH also notes that its research on the safety of abortion has found that abortions are extremely safe
procedures with a complication rate lower than that for miscarriage treatment and wisdom tooth removal;
and [page=2028] that there are no benefits from requiring outpatient procedures, including abortions to be
performed in an ambulatory surgery center.

RESPONSE: The Board thanks ANSIRH for its support.

20. COMMENT: Physicians for Reproductive Health (PRH), which describes itself as a physician-led
national advocacy organization that works to improve access to comprehensive reproductive health care,
including abortion care, expresses its support for the rulemaking and suggests changes summarized and
addressed in the Response to Comment 25. Specifically, PRH is in support of repealing Rule 4.2 because
it states that it is medically unnecessary and harms patients by limiting access to care. PRH cites to the
position and finding of the World Health Organization and the American College of Obstetricians and
Gynecologists, and several peer-reviewed research publications that conclude that first-trimester abortions
performed by APCs are as safe as physicians providing the same service. PRH states that these rule
amendments will also increase access for communities who face significant systemic, economic, and
logistical barriers to abortion care and notes that APCs are already providing such care in at least 15
states, including the District of Columbia

RESPONSE: The Board thanks PRH for its support.

21. COMMENT: The National Council of Jewish Women (NCJW) Essex County section, an
organization that describes itself as representing thousands of members and clients who care about
abortion access, writes in support of the rulemaking. The NCJW states that it believes that every New
Jerseyan should be able to make their own medical decisions without government interference; expresses
appreciation for efforts to make reproductive health care and abortion more accessible by modernizing the
BME's regulations; expresses its agreement with the Board that abortion is a very safe medical procedure,
and that Rule 4.2 is medically unnecessary. NCJW also agrees that expanding the pool of abortion
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providers to APCs will increase access to abortion care, specifically for those communities who are facing
systemic, economic, and logistical barriers, and is, therefore, a vital component of providing meaningful
access.

NCJW-Essex County section also states that it houses the Linda & Rudy Slucker Center for Women,
which provides various career services for women, the majority of whom are low income and represent
minority communities. NCJW says that it finds that the reproductive health care needs of these women
often take a back seat to the immediate needs of their children and families because of limited resources
and that expanding access to reproductive healthcare not readily available across the State would address
the unmet needs of this community.

This organization also commends the Board for taking steps to remove barriers to access care at a time
when states across the country are moving in the opposite direction in making access to abortion more
difficult.

RESPONSE: The Board thanks NCJW-Essex County section for its support.

22. COMMENT: The National Women's Law Center (NWLC), which describes itself as a legal and
advocacy organization dedicated to the advancement and protection of women's legal rights and
opportunities, writes in support of the rulemaking. NWLC states that it supports efforts to make
reproductive health care, including abortion, more accessible in New Jersey. NWLC states that by
repealing N.J.A.C. 13:35-4.2, the Board will be implementing the United States Supreme Court's decision
in  Whole Woman's Health v. Hellerstedt. NWLC also supports the Board's efforts to remove restrictions
on the performance of certain abortions by APCs.

RESPONSE: The Board thanks NWLC for its support.

23. COMMENT: The New Jersey Abortion Access Fund (NJAAF), which describes itself as an
organization that provides financial assistance to those seeking safe, legal abortions, expresses support for
the rulemaking. NJAAF states that it supports the Board's efforts to break down financial and logistical
barriers to access to care so that individuals need not travel vast distances to obtain, or struggle to pay for,
quality abortion care.

RESPONSE: The Board thanks NJAAF for its support.

24. COMMENT: The American Civil Liberties Union Foundation of New Jersey (ACLU-NJ) writes in
support of the rulemaking. ACLU-NIJ also offers additional changes in furtherance of the BME's intent to
remove barriers to abortion care that are not related to safety. See the Response to Comment 25 for more
detail. ACLU-NJ notes that the New Jersey constitution clearly protects the right of individuals to control
their bodies, including the right to choose abortion.

ACLU-NJ makes the argument that access to abortion is critically necessary for low-income individuals,
people of color, and individuals living in rural settings. In support of this argument, it states that 75
percent of abortion patients, nationally, are poor and low-income, and although nearly 40 percent of
abortion patients are white, people of color are disproportionately more likely to experience unintended
pregnancies and seek abortion care.

RESPONSE: The Board thanks ACLU-NJ for its support.
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25. COMMENT: Many commenters who support the rulemaking also offer five suggested changes to it:
(1) allow APCs to provide moderate sedation as part of providing abortion care; (2) streamline the new
category of abortion services defined in the regulations to simply be named "abortion without anesthesia
services"; (3) align the definition of "moderate sedation" with the American Society of Anesthesiologists'
definition; (4) ensure that transfer and ambulance agreements are not a barrier for abortion providers; and
(5) ensure that both the procedure and anesthesia privileging processes work for abortion providers and do
not create additional barriers to access. The following organizations have included these five suggestions
in their comments: Physicians for Reproductive Health, Melinated Moms, Health Care Quality Institute,
American Civil Liberties Union-New Jersey, and the National Abortion Federation.

RESPONSE: The Board responds to each of these comments below. To the extent that the commenters
raise comments beyond the five noted here, those additional comments are addressed in responses to other
comments.

1) The Board will not amend the rule to allow APCs to administer moderate sedation, as it remains of the
view that specialized anesthesia skill and training is a necessary prerequisite to the administration of
"anesthesia services" as defined in the rule to include moderate sedation. The Board has long recognized
that those APNs with a specialty in anesthesia (also referred to as CRNAs) do have the requisite skill and
training to administer moderate sedation, as well as regional and general anesthesia, in accordance with
the requirements of the rule. The Board has not been persuaded by the medical literature reviewed that the
skill and training in the curriculum of APCs would support the expansion suggested. At this juncture the
Board remains of the view that the public health and safety are safeguarded by requiring that those APNs
administering anesthesia have specific training and certification in the delivery of moderate sedation and
are working in a team with a physician.

2) The "streamlining" that the commenters have suggested as to the definition of "early aspiration
abortion" would remove reference to the first trimester, enabling APCs to perform post-first trimester
abortions, so long as anesthesia services are not utilized. The Board will not make the change requested
for several reasons. First, as the Board has noted, studies have recognized that later stage abortions are of
greater complexity, such that safety concerns dictate physician performance. To have the heightened
safety precautions turn exclusively on the use of anesthesia services may present an incentive to
practitioners to avoid the use of such anesthesia services when such avoidance would not be consistent
with the standard of care or in the best interest of the patient.

3) With regard to the commenters' requested amendment to the definition of "moderate sedation" to more
closely align with the definition of the same term that has been adopted by the American Society of
Anesthesiologists, see the Response to Comment 27.

4) With regard to transfer and ambulance agreements, the intent of the Board is to modify the rules, so
that abortion is treated in a manner similar to all other surgeries and special procedures done in an office
setting, so that the requirements for abortion are the same as those for other procedures requiring
anesthesia. Treating abortion in a different manner from other health care services arguably would not be
as consistent with a fundamental intent of the proposed revisions. The Board will, however, take the
issues raised here under review to determine whether these requirements should be modified more
broadly, and entertain a new rulemaking in the future, if appropriate. To the extent the commenters have
any data relating to the issue, the Board will review it outside of this rulemaking.
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[page=2029] 5) The commenters request the Board ensure that the privileging requirement not serve as a
barrier for abortion providers. The Board notes that this proposed rule change creates a third, previously
unavailable pathway, by recognizing privileges granted by ambulatory surgery centers, in addition to
those granted by hospitals and through the Board's own alternative privileging process. The Board does
not see the creation of a third pathway as a barrier; in fact, it should make the process of obtaining
privileges easier.

26. COMMENT: The New Jersey Section of the American College of Obstetrics and Gynecologists,
(ACOG NJ) which has 1,725 members, states that it "advocates for quality health care for women,
maintains the highest standards of clinical care for women, maintains the highest standards of clinical
practice and continuing education of its members, promotes patient education, and increases awareness
among its members and the public of the changing issues facing women's health care." ACOG NJ
expresses its support for the rulemaking and suggests an amendment to the definition of "early aspiration
abortion."

In support of the rulemaking, ACOG NJ states that the proposed regulatory changes will greatly benefit
New Jersey patients and clinicians by: (1) removing burdens on physicians by removing medically
irrelevant obstacles and unnecessary administrative burdens that have no basis in safety or clinical
standards of care; (2) improving patient well-being by removing unnecessary and burdensome
government regulations that undermine evidence-based care, which according to a report by the National
Academics of Sciences, Engineering, and Medicine (NASEM), are the biggest threat to the quality of
abortion care in the United States; and (3) reducing health inequities and systemic racism in health care
for individuals who face disproportionate effects of restrictions on abortion access, including adolescents,
people of color, those living in rural areas, those with low income, and people who are incarcerated.

ACOG NI offers the following arguments in support of the rulemaking:

(1) N.JLA.C. 13:35-4.2 is unnecessary for patient health and presents administrative barriers to abortion
providers and efficient facility operations; the current credentialing and reporting requirements are
burdensome and have no medical, legal, or safety justifications; ACOG NIJ along with its colleague
organizations have found, after a thorough review of available evidence and guidelines, that abortion
regulation is frequently treated differently from other health services by regulations and false concerns are
used for specifically targeted abortion regulations; abortion procedures are very safe, with complications
being extremely low and that such procedures are not surgeries requiring that they be performed in a
hospital or hospital-like facility, such as an ambulatory surgery center.

(2) N.J.A.C. 13:35-4.2, which currently restricts the provision of early abortion care to physicians only,
has no medical rationale or benefit because APCs possess the clinical and counseling skills necessary to
provide early abortion care; such restrictions block women, especially women who already face the most
barriers, from obtaining safe, legal, and accessible abortions; and a substantial, longitudinal body of
evidence demonstrates the safety, quality, and patient satisfaction of APC provision of abortion care.
ACOG NI cites multiple studies to support its comments.

ACOG NI requests the following amendment to the definition of "early aspiration abortion" at N.J.A.C.
13:35-4A.3 to "a procedure that terminates a pregnancy in the first trimester of pregnancy (defined as up
to 14 completed weeks as calculated by estimate of gestational age that utilizes last menstrual period,
ultrasound, and/or physical examination, as appropriate) utilizing manual or electric suction to empty the
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uterus." ACOG NJ argues that defining first trimester pregnancy as "up to 12 completed weeks gestation,
as confirmed by the patient, or up to 14 completed weeks as calculated from the last menstrual period
and/or by ultrasound" is problematic because it is unclear how a patient would confirm "12 completed
weeks of gestation" as the gestational age would still be based on the last menstrual period. Specifically,
ACOG NIJ recommends amending the definition of "early aspiration abortion" to remove language
relating to "12 completed weeks," which ACOG NJ finds confusing and medically inappropriate. ACOG
NIJ states that the method for determining gestational age should be left to the clinician's professional
judgement, adding inclusive but not requisite or prescriptive examples of gestational age determination.
ACOG NI further requests removal of language conditioning the definition of "early aspiration abortion"
on the utilization of anesthesia stating "it is worrisome to tie the regulatory definition of a medical
procedure to whether another medical treatment or procedure is used."

RESPONSE: The Board thanks ACOG NJ for its support. The Board has considered the
recommendation to change the definition of "early aspiration abortion." The Board agrees with ACOG NJ
that its proposed language is a clearer statement of the Board's intent that, as applicable, physicians and
APCs should have discretion to determine the appropriate method (for example, patient confirmed LMP,
physical examination, and/or ultrasound) for gestational dating. The Board also believes that adding
explicit reference to the standard of care will further clarify its intent that practitioners be so guided when
determining gestational age, such as when the patient is not confident as to the LMP or the stated LMP
date is discordant with the physical examination. Additionally, the Board believes the inclusion of
"physical examination" is similarly a better encapsulation of the Board's original intent in establishing the
methods a practitioner may use to determine gestational age; physical examinations are a fundamental
aspect of clinical practice and are consistent with the standard of care in this context, and were, thus,
implicitly permissible, at a practitioner's clinical discretion, as a means of determining gestational age
under the rule text as originally proposed. Finally, deletion of "does not involve the use of anesthesia" will
have no effect on the rule's permitting APCs to perform only early aspiration abortions. Under the
proposed rule, "minor procedures" that may be performed by APCs cannot involve "more than the
maximum manufacturer recommended dose of local or topical anesthesia, without more than minimal pre-
operative medication or minimal intra-operative tranquilization,”" and a "minor procedure" "specifically
excludes all procedures performed using anesthesia services." "Anesthesia services" is defined in the
proposed rule as moderate, regional, or general sedation. Therefore, removal of the language "does not
involve the use of anesthesia" from the definition of "early aspiration abortion" simplifies the rule
language without modifying the substance of the rule as proposed.

27. COMMENT: Planned Parenthood Action Fund of New Jersey (PPAFNJ), writes in support of the
rulemaking and recommends amendments. PPAFNJ states that it represents Planned Parenthood of
Metropolitan New Jersey and Planned Parenthood of Northern, Central, and Southern New Jersey, which
are described as affiliate Planned Parenthood entities, operating 21 health centers, and providing health
care and education services to more than 90,000 individuals in New Jersey per year. With the following
suggestions and perspective, PPAFNJ notes its concern that abortion may be unnecessarily regulated in a
way that hinders access in the following areas:

(1) Definition of abortion: Rather than creating a category for "early aspiration abortion," PPAFNJ,
suggests that abortion be treated, instead, like any other medical procedures in New Jersey based on the
different levels of anesthesia provided, and so the definition should be changed to "abortion without
anesthesia services." PPAFNJ also notes that the category of "special procedures" would continue to apply
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to abortions where anesthesia is required, just as with any other type of procedure, and that the proposed
definition of "early aspiration abortion" creates new limits on abortion procedures based on procedure
type and gestational age, which are not in line with current medical practice.

(2) Privileging requirements: PPAFNJ welcomes the Board's recognition of the validity of ASC
privileging. However, PPAFNJ states that this framework provides no path forward for other facilities that
do not hold this type of license, and that ASCs are unlikely to begin privileging other providers. PPAFNJ
is also concerned by the Board's alternative privileging process, which PPAFNIJ believes is inadequate
because it is geared toward doctors who have recently completed their training and is not tailored to
doctors who are trained later in their careers. PPAFNJ hopes that the BME alternative privileging process
will provide another option for doctors who are not directly affiliated with a hospital. PPAFNJ is
especially concerned with the retained privileging requirements at N.J.A.C. 13:35-4A.10, which could be
a potential restriction of privileging at either a hospital or an ASC for abortions performed with
anesthesia. PPAFNIJ states that while office-based providers have been subject to this regulation, clinic-
based providers under the Department of Health (DOH) jurisdiction have not, and that requiring doctors to
go through an additional procedure privileging [page=2030] process, when the current anesthesia
privileging process has its challenges, may create unintentional barriers in increasing access to care.
Finally, PPAFNJ requests to work with the Board to come up with its own privileging process for
anesthesia abortion procedures.

(3) Transfer and ambulance agreements: PPAFNJ is concerned that requiring both transfer and
ambulance agreements for any abortion procedure performed with anesthesia would be a new restriction
on abortion access since under existing Rule 2.4A, these agreements were not required until 19 weeks
LMP or later. In support of this argument, PPAFNIJ states that these agreements are difficult to obtain
particularly because of the very low rate of complications for these procedures and even for ideological
reasons from religiously affiliated hospitals, a barrier not faced by providers of any other medical
procedure. PPAFNIJ argues that while it understands the goal of treating abortion procedures the same as
any other comparable procedures, abortions face unique challenges for the reasons listed above and that
an exemption to this requirement should be made for abortion procedures. Alternatively, PPAFNJ
suggests that the Board include a non-discrimination provision requiring nearby hospitals and ambulance
services to enter into agreements with providers who are required to have transfer and ambulance
agreements so that abortion providers are not unfairly disadvantaged by this requirement.

(4) Definition of moderate sedation: PPAFNIJ argues that the proposed term "conscious sedation" should
be changed to "moderate sedation" to update this term and bring into line with the American Society of
Anesthesiologists' (ASA) definition. PPAFNJ also point out that "minimal sedation" is not adequately
excluded from the definition of "moderate sedation" and, thus, making the change requested above would
eliminate the possibility of the requirements for "moderate sedation" being triggered when minimal
sedation is being provided.

(5) APCs' ability to provide anesthesia: PPAFNJ argues that without the ability of APCs to provide
anesthesia, except for minor conduction blocks, they would be limited in their ability to provide full-scope
abortion care, creating a significant limitation to access to care. PPAFNJ argues that in at least five states-
-California, Maine, New Hampshire, Oregon, and Vermont--APCs are allowed to provide anesthesia.
PPAFNIJ then proposes a parallel planning process for how APCs can begin to provide moderate sedation,
with the understanding that if this change is included, the State would need to work with APC training
programs and hospitals to ensure the appropriate training resources are available and that such training is
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included in the anesthesia regulations in the future and a privileging process is available for these
clinicians.

(6) Recovery room staffing ratio: PPAFNJ requests that abortion facilities and ASCs that provide
abortion care be exempted from the requirement at N.J.A.C. 13:35-4A.7(e) of a greater staffing ratio in
the surgical recovery room. The DOH rule, at N.J.A.C. 8:43A-12.15, under which these facilities are
regulated, requires at least one RN whenever a patient is in the surgical recovery room with another staff
member immediately available, while the Board's regulation would require one RN or PA for the first
patient and an additional RN or PA for every additional two patients. PPAFNJ argues that this would be
an expensive addition in staffing at facilities that provide abortions, and this requirement is not based on
the safety profile of procedural abortions. Therefore, PPAFNJ requests that ambulatory care facilities and
ASC:s that provide abortions should be exempted from this rule and continue to be regulated under DOH's
current requirement, as cited above.

(7) Language regarding medication abortion: PPAFNJ requests that language acknowledging that APCs
are allowed to prescribe medication abortion be added at N.J.LA.C. 13:35-4A.2 and recommends the
following alteration "For purposes of this subchapter, the standards herein have no applicability to the
performance of medication abortion, through prescriptive authority of physicians or advanced practice
clinicians."

RESPONSE: The Board thanks PPAFNJ for its support. The Board's responses to PPAFNJ follow the
above numbered sequence:

(1) With regard to PPAFNIJ's request that the definition for "early aspiration abortion" should be replaced
with a definition that is not tied to the gestational stage of the pregnancy, but only to whether anesthesia
services are used, thus, revising the definition to be "abortion without anesthesia"; The Board does not
support the removal of the gestational parameter from the definition. The medical literature reviewed
supported the repeal of the "physician only" limitation that had been at N.J.A.C. 13:35-4.2 with respect to
first trimester abortions, and that is what guided the expansion to APCs. Moreover, the suggested
redefinition would impact the existing protections in the rule and potentially incentivize the performance
of procedures without anesthesia services when not in the patient's best interest or consistent with the
standard of care. Abortions beyond the first trimester can be performed by physicians in an office setting
as special procedures with the attendant safety standards that would apply to other procedures, whether or
not anesthesia services accompany the procedure. The Board is of the view that these important
safeguards should remain in place at this juncture. With regard to non-substantive changes to the
definition of "early aspiration abortion" the Board has determined to make on adoption, see the Response
to Comment 26.

(2) With regard to PPAFNJ's concerns about the inability of providers to meet privileging requirements,
the Board notes that the rulemaking represents an expansion from prior privileging requirements under
Rule 4.2, and that all prior privileging options available at N.J.A.C. 13:35-4A remain available under the
rulemaking. As before, non-ASC/hospital affiliated providers can still seek and obtain alternative
privileges from the Board. The rulemaking expands the landscape to now allow ASC privileges to also
satisfy the privileging requirements. Thus, three privileging scenarios are acceptable to the Board for
physicians who require them: hospital privileges; ASC privileges; and/or alternative privileges granted by
the Board. APCs are not required to hold privileges.
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(3) With regard to transfer and ambulance agreements, the intent of the Board is to modify the rules, so
that abortion is treated in a manner similar to all other surgeries and special procedures performed in an
office setting, and that the requirements for abortions are, thus, the same as those for other procedures
requiring anesthesia. Treating abortion in a different manner from other health care services would
arguably undo a fundamental intent of the revisions being proposed. Additionally, the Board does not
believe at this time that inclusion of a non-discrimination provision in the rule is necessary, as PPAFNJ
suggests. The Board will take the issues raised here under review to determine whether these requirements
should be modified and entertain a new rulemaking in the future, if appropriate. To that end, the Board
encourages feedback from the public regarding the implementation of this rule and any ongoing or new
barriers to care. Regarding the proposed definition of office, the Board notes that upon further
consideration regarding the implication of the proposed amendment to the definition of office, it will
abandon the proposed change and keep the existing definition of "office." The existing definition of
"office" makes clear that licensed ASCs are governed by the New Jersey Department of Health, while the
practitioners practicing at those locations remain subject to the jurisdiction of the Board to provide
services consistent with the standard of care; therefore, abortions performed in DOH-regulated settings
will not also be subject to rules regulating offices.

(4) With regard to the proposed definition of "moderate sedation," the Board agrees that the proposed
definition should be changed on adoption to align with the definition used by the American Society of
Anesthesiologists (ASA). The Board believes that its definition in the notice of proposal and the ASA's
definition are intended to cover identical situations, so to reduce confusion among providers, the Board
will modify the proposed definition to more closely track the ASA's. Within the sentence "Cardiovascular
function is usually maintained," the Board will insert quotation marks around the words "usually
maintained" to indicate that those words are a term of art widely recognized in the medical community,
and used in both the American Society of Anesthesiologists definition of "moderate sedation" and the
New Jersey Department of Health's definition of "conscious sedation" at N.J.A.C. 8:43A-12.2.
Nevertheless, the Board will maintain the final sentence in the proposed definition: "Moderate sedation
does not include an oral dose of pain medication or minimal pre-procedure tranquilization, such as the
administration of a pre-procedure oral dose of a benzodiazepine designed to calm the patient," even
though this language is not included in ASA's definition, because the Board believes that, given the wide
range of procedures that may be undertaken in the office setting, it adds clarity as to which situations
involving minimal sedation are excluded from the definition of "moderate sedation."

[page=2031] (5) With regard to PPAFNIJ's suggestion that the Board permit APCs to perform moderate
sedation, the Board notes that advanced practice nurse anesthetists (APN-A), defined within this rule as
certified registered nurse anesthetists (CRNA) are licensed and regulated by the Board of Nursing and are
already permitted to administer all three of the defined anesthesia services-moderation sedation, regional
anesthesia, and general anesthesia, when appropriately supervised by a physician. To the extent PPAFNJ
seeks an expansion of these and other APCs' authority to administer anesthesia, such request is not within
the scope of this rulemaking, the purpose of which is to remove unnecessary restrictions on the
performance of abortions and bring regulation of abortion care in line with other procedures of
comparable complexity and risk. For this reason, the Board will not change that part of the rulemaking.

(6) With regard to PPAFNIJ's request that facilities licensed by DOH providing abortion care be exempt
from staffing ratio requirements at N.J.A.C. 13:35-4A.7(e), which would be implicated if the proposed
definition of "office" is adopted, the Board notes that it has decided not to expand the definition of
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"office" to include ASCs. The exclusion of ASCs is made explicit under the existing definition of "office."
Therefore, DOH-licensed ambulatory care facilities will continue to be governed, with respect to staffing
ratios, solely by the rules promulgated by DOH.

(7) With regard to the request that N.J.A.C. 13:35-4A.2 be amended to clarify that APCs can prescribe
medication abortions, the Board notes that the proposed rule language, "For the purposes of this
subchapter, the established standards shall not be applicable to the performance of medication abortions,
whether as a result of prescriptions issued by physicians or advanced practice clinicians," makes clear that
nothing in the rule prohibits APCs from prescribing medication abortions to the full extent of their scope
of practice. However, the Board agrees with the commenter that reference to "the standards in this
chapter" will more clearly reflect the Board's intent than the proposed wording "the established
standards." Therefore, the Board will make this modification to the language of the rule upon adoption.

28. COMMENT: Cherry Hill Women's Center (CHWC), that describes itself as an ambulatory service
provider and a first and second trimester abortion care provider for over 40 years, writes in support of the
rulemaking. CHWC writes that it commends the BME's efforts to make abortion care more accessible by
updating its regulations, in accordance with current clinical practice and scientific evidence.

CHWC writes that as an abortion care provider to thousands of women each year, it knows first-hand
that access to abortion care is curtailed by the restrictions at Rule 4.2; that allowing APCs to perform first-
trimester abortions will provide greater access to communities facing significant systemic, economic, and
logistical barriers to healthcare.

CHWC also proposes the following amendments to the rulemaking: (1) Allowing APCs to provide
moderate sedation during abortion procedures as a means to remove barriers to APCs acting within their
full scope of practice, which would serve the same goal of increasing access to high quality care. CHWC
states that this amendment would be in line with current practice and research. (2) Aligning the standard
definition of moderate sedation with the American Society of Anesthesiologists' definition. (3) Amending
the term "early aspiration abortion" to "abortion without anesthesia services" and defining it as "a
procedure that terminates a pregnancy that does not involve the use of anesthetic services, as defined
herein." In support of this amendment CHWC observes that an aspiration is a type of abortion procedure
that is whole and separate to the procedure itself. (4) Removing, existing N.J.A.C. 13:35-4A.7(e)5, which
requires a 2:1 ratio of patients to qualified registered professionals in the recovery area, in an office
setting. CHWC argues, that as an ASC, it is familiar with post-procedure room staffing requirements and
that this requirement for an office setting, is higher than the current staffing level requirements under the
ASC regulations and that it is clinically unnecessary, as well as cost-prohibitive and will add another
barrier to access. CHWC requests that facilities that provide abortion care, therefore, continue to be
regulated under the Department of Health's rules for post-anesthesia care.

RESPONSE: The Board thanks CHWC for its support. With regard to CHWC's suggested amendments,
please see the Response to Comment 27.

29. COMMENT: The New Jersey Association of Nurse Anesthetists (NJANA) writes to advocate for
advanced practice nurse anesthetists' (APN-A)/certified registered nurse anesthetists' (CRNAs) ability to
provide anesthesia as required in abortion procedures in an office setting. NJANA states that all its
members have sufficient education, training, and malpractice insurance to provide these services. As to
education, NJANA states that three decades of peer reviewed evidence shows that APN-As have enough
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education to provide this level of anesthesia, which is also consistent with Robert Wood Johnson-Institute
of Medicine's 2014 recommendation for the future of the nursing workforce in New Jersey. NJANA notes
that all APN-As have a master's degree and as of 2021 are required to have a doctorate degree and that all
its New Jersey members are nationally board certified to administer these types of anesthetics. It points
out that neighboring states New York, Pennsylvania, and Delaware allow APN-As to provide these types
of anesthetics. It also states that APN-As are competent to handle emergency circumstances arising out of
any complications from anesthesia, as has been demonstrated during their critical care management of
patients in COVID ICUs throughout the State. Finally, it states that APN-As have malpractice insurance
that is equal to that of physicians who provide the same services.

RESPONSE: APN-As/CRNAs are licensed and regulated by the Board of Nursing and not this Board.
Therefore, this matter is not within the scope of this rulemaking.

30. COMMENT: The Forum of Nurses in Advanced Practice (FNAP) of the New Jersey State Nurses
Association and another commenter express their support for the Board's inclusion of APN in the
definition of APC and appreciate the intent of the Board to allow APNs to perform early aspiration
abortions and other minor procedures within their scope of practice. FNAP also highlights the following
concerns and suggested amendments to the rulemaking: (1) Because APNs are licensed and regulated by
the New Jersey Board of Nursing (BON) and not the Board, the BON should be recognized at N.J.A.C.
13:35-4A.3 as the body with that authority. (2) Amending the language at N.J.A.C. 13:35-4A.6(c)1 to read
(addition in bold) "The practitioner shall appropriately assess, review a referring physician's or advanced
practice clinician's assessment of, the physical condition of the patient..." so that APNs can seamlessly
refer for surgery. Relatedly, commenters state that while APNs are required pursuant to N.J.A.C. 13:37-
6.3 to have a Joint Protocol with a collaborating physician, this requirement is for prescribing medication
only, and that under N.J.S.A. 45:11-49.a(3) performance of minor procedures is considered to be an
independent function of an APN and does not require an individual collaborating agreement or Joint
Protocol. (3) FNAP states that the term "CRNA" has been retired and proposes that it be replaced with the
correct term "APNs-anesthesia" within the proposed rule amendments. (4) FNAP requests that the
amended rulemakings reflect that APNs-anesthesia are licensed and regulated by, and must meet the
requirements for certification, by the BON. (5) FNAP opposes the proposed requirement at amended
N.J.A.C. 13:35-4A.7 that an APN-anesthesia practice under direct supervision of a physician. FNAP
states that it is committed to achieving Full Practice Authority for all New Jersey APNs without the
encumbrance of collaborative or supervisory restrictions, which, according to the Institute of Medicine, do
not improve patient health or safety, but rather restrict patient access to care and increase cost of care.
Finally, (6) FNAP expresses its concern that APNs in New Jersey were not notified of the rulemaking by
the Board, BON, or DCA, when this rulemaking directly impacts the practice of APNs.

RESPONSE: The Board notes that the definition of APC at proposed N.J.A.C. 13:35-4A.3 acknowledges
the licensing authority of BON for APNs by citing to the authorizing statute, N.J.S.A. 45:11-45; as such,
the Board believes that it is unnecessary to change the rule to reflect that APNs-anesthesia are licensed
and regulated by the BON. With regard to FNAP's proposed amendment at N.J.A.C. 13:35-4A.6(c)1, the
Board agrees that the text should be changed to include assessments of APCs. With regard to substituting
the term "CRNA" with "APN-anesthesia," the Board will not make the requested change, at this time,
because the Board of Nursing's rules continue to use the term CRNA and the definition within this
proposed rule makes it clear that CRNAs are APN-anesthesia. The Board may, however, address this
change in a future, separate rulemaking, if it deems such appropriate. Finally, the Board notes that
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[page=2032] APNs, like physicians and other advanced practice clinicians who may be impacted by this
rulemaking, were notified of the rulemaking by publication of the notice of proposal in the New Jersey
Register, publication of a press release regarding the notice of proposal, and posting of the text of the
notice of proposal on the Division's rulemakings webpage
(http://www.njconsumeraffairs.gov/Proposals/Pages/bme-01042021-proposal.aspx), and that on January
6, 2021, the Division sent notice of the rulemaking to its list of interested parties through electronic mail.

31. COMMENT: The New Jersey State Society of Anesthesiologists (NJSSA) supports the repeal of the
"physician only" rule and allowing APCs to perform early aspiration abortions "to the extent such APCs
are properly educated and trained in performing the procedures and handling complications." It attributes
the low rate of complications to the fact that they are being performed by "well-trained practitioners."
NIJSSA opposes certain other aspects of the rule and seeks amendments.

1) It does not support the repeal of those provisions of Rule 4.2 that restricts performance of post-first
trimester abortion procedures to hospitals or ASCs.

2) NJSSA asks the Board to revamp its definition of "moderate sedation" to conform to the American
Society of Anesthesiologists' (ASA) definition.

3) NJSSA seeks the addition of specific regulatory citations when referencing the collaborating
agreements between APCs and physicians.

4) It has requested that the Board engraft upon the provision establishing who can administer moderate
sedation a reference to the ASA Guidelines with respect to privileging of non-anesthesia personnel
through incorporation by reference in the rule.

5) NJSSA maintains that the provision allowing physicians to authorize APCs to perform minor
procedures and administer topical or local anesthesia, minor conduction blocks, pain management or pain
medication if these services are "within their scopes of practice and consistent with their individual
collaborating agreements" is too vague with regard to the scopes of practice for each category of APC. It
calls upon the BME to specifically address scopes of practice, training, and education of midwives and
physician assistants, and for the Board of Nursing to do the same for APNs. It further suggests that APNs
be "excluded from N.J.A.C. 13:35-4A.19" until the Board of Nursing amends its regulation.

6) Because midwives previously had not been authorized to administer minor conduction blocks, NJSSA
states that the experience should be spelled out in the midwifery rules.

7) NJSSA objects to the amendment that would allow reliance on ASC privileging (in addition to
hospital and Board privileging) for physicians to utilize retrobulbar blocks, expressing the concern that
ASC privileging "is not as consistently exhaustive as hospital privileging."

RESPONSE: The Board thanks the NJSSA for its support for the recognition that APCs should be
authorized to perform first trimester abortion with training and experience.

1) Regarding NJSSA's objection to allowing post-first trimester procedures outside of a hospital or ASC,
as has been noted in the response to other comments, the Board, in recognition of research and
conclusions from a number of studies, determines that there is evidence to support the decision to allow
minor procedures, as well as certain special procedures in offices, without the need to require that they be
performed in a hospital or ambulatory surgery center. It also notes that at present there are a number of
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registered surgical practices that have not yet transitioned to become licensed ambulatory surgery centers
that should remain subject to the heightened safety standards at N.J.A.C. 13:35-4A, when surgery or
special procedures are performed until they are licensed as ambulatory surgery centers.

2) With regard to the suggestion that the definition of "moderate sedation" be modified, see the Response
to Comment 27.

3) In relation to the specific request that the Board identify the regulatory citations for the collaborating
agreements for APNs, PAs, and nurse midwives, the definition at N.J.A.C. 13:45-4A.3 makes clear the
specific documents to which the term is referring. In the Board's view there is no need to include the
specific regulatory references.

4) With regard to the suggestion to amend N.J.A.C. 13:35-4A.10(a) to include language regarding
compliance with ASA guidelines and incorporation by reference of those guidelines in the rule, NJSSA
has not indicated why doing so would be a necessary or beneficial component of the Board's regulation
and the Board believes that existing rules already provide adequate guidance on privileging. Nonetheless,
the guidelines adopted by professional associations may provide the Board with context if the Board is
called upon to review the standard of care in individual circumstances.

5) NJSSA notes an ongoing need for the Board of Nursing and committees of the Board of Medical
Examiners to weigh in on the issue of the scope of practice of their licensees and to identify any training
and experience standards that they deem prerequisites to expanded practice. In the coming months the
Board expects these issues to be resolved by the relevant subcommittees of this Board and welcomes the
opportunity to collaborate with the Board of Nursing.

6) With regard to the suggestion that N.J.A.C. 13:35-4A.11(a)3 be amended to include with specificity
the training and experience required of all APCs, including certified midwives, before they may provide
minor conduction blocks, the Board notes that the Board of Nursing, Midwifery Liaison Committee, and
Physician Assistant Advisory Committee are the regulatory bodies that are best suited to consider whether
such requirements should be imposed and to initiate those rulemakings if they are deemed necessary.

7) NJSSA's comment with respect to the rule's addition of a pathway to privileging through ASC
privileges appears focused on retrobulbar blocks. In fact, the amendments provide that pathway for those
seeking to perform surgical and anesthesia services. Upon review of the rules governing ASC
credentialing at N.J.A.C. 8:43A, the Board determined that such rules provide a structure for making
determinations with regard to training and experience that the Board concluded was sufficiently
comparable to that required in a hospital or through its own alternative privileging process to support the
recognition of the additional pathway, thus reducing what might have been perceived to be barriers to
care. As registered surgical practices are shifted over to licensed ambulatory surgical centers under the
DOH licensing structure, the regulated community will be afforded greater flexibility.

32. COMMENT: The New Jersey Association of Ambulatory Surgery Centers (NJAASC) writes in
general opposition to the rulemaking. NJAASC believes that, to the extent access to abortion is a problem
in New Jersey, all abortion services should be provided with necessary and rigorous safety measures for
all patients. Because of this concern, NJAASC does not support the repeal of Rule 4.2 with regard to
facility and provider restrictions. NJAASC further states that the low rate of serious complications, as
noted in the notice of proposal, has been due to the fact that a vast majority of these procedures have been
performed by well-trained practitioners in hospitals or ambulatory surgery centers (ASCs).
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Specifically, NJAASC expresses the following concerns about the rulemaking:

(1) NJAASC believes that the proposed definition of "office" creates a conflict between the Department
of Health regulations and Board regulations. In support of this contention, NJAASC states that pursuant to
N.J.A.C. 13:35-4A.3, the definition of "office" includes "registered surgical practices" while N.J.S.A.
26:2H-12 and N.J.A.C. 8.43A no longer recognize "registered surgical practices" and require all "surgical
practices" to be licensed ambulatory care facilities providing surgical services. This conflict, NJAASC
believes will leave the health care community without certainty as to where to lawfully perform abortions.

(2) NJAASC takes issue with renaming "minor surgery" as "minor procedure" at N.J.A.C. 13:35-4A.3
and including early aspiration abortion under this new term. It believes that early aspiration abortions
should be performed in either ASCs or hospitals and that these procedures require Subchapter 4A's
heightened regulatory requirements, namely, practitioner privileging, patient selection, emergency transfer
procedures, patient recovery, patient discharge, and equipment requirements.

(3) NJAASC is not in agreement with including abortion procedures other than early aspiration abortions
under the definition of "special procedures" at N.J.LA.C. 13:35-4A.3, and allowing these post-first
trimester abortions to be performed in offices. It believes that post-first trimester abortions have a higher
level of complexity and complications which require these abortions to be performed in ASCs or
hospitals. [page=2033] NJAASC also states that the proposed definition of "special procedures" in the
rulemaking is not in line with the definition of "special procedures" at DOH's N.J.A.C. 8:43A-12.2,
governing ASCs.

RESPONSE: With regard to NJAASC's concern about expanding the group of individuals who may
perform early aspiration abortions and about the performance of early aspiration abortions in offices,
please see the Response to Comments 36 and 40.

(1) The Board agrees that the proposed definition of the term "office" may lead to confusion among
practitioners as to the rules that apply in different settings where abortions may be performed. Therefore,
the Board has determined to not adopt the proposed amendments to the definition of "office." The Board
believes that the existing definition of "office" provides sufficient clarity to the regulated community as to
the Board's intent with regard to the settings at N.J.A.C. 13:35-4A, namely, that ASCs are to comply with
physical plant, equipment, and staffing rules promulgated by the Department of Health. The Board further
believes that its determination not to adopt the proposed amendments to the definition of "office" will
reduce the burden on the regulated community as compared to strict application of the originally proposed
rule text.

(2) With regard to definitions of "special procedure," in DOH and Board rules: the Board recognizes that
its proposed definition of "special procedure" varies somewhat from DOH's definition of "special
procedure" at N.J.A.C. 8:43A-12.2. However, the Board believes that the definitions can coexist. The
Board has determined to clarify, in this notice of adoption, that ambulatory surgery centers are excluded
from the adopted definition of "office." This amendment makes clear that the Board's rules will apply in
offices, while DOH rules will apply in ASCs. For this reason, variation between the two definitions is
unlikely to cause conflict because only one definition will apply in any setting.

33. COMMENT: New Jersey Right to Life (NJRL), writes in opposition to the rulemaking. Specifically,
NJRL argues that sweeping changes to long-standing policies and procedures, such as this, should be
made by the Legislature, not a board appointed by the Governor. NJRL also argues that the Board's



53 N.J.R. 2013(a)

reliance upon the California study, "Safety of Aspiration Abortions Performed by Nurse Practitioners,
Certified Nurse Midwives, and Physician Assistants Under a California Legal Waiver" is faulty, because
the study found that abortions performed by non-physicians are twice as likely to go wrong as licensed
physicians; that according to the study, 30 percent of the women from the 11,487 surgical aspiration
abortions completed did not participate in a follow up; and that women were 2.7 times more likely to
suffer an incomplete abortion with a non-physician than a licensed physician; and that complications from
non-physician abortion providers were "statistically significant." NJRL states that incomplete abortions, if
untreated can result in hemorrhaging, infection, or death. Finally, NJRL states that the study is not
objective because it was funded by "wealthy donors who are well-known backers of abortion" and that
many of the Board's members stand to benefit financially by these proposed changes. NJRL urges the
Board not to take actions based on election-year politics.

RESPONSE: The study to which the commenter refers, "Safety of Aspiration Abortion Performed by
Nurse Practitioners, Certified Nurse Midwives, and Physician Assistants Under a California Legal
Waiver," is a prospective, observational cohort study, the results of which were peer-reviewed and
published in  The American Journal of Public Health. The study evaluated 11,487 aspiration abortions to
assess "whether the effect of a new treatment [the provision of aspiration abortion by NPs, CNMs and
PAs] is not worse than that of an active control [provision of aspiration abortion by physicians] by more
than a specified clinically acceptable margin." The study concluded that "the estimated 95% Cls
[Confidence Interval] for risk differences in unadjusted, adjusted, and propensity score--- matched
analyses all fell well within the predetermined margin of non-inferiority, and therefore complication rates
from aspiration abortions performed by recently trained NPs, CNMs, and PAs were statistically no worse
than those from those performed by the more experienced physician group." The article further noted that
both provider groups (advance practice clinicians and physicians) "had extremely low numbers of
complications, less than 2% overall--well below published rates--and only six complications out of 11,487
procedures required hospital-based care." Regarding funding, the foundations providing grant support for
the research are noted in the acknowledgments section, as is standard practice. In addition, the "human
subject protection" section notes that the "Study protocol and procedures received institutional review
board approvals from the University of California, San Francisco; Ethical and Independent Review
Services; and Kaiser Permanente of Northern California." With regard to the commenter questioning the
Board's authority to make "sweeping changes to long standing policies and procedures," the Board notes
that the rules proposed to be repealed and amended (that is Rule 4.2 and N.J.A.C. 13:35-4A) were
promulgated and amended through the years by the Board, pursuant to its statutorily-granted rulemaking
authority. Absent a statute to the contrary, the Board has the full authority to propose, repeal, and amend
its own rules. Thus, this rulemaking is within the Board's purview.

The Board also notes that abortion is legal medical care, access to which is Constitutionally protected.
The Board is unaware of any indication that Board members will benefit financially in any way from the
Board's rulemaking. With regard to the allegation that the study referenced by the commenters is biased,
please see the Response to Comments 34 and 36.

34. COMMENT: Commenters argue that all research, reports, and studies relied upon by the Board in
support of the rulemaking are biased because these studies were funded by wealthy, pro-choice
supporters, and, therefore, are unreliable.

RESPONSE: The research, reports, and studies relied upon for this rulemaking are peer-reviewed, non-
partisan, evidence-based, and have been published by government agencies and by organizations,
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associations, and medical journals widely known in the healthcare community to be reputable. For
instance, the research paper, "Association of Facility Type with procedural-related Morbidities and
Adverse Events among Patients Undergoing Induced Abortions" published in JAMA Network Open, an
international peer-reviewed general medical journal, used publicly available data and was peer reviewed
for integrity of analysis and accuracy of the data analyzed. For more information on JAMA Network
Open's editorial and review process, see:
http://jamanetwork.com/journals/jamanetworkopen/pages/instructions-for-
authors#SecEditorialandPeerReview. Further, the comprehensive opinion statement on "Abortion
Training and Education" (November 2014,  Reaffirmed 2017), and the position statement on the
"Definition of 'Procedures' Related to Obstetrics and Gynecology" (January 2018) of the American
College of Obstetrics and Gynecologists (ACOG) is supported by credible research and is affirmed by
physicians who specialize in and have first-hand knowledge of abortion care. A brief background of the
other institutions, organizations and medical journals compiling the relied-upon research and statistics on
abortion care is as follows: (1) The National Academies of Science, Engineering, and Medicine (NASEM)
is a private, non-profit, organization created by an Act of Congress in 1863 that provides objective
analysis to inform evidence-based policy. The consensus study report, "The Safety and Quality of
Abortion Care in the United States" (2018) (NASEM report) published by NASEM's Committee on
Reproductive Health Services (NASEM's committee), was peer reviewed by industry experts in
accordance with NASEM's guidelines to ensure that the report was accurate and effective. For more
information on NASEM's guidelines for review of reports,
http://www.nationalacademies.org/about/institutional-policies-and-procedures/guidelines-for-the-review-
of-reports; (2) The Centers for Disease Control and Prevention (CDC) is an agency within the executive
branch of the Federal government and is charged with protecting the nation's health security. The CDC
obtained, and relied upon, abortion related statistics and data from 48 out of 52 regional central health
agencies throughout the country to produce its trend analysis of the number and characteristics of women
obtaining legal induced abortions; (3) The American Public Health Association (APHA) is a Washington,
D.C.-based professional organization for public health professionals in the United States with
approximately 25,000 members. APHA's policy statement "Provision of Abortion Care by Advanced
Practice Nurses and Physician Assistants" (Nov. 1, 2011) supports the provision of abortion care by nurse
practitioners, nurse-midwives, and physician's assistants, with appropriate education and training. This
policy statement, similar to other resources the Board has relied upon, reflect the latest available scientific
research, and has been vetted to make sure it is accurate and evidence-based, consistent with the
development process of APHA's [page=2034] policy statements. See
http://publichealthnewswire.org/?p=how-apha-policy-statements-are-developed; (4) Advancing New
Standards in Reproductive Health (ANSIRH) is a collaborative research group at the University of
California, San Francisco (UCSF)'s Bixby Center for Global Reproductive Health, which conducts
research on complex issues related to people's sexual and reproductive lives. ANSIRH's research paper,
"Safety of abortion in the United States," finding that abortion was an "extremely" safe procedure,
analyzed data for approximately 55,000 abortions and all health care for up to six weeks after the abortion
at any clinical site, including emergency rooms and hospitals, in California in 2010; (5) The American
Journal of Public Health (AJPH) is the official journal of the American Public Health Association, a
hundred year old organization with millions of subscribers, which publishes original work in research,
research  methods, and program evaluations in the public health field.  See:
http://ajph.aphapublications.org/page/ajph/about.html. The research report published in AJPH and relied
upon by the Board, "Safety of Aspiration Abortion Performed by Nurse Practitioners, Certified Nurse
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Midwives, and Physicians Assistants under a California Legal Waiver," is the largest and leading study in
patient safety data in California. This report found no clinically significant difference in aspiration
abortion complication rates between APCs and physicians after analyzing 11,487 aspiration abortions
performed by APCs. The study report was peer reviewed, in accordance with the standards of AJPH for
acceptance and publication. AJPH's peer review process consists of review by three reviewers and
additional assessment by the responsible associate editor, deputy director, and editor-in-chief, a process
that takes approximately three months. Peer reviewers are often authors who have expertise in and
published work in the related topic. For more information on the publication process including peer
reviewers, please see: http://ajph.aphapublications.org/page/authors.html.

35. COMMENT: Solutions Health and Pregnancy Center's (SHPC) Medical Board of Directors (MBOD)
writes in opposition to the rulemaking. The MBOD describes SHPC as a non-profit organization that
operates a small DOH-licensed ambulatory medical clinic that provides pregnancy testing, ultrasound,
options counselling, STD testing, parenting education, material support, and abortion alternative
information, but not abortions. SHPC notes in its comment that, "Along with the undersigned, we at
Solutions unabashedly respect and seek to protect all human life as a precious gift of God." The SHPC
MBOD, consisting of individual physicians experienced in various specialties including internal medicine,
cardiology, obstetrics and gynecology, plastic surgery, do not believe that the rulemaking will serve the
health and safety of women and has the following concerns:

(1) SHPC requests an extension of the comment period and a public hearing. In support of these requests
SHPC argues that 60 days is too short a period to adequately respond to the rulemaking; that the studies
cited in the rulemaking are not readily available to the public, are lengthy and require careful review; and
that the Board's and subcommittee meeting minutes are not available. Citing the public need for
transparency, SHPC requests a public hearing, claiming that such hearings were held in the past when
considering the appropriateness of the rules governing termination of pregnancy and that expert testimony
is needed to fully understand the subject and the impact of the rulemaking.

(2) SHPC argues that the Board does not provide any statistical or other factual data in support of the
assertion that New Jersey residents lack access to abortion and cites the Guttmacher Institute, finding that
New Jersey, as compared to other states, has few restrictions on access to abortion services and 76
abortion providers. SHPC also notes that although the Board's existing rules allow it to review
circumstances of abortions requiring increased skill and receive reports of complications, there is no
discussion of any information obtained from these reports. SHPC states national data on abortion is
incomplete; that there are no national reporting requirements, and data collected by the CDC is provided
on a voluntary basis and even Guttmacher Institute acknowledges that its studies have shortcomings due
to available data; and, therefore, it is essential for New Jersey to gather this data in order to make an
informed decision in this area.

(3) SHPC next states that redefining surgery will have unintended consequences that reduce patient
safety. It criticizes the decision to change definitions of minor surgery to minor procedures because, it
argues, taking out two listed examples of surgery, such as "curettage of tissue" and "extraction of tissue
from the uterus" creates ambiguity, because these procedures otherwise fall within the Board's definition
of surgery ("a manual or operative procedure performed upon the body"), as well as the American
Medical Association's and American College of Surgeons' (ACS) definition. The MBOD states that (1)
aspiration abortion falls within this definition because it is a manual procedure; using a canula placed into
the uterus to suction out the fetus and the placenta; and (2) changing the definition of minor procedure, by
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removing the two examples listed above creates an ambiguity as to where other gynecological procedures,
such as myomectomy and polypectomy and treatment for endometriosis fall. The MBOD also argues that
such a description does not alter the need for the use of anesthesia that may be indicated based on a
patient's medical status and pain management preferences, criticizing the notice of proposal's lack of
distinction between the different types of procedures/surgeries according to the level of anesthesia. In
addition, SHPC states that the abortion industry has long acknowledged aspiration and D&E abortion
procedures as ‘"surgical abortions," citing CDCs Abortion Surveillance System FAQs at
http://www.cdc.Gov/reproductivehealth/data_stats/abortion.htm, stating that "Most states and reporting
areas that collect abortion data now report if an abortion was medical or surgical. Medical abortions are
legal procedures that use medications instead of surgery."

(4) SHPC next argues that ACOG-recommended changes to the definitions do not match the State's
regulatory framework, and that the purpose of ACOGs recommendation is to declassify certain procedures
to help to clarify which procedures it believes should be delegated to APCs under the order or supervision
of a physician rather than to be performed directly by an APC; that such classification is not based on the
location at which the procedure is performed or the level of anesthesia used, while the proposed definition
of "minor procedure" is conditioned on the level of anesthesia used. SHPC argues that maintaining the
current regulation is necessary because it applies to all minor surgeries in the State and by changing the
definition the Board is reducing the level of protection afforded patients and causing confusion to medical
specialties. SHPC also is concerned by the proposed new definition of "early aspiration abortion," which
it argues should be amended to (1) delete the reference to trimester and replace it with stated weeks of
gestation-since, SHPC claims, it is well established that the length of gestation determines proper practice,
procedure, and standard of care for medical care to pregnant women; and (2) eliminate confusion arising
from the definition's defining all abortions up to 12 weeks gestation as "minor procedures" without any
reference to anesthesia. In support SHPC refers to the NASEM report, which states that "People differ in
their experience of and tolerance for pain ... NAF recommends that providers involve women in the
analgesia/sedation/anesthesia decision and the choice be made on the patient's needs and assessments of
the risks and benefits (NAF, 2017(a)).

(5) SHPC is also concerned about reduction in minimum standards by permitting APCs to perform
surgical abortions. It argues that the Board's goal of increasing access by permitting APCs to perform
early aspiration abortion cannot be accomplished by the Board's rulemaking alone and will require action
taken by the Legislature and impacted licensing boards. In support of their argument, SHPC refers to the
NASEM report and the ACOG position, which it claims is clearly conditioned on whether APCs are
adequately trained and demonstrate the appropriate level of competence and is not blanket support for
allowing APCs to perform aspiration abortion, as the Board is proposing. Furthermore, SHPC claims that
the NASEM report describes a lack of training in abortion procedures in curriculum requirements even for
physicians and ACOG recognizes that no such curriculum exists for APCs and must be developed. With
regard to the Board's reliance on the UCSF medical center study, SHPC notes that in accepting the study's
recommendations, the California legislature codified requirements for education and training, and limited
the scope of procedures for APCs before they were permitted to perform first trimester aspiration abortion
(See Cal Bus & Prof Code 2725.4). Reviewing the meeting minutes of the Midwifery Liaison Committee
and the New Jersey Board of Nursing, SHPC notes that there is no indication whether these boards have
considered whether or not legislation is needed to expand their scope of practice or even if there is support
from these licensing boards for an expanded scope of practice. Even if there is no [page=2035] legislation
required for this expansion, it argues, these boards will still need to promulgate rules to expand the scope.
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(6) SHPC argues that by deleting N.J.A.C. 13:35-4.2(h), the Board eliminates the requirement that fetal
tissue be properly disposed of and this requirement should be left in because proper disposal ensures that
fetal tissue is not illegally stored or sold. SHPC cites Box v. Planned Parenthood of Ind. & Ky., Inc., 139
Ct. 1780, 1782; 204 L.Ed. 2d 78, 80 (2019) for the proposition that a state has a legitimate interest in the
proper disposal of fetal remains.

RESPONSE: (1) The Board does not believe that there is any need to extend the comment period or
conduct a public hearing. SHPC's assertion that the comment period was too short is belied by the fact that
the Board received more than 2,000 comments from individuals and organizations and that SHPC's was
the only comment period extension request. Additionally, SHPC did not describe why two months would
be insufficient time to review the studies cited in the rulemaking.

With regard to the assertion that the cited studies are not readily available: the Board has confirmed that
all studies mentioned in the rulemaking are readily available to the public. The Board notes that the
rulemaking contained an incorrect internet link following the citation to ANSIRH's study, " State Law
Approaches to Facility Regulation of Abortion and Other Olffice Interventions.” Specifically, the link in
the proposal leads to a different ANSIRH article. Nevertheless, the correct citation precedes the incorrect
link in the proposal, and a search for that citation yields the correct article on the Internet. Additionally,
the correct link is as follows: http://ajph.aphapublications.org/doi/pdf/10.2105/AJPH.2017.304278.

With regard to unavailability of minutes of Board and subcommittee meetings: the Board is aware of a
delay in the posting of Board meeting minutes to the Board website. Specifically, minutes of Board
meetings that occurred from October 2019 through January 2021 were not posted to the Board's website.
This delay is attributable to staffing shortages that existed prior to and during the first nine months of the
COVID-19 pandemic. The Board regrets this delay in making updates to its website but notes that it
applies generally to meetings that occurred during that time period, not just this rulemaking. Additionally,
despite the unavailability of some meeting minutes on the website, the Board has fully complied with the
Administrative Procedure Act's notice requirement for rulemaking at N.J.S.A. 52:14B-3, including
affording a 60-day comment period, giving the public and this commenter sufficient time for awareness
and to fully respond. With regard to SHPC's request for a public hearing, the Board is not aware of any
additional information that could be conveyed in a hearing that could not be, or has not been, included in
commenters' written submissions. N.J.S.A. 52:14B-4(a)(3) states that a State agency shall "conduct a
public hearing on the proposed rule at the request of a committee of the Legislature... if sufficient public
interest is shown," and goes on to state that "the head of each agency shall adopt as part of its rule of
practice adopted pursuant to section 3 of P.L. 1968 c. 410 (C.52:14B-3) definite standards of what
constitutes sufficient public interest for conducting a public hearing." The Division of Law and Public
Safety, within which the Board of Medical Examiners falls, has promulgated N.J.A.C. 13:1E-4.3(b)1 and
2, which defines "sufficient public interest" as at least 50 persons submitting written requests to hold a
public hearing "to present data, arguments or views that raise a substantial issue as to the impact of the
proposal on the regulated community or the general public that has not been anticipated by the agency."
Pursuant to N.J.A.C. 13:1E-4.3(c), professional organizations or a law firm requesting a hearing on behalf
of a group or interested parties is to be considered one person. SHPC's request for a public hearing does
not constitute "sufficient public interest." Pursuant to N.J.A.C. 13:1E-4.3(c), SHPC is to be counted as one
person, resulting in one total request, which does not meet the 50-person threshold triggering the
requirement. Finally, the arguments made by SHPC do not raise any substantial issues that were not
anticipated by the Board; in fact, the rulemaking itself squarely addresses the issues raised in SHPC's
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comment and explains the basis, in detail and with citations, for concluding that the rulemaking will
improve the public health, safety, and welfare.

(2) With regard to SHPC's assertion that there is no need to expand access to care in New Jersey, it is not
essential to the Board's consideration whether New Jersey's current rules surrounding abortion impose
fewer barriers to care than the laws, rules, and regulations of some other states, particularly when other
jurisdictions' restrictions are imposed legislatively instead of being adopted based on the judgments of a
professional licensing board. Rather, the Board is focused on ensuring access to quality care by removing
unnecessary restrictions on medical procedures. With regard to SHPC's reference to reports of certain
abortions required to be made to the Board and the data on which national-level studies are based: The
Board has relied on the best available national level studies and data. These studies and data are more
comprehensive and robust than reports made to the Board. For more information regarding the studies on
which this rulemaking is based, see the Response to Comment 40.

(3) The Board disagrees that removing reference to curettage and extraction of tissue will cause
confusion. The Board's modification aligns with ACOG's January 2018 position statement, and as stated
in the notice of proposal Summary, the Board makes this rule change to "eliminat[e] ... the implication
that abortions beyond the first trimester constitute "surgery"." The Board believes practitioners will easily
understand the distinction between this definition and the medication vs. surgical abortion dichotomy. See
also, the Response to Comment 53. With regard to concerns about distinctions between levels of
anesthesia: the Board, relying on its own expertise, has assessed the risks of a variety of procedures,
including early aspiration abortions and made its determination that risks are greater depending on the
level of anesthesia used. With regard to abortion, assessing the type of procedure, and the gestational
period, the Board has accordingly tailored requirements to address those risks.

(4) With regard to SHPC's reference to ACOG standards and proposed amendments to the definition of
"early aspiration abortion" see the Response to Comment 26.

(5) With regard to concerns about APC training and the quality of abortion care provided by APCs, see
the Response to Comment 43 and the Response to Comment 31, paragraph 6.

(6) With regard to SHPC's concerns about removal of regulatory requirements pertaining to fetal tissue,
see the Response to Comment 91.

36. COMMENT: Commenters, including a group of 45 medical practitioners, write in opposition to the
rulemaking. They state that the NASEM report's abortion statistics are incomplete because many states do
not have mandatory reporting and that abortion providers are often not aware of complications arising
from procedures, because many patients seek care in emergency rooms rather than with the abortion
provider and do not inform the provider of that follow up care. The group of 45 medical practitioners also
state that APCs should not be allowed to perform abortions because they do not possess the skills and
experience necessary to identify and manage complications. They also argue that to call aspiration
abortions "minor procedures" instead of "minor surgeries" would only serve to misinform women who are
considering abortions, since women need to know the surgical nature of abortion procedures fully and
might not be content with non-physicians performing such procedures.

This group is opposed to the Board's permitting abortion procedures in office settings, removing
privileging requirements at nearby hospitals, and eliminating the requirement of mandated reporting of
complications from first trimester abortions, as currently required, because they argue that undermine
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women's safety when accountability is diminished. Finally, the group argues that the Board will not be
acting within its responsibility to protect the health and safety of women if they permit these amendments.

RESPONSE: The Board notes that contrary to the commenters' assertion, 46 states and the District of
Columbia require hospital facilities and physicians that perform abortions to submit regular, and
confidential, reports, and 28 states require providers to  report post-abortion complications.
http://www.guttmacher.org/state-policy/explore/abortion-reporting-requirements#. Although such
reporting is not required in New Jersey, New Jersey data is reflected in generally accepted compendiums
of abortion statistics. Specifically, the NASEM report utilizes two primary sources of national and state-
level abortion statistics: CDC's Abortion Surveillance System and Guttmacher Institute's Abortion
Provider Census (GI census). Nat'l Academies of Sciences, Engineering, and Medicine, supra, at 22-23.
Although reporting [page=2036] to the CDC is voluntary, only three states, California, Maryland, and
New Hampshire, did not provide information in 2016 (the year the data relied upon by the NASEM report
was submitted), and GI's census solicits information from all providers in the country, including those that
do not provide information to the CDC. For example, the NASEM report notes that the CDC's 2013
abortion surveillance report references at least 70 percent of the abortions reported by the GI's Census that
year. Id. at 26.

In assessing the current safety record of abortions, the Board reviewed research, including the many
studies assessed in the NASEM report. For example, Advancing New Standards in Reproductive Health
(ANSIRH) is a collaborative research program at the Bixby Center for Global Reproductive Health, in the
Department of Obstetrics, Gynecology, & Reproductive Sciences at the University of California, San
Francisco (UCSF). ANSIRH analyzed approximately 55,000 abortions and any subsequent health care at
any clinical site, including emergency rooms and hospitals, up to six weeks after the procedure. The study
found, among other things, that (1) less than a quarter of one percent (0.23 percent) of abortions in the
study resulted in a major complication (defined as serious, unexpected events requiring a blood
transfusion, surgery, or hospital admission); (2) less than one percent of abortions resulted in a
complication that was diagnosed and treated in an emergency room; and (3) the complication rate found in
the study is similar to previous research, even with emergency room visits and other sources of care.
Safety of Abortion in the United States (ANSIRH Issue Brief #6, December 2014),
http://www.ansirh.org/sites/default/files/publications/files/safetybrief]12-14.pdf.

The Board also believes physicians should be able to authorize APCs to perform early aspiration
abortions. In support of its position the Board points to multiple studies reviewed in the NASEM report,
including the largest and leading study in patient safety data in California, which found comparable levels
of safety between newly trained APCs and physicians in performing early aspiration abortions. Tracey
Weitz, et al., supra, at 454. Also see the Response to Comments 40 and 47.

The Board does not believe that identifying early aspiration abortion as a "minor procedure" will mislead
or misinform the public. The change in terminology proposed by the Board is supported by up-to-date,
evidence-based research, reports and studies, which concluded that the risks and complexities of early
aspiration abortion are similar to other procedures that the Board has previously determined do not require
or warrant compliance with the heightened regulatory standard of N.J.A.C. 13:35-4A (such as hospital
privileging requirement and mandated reporting). Further, this rulemaking is consistent with ACOG's
position statement, which defines "procedure" in the context of obstetrics and gynecology, as a "[n]on-
incisional, diagnostic or therapeutic intervention through a natural body cavity or orifice." ACOG,
"Definition of 'Procedures' Related to Obstetrics and Gynecology" (January 2018). Therefore, removing
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the additional restrictions on early aspiration abortions, such as privileging requirements and mandated
reporting of complications is appropriate, given the simplicity and safety record of this procedure. Finally,
the Board believes that abortion procedures can be safely provided in an office setting like medical
procedures with comparable complexity and risk and that there is no medical necessity to treat abortions
differently. The NASEM report, reviewed by the Board, concluded that the four most common methods of
abortion; medication abortion, aspiration, D&E, and induction abortions are safe and effective with very
rare serious complications and that most abortions can be safely provided in office settings, and that the
need for facility upgrades or equipment mandates are more dependent on the level of sedation utilized.
Nat'l Academies of Sciences, Engineering, and Medicine, supra, at 10, 26. Additionally research by
ANSIRH concluded that requiring all abortion procedures to be performed in ASCs vs. office settings did
not provide any benefits to patient safety or experience, but rather reduced access to care. "State Law
Approaches to Facility Regulation of Abortion and Other Office Interventions, OBS Laws vs. TRAP
laws" (ANSIRH, Oakland, C.A.) Feb. 2018. (Advancing New Standards in Reproductive Health
(ANSIRH) is a collaborative research program at the Bixby Center for Global Reproductive Health, in the
Department of Obstetrics, Gynecology, & Reproductive Sciences at the University of California, San
Francisco (UCSF).)

Although the Board acknowledges that unexpected complications can arise any time during any medical
procedure, the Board also believes, in the context of this rulemaking, that abortion procedures should be
regulated like medical procedures with comparable complexity and risk and that there is no clinical or
medical justification, based on the current state of research, to do otherwise.

37. COMMENT: One commenter states that the NASEM report's claim that abortions are safe compared
to comparable procedures is misleading because it is not based on impartial data from a long-term,
comprehensive tracking of women with one or more abortions and women who had none, and that no
study has yet been done to accurately determine the long-term effects of abortion on women's physical
and mental health. This commenter also contends that by using statistics and research provided by
Guttmacher Institute (GI), the NASEM report is not credible because this information is biased, since GI
is connected to Planned Parenthood.

RESPONSE: Abortion is a legal medical procedure in New Jersey and the right to an abortion is
constitutionally protected. The goal of this rulemaking is to modernize the Board's existing regulatory
framework, which currently singles out, without medical or clinical basis, abortion as a stand-alone
procedure, and to ensure that the regulations do not harm public health by creating barriers to abortion
care. Based on the peer-reviewed, evidence-based research and studies it has reviewed, the Board has
determined that abortion procedures have very rare complications; that early aspiration abortions need not
be restricted to being performed only by physicians; and that post-first-trimester abortions are special
procedures that should be regulated under the current provisions at N.J.A.C. 13:35-4A (Rule 4A). The
Board also notes that contrary to the assertion that there are no studies on the effects of abortion on the
mental and physical health effects on women, the NASEM report contains a thorough analysis of
epidemiological research examining the long-term physical and mental health effects of undergoing
abortions. Specifically, the NASEM report examines the available evidence in four commonly alleged
areas of harm: (1) future negative childbearing and pregnancy outcomes, such as (a) secondary infertility;
(b) ectopic pregnancy; (c) spontaneous abortion and stillbirth; (d) complications of pregnancy; (e)
preterm-birth; (f) small for gestational age; and (g) low birthweight; (2) risk of breast cancer; (3) mental
health disorders; and (4) premature death. The analysis determined that an abortion does not increase the
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risk of secondary infertility, pregnancy-related hypertensive disorders, abnormal placentation (after a
D&E abortion), preterm birth, breast cancer, or mental health disorders, such as depression, anxiety, and
Post-Traumatic Stress Disorder. The Safety and Quality of Abortion Care in the United States (The
National Academies Press, 2018) at 129-153, http://www.nap.edu/catalog/24950/the-safety-and-quality-
of-abortion-care-in-the-united-states.

The Board also maintains that all studies, research, and reports relied upon are peer-reviewed and
evidence-based and that the Board did not rely on any one single study in developing this rulemaking, but
rather on the collective research available, as well as the experience and expertise of the Board.

38. COMMENT: One commenter states that the NASEM report cited in the rulemaking has a pro-
abortion bias that is evidenced by its failure to describe what happens to the fetus during an abortion
procedure. Specifically, this commenter states that the report fails to describe the "initial step" of an
induction abortion, which the commenter describes as "the killing of a fetus in the womb by a lethal
injection of digoxin or potassium chloride solution, which causes the fetus to have a cardiac arrest."

RESPONSE: The Board notes that the NASEM report addresses the safety of abortion procedures as it
relates to patient complications, morbidity, and mortality rates. The scope of this rulemaking, and the
mandate of the Board within this scope, is to ensure the health, welfare, and safety of the patient. To that
end, the Board is proposing to modernize its rules pertaining to legal abortion procedures by eliminating
provisions that are medically unnecessary and create barriers to abortion care. Upon reviewing modern
scientific and evidence-based research, such as the NASEM report, the Board has determined that legal
abortion procedures should be regulated like medical procedures with comparable complexity and risk,
requiring similar safeguards. Further, abortion is a legal medical [page=2037] procedure in New Jersey
and a Constitutionally protected right-and as such, like any legal medical procedure -- the Board
periodically reviews and amends its rules to align with up-to-date scientific evidence.

39. COMMENT: New Jersey Catholic Conference (NJCC) writes to express its opposition to the
rulemaking and requests that the Board not adopt its rulemaking. The NJCC believes that any policy that
threatens the right to life is an attack on the foundation of all other human rights. It argues that the Board's
current regulations do not limit access to abortion procedures, citing the Guttmacher Institute report that
over 48,000 abortions were performed in New Jersey in 2017, which accounted for 5.6 percent of
abortions performed in the nation. It adds that between 2014 and 2017 the abortion rate in New Jersey
increased by nine percent while the national rate decreased by eight percent. NJCC further argues that
because New Jersey does not have any major restrictions on abortions, and because taxpayer money is
allocated for these services, the Board's rulemaking is arbitrary and capricious and not based on medical
necessity.

RESPONSE: Abortion is a legal procedure in the State of New Jersey and the right to an abortion is
Constitutionally protected. The Board has the mandate to protect the health, welfare, and safety of the
public by promulgating rules governing the provision of abortion in this State. In keeping with this
mandate the Board has determined, through a comprehensive review of up-to-date evidence-based
research that current provisions relating to abortion procedures are medically unnecessary. For instance,
requiring "physicians only" to perform early aspiration abortion has been shown to be a medically
unnecessary restriction, because large, comprehensive studies have shown that APCs can provide early
aspiration abortion just as safely and effectively. Tracey Weitz, et al., supra, at 454. Further, the data
cited in reference to the abortion rate in New Jersey does not reflect the number of individuals who would
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have opted to have an abortion but could not obtain one because of the current, medically unnecessary
restrictions in place.

40. COMMENT: One commenter questions whether, in addition to research performed by Planned
Parenthood of New Jersey (PPNJ), there has been impartial research into the safety of abortions. This
commenter states that PPNJ has a special interest in this topic and, therefore, any research done and/or
funded by PPNJ is not credible and, therefore, should not be trusted.

RESPONSE: The Board points out that in considering and proposing the current repeal, amendment, and
new rules, in addition to relying on its own expertise, the Board did not rely on any one single study but
rather on a comprehensive review of current research including: (1) the NASEM report, The Safety and
Quality of Abortion Care in the United States, (The National Academies Press, 2018).
http://www.nap.edu/catalog/24950/the-safety-and-quality-of-abortion-care-in-the-united-states, a
comprehensive review based on evidence gathered from randomized controlled trials comparing various
approaches to abortion care, systematic reviews, meta-analyses retrospective cohort studies, case control
studies, and other types of observational studies and patient and provider surveys of the state of science on
the safety and quality of legal abortion in the nation. The study concluded that the four most common
methods of abortion-medication abortion, aspiration, D&E, and induction abortions-are safe and effective
with very rare serious complications, that most abortions can be safely provided in office settings, and that
the need for facility upgrades or equipment mandates are more dependent on the level of sedation utilized.
(2) CDC's Abortion Surveillance report finding that in 2016, approximately 91 percent of abortions were
performed within 13 weeks of gestation and that aspiration abortion was the most common method, taking
only a few minutes to complete and typically administered without anesthesia. Tara C. Jatlaoui, et al.,
Abortion Surveillance-United States, 2016, Morbidity and Mortality Weekly Report, Nov. 29, 2019, at 1,
26, http://www.cdc.gov/mmwr/volumes/68/ss/pdfs/ss6811al-H.pdf. (3) Advancing New Standards in
Reproductive Health (ANSIRH)'s research report, "State Law Approaches to Facility Regulation of
Abortion and Other Office Interventions, OBS Laws vs. TRAP laws" (ANSIRH, Oakland, C.A.) Feb.
2018, which concluded that requiring all abortion procedures to be performed in ASCs vs. office settings
did not provide any benefits to patient safety or experience, but rather reduced access to care. (4) Sarah C.
M. Roberts, et al., Association of Facility Type with Procedural-Related Morbidities and Adverse Events
Among Patients Undergoing Induced Abortions, 319 JAMA 2497 (2018); Nancy F. Berglas, et al., The
Effect of Facility Characteristics on Patient Safety, Patient Experience, and Service Availability for
Procedures in Non-Hospital-Affiliated Outpatient Settings: A Systematic Review, 13 PLoS One (2018). (5)
ACOG's Committee Opinion No. 612 on abortion training and education, recommending the expansion of
the trained pool of non-obstetrician-gynecologist, to include family physicians and APCs by including
first trimester abortion training in APC's curriculum and eliminating "physicians only or obstetricians-
gynecologists only" restrictions to the provision of abortion care. (6) ACOG's January 2018, position
statement on the  Definition of 'Procedures’' Related to Obstetrics and Gynecology," asserting that
abortions are more  appropriately termed as  "procedures" rather than  surgery.
http://www.acog.org/clinical-information/policy-and-position-statements/position-
statements/2018/definition-of-procedures-related-to-obstetrics-and-gynecology. (7) The American Public
Health Association's Policy Statement, Provision of Abortion Care by Advanced Practice Nurses" which
concludes that both physicians and APCs can provide medication and aspiration abortions safely and
effectively. American Public Health Association, Provision of Abortion Care by Advanced Practice
Nurses  and  Physician  Assistants,  Policy = Statement  Database @ (Nov. 1, 2011),
http://www.apha.org/policies-and-advocacy/public-health-policy-statements/policy-
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database/2014/07/28/16/00/provision-of-abortion-care-by-advanced-practice-nurses-and-physician-
assistants#Anchor%201. (8) "Safety of Aspiration Abortion performed by Nurse Practitioners, Certified
Nurse Midwives, and Physician Assistants Under A California Legal Waiver," the largest and leading
study currently, which examined data relating to 11,487 patients, in California after APCs were allowed to
provide early aspiration abortions, concluding that complication rates from these procedures performed by
newly-trained APCs were clinically equivalent to complication rates when performed by experienced
physicians. Tracey Weitz, et al.,  Safety of Aspiration Abortion Performed by Nurse Practitioners,
Certified Nurse Midwives, and Physician Assistants Under A California Legal Waiver, 103 Am. J. of Pub.
Health 454, 454 (2013).

41. COMMENT: Commenters argue that the Board's rulemaking is the result of successful lobbying by
special interest groups within the abortion service industry who seek to profit monetarily. These
commenters believe that the proposed repeal and amendments, therefore, are not motivated by the
intention to protect the health and safety of women. RESPONSE: The Board is mandated by law to
protect the health, safety, and welfare of the public. The Board notes that it frequently evaluates research,
credibility, and competing interests of the many advocates who come before it with requests of all sorts.
The Board recognizes abortion is an essential element of comprehensive reproductive health care and here
proposes an updated, integrated, and evidence-based regulatory approach specifically designed to fulfill
its mandate to protect the health, safety, and welfare of the public. The Board further notes that abortion is
legal medical care in New Jersey and the right to abortion is Constitutionally protected.

42. COMMENT: One commenter states that the Board makes a false assertion based on biased studies
that most abortions happen within the first 13 weeks and that complications are very rare. The commenter
states that the rulemaking is not meant to remove barriers to care, but rather to reduce the expenses
incurred by entities providing abortions, which will increase the number of abortions and increase profit
margins.

RESPONSE: In 2018, NASEM's Committee on Reproductive Health Services (NASEM Committee)
undertook a comprehensive review of the state of research on the safety and quality of legal abortion and
found that clinical evidence suggests that serious complications occur in somewhere between fewer than
one percent and five percent of abortions-whether by medication, aspiration, Dilation and Evacuation, or
induction -- with the risk of a serious complication increasing with the number of weeks gestation. Nat'l
Academies of Sciences, Engineering, and Medicine, supra at 10, 26, 77-78,
http://www.nap.edu/catalog/24950/the-safety-and-quality-of-abortion-care-in-the-united-states. The vast
majority--over 90 percent--of abortions occur within the first 13 weeks of gestation with fewer than nine
percent performed after 13 weeks gestation.  Id. at 29. The Board further notes that this rulemaking is
intended to modernize the regulatory framework for abortion procedures according to science and
evidence-based, up-to-date research, and studies, such as the above, which suggests that abortion
procedures are safe and that the existing [page=2038] regulatory structure is not only medically
unnecessary but creates barriers to access to care.

43. COMMENT: One commenter states that abortion safety data and statistics in the resources and
studies cited in the rulemaking are misleading with regard to APCs' ability to perform abortions and
whether certain abortion procedures should be allowed to be performed in an office setting. The
commenter argues that the results of the studies are a reflection of abortion safety based on current
providers' competency in currently permissible treatment settings.
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RESPONSE: The Board notes that, contrary to the commenter's assertion, in addition to relying on its
own expertise, the Board considered direct evidence of patient safety in aspiration abortions performed by
APCs. The Board, in fact, reviewed the largest and leading study in patient safety data in California,
which found no clinically significant difference in complication rates between newly trained APCs and
experienced physicians, in performing early aspiration abortions. Tracey Weitz, et al, supra, at 454. This
study analyzed data from 11,487 early aspiration abortions performed by APCs, over the course of three
years. Id. Further, the NASEM report, also reviewed by the Board, analyzed two additional smaller
studies comparing the outcomes of aspiration abortions performed by APCs and physicians that did not
find any statistically significant difference in complication rates, leading to the conclusion that aspiration
abortions were performed safely and effectively by APCs with a high degree of patient satisfaction. Nat'l
Academies of  Sciences, Engineering, and  Medicine, supra, at 103-105.
http://www.nap.edu/catalog/24950/the-safety-and-quality-of-abortion-care-in-the-united-states. With
regard to the commenter's concerns regarding abortions being performed in an office, modern research has
not found any patient safety benefits to having abortion procedures performed in ASCs versus in an
office; evidence shows that, as accomplished by the Board's proposal, safeguards in office settings are
more appropriately based in part on the level of anesthesia used, rather than on the fact that the procedure
being performed is an abortion. To that end, Rule 4A ensures that offices are properly equipped. Supra.
at 10, 26, 77-78. http://www.nap.edu/catalog/24950/the-safety-and-quality-of-abortion-care-in-the-united-
states.

44. COMMENT: Several commenters contend that this rulemaking is politically motivated to support
Governor Murphy's administration's agenda to increase abortion access in the State and is an attempt to
legislate without having to go through the Legislature.

RESPONSE: The Board notes that the rules proposed to be repealed and amended (that is, Rule 4.2 and
Rule 4A) were promulgated and amended through the years by the Board pursuant to its statutorily
granted rulemaking authority. Absent a statute to the contrary, the Board has the full authority to propose,
repeal, and amend its own rules. Thus, this rulemaking is within the Board's purview. As to the motivation
of the rulemaking, the Board is informed by recent case law scrutinizing and invalidating several instances
of targeted rules of abortion providers, along with medical and clinical advancement in the field of
abortion care, which suggest that abortion procedures are safe and should be regulated like any other
medical procedure with comparable complexity and risk. In December 2018, the Board empaneled a
subcommittee to review the Board's existing abortion laws, and after a comprehensive review of up-to-
date, evidence-based and peer-reviewed resources, as cited in the rulemaking summary, the Board
determined that it was appropriate to treat abortion procedures like other medical procedures of
comparable complexity and risk, and that doing so may increase timely access to safe medical care. In
addition, the subcommittee sought input from the New Jersey Department of Health during its review. For
additional detail on the studies and research relied upon by the Board, see the Response to Comment 40.

45. COMMENT: One commenter believes that the rulemaking will not improve access to abortion,
which already exists, and that the only consequence of this rulemaking will be to develop more political
divisiveness and degrade, rather than improve, women's health. This commenter believes the rulemaking
is politically motivated to establish the Board as a politically progressive entity.

RESPONSE: The Board is mandated to protect the health, welfare, and safety of the public in general
and, in the context of this rulemaking, the health, welfare, and safety of patients undergoing abortions.
Contrary to the assertion of the commenter, the Board is motivated not by political concerns, but rather by
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the evidence-based research it has reviewed, and which has led it to modernize and update its regulatory
framework concerning abortion procedures, and to remove barriers to abortion care that are medically
unnecessary and bring its rules in conformance with now-recognized constitutional protections. For
additional detail on the studies and research relied upon by the Board, see the Response to Comment 40.

46. COMMENT: Commenters who oppose the rulemaking state their belief that that access to abortion
exists, stating that New Jersey has "some of the least restrictive abortion laws" (citing FindLaw, New
Jersey Abortion Laws - FindLaw, available at http://statelaws.findlaw.com/new-jersey-law/new-jersey-
abortion-laws.html). Commenters also state that New Jersey has the highest rate of abortion in the nation,
more than twice the national average; that in 2017 there were 76 operating abortion clinics and 41
abortion providing clinics; and that two-thirds of New Jersey counties have abortion facilities and 76
percent of women live in those counties. One commenter also adds that in 2017, 48,110 abortions were
performed, 5.5 percent of which occurred in New Jersey, despite New Jersey being one of the smallest
states in the nation citing to "Abortion Incidence and Service Availability Incidence and Service
Availability in the United States," 2017, NY (2019) by Jones RK, Witmer, and Jerman J.

RESPONSE: The objective of the rulemaking is to modernize the regulatory framework relating to
abortion care in the State by removing medically unnecessary provisions that serve as barriers to abortion
care. Current evidence-based research and peer reviewed studies reviewed by the Board strongly indicate
that abortion procedures should be treated like other medical procedures of comparable complexity and
risk, and that the quality of medical care is not improved by maintaining existing restrictions and
provisions, which are medically unnecessary and do not improve the public's health, welfare, and safety.
Further, the Board notes that it has not relaxed rules that are medically necessary, nor has it eliminated
any patient safeguards that it has deemed necessary or beneficial to patient health; all safeguards that
apply to "special procedures" that are comparable to post-first-trimester abortion, as defined within Rule
4A, remain in place. It is not essential to the Board's consideration that New Jersey's current rules
surrounding abortion impose fewer barriers to care, than the laws and regulations of some other states, nor
is it appropriate for the Board to comment on whether the rate of a legal medical procedure in this state is
"too high" or low, so long as the safety, health, and welfare of the patient undergoing the medical
procedure, in this particular instance, is protected.

47. COMMENT: One commenter refers to the Tracey Weitz article cited in the rulemaking, and states
that the commenter is concerned by the statistic provided within the article that studies have found twice
the rate of complications for APCs performing abortions as for physicians. This commenter further adds
that in countries with limited resources this statistic is acceptable, but it is not acceptable here.

RESPONSE: The study to which commenter refers, "Safety of Aspiration Abortion Performed by Nurse
Practitioners, Certified Nurse Midwives, and Physician Assistants Under a California Legal Waiver," is a
prospective, observational cohort study published as a peer-reviewed article in The American Journal of
Public Health. As described in the Response to Comments 36 and 40, the study evaluated 11,487
aspiration abortions to assess "whether the effect of a new treatment [the provision of aspiration abortion
by NPs, CNMs, and PAs] is not worse than that of an active control [provision of aspiration abortion by
physicians] by more than a specified clinically acceptable margin." The study concluded that results
indicated that the "complication rates from aspiration abortions performed by recently trained NPs,
CNMs, and PAs were statistically no worse than those from those performed by the more experienced
physician group." The article further noted that both provider groups (advance practice clinicians and
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physicians) "had extremely low numbers of complications, less than 2% overall--well below published
rates--and only six complications out of 11,487 procedures required hospital-based care."

48. COMMENT: Commenters state their moral and or religious objection to abortion itself and their
belief that life begins at conception and that abortion is, therefore, murder. Based on this premise,
commenters [page=2039] question how the Board can support abortions when, as physicians, Board
members take the Hippocratic Oath to protect human life and do no harm.

RESPONSE: Abortion is legal medical care in the State of New Jersey and the right to abortion is
Constitutionally protected.

49. COMMENT: Commenters stated that women who have abortions suffer from subsequent emotional
trauma including suicide, addiction, depression, and physical harm, and that, therefore, all abortion
procedures are harmful to the health, safety, and welfare of women.

RESPONSE: Legally obtained abortion is one of the safest procedures today. Abortion is legal medical
care in the State of New Jersey and the right to abortion is Constitutionally protected. As with all medical
procedures, the determination whether to proceed with an abortion is one that must be made by the
patient, ideally in a manner that weighs many factors, including the benefit to the patient and the risks
involved in the procedure. Providers are required to adhere to standards of care, obtain informed consent
and provide relevant, accurate, and timely medical information to patients when performing all medical
procedures. Access to abortion is an essential element of comprehensive reproductive health care. For a
more comprehensive discussion regarding the alleged harms that the commenters have referred to, see the
Response to Comment 37.

50. COMMENT: One commenter does not agree that the word "care" should follow "abortion" in the
language of the notice of proposal Summary. This commenter believes that abortion procedures are not
"care" for the patient or the fetus.

RESPONSE: Abortion, or the induced termination of pregnancy, is a legal medical practice offered by
licensed health care providers in the State of New Jersey.

51. COMMENT: Commenters state their belief that Governor Murphy supports a "culture of death" and
acts hypocritically in mourning the death of COVID-19 victims but not the death of aborted fetuses.

RESPONSE: As described in the rulemaking, the Board empaneled a subcommittee, in December of
2018, to examine the Board's abortion rules. The rulemaking published was the culmination of the
comprehensive review conducted by the Board. Additionally, the Board disagrees with the commenters'
characterization of the actions of the Governor.

52. COMMENT: Commenters claim that fetuses feel pain after 20 weeks LMP.

RESPONSE: Abortion is a legal medical procedure in the State of New Jersey and the right to abortion is
Constitutionally protected. The scope of this rulemaking and the scope of the mandate of the Board is the
protection of the health, welfare, and safety of the patient who is undergoing an abortion procedure. As
with every other legal medical procedure, the Board's duty is to ensure safety and health. In this
rulemaking, the Board is motivated by science and evidence-based research which conclude that abortion
procedures should be regulated like similar medical procedures in complexity without medically
unnecessary rules, which create barriers to access to care to the public. To that end the Board is proposing
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to repeal N.J.A.C. 13:35-4.2 and incorporate later term abortions as "special procedures" under the
safeguards at N.J.A.C. 13:35-4A.

53. COMMENT: Commenters state that the change to define first-term abortion as a "minor procedure"
is wrong and a misnomer because fetal death occurs as a result of every abortion. Some commenters also
argue that early aspiration abortions are not "minor procedures" but rather "invasive surgical procedures."

RESPONSE: The Board notes that its change to define early aspiration abortion as a "minor procedure"
was determined after a thorough review of up-to-date, evidence-based research, reports and studies, which
concluded that the risks and complexities of early aspiration abortion are similar to other procedures that
the Board has previously determined do not require or warrant compliance with the heightened regulatory
standard at Rule 4A. Further, this change is consistent with ACOG's January 2018 position statement,
which defines "procedure" in the context of obstetrics and gynecology, as a "[n]on-incisional, diagnostic
or therapeutic intervention through a natural body cavity or orifice." Finally, the Board notes that abortion
is legal in the State of New Jersey and that the right to abortion is Constitutionally protected.

54. COMMENT: Two commenters contend that the Board's rulemaking will result in, and sanction,
"back alley" abortions.

RESPONSE: The Board's rulemaking is designed among other things, to diminish the likelihood that any
New Jersey patient would ever need to resort to a "back alley" or "illegal" abortion. Legal abortion is one
of the safest medical procedures. Increasing access to trained providers offering timely, safe access to
legal abortion is an established strategy to prevent patients from seeking illegal abortion. Updating the
rules as they pertain to abortion procedures in this State will enhance the health, safety, and welfare of the
public by improving access to care for patients who need it and by removing medically unnecessary rules.
Additionally, the safeguards present for all legal medical procedures with comparable complexity and
risk, performed in an office setting pursuant to N.J.A.C. 13:35-4A will remain in effect.

55. COMMENT: One commenter states that abortions are not simple procedures.

RESPONSE: The Board considered the varying complexity of induced abortion at different stages of
pregnancy. Among other things, the Board reviewed clinical practice guidelines for abortion care,
including those referenced in the NASEM report. To the extent certain abortions are considered "special
procedures," they will be subject to rules applicable to all special procedures.

56. COMMENT: One commenter argues that important and necessary protections for women will be
removed if the rulemaking is adopted.

RESPONSE: The Board notes that research and studies consulted and cited within the rulemaking
summary have shown that the risk of complications when APCs perform first-trimester abortions is low,
that there is no clinically significant difference in the rate of complications arising between abortions
performed by APCs and physicians, and that there are no patient safety benefits to having abortion
procedures performed in ASCs versus in an office. The NASEM report concludes that based on clinical
evidence, serious complications occur in fewer than one percent of abortions, whether by medication,
aspiration, Dilation and Evacuation, or induction, and that this risk does not exceed five percent with the
risk of complications increasing with weeks' gestation. Supra. at 10, 26, 77-78,
http://www.nap.edu/catalog/24950/the-safety-and-quality-of-abortion-care-in-the-united-states. ~ Finally,
evidence shows that, as accomplished by the Board's rulemaking, safeguards in office settings are more
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appropriately based, in part, on the level of anesthesia used rather than on the fact that the procedure being
performed is an abortion. /Id.

57. COMMENT: One commenter, who is an obstetrician-gynecologist, contends that complications from
abortion procedures are more common and more challenging to treat than is believed, and that the
commenter's years of experience treating post-abortion complications like hemorrhage and infection have
informed the commenter's belief that even with years of experience, treating complications of post-
abortion hemorrhage or infections is challenging.

RESPONSE: The Board thanks the commenter for sharing the commenter's experience. The Board also
notes, however, that the comprehensive evidence-based research consulted show that complication rates
after a legal abortion procedure are very low. The NASEM report concludes that based on clinical
evidence, serious complications occur in less than one percent of abortions, whether by medication,
aspiration, Dilation and Evacuation, or induction and that this risk does not exceed five percent with the
risk of complications increasing with weeks' gestation. Supra. at 10, 26, 77-78,
http://www.nap.edu/catalog/24950/the-safety-and-quality-of-abortion-care-in-the-united-states.
Specifically, with regard to complications such as hemorrhaging requiring transfusion or other treatment,
the NASEM committee found that the complication rate after an aspiration abortion, ranged from zero to
4.7 percent with most recent studies reporting a rate of 1.3 percent. Id. at 61. Similarly, incidences of
uterine perforation from aspiration abortions were reported from a range of < 0.1 to 2.3 percent, from
older studies, while the majority of more recent studies have found no cases of uterine perforation or note
that where perforations occurred most were successfully managed conservatively without the need for
additional surgery or hospitalization. /d. at 62.

58. COMMENT: One commenter states that although this commenter sympathizes with accessibility
issues for women who seek abortions, safety issues far outweigh the need for access. To support this
assertion, the commenter states that beyond nine to 10 weeks of gestation, great skill [page=2040] and
experience is needed to abort safely; and that although suction curettage is usually uneventful, the risk of
uterine perforation and severe, life-threatening hemorrhaging go up with advancing gestational age. As an
anecdote, this commenter relates that, two years ago, this commenter witnessed a case in which a young
mother would have lost her life had advanced gynecological surgical support not been immediately
available.

RESPONSE: The Board agrees that skill and experience are essential attributes for health care providers.
The Board further recognizes that competency, standards of care and scope of practice rules remain
elements of health care regulation and notes that the proposed rule does change requirements related to
standards of care and competency. The Board believes that the proposed rule ensures appropriate
protections by defining and regulating post-first-trimester abortions as "special procedures." See also the
Response to Comment 57.

59. COMMENT: Commenters do not believe that office settings are safe for abortion procedures after 14
weeks gestation. One commenter states that APCs are not allowed to conduct other medical procedures
such as an appendectomy or caesarian section without a physician surgeon's supervision and therefore it
would be equally inappropriate for an APC to perform surgical procedures such as an aspiration abortion
without similar supervision, putting women, especially women from vulnerable populations, at risk.



53 N.J.R. 2013(a)

RESPONSE: The Board thanks the commenter for sharing the commenter's experience. It is the position
of the Board, however, that based on up-to-date clinical and evidence-based research, post-first-trimester
abortions proposed to be defined as a "special procedure" can be safely and effectively performed in an
office under the safeguards at Rule 4A. In support of this position the Board points to its review of the
following: (1) ANSIRH's research on state regulations of facilities providing abortions and its conclusion
that there are no benefits to patient safety or patient experience from requiring outpatient procedures to be
performed in ASCs instead of physician offices, that these requirements reduce patient access and
specifically, that research has failed to find any health benefits from requirements that abortions be
performed in an ASCs as opposed to office settings. State Law Approaches to Facility Regulation of
Abortion and Other Office Interventions, OBS Laws vs TRAP Laws, (ANSIRH, Oakland, C.A.), Feb.
2018, http://www.ansirh.org/sites/default/files/publications/files/safetybrief12-14.pdf. See also Sarah C.
M. Roberts, et al., Association of Facility Type with Procedural-Related Morbidities and Adverse Events
Among Patients Undergoing Induced Abortions, 319 JAMA 2497 (2018); Nancy F. Berglas, et al., The
Effect of Facility Characteristics on Patient Safety, Patient Experience, and Service Availability for
Procedures in Non-Hospital-Affiliated Outpatient Settings: A Systematic Review, 13 PLoS One (2018). (2)
NASEM's research on the safety and quality of abortions in the United States, which found that most
abortion procedures can be safely provided in an office-based setting and that minimum facility
requirements for a safe procedure are dependent on the level of sedation used. Nat'l Academies of
Sciences, Engineering, and Medicine, supra, at 10, 26.

It is also the Board's position that removing the "physician only" restriction by repealing Rule 4.2, as it
pertains to early aspiration abortions, is scientifically supported and safe. The largest and leading study in
patient safety data in California found no clinically significant difference in complication rates between
newly trained APCs and physicians, in performing early aspiration abortions. Tracey Weitz, et al., supra,
at 454. Also see the Response to Comments 36 and 40. Id. Also see reference to the NASEM report in
the Response to Comment 43. Finally, the Board notes that the comparison between an appendectomy or a
caesarian section, which are invasive surgical procedures, and early aspiration abortion, which is a minor
procedure, is inapposite. Aspiration abortions are the most common method of first trimester abortion,
take only a few minutes to complete and are typically available without anesthesia. Tara C. Jatlaoui, et al.,
Abortion Surveillance-United States, 2016, Morbidity and Mortality Weekly Report, Nov. 29, 2019, at 1,
26, http://www.cdc.gov/mmwr/volumes/68/ss/pdfs/ss6811al-H.pdf. Further, unlike an appendectomy or a
caesarian section, an aspiration abortion does not require an incision and is an intervention performed
through a natural body cavity and, thus, appropriately termed as a "procedure" vs. a surgery. See: ACOG's
January 2018 position statement on the "Definition of "procedures" related to Obstetrics and
Gynecology," http://www.acog.org/clinical-information/policy-and-position-statements/position-
statements/2018/definition-of-procedures-related-to-obstetrics-and-gynecology.

60. COMMENT: One commenter, who is concerned about patient safety, objects to second trimester
abortion procedures taking place outside hospital settings.

RESPONSE: The Board's primary concern, within the context of this rulemaking, is to protect the health,
safety, and welfare of the patient who is undergoing an abortion procedure. To that end, the science and
evidence-based research consulted for this rulemaking suggest that most abortion procedures can be safely
provided in appropriately equipped and staffed office-based settings. Specifically, the NASEM
Committee in its research concluded that the minimum facility requirements for a safe abortion procedure
depend on the level of sedation used. Nat'l Academies of Sciences, Engineering, and Medicine, supra, at
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10, 26. For instance, the NASEM committee found that if moderate sedation is used, "the facility should
have emergency resuscitation equipment and an emergency transfer plan, as well as equipment to monitor
oxygen saturation, health rate, and blood pressure," and for procedures that require deep sedation or
general anesthesia, "the facility should be similarly equipped and also have equipment to provide general
anesthesia and monitor ventilation." Id.

N.J.A.C. 13:35-4A, regulates surgical procedures, special procedures, and anesthesia services in an
office. Under the proposed amendments at Rule 4A, first trimester abortions may be performed in
appropriately equipped and staffed offices. Post-first-trimester abortions are included within the definition
of "special procedure[s]," and will, thus, be subject to the additional policies, procedures, staffing
requirements at Rule 4A, all of which are intended to ensure patient safety in the office setting.

61. COMMENT: One commenter states this rulemaking will pose a substantial risk to the health and
welfare of women because non-surgeons may not have the capability or training to recognize and address
potential complications, including hemorrhages and uterine perforation, which require immediate
intervention.

RESPONSE: The Board is governed by its mandate to, above all else, protect the health, safety, and
welfare of patients in all medical procedures and services, and in this context, patients who undergo
abortion procedures. Contrary to the assertion of the commenter the Board does not believe that the
rulemaking will pose a substantial risk to the health and welfare of women by removing the "physician
only" restriction as it relates to early aspiration abortion. The Board is proposing to define "early
aspiration abortion" as a procedure that terminates a pregnancy through 14 weeks of gestation "utilizing
manual or electric suction to empty the uterus" without the use of anesthesia services. In its review of
resources, the Board has determined that aspiration abortions are the most common method of first
trimester abortion, take only a few minutes to complete and are typically available without anesthesia.
Jatlaoui, et al., Abortion Surveillance--United States, supra. Further, allowing APCs to perform early
aspiration abortions, so long as it is within their scope of practice and addressed within their collaborating
agreement, does not put at risk the health and welfare of patients undergoing abortions. Studies consulted
by the Board have found no clinically significant difference in the rate of complications arising between
APCs and physicians. Tracey Weitz, et al., supra, at 454. Specifically, with regard to complications,
such as hemorrhaging requiring transfusion or other treatment, the NASEM committee found that the
complication rate after an aspiration abortion, ranged from zero to 4.7 percent with most recent studies
reporting a rate of 1.3 percent. Id. at 61. Similarly, incidences of uterine perforation from aspiration
abortions were reported from a range of < 0.1 to 2.3 percent from older studies, while the majority of
more recent studies have found no cases of uterine perforation or note that where perforations occurred
most were successfully managed conservatively without the need for additional surgery or hospitalization.
Id. at 62.

62. COMMENT: The American Academy of Medical Ethics (AAME), which describes itself as a
national group of health care professionals dedicated to the practice of ethical medicine, expresses
concern with the proposed rule change. The AAME notes that surgical abortion can be very difficult and
that repealing the "physician only" rule would expose women to complications and potential death
because the vast majority of non-physicians do not have the requisite training, specifically the training to
[page=2041] manage abortion-related complications. Access to abortion, the AAME states, is not worth
compromising the health and welfare of women seeking abortion who depend on the BME's health care
standards of excellence.
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RESPONSE: After a comprehensive review of current evidence-based research, it is the Board's
conclusion that removing the "physician only" restriction as it pertains to early aspiration abortion and
allowing APCs to perform such procedures is safe. In reaching this conclusion, the Board reviewed the
largest and leading study in patient safety data from California. That study found no clinically significant
difference in complication rates between newly trained APCs and physicians in performing early
aspiration abortions. Tracey Weitz, et al., Safety of Aspiration Abortion Performed by Nurse
Practitioners, Certified Nurse Midwives, and Physician Assistants Under A California Legal Waiver, 103
Am. J. of Pub. Health 454, 454 (2013). See also the Response to Comments 25 and 47. Also see reference
to the NASEM report in the Response to Comment 43.

63. COMMENT: One commenter is concerned that removing admitting privilege requirements for
physicians who provide abortions will lead to further delay in the transfer of critically ill patients with the
potential for greater harm and the risk of death.

RESPONSE: Under the current rulemaking, the Board notes that physicians who perform post-first-
trimester abortions, proposed to be defined now as a "special procedure,”" will still be required to have
either hospital, board-approved, or ASC privileging. N.J.A.C. 13:35-4A.6(b)1 requires "a written transfer
agreement with a licensed hospital with acute care capabilities, which can be reached within 20 minutes,
during all hours in which the procedures will be performed, if the hospital where the practitioner is
privileged, cannot be reached within 20 minutes or if the practitioner is privileged by the Board," and
paragraph (b)2 requires a "written policy for handling emergency transport" to the hospital where the
practitioner holds a privilege, through 9-1-1 calls or "a written agreement with a licensed ambulance
service which assures immediate transport of patients experiencing complications to the hospital where
the practitioner has established a transfer agreement." The safeguards established within this provision,
therefore, ensure that patients do not suffer any risk of delay if transfer to a hospital is required.

64. COMMENT: Commenters argue that allowing APCs to perform abortions will result in more
complications for patients. In support of this argument, commenters state that APCs do not have adequate
education and training because of their limited medical and surgical exposure For example, one
commenter claims that nurses, physician assistants, and midwives have limited training, much of which is
obtained part-time over a period of three to five years. Further, this commenter states, prospective patients
will not have the option to consider APCs' training and feedback from other patients regarding the APC
providers, unlike with physicians, placing these women at a disadvantage. Another commenter states that
APCs do not have the training of physicians as to thinking "outside the box" and under pressure.

RESPONSE: With regard to concerns about APC training and the quality of abortion care provided by
APCs, see the Response to Comment 36. Additionally, the Board does not agree that patients will not be
able to consider APCs training and feedback from other patients regarding APC providers. Patients will be
able to discuss APCs' backgrounds with those providers during pre-procedure consultations. Additionally,
there is no indication that patients can obtain information from other patients about physicians that they
cannot obtain about APCs.

65. COMMENT: One commenter states that allowing abortion procedures by non-medical personnel in
an office setting will reduce this surgical procedure to an "office task" less regulated than a tooth
extraction.
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RESPONSE: The Board disagrees with the commenter's characterization of APCs as "non-medical
personnel." It is also the Board's position that lifting the "physician only" restriction for performing early
aspiration abortions does not adversely affect the health, welfare, and safety of patients who wish to
undergo such procedures. The Board finds the "physician only" rule unnecessary to secure the health and
safety of the public in addition to creating barrier to abortion access. APCs are health care providers, who,
as research and studies have shown, and as the Board recognizes after drawing on its own expertise, can
perform early aspiration abortions safely and effectively. Tracey Weitz, et al., supra, at 454.

66. COMMENT: One commenter, in support of the majority of the components of the rulemaking,
expresses concerns about abortions up until 14 weeks of pregnancy being carried out in offices. This
commenter inquires whether these offices will have access to medications, such as misoprostol,
Hemabate, methergine, oxytocin; have access to sterile instruments; be prepared to handle complications;
provide adequate pain management and counseling after the procedure; ensure the presence of IV or
general anesthesia; and provide post-operative care.

RESPONSE: Pursuant to existing Rule 4A, medical care of comparable complexity and risk to early
aspiration abortions and special procedures are currently performed in offices throughout the State as a
matter of course. Additionally, abortions through the first 14 weeks of pregnancy are currently performed
in office settings by physicians pursuant to existing Rule 4.2. The Board is not aware of any reason that, in
the future, office-based practices will not be able to obtain the medications and materials referenced by
the commenter or provide patients with necessary anesthesia and post-procedure care and counseling.

67. COMMENT: One commenter inquires who will determine and ensure that APCs are licensed and
properly trained to perform early aspiration abortions.

RESPONSE: Pursuant to this rulemaking, APCs are defined as advance practice nurses (APNs) licensed
pursuant to N.J.S.A. 45:11-45, physician assistants licensed pursuant to N.J.S.A. 45:9-27.10, or certified
nurse midwives (CNMs) and certified midwives (CMs) licensed pursuant to N.J.S.A. 45:10-1. The
respective boards licensing each category of clinician will continue to issue licenses to eligible applicants.
The respective licensing boards are also charged with determining the scope of practice for each group of
clinicians. The Board notes that while the rulemaking lifts the "physician only" restriction and allows
APCs to perform early aspiration abortions, it does so only so long as their respective scopes of practice
allow it.

68. COMMENT: One commenter states that the risks associated with abortion procedures, such as an
increased risk of breast cancer, premature birth rates, and psychological damage, are not being addressed
by the Board's rulemaking. In support of this position, the commenter cites to a documentary titled
"HUSH" (2015) directed and created by Punam Kumar Gill, who the commenter describes as a pro-choice
filmmaker. This commenter also questions whether the Board contemplated requiring providers to counsel
patients prior to providing abortion procedures, as required prior to other surgical procedures.

RESPONSE: Abortion is legal medical care in the State of New Jersey and the right to abortion is
Constitutionally protected. Legal abortion has a well-documented safety record. The Board has considered
many studies, including the NASEM report which, among other things, considers the epidemiologic
research evaluating concerns raised by the commenter (http://www.nap.edu/read/24950/chapter/6#151),
see the Response to Comment 37. Providers are required to adhere to the standard of care, obtain
informed consent and provide relevant, accurate and timely medical information to patients when



53 N.J.R. 2013(a)

performing  al/l medical procedures. Therefore, the Board declines to impose an additional, abortion-
specific counseling requirement.

69. COMMENT: One commenter suggests that the Board require women to receive counseling before
making the decision to have an abortion and also states that there are many resources for women and their
partners who wish to keep a baby.

RESPONSE: Providers are required to adhere to the standard of care, obtain informed consent and
provide relevant, accurate, and timely medical information to patients when performing al/ medical
procedures. Therefore, the Board declines to impose an additional, abortion-specific counseling
requirement.

70. COMMENT: Commenters believe that the proposed rules do not address or seek to help women who
undergo abortion because of trying circumstances, and that instead of making abortion more accessible
the Board should encourage women to put up their children for adoption.

RESPONSE: Individual decisions regarding adoption are outside the scope of the Board's rulemaking
and the Board's statutorily proscribed jurisdiction. Rather, the Board has determined to regulate abortions
as it would any other legal medical procedure of comparable involvement and [page=2042] risk. The
Board declines to change the rule based on the commenters' recommendation.

71. COMMENT: One commenter states that the Board is incorrect in its finding that restricting certain
abortion procedures to designated medical facilities is medically unnecessary and "outdated." In support
of this argument, the commenter states that the current rule ensures that women have comprehensive care;
that most private offices are not adequately supervised; and that U.S. Public Health Community Centers,
hospital-affiliated clinics and most non-profit clinics, where comprehensive care is provided, operate with
Federal oversight, quality control, and assurances as to good medical practice.

RESPONSE: Pursuant to existing Rule 4A, medical care of comparable complexity and risk to early
aspiration abortions and special procedures are currently performed in offices throughout the State as a
matter of course. Additionally, abortions through the first 14 weeks of pregnancy are currently performed
in office settings by physicians pursuant to existing Rule 4.2. Research reviewed by the Board specific to
abortion notes that "more than 95% of induced abortions are provided in outpatient, non-hospital-based
settings--in abortion clinics, nonspecialized clinics, or physician offices.< >Abortions have been
performed in these settings for more than 45 years," (internal citations omitted) and evaluated 50,311
induced abortions in a retrospective cohort study and found "performance of the abortion in an ambulatory
surgical center compared with an office-based setting was not associated with a significant difference in
abortion-related morbidities and adverse events." Roberts SCM, Upadhyay UD, Liu G, et al. Association
of Facility Type With Procedural-Related Morbidities and Adverse Events Among Patients Undergoing
Induced Abortions. JAMA. 2018;319(24):2497-2506. doi:10.1001/jama.2018.7675. See
alsohttp://www.nap.edu/read/24950/chapter/6#151. This Board is the entity charged with regulating
providers of office-based health care to ensure public safety and retains all enforcement and disciplinary
authority to do so.

72. COMMENT: Commenters believe that the rulemaking will lower the medical standard of care and
lead to frequent injuries to patients during abortion procedures.
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RESPONSE: The Board emphasizes that it continues to expect providers to meet the applicable standard
of care. The medical standard for all procedures comparable to abortion procedures in complexity and risk
will remain the same, as the rulemaking treats these procedures in part according to the anesthesia levels
required. For instance, early aspiration abortion, proven to be a safe procedure that predominantly does
not require moderate to general anesthesia, falls under the definition of "minor procedure" and, therefore,
like similar procedures, does not trigger privileging process requirements, patient selection standards,
recovery requirements, discharge protocol requirements, and heightened equipment mandates at Rule 4A.
Post-first-trimester abortions and those requiring moderate to general anesthesia (neither of which falls
within the definition of "early aspiration abortion") would be defined as "special procedures" and, like all
special procedures, will be required to adhere to the safeguards and protections pursuant to Rule 4A.

73. COMMENT: One commenter states that common sense dictates that women seeking abortions are
safer in a hospital and under the care of a physician. This commenter, therefore, does not agree that
advanced practice clinicians should be allowed to perform abortions or that abortions should be allowed to
be performed in an office setting.

RESPONSE: The Board notes that proposed N.J.A.C. 13:35-4A.19 will remove the "physician only" bar
for early aspiration abortions only, allowing physicians to authorize APCs to perform these procedures, so
long as it is within the scope of practice of an APC's collaborating agreement. The Board also notes that
the largest study to date, examining patient safety data in California through analysis of 11,487
procedures, confirms and affirms that early aspiration abortions provided by APCs are safe, noting that
abortion complications were clinically equivalent between newly-trained APCs and experienced
physicians, which supports other evidence from smaller studies. Further, ACOG's committee opinion on
abortion education and training recommends expansion of the pool of trained abortion providers to
include both family physicians and APCs by integrating first trimester abortion training into APCs'
training programs and eliminating the "physician only" bar. ACOG Committee Opinion No. 612:
Abortion Training and Education (November 2014), http://pubmed.ncbi.nlm.nih.gov/25437741/.

Based on its thorough review of the research cited within the notice of proposal Summary, the Board
also concluded that abortion procedures can be safely provided in an office setting. For example, recent
studies reviewed by the Board, such as the research from Advancing New Standards in Reproductive
Health (ANSIRH), a collaborative research group at the University of California, concluded that patient
safety or patient experience is not compromised when these procedures take place in a physician's office,
and that requiring these procedures to be done exclusively in a hospital or ASC reduces patient access to
abortion care. The NASEM report also finds that abortion can be safely provided in an office setting and
that the need for facility upgrades and equipment mandates depends more on the level of anesthesia or an
assessment of other patient-specific risk factors.

74. COMMENT: Commenters believe that APCs do not have the skillset required to perform early
aspiration abortions, in contrast to physicians who have many years of experience and training. These
commenters believe it would not be safe to remove the "physician only" mandate or to allow APCs to
perform early aspiration abortions.

RESPONSE: Based on recent research, science, and evidence-based studies, it is the Board's position
that removing the "physician only" restriction for performing early aspiration abortion is safe and does not
adversely affect the health, safety, and welfare of the public. In support of its position, the Board points to
the largest and leading study of patient safety data in California, which found no clinically significant
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difference in complication rates between newly trained APCs and physicians in performing early
aspiration abortions. Tracey Weitz, et al., supra, at 454. Also see reference to the NASEM report in the
Response to Comment 43.

75. COMMENT: One commenter argues that relying on the studies cited in the rulemaking, which found
that there are few complications arising from abortion procedures, to support allowing APCs to perform
abortions is misguided because the studies are of physicians performing abortions. This commenter claims
that there are no statistics related to what happens when APCs perform abortions.

RESPONSE: The Board notes that contrary to the assertion of the commenter, the Board considered
evidence of patient safety in aspiration abortions specifically performed by APCs, relative to comparable
care provided by physicians. The Board reviewed the largest and leading study in patient safety data in
California, which found no clinically significant difference in complication rates arising from early
aspiration abortions performed by trained APCs and physicians. Tracey Weitz, et al., supra, at 454. Also
see reference to the NASEM report in the Response to Comment 43.

76. COMMENT: One commenter strongly opposed expanding the pool of providers to APCs and states
that APCs, despite having technical skills, are minimally trained and since everybody and every procedure
is unique, complications that APCs are not equipped to handle can arise. To support this argument, the
commenter adds that obstetrician gynecologists (OBGYN) go through four years of medical school and
then four years of specialized training in surgery. This intense training and education arm OBGYNs with
the skills to save lives by avoiding and managing surgical complications, such as hemorrhages, infections,
uterine perforations, damage to the bowel or bladder, thrombotic emboli, and retained fetal tissue. Nurse
practitioners and physician assistants can be licensed within six years post-high school, in contrast to the
12 years of school and training required for OBGYNss.

RESPONSE: The Board does not believe that a simple comparison of the total years of training and
education between physicians and APCs is dispositive in the context of this rulemaking. The Board has
determined through its research that early aspiration abortion is a relatively low-risk procedure, which
studies have shown is equally low-risk when performed by APCs. The Board, therefore, has found that the
current "physician only" restriction applicable to early aspiration abortion is medically unnecessary.
Allowing physicians to authorize APCs to perform aspiration abortions, so long as it is within their scope
of practice to do so and addressed in their collaborative agreement, is safe and consistent with ensuring
the health, safety, and welfare of the public. See Tracey Weitz, et al., supra, at 454; American Public
Health Association, Provision of Abortion Care by Advanced Practice Nurses and Physician Assistants,
[page=2043] Policy Statement Database (Nov. 1, 2011), http://www.apha.org/policies-and-
advocacy/public-health-policy-statements/policy-database/2014/07/28/16/00/provision-of-abortion-care-
by-advanced-practice-nurses-and-physician-assistants#Anchor%201; ACOG Committee Opinion No.
612: Abortion Training and Education (November 2014), http://pubmed.ncbi.nlm.nih.gov/25437741/.

77. COMMENT: One commenter states that as a registered nurse, the commenter does not believe that
the commenter can perform early aspiration abortion without substantial training and safeguards in place.

RESPONSE: Although the rulemaking removes the "physician only" restriction and effectively allows
practitioners to authorize APCs to perform early aspiration abortions in the office, the Board is not
mandating APCs to perform such procedures. Further, the proposed language clarifies that practitioners
can authorize APCs to perform such procedures as long as it is consistent with their respective scope of
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practice and is addressed within their individual collaborating agreements. The Board also notes that the
commenter self-identifies as an RN and further notes that the rulemaking applies to APNs, not RNs.

78. COMMENT: One commenter questions whether APCs, such as midwives, are as able as physicians
to handle emotional issues that arise for patients.

RESPONSE: Under current midwifery rules, certified midwives and certified nurse midwives are
permitted to provide well-woman care throughout the life cycle, which includes gynecological and
primary health care screening; assessment and treatment; and contraceptive services. N.J.A.C. 13:35-
2A.13. With proposed N.J.A.C. 13:35-4A.19, the Board is effectively permitting practitioners to authorize
APCs to perform early aspiration abortions, so long as it is within an APC's scope of practice and as
addressed within their individual collaborating agreements. Although the scope of practice is to be
determined by the respective licensing boards of APCs, the Board maintains its position, developed based
on its own expertise and through its review of relevant research, that allowing APCs to perform early
aspiration abortion is safe and will not adversely affect the health, safety, and welfare of patients
undergoing such a procedure. See Tracey Weitz, et al., supra, at 454.

79. COMMENT: Two commenters ask whether there will be abortion-related conscience protection for
APCs.

RESPONSE: The Board recognizes that when a patient needs abortion care and a provider is unwilling
or unable to provide such care, referral may be required to meet the standard of care. The Board also
recognizes that health care personnel, including APCs may, under certain Federal or State laws not
administered by the Board and not at issue in this rulemaking, refuse to provide abortion care.

80. COMMENT: One commenter states that APCs are already performing aspiration abortions under
supervision or in collaboration with a physician and asks whether the supervision requirement of a
physician will still exist or whether APCs will now be allowed to perform such procedures independently.
The commenter also inquires whether APCs will be required to have hospital privileges or have the
opportunity to speak with a physician if complications arise or in general. Finally, this commenter states
that having a physician supervise the APCs is safer, although the commenter has full confidence in APCs.

RESPONSE: The Board's rulemaking does not address or alter collaborating, supervisory, or privileging
rules for APCs. All licensed health care professionals are expected to meet standards of care including and
especially when complications arise. To the extent that consultation with or referral to another provider is
required to meet the standard of care, such obligation is unaltered by the Board's rulemaking.

81. COMMENT: Commenters state that removing the current hospital privileges requirement for
physicians performing abortions is not safe because of the possibility of emergencies arising during such
procedures.

RESPONSE: A provider's privileging status is not a prerequisite to treatment of a patient in a hospital an
emergency. Abortion-specific privileging requirements were invalidated by the United States Supreme
Court in  Whole Woman's Health v. Hellerstedt. Here the Board replaces prior rules in favor of an
integrated approach that includes abortion care within health care regulation of general applicability.
Providers performing abortions other than early aspiration abortions will be required to have admitting
privileges at a hospital or ASC pursuant to N.J.A.C. 13:35-4A.6. The Board proposes to amend N.J.A.C.
13:35-4A.6(a), which currently requires practitioners to obtain either hospital privileges or alternative
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privileges from the Board to perform surgery or special procedures, to recognize privileging by ASCs as
well, but the Board is not removing the privileging requirement. The Board notes that ASC privileging is
governed by the New Jersey Department of Health (DOH) and that DOH's rules are comprehensive. For
instance, the DOH rule at N.J.A.C. 8:43A-7.3 requires a medical director to participate in "the review of
credentials and delineation of privileges of medical staff members, and assign ... duties based upon
education, training, competencies, and job descriptions." Additionally, N.J.A.C. 8:43A-12.3 requires
ASCs to have a board-certified physician director responsible for surgical services, and pursuant to
N.J.A.C. 8:43A-12.4(b), an ASC must also have a board-certified physician director of anesthesia services
who participates in the credentialing process and delineation of privileges. Consequently, the Board is
proposing to add a definition of ASC pursuant to N.J.A.C. 13:35-4A.3, and the definition of "privilege"
will be amended to include authorization granted by an ASC licensed by DOH.

82. COMMENT: One commenter inquires which administrative agency will be responsible for
regulating offices to ensure the health and safety of abortion patients.

RESPONSE: Special procedures and minor procedures in offices must be performed pursuant to the
terms of N.J.A.C. 13:35-4A. Post-first-trimester abortion procedures, proposed to be defined as "special
procedures," will be similarly regulated by the Board to ensure the health, safety, and welfare of the
public. Regardless of where an individual practices, the State Board of Medical Examiners is responsible
for regulating the conduct of physicians and physician assistants; the Midwifery Liaison Committee,
which falls under the supervision of the State Board of Medical Examiners, is responsible for the
regulation of midwives; and the Board of Nursing is responsible for the regulation of APNs. The
Department of Health (DOH) will continue to regulate DOH-licensed ambulatory surgery centers (ASC).

83. COMMENT: One commenter is concerned for crisis pregnancies and also believes that the
rulemaking would result in more frequent injuries to women. The commenter states that current practices
continue to result in frequent injury to women.

RESPONSE: The Board's rulemaking is intended to remove medically unnecessary barriers to care that
prevent patients from receiving care they need. In this way, the Board seeks to increase patients' options,
including when they face what the commenter refers to as "crisis pregnancies." As with all other medical
procedures, the determination whether to proceed with an abortion is one made by a patient in
consultation with a medical provider, and in a manner that weighs many factors including the benefit to
the patient and the risks involved in the procedure. The Board notes, however, that while governmental
requirements are appropriate to protect public health and safety in some circumstances, the Board has
determined that the rule as adopted reflects the most appropriate means of protecting public health and
safety in the context of abortions. Additionally, abortion providers who perform post-first-trimester
abortions are required to follow the guidelines at N.J.A.C. 13:35-4A.6(c), which specifies that only
patients who meet the physical health requirements that qualify them for the American Society of
Anesthesiology (ASA) Level I or II classification may undergo surgery or a special procedure in an office.

84. COMMENT: One commenter states that the rulemaking furthers the New Jersey government's and
Legislature's agenda to reduce the number of African Americans. The commenter states that in Michigan,
while 13 percent of the population are black women, this population has a 50 percent rate of abortion, and
that former president Richard Nixon was recorded in the White House Tapes making a similar assertion.



53 N.J.R. 2013(a)

RESPONSE: Abortion is a legal medical procedure and the individual right to an abortion is
Constitutionally protected. Notably, racial disparities in rates of unplanned pregnancy and the related rate
of demand for abortion reflect systemic inequities more appropriately addressed by systemic solutions that
advance health equity and bodily autonomy through meaningful access to the full range of reproductive
health care, rather than by abortion restrictions.

85. COMMENT: Commenters state that because some minority populations end pregnancies at
disproportionately higher rates, the State should not advance access to abortion. To support this position,
one commenter references an article discussing racial disparities in terms of [page=2044] years of
potential life lost (by fetuses) attributable to abortion (Studnicki, J. MacKinnon, S. J., and Fischer, J.W.
(2016) Induced Abortion, Mortality, and the Conduct of Science. Open Journal of Preventive Medicine,
6, 170-177. http://dx.doi.org/10.4236/0jpm.2016.66016)

RESPONSE: The Board recognizes abortion is an essential element of comprehensive reproductive
health care. All persons, regardless of race or other demographic variables, have the right to carry a
pregnancy to term or to terminate a pregnancy. To that end, the Board proposes an updated, integrated and
evidence-based regulatory approach designed to simultaneously ensure public safety and access to the full
range of reproductive health care options.

86. COMMENT: One commenter believes the Board's rulemaking will encourage more women to have
abortions.

RESPONSE: The Board rulemaking neither encourages nor discourages abortion. The Board recognizes
abortion is an essential element of comprehensive reproductive health care and here proposes an updated,
integrated, and evidence-based regulatory approach to that end.

87. COMMENT: One commenter states that the rulemaking does not discuss or reflect its full impact on
public health.

RESPONSE: The Board considered the impact of the rulemaking on public health. The Board recognizes
that unnecessary rules limiting the health care provider supply harm public health. A robust supply of
trained, licensed health care providers advances patient access to timely care and improves public health.
As noted in the rulemaking, "[a]bortion is an essential element of reproductive healthcare" and "it is
critical to the public health interests of the United States that all women have meaningful access to
reproductive health services, including abortion." Amici Curiae Brief of Public Health Deans, et al. in
Support of Petitioners at 3, Whole Woman's Health v. Hellerstedt, 136 S.Ct. 2292 (No. 15-274). The
proposed repeal of Rule 4.2 will have a positive impact on individuals seeking abortions because it clears
the path for expanded access to a broader pool of abortion providers and removes unnecessary barriers to
abortion care, while retaining the elements of general health care regulation connected to public safety.

88. COMMENT: One commenter suggests that instead of allowing less-experienced health care
professionals to perform abortions and allowing abortions in an unsafe setting, the Board should take
action to encourage women to seek help with preventive measures, such as birth control, to avoid
unwanted pregnancies.

RESPONSE: The Board proposal enables an increased number of trained health care professionals to
provide abortion care based on careful evaluation of relevant research. Although the Board recognizes that
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access to birth control is a widely acknowledged public health imperative, it is outside the scope of this
rulemaking.

89. COMMENT: One commenter suggests that the Board support family planning initiatives, including
using contraceptives, instead of seeking to expand access to abortion.

RESPONSE: The purpose of the rulemaking is to remove barriers to access in the form of Board
regulation of abortion procedures, which barriers the Board has determined are medically unnecessary.
The suggestion from the commenter regarding the Board's support of family planning initiatives,
including using contraceptives, is outside the scope of this rulemaking.

90. COMMENT: Commenters note that within the rulemaking summary, it is incorrectly stated that the
Board of Medical Examiners currently licenses 10,640 advanced practice nurses, since it is the Board of
Nursing (BON) that licenses APNs. One commenter also adds that the Board does not have any authority
to establish the scope of practice for APNs and requests that there be joint jurisdictional authority if the
rule is enacted.

RESPONSE: The Board clarifies that proposed N.J.A.C. 13:35-4A.19 would allow physicians to
authorize APNs to perform early aspiration abortions consistent with APNs' scope of practice and as
addressed within each physician and APN's collaborative agreement. The Board is neither establishing nor
dictating the scope of practice of APNs and recognizes that BON has the sole authority to do so. For the
purpose of this rulemaking, therefore, there is no need for joint jurisdictional authority. The Board also
acknowledges that it is BON that licenses APNs and that the notice of proposal Summary mistakenly
states that the Board has this authority. The Board stands ready to collaborate in any way the BON may
find useful.

91. COMMENT: One commenter requests clarity and transparency for physicians and the public as to
the chain of custody of aborted fetal tissue.

RESPONSE: Existing rules already provide for proper handling of fetal tissue. N.J.A.C. 13:35-4.2(h)
states that "[t]he physician shall make suitable arrangements to insure that all tissues removed shall be
properly disposed of by submission to a qualified physician for pathologic analysis or by incineration or
by delivery to a person/entity licensed to make biologic and/or tissue disposals in accordance with law."
Despite the proposed repeal of Rule 4.2, abortion service providers, like all other medical service
providers, are still subject to N.J.S.A. 13:1E-48.4 and the Department of Environment Protection's
corollary regulation, N.J.A.C. 7:26-3A, concerning regulated medical waste. Additionally, N.J.A.C.
13:35-4A.4(a)4 will continue to require providers of surgery and special procedures to have written
policies and procedures concerning lawful disposal of medical waste. The Board has, therefore,
determined that no change to the rule are necessary.

92. COMMENT: One commenter claims that, per Federal regulations, the Centers for Disease Control
and Prevention's International Classification of Diseases 10 (ICD 10) and billing Current Procedural
Terminology (CPT) codes, list a first-trimester non-medication abortion as a "minor surgical procedure"
for which an operative report is required. This commenter questions whether the proposed amendment to
deem early aspiration abortion and later term abortions as "minor procedures" and "special procedures,"
respectively, will conflict with current billing practices.
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RESPONSE: The Board notes that billing terminology often does not coincide with terminology used in
the medical profession. The Board declines to revise its position on the use of the term "procedure" but
encourages communication and feedback from providers in the event of billing conflicts.

Summary of Agency-Initiated Change Upon Adoption:

The Board has changed the reference to the "Department of Health and Senior Services" within the
definition of "office," at N.J.A.C. 13:35-4A.3, by deleting "and Senior Services" to reflect the current and
accurate name of the agency.

Federal Standards Statement

A Federal standards analysis is not required because there are no Federal laws or standards applicable to
the rulemaking.

Full text of the adoption follows (additions to proposal indicated in boldface with asterisks, *thus¥*;
deletions from proposal indicated in brackets with asterisks *[thus]*):

SUBCHAPTER 4. SURGERY
13:35-4.2 (Reserved)

SUBCHAPTER 4A. SURGERY, SPECIAL PROCEDURES, AND ANESTHESIA SERVICES
PERFORMED IN AN OFFICE SETTING

13:35-4A.1 Purpose

The rules in this subchapter are designed to promote the health, safety, and welfare of the members of
the general public who undergo surgery or special procedures (other than minor procedures) and receive
anesthesia services in an office, ensuring that such services are offered in a manner consistent with the
standard of care.

13:35-4A.2 Scope

(a) This subchapter establishes policies and procedures and staffing and equipment requirements for
practitioners and physicians who perform surgery or special procedures (other than minor procedures) or
administer anesthesia services in an office and represent the standard of care in a surgical practice.

(b) For the purposes of this subchapter, the standards set forth at N.J.A.C. 13:35-4A.6 do not apply to
those performing non-invasive special procedures, such as non-invasive radiologic procedures. However,
the standards set forth at N.J.A.C. 13:35-4A.7 do apply to the anesthesia [page=2045] services provided in
connection with all special procedures, whether invasive or non-invasive.

(c) For the purposes of this subchapter, the *[established]* standards *in this chapter® shall not be
applicable to the performance of medication abortions, whether as a result of prescriptions issued by
physicians or advanced practice clinicians.

13:35-4A.3 Definitions

The following words and terms, when used in this subchapter, shall have the following meanings, unless
the context clearly indicates otherwise.
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"Advanced practice clinician" or "APC" means an advanced practice nurse licensed pursuant to N.J.S.A.
45:11-45, a physician assistant licensed pursuant to N.J.S.A 45:9-27.10, or certified nurse midwives
(CNMs) and certified midwives (CMs) licensed pursuant to N.J.S.A. 45:10-1.

"Ambulatory surgery center" means a facility licensed by the New Jersey Department of Health pursuant
to N.J.S.A. 26:2H-12 and subject to N.J.A.C. 8:43A.

"Anesthesia services" means administration of any anesthetic agent with the purpose of creating
moderate sedation, regional anesthesia, or general anesthesia. For the purposes of this subchapter, the
administration of topical or local anesthesia, minor conduction blocks, pain management or pain
medication shall not be deemed to be anesthesia services.

"Anesthetic agent" means any drug or combination of drugs administered with the purpose of creating
moderate sedation, regional anesthesia, or general anesthesia.

"Certified registered nurse anesthetist" (CRNA) means a registered professional nurse who is licensed in
this State as an advanced practice nurse specializing in anesthesia services and who holds current
certification under a program governed or approved by the American Association of Nurse Anesthetists
(AANA).

"Collaborating agreement" means a written document entered into by an APC and a physician, to include
joint protocols for APNs, delegation agreements for PAs, or clinical guidelines for CNMs and CMs.

"Complications" means an untoward event occurring at any time within 48 hours of any surgery, special
procedure or the administration of anesthesia services which was performed in an office including, but not
limited to, any of the following events: paralysis, nerve injury, malignant hyperthermia, seizures,
myocardial infarction, renal failure, significant cardiac events, respiratory arrest, aspiration of gastric
contents, cerebral vascular accident, transfusion reaction, pneumothorax, allergic reaction to anesthesia,
wound infections requiring intravenous antibiotic treatment or hospitalization, uterine perforation or
injury to another organ, or unintended return to an operating room or hospitalization, death or temporary
or permanent loss of function not considered to be a likely or usual outcome of the procedure.

"Early aspiration abortion" means a procedure that terminates a pregnancy in the first trimester of
pregnancy (defined as up to *[12 completed weeks gestation, as confirmed by the patient, or up to]* 14
completed weeks as calculated *[from the last menstrual period and/or by ultrasound]* *by an estimate
of gestational age that utilizes the last menstrual period, ultrasound, and/or physical examination,
as appropriate, to the standard of care*) utilizing manual or electric suction to empty the uterus *[and
that does not involve the use of anesthesia services]*.
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"Health care personnel" means any office staff member who is licensed by a professional or health care
occupational licensing board such as an advanced practice nurse, professional registered nurse, licensed
practical nurse, certified nurse midwife, certified midwife, or physician assistant.

"Minor conduction block" means the injection of local anesthesia to stop or prevent a painful sensation
in a circumscribed area of the body (that is, local infiltration or local nerve block), or the block of a nerve
by direct pressure or refrigeration. Minor conduction blocks include, but are not limited to, retrobulbar
blocks, peribulbar blocks, pudendal blocks, digital blocks, metacarpal blocks, ankle blocks, and
paracervical blocks. "Minor conduction block" does not include regional anesthesia that affects larger
areas of the body, such as brachial plexus anesthesia or spinal anesthesia.

"Minor procedure”" means an intervention that can safely and comfortably be performed on a patient who
has received no more than the maximum manufacturer recommended dose of local or topical anesthesia,
without more than minimal pre-operative medication or minimal intra-operative tranquilization and where
the likelihood of complications requiring hospitalization is remote. Minor procedure specifically excludes
all procedures performed utilizing anesthesia services as defined in this section. Minor procedure also
specifically excludes procedures which may be performed under local anesthesia, but which involve
extensive manipulation or removal of tissue such as liposuction or lipo-injection, breast augmentation or
reduction, and removal of breast implants. Minor procedure includes the excision of moles, warts, cysts,
lipomas, skin biopsies, the repair of simple lacerations, or other procedures limited to the skin and
subcutaneous tissue. Additional examples of minor procedures include closed reduction of a fracture, the
incision and drainage of abscesses, certain simple ophthalmologic procedures, such as treatment of
chalazions and non-invasive ophthalmologic laser procedures performed with topical anesthesia, limited
endoscopies such as flexible sigmoidoscopies, anoscopies, proctoscopies, arthrocenteses, thoracenteses,
paracenteses, and early aspiration abortions. Minor procedures shall not include any procedure identified
as "major surgery" within the meaning of N.J.A.C. 13:35-4.1.

"Moderate sedation" means *[the administration of a drug or drugs in order to induce that state of
consciousness in a patient that allows the patient to tolerate unpleasant medical procedures without losing
defensive reflexes, adequate cardio-respiratory function, and the ability to respond purposefully to verbal
command or to tactile stimulation, if verbal response is not possible as, for example, in the case of a small
child or deaf person.]* *a drug-induced depression of consciousness during which patients respond
purposefully to verbal commands, either alone, or accompanied by light tactile stimulation. No
interventions are required to maintain a patent airway, and spontaneous ventilation is adequate.
Cardiovascular function is "usually maintained."* Moderate sedation does not include an oral dose of
pain medication or minimal pre-procedure tranquilization, such as the administration of a pre-procedure
oral dose of a benzodiazepine designed to calm the patient. Moderate sedation shall be synonymous with
the term "sedation/analgesia" as used by the American Society of Anesthesiologists.

"Office" means a location at which medical, surgical *,* or podiatric services are rendered *[that]*
*and which* contains *[no more than one room or suite of rooms in which surgery or special procedures
are performed that]* *only one operating room and which* is *not* subject to the jurisdiction and
licensure requirements of the New Jersey State Department of Health *[as a licensed ambulatory surgery
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center]*. *["Office" includes, but is not limited to, registered surgical practices and those sites that are not
equipped for the performance of surgery, but at which special procedures may be performed.]*

"Physical status classification" means a description of a patient used in determining if an office surgery
or special procedure is appropriate. The American Society of Anesthesiologists enumerates
classifications: I--Normal healthy patient; II--A patient with mild systemic disease; III--A patient with
severe systemic disease limiting activity but not incapacitating; IV-- A patient with incapacitating
systemic disease that is a constant threat to life; and V--Moribund patients not expected to live 24 hours
with or without operation.

"Privileges" means the authorization granted to a practitioner by a hospital licensed in the jurisdiction in
which it is located to provide specified services, or an ambulatory surgery center licensed by the
Department of Health or alternatively by the Board pursuant to N.J.A.C. 13:35-4A.12, such as surgery or
special procedures or the administration or the supervision of administration of one or more types of
anesthetic agents.

[page=2046] . ..

"Special procedure" means patient care that requires anesthesia services because it involves entering the
body with instruments in a potentially painful manner, or requires the patient to be immobile; for a
diagnostic or therapeutic procedure. Examples of special procedures include diagnostic or therapeutic
endoscopy or bronchoscopy performed utilizing moderate sedation or general anesthesia; invasive
radiologic procedures performed utilizing moderate sedation, pediatric magnetic resonance imaging
performed utilizing moderate sedation, manipulation under anesthesia (MUA), or abortions, other than
early aspiration abortions. The term special procedure does not include a procedure which only requires
medication to reduce anxiety such as oral benzodiazepine, unless the dose given is intended to provide
moderate sedation.

"Surgery" means a manual or operative procedure, including the use of lasers, performed upon the body
for the purpose of preserving health, diagnosing or treating disease, repairing injury, correcting deformity
or defects, prolonging life, or relieving suffering. Surgery includes, but is not limited to: incision in tissue
or an organ; suture or other repair of tissue or an organ; a closed or open reduction of a fracture.

"Surgical practice" means a structure or suite of rooms that has the following characteristics:

1. Has no more than one room dedicated for use as an operating room that is specifically equipped to
perform surgery, and is designed and constructed to accommodate invasive diagnostic and surgical
procedures;

2. Has one or more post-anesthesia care units or a dedicated recovery area where the patient may be
closely monitored and observed until discharged; and is established by a physician professional
association surgical practice, or other professional practice form specified by the State Board of Medical
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Examiners pursuant to N.J.A.C. 13:35-6.1(f) solely for the physician's, association's or other professional
entity's private medical practice.

13:35-4A.4 Policies and procedures requirements

(a) Practitioners who perform surgery or special procedures (other than minor procedures), and
physicians who administer or supervise the administration or monitoring of anesthesia services in an
office shall establish written policies and procedures concerning the following:

1.-10. (No change.)

(b) The written policies and procedures shall also contain the identity of the specific practitioners within
the office who are responsible for ensuring that:

1. (No change.)

2. All equipment and instruments utilized in the performance of surgery or special procedures are
maintained in proper working order and in accordance with such sterilization techniques as are required
for safe medical practice;

3.-5. (No change.)
(c)-(d) (No change.)
13:35-4A.5 Duty to report incidents related to surgery, special procedures, or anesthesia in an office

Any incident related to surgery, special procedures, or the administration of anesthesia services within
the office that results in a patient death, transport of the patient to the hospital for observation or treatment
for a period in excess of 24 hours, or a complication, shall be reported to the Executive Director of the
Board within seven days, in writing, and on such forms as shall be required by the Board. Such reports
shall be investigated by the Board and will be deemed confidential pursuant to N.J.S.A. 45:1-36.

13:35-4A.6 Standards for performing surgery and special procedures in an office; privileges necessary;
pre-procedure counseling; patient records; recovery and discharge

(a) A practitioner who performs surgery or special procedures (other than minor procedures) in an office
shall be privileged to perform that surgery or special procedure by a hospital or an ambulatory surgery
center. If a practitioner is not so privileged, but wishes to perform surgery or special procedures in an
office, the practitioner shall apply to the Board pursuant to N.J.A.C. 13:35-4A.12 to seek Board-approved
privileging.

(b) Before any practitioner may perform surgery or special procedures (other than minor procedures), the
practitioner shall have:

1.-2. (No change.)

(c) A practitioner who performs surgery or special procedures (other than minor procedures) in an office
shall provide pre-procedure counseling and preparation as follows:
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1. The practitioner shall appropriately assess, or review a referring physician's * or an advanced
practice clinician's* assessment of, the physical condition of the patient on whom surgery or a special
procedure is to be performed. The practitioner shall refer a patient who, by reason of pre-existing medical
or other conditions, are at undue risk for complications (for example, morbidly obese patients; patients
with severe cardiac, pulmonary, airway, or neurological problems; substance abusers) to an appropriate
specialist for a pre-procedure consultation or to another treatment setting or other appropriate facility for
the performance of the surgery or the special procedure. Only patients with an American Society of
Anesthesiologists (ASA) physical status classification of I or II are appropriate candidates for an office
surgery or special procedure for which general or regional anesthesia are to be used. Patients with an ASA
physical classification of I, II, or III are appropriate candidates for moderate sedation.

2. A history and physical examination shall be performed within the 30 days preceding the proposed
surgery either by the practitioner performing the surgery or special procedure (as appropriate to that
practitioner's scope of practice) or by another physician or an advanced practice clinician. Necessary
laboratory tests, as guided by the patient's underlying medical condition, shall be conducted within seven
days preceding the proposed surgery;

3.-6. (No change.)

(d) A practitioner who performs surgery or special procedures (other than minor procedures) in an office
shall ensure the following during recovery and prior to discharge:

1.-4. (No change.)

(e) A practitioner who performs surgery or special procedures (other than minor procedures) in an office
shall prepare a patient record which shall include the following:

1.-6. (No change.)

(f) No practitioner who performs surgery or special procedures (other than minor procedures) in an
office shall:

1.-2. (No change.)

13:35-4A.7 Standards for administering or supervising the administration of anesthesia services in an
office; pre-anesthesia counseling; patient monitoring; recovery; patient record; discharge of patient

(a) (No change.)

(b) A practitioner who administers or supervises the administration and monitoring of anesthesia services
in an office shall provide pre-anesthesia counseling and preparation as follows:

1. Any patient to whom anesthesia services are to be provided shall be appropriately screened by the
individual administering anesthesia services. Patients who, by reason of pre-existing medical or other
conditions, are at undue risk for complications (for example, morbidly obese patients; patients with severe
cardiac, pulmonary, airway, or neurological problems; substance abusers) shall be referred to an
appropriate specialist for a pre-procedure consultation or to another treatment setting or other appropriate
facility. Only patients with an ASA physical status classification of I or II are appropriate candidates for
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an office surgery or special procedure for which general or regional anesthesia are to be used. Patients
with an ASA physical classification of I, II, or III are appropriate candidates for moderate sedation.

2.-9. (No change.)

(c) A physician who administers or supervises the administration or monitoring of any anesthesia
services (general anesthesia, regional anesthesia, or moderate sedation) in an office shall ensure that
monitoring is provided as follows when clinically feasible for the patient:

1.-5. (No change.)

(d)-(1) (No change.)

13:35-4A.8 Performance of general anesthesia; authorized personnel
(a) (No change.)

[page=2047] (b) The administration and monitoring of general anesthesia shall be provided by an
individual who meets the requirements of (a) above and who is at all times present in the anesthetizing
location and who is not the practitioner performing the surgery or special procedure. This subsection shall
not be construed to preclude the conversion of moderate sedation to general anesthesia in an emergency to
protect the health of the patient, even if there is no physician present who would be qualified to administer
and monitor general anesthesia pursuant to (a)l above.

(c) When the administration and monitoring of general anesthesia is being performed by a CRNA, the
supervising physician shall be physically present and available to immediately diagnose and treat the
patient in an emergency without concurrent responsibilities to administer anesthesia or perform surgery or
special procedures, other than minor procedures.

(d) (No change.)

13:35-4A.9 Administration of regional anesthesia; authorized personnel
(a)-(b) (No change.)

(c) When the administration and monitoring of regional anesthesia is being performed by a CRNA, the
supervising physician shall be physically present and available to immediately diagnose and treat the
patient in an emergency, without concurrent responsibilities to administer anesthesia or perform surgery
or special procedures, other than minor procedures.

(d) (No change.)
13:35-4A.10  Administration of moderate sedation; authorized personnel
(a) Moderate sedation shall be administered in an office only by the following individuals:

1. A practitioner privileged by a hospital or the Board pursuant to N.J.A.C. 13:35-4A.12 to provide
moderate sedation and who, during every consecutive three-year period beginning July 1, 2004, completes
at least eight Category I or II hours of continuing medical education in any anesthesia services, including
moderate sedation exclusively, or in anesthesia as it relates to the physician's field of practice, which
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either meet the criteria for credit towards the Physician's Recognition Award of the American Medical
Association or have been approved by the American Osteopathic Association;

2. (No change.)

3. A registered professional nurse or physician assistant, who is trained and has experience in the use and
monitoring of anesthetic agents, at the specific direction of a physician qualified under (a)l above, but
only for the purpose of administering through an established intravenous line, a specifically prescribed
supplemental dose of moderate sedation that was selected and initially administered by the physician who
remains continuously present in the procedure room. "Continuously present in the procedure room" does
not require that a practitioner remain in the procedure room in violation of human exposure safety
standards regularly employed during radiological procedures.

(b) A patient under moderate sedation shall be monitored in an office by a physician, CRNA, or a
registered professional nurse or physician assistant who has training and experience in the use of
monitoring devices, under the supervision of a physician eligible under (a)l above, to administer moderate
sedation.

(c) The monitoring of a patient under moderate sedation shall be provided by an individual who meets
the requirements of (b) above and who is at all times present and who is not the practitioner who is
performing the surgery or special procedure.

(d) When the administration and monitoring of moderate sedation is being performed by a CRNA, or
when the monitoring is being performed by a registered professional nurse or physician assistant, the
supervising physician shall be physically present, but may be concurrently responsible for patient care.

(e) An advanced cardiac life support-trained physician, registered nurse, or physician assistant shall be
present at all times when a patient is receiving or recovering from the administration of moderate
sedation.

13:35-4A.11  Administration of minor conduction blocks; authorized personnel

(a) Minor conduction blocks (with the exception of retrobulbar blocks) shall be administered in an office
for surgery or special procedures only by the following individuals:

1.-2. (No change.)

3. An advanced practice clinician who has training and experience in the administration of minor
conduction blocks.

(b) Retrobulbar blocks shall be administered in the office only by a physician privileged by a hospital,
licensed ambulatory surgery center, or by the Board pursuant to N.J.A.C. 13:35-4A.12.

13:35-4A.12  Alternative privileging procedure

(a) A practitioner who seeks to provide or supervise the administration and monitoring of general or
regional anesthesia, as well as moderate sedation, in an office, but does not hold privileges at a licensed
hospital or ambulatory surgery center to do so, shall submit, to the Board, an application for these
privileges. To be eligible to apply for these privileges, an applicant shall meet the following criteria and
submit an application that documents the applicant's fulfillment of these criteria:
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1.-3. (No change.)

(b) A practitioner who seeks to administer or supervise the administration and monitoring of only
moderate sedation in an office, but does not currently hold clinical privileges at a licensed hospital or
ambulatory surgery center to do so, shall submit, to the Board, an application for this privilege. To be
eligible to apply for this privilege, an applicant shall meet the following criteria and submit an application
that documents the applicant's fulfillment of these criteria:

1. Demonstration of clinical experience, through an attestation as to the number of procedures for which
moderate sedation was provided by the applicant in the last two years for all age groups within the
applicant's practice of patients for which privileges are requested, except age groups as are specifically
excluded from the applicant's practice;

2. Any one of the following:

1. (No change.)

ii. Current certification in Critical Care Medicine or Emergency Medicine by a specialty board or
certifying entity recognized by the American Board of Medical Specialties (ABMS) or the American
Osteopathic Association (AOA) or any other certification entity the applicant demonstrates has standards
of comparable rigor; or

iii. Satisfactory evidence that the applicant is advanced cardiac life support trained with updated training
from a recognized accrediting organization and either:

(1) (No change.)

(2) A course in moderate sedation offered by a licensed hospital or for continuing medical education
credits; and

3. Submission of a list of all patients who have experienced complications relating to the applicant's
provision of moderate sedation in an office setting or licensed ambulatory care facility setting and their
resulting outcomes. Patient names and other identifying data shall be redacted. The applicant shall
maintain a list or other means to identify the patient, based on the number included in the log.

(c) A practitioner who seeks to perform surgery (other than minor surgery) or special procedures in an
office, but does not hold privileges at a licensed hospital or ambulatory surgery center to perform these
procedures shall submit, to the Board, an application for these privileges, including a completed privilege
request form appropriate to the privileges requested. To be eligible to apply for this privilege, an applicant
shall meet the following criteria and submit an application that documents the applicant's fulfillment of
these criteria:

1.-3. (No change.)

(d) A practitioner who seeks to utilize laser surgery techniques in an office, but does not hold privileges
at a licensed hospital or an ambulatory surgery center to do so, shall submit, to the Board, an application,
which shall include:

1.-2. (No change.)
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(e)-(h) (No change.)
[page=2048] 13:35-4A.19 Performance of minor procedures by advanced practice clinicians

Nothing in this subchapter shall be construed to preclude practitioners from authorizing advanced
practice clinicians to perform minor procedures in the office consistent with their respective scopes of
practice and as addressed within their individual collaborating agreements.
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