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This resource has been prepared by Emily R. Studebaker, Esq. of Stu-
debaker Nault, PLLC. This publication is solely for educational purposes
and is not intended as legal advice or as a substitute for legal advice or as
a substitute for the particularized advice of your own counsel and should
not be relied upon as such, as the advice appropriate for you will be de-
pendent upon the particular facts and circumstances of your situation.
The transmission or receipt of this information does not create an attor-
ney-client relationship.
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BACKGROUND

The Washington State Department of Health adopted chapter 246-
330 WAC to implement the ambulatory surgical facility (“ASF”)
Licensing Law, chapter 70.230 RCW, and establish minimum
health and safety requirements for the licensing, inspection, opera-
tion, maintenance, and construction of ambulatory surgical facili-
ties (the “ASF Licensing Regulations™)."

The Department of Health conducts an on-site survey of each ASF
every 18 months using the health and safety standards in chapter
70.230 RCW and the ASF Licensing Regulations.”” In addition to
conducting regular on-site surveys, the Department conducts an
investigation of every complaint against an ASF that concerns pa-
tient well-being.

Following each on-site survey and investigation, the Department
notifies the ASF in writing of the survey findings.” The ASF then
is required to submit to the Department a corrective action plan
addressing each deficient practice identified in the survey find-
ings.® The Department, in turn, is required to notify the ASF when
its submitted plan of correction adequately addresses the survey
findings.”

The Department may exempt an ASF from complying with por-
tions of the ASF Licensing Regulations when: (i) the exemption
will not change the purpose and intent of chapter 70.230 RCW or
its implementing regulations; (ii) patient safety, health or well-

'WAC 246-330-001.

*WAC 246-330-025(1)(a).

’As a substitute for the Department’s 18-months on-site survey, on-
site surveys conducted by The Joint Commission, the Accreditation
Association for Ambulatory Health Care, the American Association
for Accreditation of Ambulatory Surgery Facilities or the Centers
for Medicare and Medicaid Services may substitute for the state

licensing survey requirement once every three years. WAC 246-330
-025(1)(b).



being is not threatened; (iii) fire and life safety regulations, infec-
tion control standards or other codes or regulations would not be
reduced; and (iv) structural integrity of the building is not compro-
mised.

The Department may approve an ASF to use alternative materials,
designs, and methods if the documentation and supporting infor-
mation meets the intent and purpose of, and is equivalent to the
methods prescribed in, the ASF Licensing Regulations.’

*WAC 246-330-025(2).
SWAC 246-330-025(1)(c); WAC 246-330-025(2)(b).
SWAC 246-330-025(1)(d); WAC 246-330-025(2)(c).
TWAC 246-330-025(1)(e); WAC 246-330-025(2)(d).
SWAC 246-330-035(1).
YWAC 246-330-035(3).



GOVERNANCE

The ASF Licensing Regulations outline the organizational guid-
ance and oversight responsibilities of ASF resources and staff to
support safe patient care.'’

An ASF must have a governing authority that is responsible for

determining, implementing, monitoring and revising policies and

procedures covering the operation of the facility.'" The policies

and procedures must include:

T Selecting and periodically evaluating a chief executive
officer or administrator;

[J Appointing and periodically reviewing a medical staff;
[ Approving the medical staff bylaws;
0 Reporting practitioners according to RCW 70.230.120;

0 Informing patients of any unanticipated outcomes accord-
ing to RCW 70.230.150;

Establishing and approving a coordinated quality perfor-
mance improvement plan according to RCW 70.230.080;

[ Establishing and approving a facility safety and emergen-
cy training program according to RCW 70.230.060;

Reporting adverse events and conducting root cause anal-
yses according to chapter 246-302 WAC;

Providing a patient and family grievance process including
a time frame for resolving each grievance according to
RCW 70.230.080(1)(d);

OWAC 246-330-115.
4.



1 Defining who can give and receive patient care orders that
are consistent with professional licensing laws; and

0 Defining who can authenticate written or electronic orders
for all drugs, intravenous solutions, blood, and medical
treatnllzents that are consistent with professional licensing
laws.

Reporting Practitioners

The chief administrator or executive officer of an ASF must report
to the Department of Health when the practice of a health care pro-
vider licensed by a disciplining authority under RCW 18.130.040
is restricted, suspended, limited, or terminated based upon a con-
viction, determination, or finding by the ASF that the provider has
committed an action defined as unprofessional conduct under
RCW 18.130.180." The chief administrator or executive officer
must also report any voluntary restriction or termination of the
practice of a health care provider while the provider is under in-
vestigation or the subject of a proceeding by the ASF regarding
unprofessional conduct, or in return for the ASF not conducting
such an investigation or proceeding or not taking action.'

Reports must be made within 15 days of the date of: (a) a convic-
tion, determination, or finding by the ASF that the health care pro-
vider has committed an action defined as unprofessional conduct;
or (b) acceptance by the ASF of the voluntary restriction or termi-
nation of the practice of a health care provider, including his or her
voluntary resignation, while under investigation or the subject of
proceedings regarding unprofessional conduct."

2WAC 246-330-115.
BRCW 70.230.120(1).

14

ISRCW 70.230.120(2).



Failure of an ASF to comply with RCW 70.230.120 is punishable
by a civil penalty up to $250.'°

An ASF, its chief administrator, or its executive officer who files a
report is immune from suit, whether direct or derivative, in any
civil action related to the filing or contents of the report, unless the
conviction, determination, or finding on which the report and its
content are based is proven to not have been made in good faith."”
The prevailing party in any action brought alleging that the con-
viction, determination, finding, or report was not made in good
faith is entitled to recover the costs of litigation, including reason-
able attorneys’ fees.'®

The Department must forward reports to the appropriate disciplin-
ing authority within 15 days of the date the report is received by
the Department.” The Department must notify the ASF of the
results of the disciplining authority’s case disposition — the deci-
sion whether to issue a statement of charges, take informal action,
or close the complaint without action against a provider — decision
within 15 days after the case disposition.

Informing Patients of Unanticipated Outcomes

An ASF must have in place policies to assure that, when appropri-
ate, information about unanticipated outcomes is provided to pa-
tients or their families or any surrogate decision makers identified
pursuant to RCW 7.70.065.”° Notifications of unanticipated out-
comes under RCW 70.230.150 do not constitute an acknowledg-
ment or admission of liability.”' The fact of notification, the con-
tent disclosed, or any and all statements, affirmations, gestures, or

' RCW 70.230.120(3).
"RCW 70.230.120(4).
®1d.

RCW 70.230.120(5).
P RCW 70.230.150.
2rd.



conduct expressing apology may not be introduced as evidence in
a civil action.

Establishing and Approving a Coordinated Quality Performance
Improvement Plan

An ASF must maintain a coordinated quality improvement pro-
gram (“CQIP”) for the improvement of the quality of health care
services rendered to patients and the identification and prevention
of medical malpractice.”

The program must include at least the following:

[0 The establishment of one or more quality improvement
committees with the responsibility to review the services
rendered in the ASF, both retrospectively and prospective-
ly, in order to improve the quality of medical care of pa-
tients and to prevent medical malpractice. Different quali-
ty improvement committees may be established as a part
of the CQIP to review different health care services. The
committees must oversee and coordinate the quality im-
provement and medical malpractice prevention program
and must ensure that information gathered pursuant to the
program is used to review and to revise the policies and
procedures of the ASF;

[0 A process, including a medical staff privileges sanction
procedure which must be conducted substantially in ac-
cordance with medical staff bylaws and applicable rules,
regulations, or policies of the medical staff through which
credentials, physical and mental capacity, professional
conduct, and competence in delivering health care services
are periodically reviewed as part of an evaluation of staff
privileges;

ZRCW 70.230.150.
B RCW 70.230.080(1).



(1 The periodic review of the credentials, physical and men-
tal capacity, and competence in delivering health care ser-
vices of all persons who are employed or associated with
the ASF;

[0 A procedure for the prompt resolution of grievances by
patients or their representatives related to accidents, inju-
ries, treatment, and other events that may result in claims
of medical malpractice;

00 The maintenance and continuous collection of information
concerning the ASF’s experience with negative health
care outcomes and incidents injurious to patients, patient
grievances, professional liability premiums, settlements,
awards, costs incurred by the ASF for patient injury pre-
vention, and safety improvement activities;

00 The maintenance of relevant and appropriate information
concerning individual practitioners within the practition-
er’s personnel or credential file maintained by the ASF;

[1 Education programs dealing with quality improvement,
patient safety, medication errors, injury prevention, staff
responsibility to report professional misconduct, the legal
aspects of patient care, improved communication with
patients, and causes of malpractice claims for staff person-
nel engaged in patient care activities; and

0 Policie2s4 to ensure compliance with the reporting require-
ments.

Each quality improvement committee must, on at least a semian-
nual basis, report to the management of the ASF, as identified in
the facility’s application, in which the committee is located.”” The

#RCW 70.230.080(1).
P RCW 70.230.080(4).



report must review the quality improvement activities conducted
by ﬂzlf committee, and any actions taken as a result of those activi-
ties.

Establishing and Approving a Facility Safety and Emergency
Training Program

An ASF must have a facility safety and emergency training pro-
gram.”’ The program must include on-site equlpment medication,
and trained personnel to facilitate handling of services sought or
provided and to facilitate the management of any medical emer-
gency that may arise in connection with services sought or provid-
ed.® Tt also must include written transfer agreements with local
hospitals licensed under chapter 70.41 RCW, approved by the
ASF’s medical staff.” In addition, the program must a procedural
plan for handling medical emergen01es that must be available for
review during surveys and inspections.’

Reporting Adverse Events and Conducting Root Cause Analyses

An ASF must report confirmed adverse health events to the De-
partment.

The ASF must notify the Department that an adverse health event
has occurred within 48 hours of confirmation of the adverse health
event.’! The notification must include the name of the ASF, the
date the adverse event was confirmed, the type of adverse health
event, and any additional contextual information the ASF chooses
to provide.*

P RCW 70.230.080(4).
TRCW 70.230.060.
BRCW 70.230.060(1).
¥ RCW 70.230.060(2).
FRCW 70.230.060(3).
TWAC 246-302-020(1).
21d.



The ASF must submit a report to the Departrnent within 45 days of
the confirmation of the adverse health event.*> The report must
include a root cause analysis and corrective action plan.** The
root cause analysis must follow the procedures and methods of
The Joint Commission or another nationally recognized root cause
analy51s methodology the Department has found acceptable for
ASFs.

The root cause analysis must include the following information:

0 The findings regarding the root cause of the adverse health
event;

00 The number of patients, registered nurses, licensed practi-
cal nurses, and unlicensed assistive personnel present in
the relevant patient care unit at the time the reported ad-
verse health event occurred;

00 The number of nursing personnel present at the time of the
adverse health event who have been supplied by tempo-
rary staffing agencies, including traveling nurses; and

[0 The number of nursing personnel, if any, on the patient
care unit working beyond their regularly scheduled num-
ber of consecutive hours worked by each such nursing
personnel at the time of the adverse health event.*®

The corrective action plan must be consistent with the findings of
the root cause analysis and include:

BRWAC 246-302-020(2).
*Id.

P WAC 246-302-020(2)(a).
S WAC 246-302-020(2)(b).



[l How each finding will be addressed and corrected;
[l When each correction will be completed;
[l Who is responsible to make the corrections;

00 What action will be taken to prevent the adverse health
event from reoccurring; and

0 A monitoring schedule to assess the effectiveness of the
corrective action plan including who is responsible for the
monitoring schedule.’’

If the ASF determines there is no need to create a corrective action
plan for a particular adverse health event, the ASF must provide to
the Department a written exglanatlon of the reasons for not creat-
ing a corrective action plan

The ASF may amend the notification or report within sixty days of
the submission.*’

Providing a Patient and Family Grievance Process

An ASF must maintain a coordinated quality improvement pro-
gram for the improvement of the quality of health care services
rendered to patlents and the identification and prevention of medi-
cal malpractice.” The program must include a procedure for the
prompt resolution of grievances by patients or their representatives
related to accidents, injuries, treatment and other events that may
result in claims of medlcal malpractice.”!

TWAC 246-302-020(2)(c).
FWAC 246-302-020(3).

I WAC 246-302-020(4).

P RCW 70.230.080(1).

T RCW 70.230.080(1)(d).

10



LEADERSHIP

The ASF Licensing Regulations describe an ASF leaderships’ role
in assuring care is provided consistently throughout the ASF ac-
cording to patient needs.*

The ASF leaders must:

0 Identify patient care responsibilities for all nursing person-
nel;

Assure nursing services are provided in accordance with
state nurse licensing law and recognized standards of prac-
tice;

Assure a registered nurse is available for emergency treat-
ment at all times a patient is present in the ASF;

Establish and implement a facility-wide procedure for
double-checking drugs, biologicals, and agents as desig-
nated by the ASF;

Ensure immediate staff access to and appropriate dosages
for emergency drugs;

Require individuals conducting business in the ASF com-
ply with facility policies and procedures;

Post the complaint hotline notice according to RCW
70.230.160; and

“WAC 246-330-120.

#«Abuse” is defined as an “injury or sexual abuse of a patient indicat-
ing the health, welfare, and safety of the patient is harmed”. WAC 246-
330-010(1). “Physical abuse” means “acts or incidents which may result
in bodily injury or death.” WAC 246-330-010(1)(a). “Emotional abuse”
means “to impose willful or reckless mental or emotional anguish by
threat, verbal behavior, harassment, or other verbal or nonverbal actions

11



[0 Adopt and implement policies and procedures to report
suspected abuse® within 48 hours to local police or appro-
priate law enforcement agency according to RCW
26.44.030.*

Post Complaint Hotline Notice

An ASF must post in conspicuous locations a notice of the Depart-
ment’s ASF complaint toll-free telephone number.* The form of
the notice shall be approved by the Department.*

Adopt and Implement Policies and Procedures to Report
Suspected Abuse

When any practitioner has reasonable cause to believe that a child
has suffered abuse or neglect, he or she shall report such incident,
or cause a report to be made, to the proper law enforcement agen-
cy or to the Department.*’

which may result in emotional or behavioral stress or injury.” WAC 246-
330-010(1)(b).

“WAC 246-330-120.

®RCW 70.230.160.

“1d.

TRCW 26.44.030(1)(a).

12



PATIENT RIGHTS AND ORGANIZATIONAL ETHICS

The ASF Licensing Regulations require an ASF to respecting eve-
ry patient and maintain ethical relationships with the public.’

An ASF must:
[0 Adopt and implement policies and procedures that define
each patient’s right to:
[0 Be treated and cared for with dignity and respect;

0 Confidentiality, privacy, security, complaint resolution,
spiritual care, and communication®’;

1 Be protected from abuse and neglect™’;
[1 Access protective services;

[0 Complain about their care and treatment without fear of
retribution or denial of care;

0 Timely complaint resolution;

[0 Be involved in all aspects of their care including:
Refusing care and treatment; and
Resolving problems with care decisions.

[1 Be informed of unanticipated outcomes according to
RCW 70.230.150;

BWAC 246-330-125.

*If communication restrictions are necessary for patient care and safety,
the facility must document and explain the restrictions to the patient and
family.

" Under the ASF Licensing Regulations, “neglect” is defined as
“mistreatment or maltreatment, a disregard of consequences constituting
a clear and present danger to an individual patient’s health, welfare, and
safety.” WAC 246-330-010(26). It includes “physical neglect”, which
means “physical or material deprivation, such as lack of medical care,

13



[J Be informed and agree to their care; and

[0 Family input in care decisions, in compliance with ex-
isting legal directives of the patient or existing court-
issued legal orders.

[ Provide each patient a written statement of patient rights.

T Adopt and implement policies and procedures to address
research, investigation, and clinical trials including:

[0 How to authorize research;
00 Require staff to follow informed consent laws; and

[0 Not hindering a patient’s access to care if a patient re-
fuses to participate.

Informing Patients of Unanticipated Outcomes

An ASF must have in place policies to assure that, when appropri-
ate, information about unanticipated outcomes is provided to pa-
tients or their families or any surrogate decision makers.”> Notifi-
cations of unanticipated outcomes do not constitute an acknowl-
edgment or admission of liability, nor may the fact of notification,
the content disclosed, or any and all statements, affirmations, ges-
tures, or conduct expressing apology be introduced as evidence in
a civil action.”

lack of supervision, inadequate food, clothing, or cleanliness.” WAC 246
-330-010(26)(b). It also includes “emotional neglect”, which means
“acts such as rejection, lack of stimulation, or other acts that may result
in emotional or behavioral problems, physical manifestations, and disor-
ders.” WAC 246-330-010(26)(b).

STWAC 246-330-125.
S2RCW 70.230.150.
3 d.

14



ADVERSE HEALTH EVENTS REPORTING
REQUIREMENTS

The ASF Licensing Regulations require an ASF to report adverse
health events to the Department and to comply with the require-
ments under chapter 246-302 WAC.>*

An “adverse health event” is defined as the list of 29 serious re-
portable events updated and adopted by the National Quality Fo-
rum in 2011, in its consensus report on serious reportable events in
health care including all appendices.”> Among the adverse events
are certain surgical or invasive procedure events, including the
following:

[ Surgery or other invasive procedure performed on the
wrong site;

T Surgery or other invasive procedure performed on the
wrong patient;

T Wrong surgical or other invasive procedure performed on
a patient; and

1 Unintended retention of a foreign 0b6iect in a patient after
surgery or other invasive procedure.’

The ASF must notify the Department that an adverse health event
has occurred within 48 hours of confirmation of the adverse health
event.”” The notification must include the name of the ASF, the
date the adverse event was confirmed, the type of adverse health
event, and any additional contextual information the ASF chooses
to provide.*®

*WAC 246-330-130.

S WAC 246-302-010(1).
S WAC 246-302-030(1).
TWAC 246-302-020(1).
31d.

15



The ASF must submit a report to the Departrnent within 45 days of
the confirmation of the adverse health event.”® The report must
include a root cause analysis and corrective action plan.** The
root cause analysis must follow the procedures and methods of
The Joint Commission or another nationally recognized root cause
analy51s methodology the Department has found acceptable for
ASFs.°

The root cause analysis must include the following information:

1 The findings regarding the root cause of the adverse health
event;

01 The number of patients, registered nurses, licensed practi-
cal nurses, and unlicensed assistive personnel present in
the relevant patient care unit at the time the reported ad-
verse health event occurred;

[ The number of nursing personnel present at the time of the
adverse health event who have been supplied by tempo-
rary staffing agencies, including traveling nurses; and

The number of nursing personnel, if any, on the patient
care unit working beyond their regularly scheduled num-
ber of consecutive hours worked by each such nursing
personnel at the time of the adverse health event.*

The corrective action plan must be consistent with the findings of
the root cause analysis and include:

11 How each finding will be addressed and corrected;

11 When each correction will be completed;

P WAC 246-302-020(2).
rd.

S'WAC 246-302-020(2)(a).
2 WAC 246-302-020(2)(b).

16



[ Who is responsible to make the corrections;

[ What action will be taken to prevent the adverse health
event from reoccurring; and

[J A monitoring schedule to assess the effectiveness of the
corrective action plang including who is responsible for the
monitoring schedule.”

If the ASF determines there is no need to create a corrective action
plan for a particular adverse health event, the ASF must provide to
the Department a written eﬁglanation of the reasons for not creat-
ing a corrective action plan.

The ASF may amend the notification or report within sixty days of
the submission.®

5 WAC 246-302-020(2)(c).
S WAC 246-302-020(3).
S WAC 246-302-020(4).

17



MANAGEMENT OF HUMAN RESOURCES

The ASF Licensing Regulations ensure that an ASF provides com-
petent staff consistent with scope of services.*®

An ASF must:

Create and periodically review job descriptions for all
staff;

Supervise staff performance to assure competency;

Verify and document licensure, certification, or registra-
tion of staff;

Complete tuberculosis screening for new and current em-
ployees consistent with the Guidelines for Preventing the
Transmission  of  Mycobacterium  Tuberculosis in
Healthcare Facilities, 2005. Morbidity Mortality Weekly
Report (MMWR) Volume 54, December 30, 2005;

Provide infection control information to staff upon hire
and annually which includes:

Education on general infection control according to chap-
ter 296-823 WAC blood borne pathogens exposure con-
trol; and

General and specific infection control measures related to
patient care.

Establish and implement an education plan that verifies
staff training on prevention, transmission, and treatment of
human immunodeficiency virus (HIV) and acquired im-
munodeficiency syndrome (AIDS) consistent with RCW
70.24.310.”

S WAC 246-330-140.

4.

18



MEDICAL STAFF

The ASF Licensing Regulations require development of a medical
staff structure, consistent with clinical competence, to ensure a
safe patient care environment.®®

The medical staff must:

[0 Be accountable to the governing body;

T Adopt bylaws, rules, regulations, and organizational struc-
ture including an appointment and reappointment process;

T Be legally and professionally qualified for the positions to
which they are appointed and for the performance of privi-
leges in accordance with recommendations from qualified
medical personnel,

[ Periodically review and reappraise medical staff privileges
using peer review data;

[ Periodically review and amend the scope of procedures
performed in the ASF;

1 If the ASF assigns patient care responsibilities to practi-
tioners other than physicians, it must have established pol-
icies and procedures, approved by the governing body, for
overseeing and evaluating their clinical activities; and

11 Report practitioners for discipline of unprofessional con-
duct according to RCW 70.230.120.%

The chief administrator or executive officer of an ASF must report
to the Department of Health when the practice of a health care pro-
vider licensed by a disciplining authority under RCW 18.130.040
is restricted, suspended, limited, or terminated based upon a con-

S WAC 246-330-145.
69 [d

19



viction, determination, or finding by the ASF that the provider has
committed an action defined as unprofessional conduct under
RCW 18.130.180.” The chief administrator or executive officer
must also report any voluntary restriction or termination of the
practice of a health care provider while the provider is under in-
vestigation or the subject of a proceeding by the ASF regarding
unprofessional conduct, or in return for the ASF not conducting
such an investigation or proceeding or not taking action.”"

Reports must be made within 15 days of the date of: (a) a convic-
tion, determination, or finding by the ASF that the health care pro-
vider has committed an action defined as unprofessional conduct;
or (b) acceptance by the ASF of the voluntary restriction or termi-
nation of the practice of a health care provider, including his or her
voluntary resignation, while under investigation or the subject of
proceedings regarding unprofessional conduct.”

Failure of an ASF to comply with RCW 70.230.120 is punishable
by a civil penalty up to $250.”

An ASF, its chief administrator, or its executive officer who files a
report is immune from suit, whether direct or derivative, in any
civil action related to the filing or contents of the report, unless the
conviction, determination, or finding on which the report and its
content are based is proven to not have been made in good faith.”
The prevailing party in any action brought alleging that the con-
viction, determination, finding, or report was not made in good
faith is entitled to recover the costs of litigation, including reason-
able attorneys’ fees.”

RCW 70.230.120(1).
"Id.
ZRCW 70.230.120(2).
BRCW 70.230.120(3).
MRCW 70.230.120(4).
®Id.

20



The Department must forward reports to the appropriate disciplin-
ing authority within 15 days of the date the report is received by
the Department.” The Department must notify the ASF of the
results of the disciplining authority’s case disposition — the deci-
sion whether to issue a statement of charges, take informal action,
or close the complaint without action against a provider — decision
within 15 days after the case disposition.

*RCW 70.230.120(5).

21



MANAGEMENT OF INFORMATION

The ASF Licensing Regulations are designed to improve patient
outcomes and ASF 7};)erformance through obtaining, managing, and
use of information.

An ASF must:

0 Provide medical staff, employees and other authorized

persons with access to patient information systems, re-
sources, and services;

(1 Maintain confidentiality, security, and integrity of infor-

mation;

[ Initiate and maintain a medical record for every patient
assessed or treated including a process to review records
for completeness, accuracy, and timeliness;

U
U

[ Create medical records that:

Identify the patient;

Have clinical data to support the diagnosis, course and
results of treatment for the patient;

Have signed consent documents;
Promote continuity of care;

Have accurately written, signed, dated, and timed en-
tries;

Indicates authentication after the record is transcribed;

Are promptly filed, accessible, and retained according
to facility policy; and

Include verbal orders that are accepted and transcribed

TWAC 246-330-150.

22



by qualified personnel.

7 Establish a systematic method for identifying each medi-
cal record, identification of service area, filing, and re-
trieval of all patient’s records; and

T Adopt and implement policies and procedures that ad-
dress:

[0 Who has access to and release of confidential medical
records according to the Uniform Health Care Infor-
mation Act, chapter 70.02 RCW;

00 Retention and preservation of medical records;

[0 Transmittal of medical data to ensure continuity of
care; and

] Exclusion of clinical evidence’® from the medical rec-
79
ord.

"«Clinical evidence” means evidence used in diagnosing a patient’s
condition or assessing a clinical course and includes, but is not limited to
X-ray films, digital records, laboratory slides, tissue specimens, or medi-
cal photographs. WAC 246-330-010(9).

PWAC 246-330-150.
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COORDINATED QUALITY IMPROVEMENT PROGRAM

The ASF Licensing Regulations are designed to ensure the estab-
lishment and on—goinég maintenance of a coordinated quality im-
provement program.”’ The intent is to improve the quality of
health care services provided to patients and to identify and pre-
vent medical malpractice.

An ASF must have a facility-wide approach to process design and
performance measurement, assessment, and improving patient care
services according to RCW 70.230.080 including:

[ A written performance improvement plan that is periodi-
cally evaluated;

[ Performance improvement activities that are interdiscipli-
nary and include at least one member of the governing
authority;

[ Prioritization of performance improvement activities;

0 Implementation and monitoring of actions taken to im-
prove performance;

[ Education programs dealing with performance improve-
ment, patient safety, medication errors, injury prevention;
and

11 Review of serious or unanticipated patient outcomes in a
timely manner.®'

The ASF must systematically collect, measure and assess data on
processes and outcomes related to patient care and organization
functions.® It must collect, measure and assess data including, but
not limited to:

SO WAC 246-330-155.
S WAC 246-330-155(1).
2 WAC 246-330-155(2).
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[l Operative, other invasive, and noninvasive procedures that
place patients at risk;

0 Infection rates, pathogen distributions and antimicrobial
susceptibility profiles;

[ Death;

0 Medication management or administration related to
wrong medication, wrong dose, wrong time, near misses
and any other medication errors and incidents;

0 Injuries, falls, restraint use, negative health outcomes and
incidents injurious to patients in the ASF;

(1 Adverse events according to chapter 246-302 WAC;

01 Discrepancies or patterns between preoperative and post-
operative (including pathologic) diagnosis, including path-
ologic review of specimens removed during surgical or
invasive procedures;

[ Adverse drug reactions, as defined by the ASF;
Confirmed transfusion reactions;

Patient grievances, needs, expectations, and satisfaction;
and

Quality control and risk management activities.*

B WAC 246-330-155(2).
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INFECTION CONTROL PROGRAM

The ASF Licensing Regulations identify and reduce the risk of
acquiring and transmitting infections and communlcable diseases
between patients, staff, medical staff, and visitors.®

An ASF must develop, implement and maintain a written infection
control and surveillance program.®

It must designate staff to manage the activities of the infection
control program, assure the program conforms with patient care
and safety policies and procedures, and provide consultation on
the 6program policies and procedures throughout the entire facili-

The ASF must also ensure staff managlng the infection con-
trol program have a minimum of two years’ experience in a health
-related ﬁeld and training in the principles and practices of infec-
tion control.*’

The ASF develop and implement infection control policies and
procedures consistent with the gguidelines of the centers for disease
control and prevention (CDC).” It must assure the infection con-
trol policies and procedures address, but are not limited to the fol-
lowing:

T Routine surveillance, outbreak investigations and inter-
ventions including pathogen distributions and antimicrobi-
al susceptibility profiles consistent with the 2006 CDC
health care infection control practices advisory committee
guideline, Management of Multidrug-Resistant Organisms
in Healthcare Settings;

¥ WAC 246-330-176.

S WAC 246-330-176(1).
S WAC 246-330-176(2).
WAC 246-330-176(3).
BWAC 246-330-176(4).
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[l Patient care practices in all clinical care areas;

11 Receipt, use, disposal, sterilizing, processing, or reuse of
equipment to prevent disease transmission;

] Preventing cross contamination of soiled and clean items
during sorting, processing, transporting, and storage;

0 Environmental management and housekeeping functions;

[J Approving and properly using disinfectants, equipment,
and sanitation procedures;

(1 Cleaning areas used for surgical procedures before, be-
tween, and after use;

1 Facility-wide daily and periodic cleaning;

[ Occupational health consistent with current practice;
0 Clothing;

[ Traffic patterns;

] Antisepsis;

] Handwashing;

Scrub technique and surgical preparation;

Biohazardous waste management according to applicable
federal, state, and local regulations;

Barrier, transmission and isolation precautions; and

Pharmacy and therapeutics.®’

In addition, the ASF must stablish and implement a plan for re-
porting communicable diseases including cluster or outbreaks of

¥ WAC 246-330-176(5).
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postoperative infections according to chapter 246-100 WAC.”
The plan must also provide for surveying and investigating com-
municable disease occurrences in the ASF consistent with chapter
246-100 WAC.”" Finally, it must provide for collecting, measur-
ing and assessing data on infection rates, pathogen distributions
and antimicrobial susceptibility profiles.”

P WAC 246-330-176(6)(a).
"' WAC 246-330-176(6)(b).
ZWAC 246-330-176(6)(c).
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PHARMACEUTICAL SERVICES

The ASF Licensing Regulations assures patient pharmaceutical
needs are met in a planned and organized manner.

An ASF must only administer, dispense or deliver legend drugs
and controlled substances to patients receiving care in the facili-
ty.”* It must assure drugs dispensed to patients are dispensed and
labeled consistent with the requirements of RCW 18.64.246, and
chapters 69.41 and 69.50 RCW.”

The ASF must also establish a process for selecting medications
basegl6 on evaluating their relative therapeutic merits, safety, and
cost.

The ASF must designate a pharmacist consultant who is licensed
in Washington state. The pharmacist consultant can be either em-
ployed or contracted by the facility.”” The pharmacist consultant
is responsible for:

[0 Establishing policy and procedures related to:

[0 Purchasing, ordering, storing, compounding, deliver-
ing, dispensing and administering of controlled sub-
stances or legend drugs;

[0 Assuring drugs are stored, compounded, delivered or
dispensed according to all applicable state and federal
rules and regulations;

% WAC 246-330-200.

" WAC 246-330-200(1).
P WAC 246-330-200(2).
S WAC 246-330-200(3).
TWAC 246-330-200(4).
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[J Maintaining accurate inventory records and patient
medical records related to the administration of con-
trolled substances and legend drugs;

[J Maintaining any other records required by state and
federal regulations;

[0 Security of legend drugs and controlled substances; and

[J Controlling access to controlled substances and legend
drugs.

00 Establishing a process for completing all forms for the
purchase and order of legend drugs and controlled sub-
stances; and

[ Establishing a method for verifying receipt of all legend
drugs and controlled substances purchased and ordered by
the ASF.”

% WAC 246-330-200(4).
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PATIENT CARE SERVICES

The ASF Licensing Regulations guide the development of a plan
for patient care.” The ASF accomplishes this by supervising staff
and by establishing, monitoring, and enforcing policies and proce-
dures that define and outline the use of materials, resources, and
promote the delivery of care.

An ASF must provide personnel, space, equipment, reference ma-
terials, training, and supplies for the appropriate care and treat-
ment of patients.

It also must have a registered nurse available for consultation in
the ASF at all times patients are present.'"'

The ASF also must adopt, implement, review and revise patient
care policies and procedures designed to guide staff that address:
0 Criteria for patient admission;

[0 Reliable method for personal identification of each pa-
tient;

[0 Conditions that require patient transfer to outside facili-
ties;

[1 Patient safety measures;
[0 Staff access to patient care areas;

[0 Use of physical and chemical restraints or seclusion con-
sistent with C.F.R. 42.482;

Y WAC 246-330-205.
1OWAC 246-330-205(1).
TWAC 246-330-205(2).
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[l Use of preestablished patient care gu1del1nes or proto-
cols.'” When used, these must be documented in the med-
ical record and be preapproved or authenticated by an au-
thorized practitioner or advanced registered nurse practi-
tioner;

[J Care and handling of patients whose condition require
special medical consideration;

0 Preparation and administration of blood and blood prod-
ucts; and

[ Discharge planning,.'®

The ASF must have a slystem to plan and document care in an in-
terdisciplinary manner. This must include development of an
individualized patient plan of care, based on an initial assess-
ment.'” In addition, it must 1nclude an assessment for risk of
falls, skin condition, pressure ulcers, pain, medication use, thera-
peutic effects and side or adverse effects.'®

The ASF must complete and document an initial assessment of
each patient’s physwal condition, emotional, and social needs in
the medical record.'”” The initial assessment 1ncludes

[0 Dependent upon the procedure and the risk of harm or
injury, a patient history and physical assessment including
but not limited to falls, mental status and skin condition;

[1 Current needs;

[0 Need for discharge planning;

102 «protocols” means “a written or electronically recorded descriptions
of actions and interventions for implementation by designated ambulato-
ry surgical facility staff under defined circumstances recorded in policy
and procedure.” WAC 246-330-010(38).

1B WAC 246-330-205(3).
M WAC 246-330-205(4).

32



[J When treating pediatric patients, the immunization status;

[0 Physical examination, if within thirty days prior to admis-
sion, and updated as needed if patient status has changed;
and

[0 Discharge plans when appropriate, coordinated with pa-
tient, family or caregiver and receiving agency, when nec-
essary.

195 Id. “Assessment” means (i) the systematic collection and review of
patient-specific data; (ii) A process for obtaining appropriate and neces-
sary information about individuals seeking entry into the ambulatory
surgical facility or service; and (iii) information used to match an indi-
vidual with an appropriate setting or intervention. WAC 246-330-010(6).
The assessment is based on the patient’s diagnosis, care setting, desire
for care, response to any previous treatment, consent to treatment, and
education needs. /d.

0 14.

7WAC 246-330-205(5).

lOSId-
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SURGICAL SERVICES

The ASF Licensing Regulations guide the development and man-
agement of surgical services.

An ASF must adopt and implement policies and procedures that:

[0 Identify areas where surgery and invasive procedures may
be performed;

[0 Define staff access to areas where surgery and invasive
procedures are performed;

[0 Identify practitioner and advanced registered nurse practi-
tioner’s privileges for operating room staff; and

1 Define staff qualifications and oversight.''

The ASF must use facility policies and procedures which define
standards of care.'"'' Among these, the ASF must 1mplement a
system to identify and mdlcate the correct surgical site prior to
beginning a surgical procedure.''

The ASF must pr0V1de emergency e(iulpment, supplies, and ser-
vices to surgical and invasive areas.” ~ It also must provide sepa-
rate refrlgerated storage equipment with temperature alarms, when
blood is stored in the surgical department.'’

The ASF must assure a registered nurse qualified by training and
experience functions as the circulating nurse in every operating
room whenever deep sedation or general anesthesia are used dur-
ing surgical procedures.

19 WAC 246-330-210.

HOWAC 246-330-210(1).
HTWAC 246-330-210(2).
"2WAC 246-330-210(3).
"3 WAC 246-330-210(4).
" WAC 246-330-210(5).
"SWAC 246-330-210(6).
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ANESTHESIA SERVICES

The ASF Licensing Regulations guide the management and care
of patients receiving anesthesia and sedation.''°

An ASF must adopt and implement policies and procedures that:
[ Identify the types of anesthesia and sedation that may be
used;

0 Identify areas where each type of anesthesia and sedation
may be used; and

00 Define the staff qualifications and oversight for adminis-
tering each type of anesthesia and sedation used in the
facility."'

The ASF use facility policies and procedures which define stand-
ards of care.'

The ASF assure emergency equipment, supplies and serv1ces are
immediately available in all areas where anesthesia is used."'

"o WAC 246-330-215.

"TWAC 246-330-215(1).
U8 WAC 246-330-215(2).
"YWAC 246-330-215(3).
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RECOVERY CARE

The ASF Licensing Regulations guide the management of patients
recovering from anesthesia and sedation.'*

An ASF must adopt and implement policies and procedures that
define the qualifications and oversight of staff delivering recovery
services.

The ASF must assure a physician or advanced registered nurse
practitioner capable of managing complications and providing car-
diopulmonary resuscitation is immediately available for patients
recovering from anesthesia.'” It must also assure a registered
nurse trained and current in advanced cardiac life support
measures is immediately available for patients recovering from
anesthesia.'”’

120WAC 246-330-220.

2L WAC 246-330-220(1).
22 WAC 246-330-220(2).
1B WAC 246-330-220(3).
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EMERGENCY SERVICES

The ASF Licensing Regulations guide the management and care
of patients receiving emergency services.

An ASF must develop, implement and maintain a facility safety

and emergency training program that includes:

0 On-site equipment, medication and trained personnel to
manage any medical emergency that may arise from the
services provided or sought;

1 A written and signed transfer agreement'” with one or
more local hospitals that has been approved by the ASF’s
medical staff;

T Policies and a procedural plan for handling medical emer-
gencies; and

0 Define the qualifications and oversight of staff delivering
emergency care services.

The ASF must assure at least one registered nurse skilled and
trained in emergency care services on duty and in the ASF at all
times a patient is present, who is immediately available to provide
care and trained and current in advanced cardiac life support.'?’

The ASF must assure communication with agencies and health
care providers as indicated by patient condition."®

124 WAC 246-330-225.

123 “Transfer agreement” means a written agreement providing an effec-
tive process for the transfer of a patient requiring emergency services to
a hospital providing emergency services and for continuity of care for
that patient. WAC 246-330-010(49).

120 WAC 246-330-225(1).
2TWAC 246-330-225(2).
8 WAC 246-330-225(3).
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It also must assure emergency equipment, supplies and services
necessary to meet the needs of patients are immediately availa-
ble.

1 WAC 246-330-225(4).
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MANAGEMENT OF ENVIRONMENT FOR CARE

The ASF Licensing Regulations set forth requirements to manage
environmental hazards and risks, prevent accidents and in;'uries,
and maintain safe conditions for patients, visitors, and staff.!*°

An ASF must create and follow an environment of care manage-
ment plan that addresses safety, security, hazardous materials and
waste, emergency preparedness, fire safety, medical equipment,
utility systems and physical environment.

An ASF must assure the environment of care management plan
contains the following items:

Safety

T Policies and procedures on safety-related issues such as
but not limited to physical hazards and injury prevention;

(1 Method to educate and periodically review with staff the
safety policies and procedures;

1 Process to investigate, correct and report safety-related
incidents; and

[ Process to keep the physical environment free of hazards.

Security

(1 Policies and procedures to protect patients, visitors, and
staff while in the facility including preventing patient ab-
duction;

] Method to educate and periodically review security poli-
cies and procedures with staff; and

(1 When the facility has security staff, train the security staff

BOWAC 246-330-230.
BIWAC 246-330-230(1).
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to a level of skill and competency for their assigned re-
sponsibility.
Hazardous Materials and Waste

[ Establish and implement a program to safely control haz-
ardous materials and waste according to federal, state, and
local regulations;

11 Provide space and equipment for safe handling and stor-
age of hazardous materials and waste;

(1 Process to investigate all hazardous material or waste
spills, exposures, and other incidents, and report as re-
quired to appropriate authority; and

1 Method to educate staff on hazardous materials and waste
policies and procedures.

Emergency Preparedness

0 Establish, implement and periodically review a disaster
plan for internal and external disasters that is specific to
the facility and community;

Process to educate and train staff on the disaster plan;

Process to periodically conduct drills to test the plan.

Fire Safety

1 Policies and procedures on fire prevention and emergen-
cies including an evacuation plan; and

(1 Process to orient, educate, and conduct drills with staff fire
prevention, emergency and evacuation policies and proce-
dures.

Medical Equipment

1 Method to operate and maintain medical equipment
properly, safely and according to manufacturer’s recom-
mendations;

40



Perform and document preventive maintenance; and

Process to investigate, report, and evaluate procedures in
response to equipment failures.

Utility Systems

d

Policies and procedures to operate and maintain a safe and
comfortable environment; and

Process to investigate and evaluate utility systems prob-
lems, failures, or user errors and report incidents.

Physical Environment

Process to keep the physical environment clean including
cleaning the operating room between surgical procedures;

Provide hot and cold running water under pressure;
Assure hot water for handwashing does not exceed 120°F;

Assure cross connection controls meet the requirements of
the state plumbing code; and

Operate and maintain ventilation to prevent objectionable
odors and excessive condensation.'*

B2WAC 246-330-230(2).
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