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 A 000 INITIAL COMMENTS  A 000

A State Re-licensure survey was conducted on 

11/1 & 11/2/16 which resulted in deficiencies.

Abbreviation Key:

AAMI=Association for the Advancement of 

Medical Instrumentation

AORN= Association of periOperative Registered 

Nurses

CDC=Centers for Disease Control and 

Prevention

CI=Chemical Indicator/Integrator

HICPAC=Hospital Infection Control Practices 

Advisory Committee

IDSA=Infectious Disease Society of America

IFUs=Instructions for Use

OPA=Ortho-Phthalaldehyde

OR=Operating Room

OSHA=Occupational Safety and Health 

Administration

PPE=Personal Protective Equipment

SHEA=Society of Healthcare Epidemiology of 

America

TOP=Termination of Pregnancy

 

 A1885 8:43A-6.4(a) PT CARE POL & SVCS: MED 

HISTORY & PHYS EXAM

The facility shall specify in its policies and 

procedures the circumstances under which the 

patient's medical history will be obtained, the 

contents of the medical history, and the frequency 

of updating. The contents shall include at least 

past surgical procedures and medical/health 

conditions, allergies, adverse reactions to drugs, 

and current medications.

 A1885
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This REQUIREMENT  is not met as evidenced 

by:

Based on document review and staff interview, it 

was determined that the facility failed to ensure 

that a complete medical history is obtained prior 

to a procedure in accordance with its Medical 

Staff Rules and Regulation.

Findings include:

Reference:  Facility Medical Staff Rules and 

Regulation states, "...  VII.  Medical Records  ...

2.  Under no circumstances may an operation be 

performed until the patient's history, physical 

examination ... are recorded on the medical 

record."

1.  The medical records of Patients #2 - #20 

lacked a complete medical history performed by 

the physicians prior to a procedure.  The medical 

records have a Patient Information sheet that 

includes the patient's medical history, past 

surgery/hospitalization, allergies, medications, 

etc. which is completed and signed by the patient.  

As per Staff #7, this form is reviewed and utilized 

for additional notes by the physicians as a 

medical history prior to the procedure.

 

 A2166 8:43A-8.4(a) NURSING SVCS: 

RESPONSIBILITIES OF LIC NSG PER

Licensed nursing personnel shall provide nursing 

care to patients in accordance with the State of 

New Jersey Nursing Practice Act, N.J.S.A. 

45:11-23 et seq., as interpreted by the New 

Jersey State Board of Nursing, and written job 

descriptions. Services provided shall be 

 A2166
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 A2166Continued From page 2 A2166

documented in the patient's medical record.

This REQUIREMENT  is not met as evidenced 

by:

Based on medical record review and interview, it 

was determined that nursing personnel did not 

provide nursing care in accordance with a 

recognized standard of practice and its policy.

Findings include:

Reference #1:  The Nursing Practice Act for the 

State of New Jersey states: "The practice of 

nursing as a registered professional nurse RN is 

defined as diagnosing and treating human 

responses to actual or potential physical and 

emotional health problems, through such services 

as casefinding, health teaching, health 

counseling, and provision of care supportive to or 

restorative of life and wellbeing, and executing 

medical regimens as prescribed by a licensed or 

otherwise legally authorized physician or dentist."

Reference #2:  Facility policy "Perioperative Pain 

Management at MMA" states, "...  To make the 

patient's recovery after surgery and anesthesia 

more comfortable, the PACU nurse is advised to 

do a pain assessment based on a scale of 0-10, 

0- no pain, 10, pain is absolutely unbearable ..."

1.  The medical record of Patient #7 revealed that 

the patient underwent a procedure on 10/8/16.  

The PACU (post anesthesia care unit) Post 

Operative Admission sheet indicated that at 4:30 

PM, the patient met discharge criteria.  One 

indicator of the Discharge Criteria is "Pain score <  
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(less) 3."  There was no evidence in the medical 

record that the patient's pain was assessed 

throughout the PACU stay and prior to discharge.  

2.  The medical record of Patient #6 revealed that 

the patient underwent a procedure on 10/25/16.  

The PACU Post Operative Admission sheet 

indicated that at 12:15 PM the patient met 

discharge criteria.  One indicator of the Discharge 

Criteria is "Pain score < (less) 3."  There was no 

evidence in the medical record that the patient's 

pain was assessed in PACU and prior to 

discharge. 

3.  The medical record of Patient #2 revealed that 

the patient underwent a procedure on 12/30/15.  

Post procedure there was no evidence that the 

patient's pain was assessed prior to the patient's 

transfer.  

3.  The medical record of Patient #5 indicated in 

the Patient's Information Medical History sheet 

that the patient was allergic to Dapro and 

Ibuprofen.  The Post Operative Orders dated 

10/14/16 contained an order for "Ibuprofen 800 

mg (milligram) po (by mouth) prn (as needed) 

cramping x1."  Although the patient did not 

require any medication for cramping post 

operatively, there was no evidence that nursing 

staff consulted with the physician for clarification 

or discontinuation of the order.  

4.  The medical record of Patient #7 indicated on 

10/22/16 that post-operatively, the patient was 

maintained on Lactated Ringers at 125 ml 

(milliliter) per hour.  There was no evidence in the 

Post Operative Orders of an intravenous fluid 

order.

5.  The medical record of Patients #4 indicated 
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 A2166Continued From page 4 A2166

that post-operatively on 8/3/16, the patient was 

maintained on Lactated Ringers at 125 ml per 

hour with 20 units of Pitocin.  There was no 

evidence in the Post-Operative Orders of an 

intravenous fluid order.

6.  The medical records of Patients #2, #3, #4, #5 

indicated that these patients were transferred 

post operatively to a hospital for evaluation.  The 

medical records failed to include a transfer order.

7.  The above was confirmed by Staff #2 and 

Staff #7.

 A2285 8:43A-9.3(b)(5) PHARMACEUTICAL SVCS: 

POLICIES & PROCEDURES

The facility's policies and procedures for the 

administration, control, and storage of 

medications shall include, but not be limited to, 

policies and procedures for the purchase, 

storage, safeguarding, accountability, use, and 

disposition of drugs, in accordance with the New 

Jersey State Board of Pharmacy Rules, N.J.A.C. 

13:39, and the Controlled Dangerous Substances 

Acts and amendments thereto. Pharmaceutical 

services provided through written agreement 

shall be provided by a pharmacy licensed by the 

New Jersey State Board of Pharmacy. An 

individual patient may choose to obtain 

medications from a pharmacy which is not 

located in New Jersey.

This REQUIREMENT  is not met as evidenced 

by:

 A2285

Based on observation and staff interview  
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 A2285Continued From page 5 A2285

conducted on 11/2/16, it was determined that the 

facility failed to ensure the implementation of 

acceptable standards of practice for medication 

preparation.  

Findings include:

Reference:  Institute for Safe Medication 

Practices (ISMP) Safe Practice guidelines for 

Adult IV Push Medications, Appendix A, states, " 

3.5 Do NOT withdraw IV push medications from 

commercially available, cartridge-type syringes 

into another syringe for administration."

1. Carpuject prefilled syringe cartridges of 

Labetalol were found in the anesthesia cart of 

Operating Room #4.

2.  Upon interview, Staff # 4 stated that the facility 

withdraws the medication using a syringe and did 

not use carpuject holding devices. 

3.  These findings were confirmed by Staff #2.

 A4098 8:43A-14.2(b)(4) INFEC PREV & CONTROL: 

POL & PROCEDURES

The infection control committee, with assistance 

from each service in the facility, shall develop, 

implement, and review, every three years or more 

frequently as necessary, written policies and 

procedures regarding infection prevention and 

control, including, but not limited to, policies and 

procedures regarding the following: Infection 

control practices, including universal precautions, 

in accordance with the Occupational Safety and 

Health Administration (OSHA) rule 29 CFR Part 

1910.1030, Occupational Exposure to 

Bloodborne Pathogens, incorporated herein by 

 A4098
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 A4098Continued From page 6 A4098

reference.

This REQUIREMENT  is not met as evidenced 

by:

Based on observation and staff interview 

conducted on 11/1/16, it was determined that the 

facility failed to ensure compliance to OSHA 

regulations.

Findings include:

Reference:  OSHA (Occupational Safety and 

Health Administration) 29 CFR part 1910.1030(d)

(3)(ii) states, "Use. The employer shall ensure 

that the employee uses appropriate personal 

protective equipment unless the employer shows 

that the employee temporarily and briefly declined 

to use personal protective equipment when, 

under rare and extraordinary circumstances, it 

was the employee's professional judgment that in 

the specific instance its use would have 

prevented the delivery of health care or public 

safety services or would have posed an 

increased hazard to the safety of the worker or 

co-worker. When the employee makes this 

judgement, the circumstances shall be 

investigated and documented in order to 

determine whether changes can be instituted to 

prevent such occurrences in the future."

1.  During a tour outside OR #2, in the presence 

of Staff #2, Staff #9 was observed exiting OR #2 

at 12:10 PM, carrying a container of soiled 

instruments without the benefit of protective 

gloves.
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 A4098Continued From page 7 A4098

a.  The container was observed to contain a 

biohazard warning label.

2.  The facility failed to ensure implementation of 

PPE use in compliance to OSHA regulations.

3.  This finding was confirmed by Staff #2.

 A4112 8:43A-14.2(b)(6) INFEC PREV & CONTROL: 

POL & PROCEDURES

The infection control committee, with assistance 

from each service in the facility, shall develop, 

implement, and review, every three years or more 

frequently as necessary, written policies and 

procedures regarding infection prevention and 

control, including, but not limited to, policies and 

procedures regarding the following: Aseptic 

technique, employee health in accordance with 

N.J.A.C 8:43A-3.7, and staff training in regard to 

infection control.

This REQUIREMENT  is not met as evidenced 

by:

 A4112

Based on document review, observation and 

interview, it was determined that the facility failed 

to ensure aseptic techniques are implemented in 

accordance with its policy.

Findings include:

Reference:  Facility policy titled Safe Medication 

Administration Guidelines states, "... [bullet] Use 
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 A4112Continued From page 8 A4112

aseptic technique to avoid contamination of 

sterile injection equipment... [bullet] Multi-dose 

vials will be used as single dose vials at all times.  

They will be punctured once and discarded after 

single use... [bullet] Always use a new sterile 

syringe and needle to draw up medications... 

[bullet] Do not re-use needles, syringes or 

cannulae... [bullet] Swab all vials with an alcohol 

pad prior to drawing up medication even single 

use vials."

1.  During an observation of Patient #1 on 

11/1/16, Staff #4 re-used the same needle and 

syringe used previously to administer propofol, to 

draw up an additional dose of propofol.

2.  Staff #4 did not disinfect the rubber septum 

with alcohol prior to piercing the vial.

3.  Staff #1 and Staff #7 confirmed the above 

findings.

 A4154 8:43A-14.3(a) Infec Prev & Control: Infec Prev 

Measures

Infection prevention activities shall be based on 

the Centers for Disease Control and Prevention 

Guidelines, and Hospital Infection Control 

Practices Advisory Committee (that is, HICPAC) 

recommendations.

 A4154
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This REQUIREMENT  is not met as evidenced 

by:

Based on observation, review of facility policies 

and procedures, review of nationally recognized 

guidelines, and staff interview, it was determined 

that the facility failed to disinfect intravenous ports 

according to established CDC guidelines.

Findings include:

Reference #:  CDC, Guidelines for the Prevention 

of Intravascular Catheter-Related Infections, 

2011, pg. 55 states,  " ... Appropriate disinfectants 

must be used to prevent transmission of 

microbes through connectors [357].  Some 

studies have shown that disinfection of the 

devices with chlorhexidine/alcohol solutions 

appears to be most effective in reducing 

colonization [195, 196].  ... . "

1.  On 11/1/16, Staff #1 indicated that the facility 

follows CDC guidelines for its infection control 

practices.

2.  During an observation of Patient #1 on 

11/1/16, Staff #4 administered IV medication 

numerous times to Patient #1 without first 

disinfecting his/her IV port with alcohol.

3.  Staff #1 and Staff #7 confirmed the above 

findings.

 

 A4183 8:43A-14.3(a)(5) INFEC PREV & CONTROL: 

INFEC PREV MEASURES

 A4183
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Infection prevention activities shall be based on 

Centers for Disease Control and Prevention 

Guidelines, and Hospital Infection Control 

Practices Advisory Committee (that is, HICPAC) 

recommendations. An exception to the adoption 

of the following guideline shall be allowed 

providing that there is a sound infection control 

rationale based upon scientific research or 

epidemiologic data. The following published 

guideline is incorporated herein by reference, as 

amended and supplemented: Guideline for Hand 

Hygiene in Health-Care Settings: 

Recommendation of the Healthcare Infection 

Control Practices Advisory Committee and the 

HICPAC/SHEA/APIC/IDSA Hand Hygiene Task 

Force, published in the Morbidity and Mortality 

Weekly Report at MMWR 2002; 51 (No. RR-16), 

published by the Coordinating Center for Health 

Information and Service, available at 

http://www.cdc.gov/mmwr/PDF/rr/rr5116.pdf  and 

at 

http://www.cdc.gov/mmwr/preview/mmwrhtml/rr51

16a1.htm.

This REQUIREMENT  is not met as evidenced 

by:

Based on observation, staff interview and facility 

policy review conducted on 11/1/16, it was 

determined that the facility failed to ensure a safe 

and sanitary environment for the provision of 

surgical services by adhering to hand hygiene 

procedures in accordance with CDC-HICPAC 

guidelines and its own policy.
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Findings include:

Reference #1:  Facility policy and procedure 

titled, "Hand Hygiene Policy and Procedure" 

states, "... A. Indications for Handwashing ...3. 

Handwashing may also be used for routinely 

decontaminating hands in the following clinical 

situations: ... After removing gloves ... B.  

Indications for Handrubbing ... After removing 

gloves ..."

Reference #2:  Guideline for Hand Hygiene in 

Health Care Settings:  Recommendation of the 

Healthcare Infection Control Practices Advisory 

Committee[HICPAC] and the 

HICPAC/SHEA/APIC/IDSA Hand Hygiene Task 

Force, published in the CDC (Centers for Disease 

Control and Prevention) Morbidity and Mortality 

Weekly Report at MMWR 2002; 51 (No. RR-16) 

page 32 states,

 " Recommendations:

1.  Indications for Handwashing and Hand 

antisepsis

...

C.  Decontaminate hands before having direct 

contact with patients.

 ...

E.  Decontaminate hands before 

inserting...peripheral vascular catheters, or other 

invasive devices...

F.  Decontaminate hands after contact with a 

patient's intact skin...

G.  Decontaminate hands after contact with ... a 

patient's nonintact skin

...

I.  Decontaminate hands after contact with 

inanimate objects...in the immediate vicinity of the 

patient.

J.  Decontaminate hands after removing gloves."
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1.  During a tour of OR #2 at 12:20 PM, in the 

presence of Staff #2, Staff #8 was observed 

removing  his/her soiled gloves and touching 

his/her mask and eyeglasses without first 

sanitizing his/her hands.

a.  This finding was confirmed by Staff #2 and 

Staff #8.

2.  During a tour of the SPD area, in the presence 

of Staff #2, Staff #3 was observed removing  

his/her soiled gloves and opening a door, without 

first sanitizing his/her hands.

a.  The above finding were confirmed by Staff #2 

and Staff #3.

3.  The facility failed to ensure a safe and sanitary 

environment by implementing hand hygiene in 

accordance with CDC-HICPAC guidelines and its 

own Infection Control policy.

4.  On 11/1/16 in Operating Room (OR) #2 during 

a procedure, Staff #8 donned and doffed his/her 

gloves multiple times without hand sanitizing 

between glove changes.

a. With gloved hands, Staff #8 pushed discarded 

wrappers down inside a trash can.

(i)  While still wearing the same gloves, Staff #8 

began opening and closing cabinet doors in 

search of supplies. 

b.  At 12:46 PM, Staff #8 doffed his/her gloves 

and left the OR to retrieve supplies.  

(i)  When Staff #8 returned to the OR, he/she did 
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not hand sanitize prior to donning gloves.

Reference #3:  AORN, Guidelines for 

Perioperative Practice, 2016 Edition pg. 30 

states,  " ... Chipped fingernail polish should be 

removed prior to entry into the restricted area of 

the perioperative environment.  Fingernail polish 

that is chipped may harbor pathogens in large 

numbers ... Chipped fingernail polish should be 

removed to prevent possible contamination of the 

environment or the patient... Artificial fingernails 

should not be worn by health care personnel in 

the perioperative environment.  Any fingernail 

enhancement or resin bonding product is 

considered artificial.  Fingernail extensions or 

tips, gels and acrylic overlays, resin wraps, or 

acrylic fingernails constitute types of artificial 

fingernails.  ... . "

1.  The following observations were made on 

11/1/16 in the PACU area:

a.  Staff #15 confirmed that he/she was wearing 

gel nails.

b.  Staff #14 was wearing nail polish that was 

visibly chipped on both hands. 

c.  Staff #10 was wearing nail polish that was 

visibly chipped on both hands.

2.  Staff #1 and Staff #7 confirmed the above 

findings.

 A4190 8:43A-14.4(a)(1) INFEC PREV & 

CONTROL:STRILIZATN PT CARE ITEMS

Methods for processing reusable medical devices 

shall conform with the following or revised or later 

 A4190
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editions, if in effect, incorpated herein by 

reference: The Association for the Advancement 

of Medical Instrumentation (AAMI) requirements, 

"Good Hospital Practice: Steam Sterilization and 

Sterility Assurance," ST 46.

This REQUIREMENT  is not met as evidenced 

by:

Based on observation and staff interview 

conducted on 11/1/16, it was determined that the 

facility failed to ensure its Instrument 

Reprocessing adheres to AAMI ST 79 guidelines. 

(ST 79 replaces and supercedes ST 46 by 

consolidating ST 46 with 4 other AAMI standards 

[ST33, ST37, ST42, and ST35] approved 

7/10/2009.)

Findings include:

Reference #1:  AAMI Sterilization in Health Care 

Facilities, 2014 edition, ST 79 section 10.5.2.2.2 

Internal chemical indicators states, "An internal CI 

should be used within each package, tray, or rigid 

sterilization container system to be sterilized."

1.  During a tour of the SPD area located in the 

basement, in the presence of Staff #3 and Staff 

#11, a sterile instrument tray labeled "D&C set" 

was opened and inspected. The tray was 

observed to lack an internal CI (chemical 

indicator/integrator) within the package.
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 A4190Continued From page 15 A4190

2.  The facility failed to ensure compliance with 

AAMI ST79 guidelines.

3.  This finding was confirmed by Staff #3.

Reference #2: AAMI Sterilization in Health Care 

Facilities, 2014 edition, ST 79, section 3.3.6.5 

Temperature states, "... The decontamination 

area should have a temperature controlled 

between 16 degrees C [Celsius] and 18 degrees 

C (60 degrees F [Fahrenheit] and 65 degrees F). 

... bacteria thrive at high temperatures; cool 

temperatures in the decontamination area might 

help minimize bioburden."

1.  During a review of SPD Temperature and 

Relative Humidity logs, the "Decontamination 

Area Documentation of Temperature and 

Humidity" logs evidenced daily temperatures 

above 65 degrees F from 9/1/16 through 

10/29/16.

a.  The log indicated that the facility's acceptable 

temperature range in the Decontamination Area is 

between "60 degrees F and 65 degrees F."

2.  The facility failed to ensure temperature 

control is implemented

in the Decontamination Area, in accordance with 

AAMI guidelines and its own policy.

3.  These findings were confirmed by Staff #2.

 A4215 8:43A-14.4(g) INFEC PREV & 

CONTROL:STRILIZATN PT CARE ITEMS

The manufacturer's instructions for cleaning, 

testing, disassembly, and sterilization of 

equipment shall be readily available and followed 

 A4215
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by employees.

This REQUIREMENT  is not met as evidenced 

by:

Based on observation, staff interview, and review 

of manufacturer's instructions for use (IFUs) 

conducted on 11/1/16, it was determined that the 

facility failed to ensure that manufacturer's IFUs 

are followed. 

Findings include:

Reference #1:  AAMI (Association for the 

Advancement of Medical Instrumentation) 

Sterilization in Health Care Facilities, 2014 edition 

states in ST 79 section 7.2.2 Manufacturers' 

written IFU [Instructions for Use], "The written IFU 

of the device manufacturer should always be 

followed."

Reference #2:  Shimadzu Ultrasonic Vaginal 

Probe manufacturer's IFU states, "High Level 

Disinfection ... Disinfect the probe after each use. 

... (3) Dipping: Use disinfectant, listed in Table 1. 

Disinfectant procedure should be executed in 

accordance with disinfectant manufacture's (sic) 

instructions. ... Table 1 Recommended Solution: 

Active ingredient: Glutaraldehyde ... Solution: 

Cidex ... Manufacturer: Johnson & Johnson"

1.  During observation of a high-level disinfection 

procedure at 1:05 PM, Staff #3 was observed 

using Cidex OPA (Ortho-Phthalaldehyde) solution 

to clean and disinfect a Shimadzu Ultrasonic 
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 A4215Continued From page 17 A4215

Vaginal Probe.

a.  Cidex OPA solution is a different disinfectant 

from Cidex glutaraldehyde solution.

b.  Cidex OPA is not listed by the manufacturer as 

a recommended product for disinfecting the 

Shimadzu probes.

2.  The facility failed to ensure adherence to the 

manufacturer's IFUs.

3.  This finding was confirmed by Staff #3.

 A4797 8:43A-17.4(a)(15) 

HOSKEEPING-SANI&SAFTY:ENVIRNMNTL PT 

CARE SERV

The following environmental condition shall be 

met: All equipment and environmental surfaces 

shall be kept clean to sight and touch.

This REQUIREMENT  is not met as evidenced 

by:

 A4797

Based on observation, staff interview and facility 

policy review conducted on 11/1/16, it was 

determined that the facility failed to ensure a safe 

and sanitary environment for the provision of 

surgical services by adhering to the nationally 

recognized guidelines it has selected for its 

Infection Control program. 

Findings include:
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Reference:  AORN Guidelines For Perioperative 

Practice, 2016 edition states on pages 12-13,  " 

Recommendation III. A clean environment should 

be reestablished after the patient is transferred 

from the area. ... III.C.5. The floors and walls of 

operating and procedure rooms should be 

cleaned and disinfected after each surgical or 

invasive procedure if soiled or potentially soiled."  

1.  During the entrance conference, Staff #1 and 

Staff #2 stated that the facility follows AAMI, 

AORN, CDC, and OSHA guidelines for its 

Infection Control program. The facility performs 

termination of pregnancy (TOP) procedures only.

2.  During observation of room turnover cleaning 

in OR #2, in the presence of Staff #2, Staff #10 

was observed mopping the floors without moving 

the table to clean the floor underneath.

a.  The floors can be potentially soiled with blood 

and bodily fluids due to the type of procedures it 

performs.

3.  The facility failed to ensure that the floors were 

cleaned and disinfected between patients.

4.  This finding was confirmed by Staff #2 and 

Staff #10.

 H1170 8:43E-6.4(b) PAIN MGMT PROCDURS: PAIN 

ASSESSMENT PROCDURS

Assessment of a patient's/resident's pain shall 

occur, at a minimum, upon admission, on the day 

of a planned discharge, and when warranted by 

changes in a patient's/resident's condition, 

self-reporting of pain and/or evidence of 

 H1170
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behavioral cues indicative of the presence of 

pain. In the case of individuals receiving home 

health care services, assessment shall coincide 

with a visit by staff of the home health service 

agency and assessment on the day of discharge 

is not required if the individual has been admitted 

to an inpatient or residential health care facility 

and discharge from the home health service 

agency takes place after the admission.

This REQUIREMENT  is not met as evidenced 

by:

Based on document review and interview, it was 

determined that the facility failed to ensure that 

pain assessment is conducted upon admission 

and upon discharge.

Findings include:

1.  Medical Records #2- #20 lacked evidence that 

pain was assessed upon admission.

2.  Medical Records #2, #3 and #5 through #21 

lacked evidence that pain was assessed post 

procedure.

3.  The above was confirmed by Staff #2.
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Q 000 INITIAL COMMENTS Q 000

 A Federal Re-certification survey was conducted 

on 11/1 and 11/2/16.  

An Immediate Jeopardy regarding the use of an 

Oxygen Concentrator in an Operating Room 

intended for individual use in the home, was 

identified.   

The following Conditions for Coverage are out of 

compliance:

42 CFR 416.41 Governing Body and 

Management

42 CFR 416.44 Environment

42 CFR 416.51 Infection Control 

Medical Records Reviewed: 20

Staff Files Reviewed/Interviews:  15

Abbreviation Key:

AAMI=Association for the Advancement of 

Medical Instrumentation

AORN= Association of periOperative Registered 

Nurses

CDC=Centers for Disease Control and 

Prevention

CI=Chemical Indicator/Integrator

HICPAC=Hospital Infection Control Practices 

Advisory Committee

IDSA=Infectious Disease Society of America

IFUs=Instructions for Use

OPA=Ortho-Phthalaldehyde

OR=Operating Room

OSHA=Occupational Safety and Health 

 

LABORATORY DIRECTOR'S OR PROVIDER/SUPPLIER REPRESENTATIVE'S SIGNATURE TITLE (X6) DATE

02/28/2017

Any deficiency statement ending with an asterisk (*) denotes a deficiency which the institution may be excused from correcting providing it is determined that 

other safeguards provide sufficient protection to the patients . (See instructions.)  Except for nursing homes, the findings stated above are disclosable 90 days 

following the date of survey whether or not a plan of correction is provided.  For nursing homes, the above findings and plans of correction are disclosable 14 

days following the date these documents are made available to the facility.  If deficiencies are cited, an approved plan of correction is requisite to continued 

program participation.
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Administration

PPE=Personal Protective Equipment

SHEA=Society of Healthcare Epidemiology of 

America

TOP=Termination of Pregnancy

Q 040 GOVERNING BODY AND MANAGEMENT

CFR(s): 416.41

The ASC must have a governing body that 

assumes full legal responsibility for determining, 

implementing,and monitoring policies governing 

the ASC's total operation.  The governing body 

has oversight and accountability for the quality 

assessment and performance improvement 

program, ensures that facility policies and 

programs are administered so as to provide 

quality health care in a safe environment, and 

develops and maintains a disaster preparedness 

plan.

This CONDITION  is not met as evidenced by:

Q 040

 Based on document review, staff interview, and 

observation, it was determined that the Governing 

Body failed to demonstrate it is effective in 

carrying out the responsibility of the operation and 

management of the Ambulatory Surgical Center 

(ASC). The Governing Body failed to provide 

necessary oversight and leadership as evidenced 

by the lack of compliance with the following 

Condition of Participation:  Environment and 

Infection Control.

 

Q 100 ENVIRONMENT

CFR(s): 416.44

The ASC must have a safe and sanitary 

environment, properly constructed, equipped, and 

maintained to protect the health and safety of 

Q 100
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patients.

This CONDITION  is not met as evidenced by:

 Based on observation and staff interview on 

11/2/16, it was determined that the facility failed to 

provide a safe environment to protect the health 

of patients, staff, and the public.

Findings include:

1.  The facility failed to comply with the 

requirements of the National Fire Protection 

Association's Life Safety Code, 2012 edition.  

(Cross refer to Tag Q 104).

 

Q 104 SAFETY FROM FIRE

CFR(s): 416.44(b)

(1) Except as otherwise provided in this section, 

the ASC must meet the provisions applicable to 

Ambulatory Health Care Centers of the 2000 

edition of the Life Safety Code of the National Fire 

Protection Association, regardless of the number 

of patients served. The Director of the Office of 

the Federal Register has approved the NFPA 

101® 2000 edition of the Life Safety Code, issued 

January 14, 2000, for incorporation by reference 

in accordance with 5 U.S.C. 552(a) and 1 CFR 

part 51.  A copy of the Code is available for 

inspection at the CMS Information Resource 

Center, 7500 Security Boulevard, Baltimore, MD 

and at the National Archives and Records 

Administration (NARA).  For information on the 

availability of this material at NARA, call 

202-741-6030, or go to 

http://www.archives.gov/federalregister/code_of_f

ederal-regulations/ibr_locations.html.

Copies may be obtained from the National Fire 

Protection Association, 1 Batterymarch Park, 

Q 104
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Quincy, MA 02269.  If any changes in this edition 

of the Code are incorporated by reference, CMS 

will publish notice in the Federal Register to 

announce the changes.

(2) In consideration of a recommendation by the 

State survey agency, CMS may waive, for periods 

deemed appropriate, specific provisions of the 

Life Safety Code which, if rigidly applied, would 

result in unreasonable hardship upon an ASC, but 

only if the waiver will not adversely affect the 

health and safety of the patients.

(3) The provisions of the Life Safety Code do not 

apply in a State if CMS finds that a fire and safety 

code imposed by State law adequately protects 

patients in an ASC.

(4) An ASC must be in compliance with Chapter 

21.2.9.1, Emergency Lighting, beginning on 

March 13, 2006.

(5) Notwithstanding any provisions of the 2000 

edition of the Life Safety Code to the contrary, an 

ASC may place alcohol-based hand rub 

dispensers in its facility if:

     (i) Use of alcohol-based hand rub dispensers 

does not conflict with any State or local codes that 

prohibit or otherwise restrict the placement of 

alcohol-based hand rub dispensers in health care 

facilities;

     (ii) The dispensers are installed in a manner 

that minimizes leaks and spills that could lead to 

falls;

     (iii) The dispensers are installed in a manner 

that adequately protects against inappropriate 

access; and

     (iv) The dispensers are installed in accordance 
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with the following provisions:

        (A) Where dispensers are installed in a 

corridor, the corridor shall have a minimum width 

of 6 ft (1.8m);

        (B) The maximum individual dispenser fluid 

capacity shall be:

              (1) 0.3 gallons (1.2 liters) for dispensers 

in rooms, corridors, and areas open to corridors

              (2) 0.5 gallons (2.0 liters) for dispensers 

in suites of rooms

        (C) The dispensers shall have a minimum 

horizontal spacing of 4 feet (1.2m) from each 

other;

        (D) Not more than an aggregate of 10 

gallons (37.8 liters) of ABHR solution shall be in 

use in a single smoke compartment outside of a 

storage cabinet;

        (E) Storage of quantities greater than 5 

gallons (18.9 liters) in a single smoke 

compartment shall meet the requirements of 

NFPA 30, Flammable and Combustible Liquids 

Code;

        (F) The dispensers shall not be installed 

over or directly adjacent to an ignition source;

        (G) In locations with carpeted floor 

coverings, dispensers installed directly over 

carpeted surfaces shall be permitted only in 

sprinklered smoke compartments; and

     (v) The dispensers are maintained in 

accordance with dispenser manufacturer 

guidelines.

This STANDARD  is not met as evidenced by:

 Based on observation and staff interview, it was 

determined that the facility failed to comply with 
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the requirements of the National Fire Protection 

Association's Life Safety Code, 2012 edition.

Findings include:

1.  The facility failed to ensure buildings of type 

III(200) that are two or more stories in height are 

sprinklered throughout by an approved 

supervised automatic sprinkler system.  Cross 

Reference Tag K 0161.

2.  The facility failed to ensure that exit 

enclosures provide a continue protected path of 

travel to an exit discharge.  Cross Reference Tag 

K 0211.

3.   The facility failed to ensure doors required to 

be self-closing are closed, unless held open by 

an approved hold-open device.  Cross reference 

Tag K 0223.

4.  The facility to ensure stairs used as a 

component of the means of egress are enclosed.  

Cross reference Tag K 0311.

Q 141 ORGANIZATION AND STAFFING

CFR(s): 416.46(a)

Patient care responsibilities must be delineated 

for all nursing service personnel.  Nursing 

services must be provided in accordance with 

recognized standards of practice.  There must be 

a registered nurse available for emergency 

treatment whenever there is a patient in the ASC.

This STANDARD  is not met as evidenced by:

Q 141

 Based on medical record review and interview, it 

was determined that nursing personnel did not 
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provide nursing care in accordance with a 

recognized standard of practice and its policy.

Findings include:

Reference #1:  The Nursing Practice Act for the 

State of New Jersey states: "The practice of 

nursing as a registered professional nurse RN is 

defined as diagnosing and treating human 

responses to actual or potential physical and 

emotional health problems, through such services 

as casefinding, health teaching, health 

counseling, and provision of care supportive to or 

restorative of life and wellbeing, and executing 

medical regimens as prescribed by a licensed or 

otherwise legally authorized physician or dentist."

Reference #2:  Facility policy "Perioperative Pain 

Management at MMA" states, "...  To make the 

patient's recovery after surgery and anesthesia 

more comfortable, the PACU nurse is advised to 

do a pain assessment based on a scale of 0-10, 

0- no pain, 10, pain is absolutely unbearable ..."

1.  The medical record of Patient #7 revealed that 

the patient underwent a procedure on 10/8/16.  

The PACU (post anesthesia care unit) Post 

Operative Admission sheet indicated that at 4:30 

PM, the patient met discharge criteria.  One 

indicator of the Discharge Criteria is "Pain score <  

(less) 3."  There was no evidence in the medical 

record that the patient's pain was assessed 

throughout the PACU stay and prior to discharge.  

2.  The medical record of Patient #6 revealed that 

the patient underwent a procedure on 10/25/16.  

The PACU Post Operative Admission sheet 

indicated that at 12:15 PM, the patient met 

discharge criteria.  One indicator of the Discharge 
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Criteria is "Pain score < (less) 3."  There was no 

evidence in the medical record that the patient's 

pain was assessed in PACU and prior to 

discharge. 

3.  The medical record of Patient #2 revealed that 

the patient underwent a procedure on 12/30/15.  

Post procedure there was no evidence that the 

patient's pain was assessed prior to the patient's 

transfer.  

3.  The medical record of Patient #5 indicated in 

the Patient's Information Medical History sheet 

that the patient was allergic to Dapro and 

Ibuprofen.  The Post Operative Orders dated 

10/14/16 contained an order for "Ibuprofen 800 

mg (milligram) po (by mouth) prn (as needed) 

cramping x1."  Although the patient did not 

require any medication for cramping 

post-operatively, there was no evidence that 

nursing staff consulted with the physician for 

clarification or discontinuation of the order.  

4.  The medical record of Patient #7 indicated on 

10/22/16 that post-operatively the patient was 

maintained on Lactated Ringers at 125 ml 

(milliliter) per hour.  There was no evidence in the 

Post Operative Orders of an intravenous fluid 

order.

5.  The medical record of Patients #4 indicated 

that post-operatively on 8/3/16, the patient was 

maintained on Lactated Ringers at 125 ml per 

hour with 20 units of Pitocin.  There was no 

evidence in the Post-Operative Orders of an 

intravenous fluid order.

6.  The medical records of Patient #2, #3, #4, #5 

indicated that these patients were transferred to a 
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hospital post-operatively for evaluation.  The 

medical records failed to include a transfer order.

7.  The above was confirmed by Staff #2 and 

Staff #7.

Q 181 ADMINISTRATION OF DRUGS

CFR(s): 416.48(a)

Drugs must be prepared and administered 

according to established policies and acceptable 

standards of practice.

This STANDARD  is not met as evidenced by:

Q 181

 Based on observation and staff interview 

conducted on 11/2/16, it was determined that the 

facility failed to ensure the implementation of 

acceptable standards of practice for medication 

preparation.  

Findings include:

Reference:  Institute for Safe Medication 

Practices (ISMP) Safe Practice guidelines for 

Adult IV Push Medications, Appendix A, states, 

"3.5 Do NOT withdraw IV push medications from 

commercially available, cartridge-type syringes 

into another syringe for administration."

1. Carpuject prefilled syringe cartridges of 

Labetalol were found in the anesthesia cart of 

Operating Room #4.

2.  Upon interview, Staff # 4 stated that the facility 

withdraws the medication using a syringe and did 

not use carpuject holding devices. 
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3.  These findings were confirmed by Staff #2.

Q 223 NOTICE - PHYSICIAN OWNERSHIP

CFR(s): 416.50(b)

The ASC must disclose, in accordance with Part 

420 of this subchapter, and where applicable, 

provide a list of physicians who have financial 

interest or ownership in the ASC facility.  

Disclosure of information must be in writing.

This STANDARD  is not met as evidenced by:

Q 223

 Based on review of 4 of 4 medical records and 

interview, it was determined that the facility failed 

to ensure that the patient is provided written 

information regarding the facility physician 

ownership prior to surgery.

Findings include:

1.  The medical records of Patient #6, #8, #10 

and #12 lacked evidence that written information 

regarding the physicians ownership in the facility 

was provided to the patients.

2.  The above was confirmed by Staff #1.

 

Q 224 ADVANCED DIRECTIVES

CFR(s): 416.50(c)(1)(2)(3)

The ASC must comply with the following 

requirements:

(1) Provide the patient or, as appropriate, the 

patient's representative with written information 

concerning its policies on advance directives, 

including a description of applicable State health 

and safety laws and, if requested, official State 

advance directive forms.  

Q 224
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(2) Inform the patient or, as appropriate, the 

patient's representative of the patient's rights to 

make informed decisions regarding the patient's 

care.

(3) Document in a prominent part of the patient's 

current medical record, whether or not the 

individual has executed an advance directive.

This STANDARD  is not met as evidenced by:

 Based on a review of 4 of 4 medical records, 

review of facility policy, and interview of 

administrative staff, it was determined that the 

facility failed to provide patients or, as appropriate 

the patient's representative in advance of the date 

of the procedure, with information concerning its 

policies on advance directives; failed to inform the 

patient, or as appropriate, the patient's 

representative of the patient's rights to make 

informed decisions regarding the patient's care; 

and failed to document in a prominent part of the 

patient's current medical record, whether or not 

the individual has executed an advance directive.

Findings include:

1.  The medical records of Patients #6, #8, #10, 

and #12 failed to indicate that written information 

had been provided to the patient regarding the 

facility policies on advance directives including a 

description of applicable State health and safety 

laws, and if requested, official State advance 

directive forms.

2.  The medical records of Patient #6, #8, and 

#12 lacked evidence of an advance directive 

inquiry at the time of admission.

3.  Staff #1 confirmed the above findings.
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Q 240 INFECTION CONTROL

CFR(s): 416.51

The ASC must maintain an infection control 

program that seeks to minimize infections and 

communicable diseases.

This CONDITION  is not met as evidenced by:

Q 240

 Based on observation, document review and 

staff interview conducted on 11/1/16 and 11/2/16, 

it was determined that the facility failed to have an 

adequate Infection Control program that seeks to 

minimize infections and communicable diseases.

Findings include:

1.  The facility failed to provide a functional and 

sanitary environment for provision of surgical 

services by adhering to professionally acceptable 

standards of practice. (Cross refer to Tag Q 

0241).

2. The facility failed to implement and monitor 

compliance with the infection control policies, 

procedures and protocols of the facility's Infection 

Control Plan and the nationally recognized 

guidelines that it has selected for its Infection 

Control program. (Cross refer to Tag Q 0242).

 

Q 241 SANITARY ENVIRONMENT

CFR(s): 416.51(a)

The ASC must provide a functional and sanitary 

environment for the provision of surgical services 

by adhering to professionally acceptable 

standards of practice.

This STANDARD  is not met as evidenced by:

Q 241

 A.  Based on observation, review of facility  
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Q 241 Continued From page 12 Q 241

documentation, and staff interview, it was 

determined that the facility failed to ensure a 

functional and sanitary environment for the 

provision of surgical services.

Findings include:

1.  On 11/2/16 at 10:50 AM, in the presence of 

Staff #1, a Platinum 5 HF model IRC5LX02 

Oxygen Concentrator was being used in 

Operating Room #2 while procedures were being 

performed.  

a.  A review of the Manufacture's Operator 

Manual states, "Your oxygen concentrator is 

intended for individual use in the home."  ...  

Select a location:  You may select a room in your 

house ... The air intake of the unit should be 

located in a well ventilated area to avoid airborne 

pollutants and/or fumes.  ..."

b.  During interview, Staff #1 confirmed the 

oxygen concentrator was functioning during 

procedures on 11/2/16.

c.  The Oxygen Concentrator was not utilized in 

accordance with Manufactures' Operator Manual.

This finding resulted in an Immediate Jeopardy 

which immediately curtailed this practice.  The 

Immediate Jeopardy was removed on 11/2/16, 

day of survey, upon receipt of an acceptable plan 

of correction. 

B.  Based on observation, staff interview and 

facility policy review conducted on 11/1/16, it was 

determined that the facility failed to ensure a safe 

and sanitary environment for the provision of 
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Q 241 Continued From page 13 Q 241

surgical services by adhering to hand hygiene 

procedures in accordance with CDC-HICPAC 

guidelines and its own policy.

Findings include:

Reference #1:  Guideline for Hand Hygiene in 

Health Care Settings:  Recommendation of the 

Healthcare Infection Control Practices Advisory 

Committee[HICPAC] and the 

HICPAC/SHEA/APIC/IDSA Hand Hygiene Task 

Force, published in the CDC (Centers for Disease 

Control and Prevention) Morbidity and Mortality 

Weekly Report at MMWR 2002; 51 (No. RR-16) 

page 32 states,

 " Recommendations:

1.  Indications for Handwashing and Hand 

antisepsis

...

C.  Decontaminate hands before having direct 

contact with patients.

 ...

E.  Decontaminate hands before 

inserting...peripheral vascular catheters, or other 

invasive devices...

F.  Decontaminate hands after contact with a 

patient's intact skin...

G.  Decontaminate hands after contact with ... a 

patient's nonintact skin

...

I.  Decontaminate hands after contact with 

inanimate objects...in the immediate vicinity of the 

patient.

J.  Decontaminate hands after removing gloves."

Reference #2: Facility policy titled Hand Hygiene 

Policy and Procedure states, "... If hands are not 

visibly soiled, an alcohol-based hand rub may be 

used for routinely decontaminating hands in the 
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following clinical situations:  [bullet] Before having 

direct contact with patients... [bullet] After contact 

with a patient's intact skin (e.g., when taking a 

pulse or blood pressure, and lifting a patient)... 

[bullet] When moving from a contaminated body 

site to a clean body site during patient care... 

[bullet] After contact with inanimate objects 

(including medical equipment) in the immediate 

vicinity of the patient... [bullet] After removing 

gloves... 1.  Artificial fingernails or extenders may 

not be worn if duties include direct contact with 

patients... 3.  Remove gloves promptly after use, 

before touching non-contaminated items and 

environmental surfaces, and before caring for 

another patient. ... ."

1.  During a tour of OR #2 at 12:20 PM, in the 

presence of Staff #2, Staff #8 was observed 

removing his/her soiled gloves and touching 

his/her mask and eyeglasses without first 

sanitizing his/her hands.

a.  This finding was confirmed by Staff #2 and 

Staff #8.

2.  During a tour of the SPD area, in the presence 

of Staff #2, Staff #3 was observed removing 

his/her soiled gloves and opening a door, without 

first sanitizing his/her hands.

a.  This finding was confirmed by Staff #2 and 

Staff #3.

3.  On 11/1/16 in Operating Room (OR) #2 during 

a procedure, Staff #8 donned and doffed his/her 

gloves multiple times without hand sanitizing 

between glove changes.

b. With gloved hands, Staff #8 pushed discarded 
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wrappers down inside a trash can.

(i)  While still wearing the same gloves, Staff #8 

began opening and closing cabinet doors in 

search of supplies. 

c.  At 12:46 PM, Staff #8 doffed his/her gloves 

and left the OR to retrieve supplies.  

(i)  When Staff #8 returned to the OR, he/she did 

not hand sanitize prior to donning gloves.

4.  The facility failed to ensure a safe and sanitary 

environment by implementing hand hygiene in 

accordance with CDC-HICPAC guidelines and its 

own Infection Control policy.

C.  Based on observation, staff interview and 

facility policy review conducted on 11/1/16, it was 

determined that the facility failed to ensure a safe 

and sanitary environment for the provision of 

surgical services by adhering to the nationally 

recognized guidelines it has selected for its 

Infection Control program. 

Findings include:

1.  During the entrance conference, Staff #1 and 

Staff #2 stated that the facility follows AAMI, 

AORN, CDC, and OSHA guidelines for its 

Infection Control program. The facility performs 

termination of pregnancy (TOP) procedures only.

Reference:  AORN Guidelines For Perioperative 

Practice, 2016 edition  states on pages 12-13, 

"Recommendation III. A clean environment 

should be reestablished after the patient is 

transferred from the area. ... III.C.5. The floors 

and walls of operating and procedure rooms 
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Q 241 Continued From page 16 Q 241

should be cleaned and disinfected after each 

surgical or invasive procedure if soiled or 

potentially soiled. "  

1.  During observation of room turnover cleaning 

in OR #2, in the presence of Staff #2, Staff #10 

was observed mopping the floors without moving 

the table to clean the floor underneath.

a.  The floors can be potentially soiled with blood 

and bodily fluids due to the type of procedures it 

performs.

2.  The facility failed to ensure that the floors are 

cleaned and disinfected between patients.

3.  This finding was confirmed by Staff #2 and 

Staff #10.

]

D.  Based on observation, review of facility 

policies and procedures, review of nationally 

recognized guidelines, and staff interview, it was 

determined that the facility failed to provide a 

sanitary environment by adhering to 

professionally acceptable standards of practice.

Findings include:

Reference #1:  AORN, Guidelines for 

Perioperative Practice, 2016 Edition pg. 30 

states,  " ... Chipped fingernail polish should be 

removed prior to entry into the restricted area of 

the perioperative environment.  Fingernail polish 

that is chipped may harbor pathogens in large 

numbers ... Chipped fingernail polish should be 

removed to prevent possible contamination of the 

environment or the patient... Artificial fingernails 

should not be worn by health care personnel in 

the perioperative environment.  Any fingernail 
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enhancement or resin bonding product is 

considered artificial.  Fingernail extensions or 

tips, gels and acrylic overlays, resin wraps, or 

acrylic fingernails constitute types of artificial 

fingernails.  ... . "

1.  The following was observed on 11/1/16 in the 

PACU area:

a.  Staff #15 confirmed that he/she was wearing 

gel nails.

b.  Staff #14 was wearing nail polish that was 

visibly chipped on both hands. 

c.  Staff #10 was wearing nail polish that was 

visibly chipped on both hands.

Reference #2:  CDC, Guidelines for the 

Prevention of Intravascular Catheter-Related 

Infections, 2011, pg. 55 states, "... Appropriate 

disinfectants must be used to prevent 

transmission of microbes through connectors 

[357].  Some studies have shown that disinfection 

of the devices with chlorhexidine/alcohol solutions 

appears to be most effective in reducing 

colonization [195, 196].  ..."

1.  During an observation of Patient #1 on 

11/1/16, Staff #4 administered IV medication 

numerous times to Patient #1 without first 

disinfecting the IV port with alcohol.

2.  Staff #1 and Staff #7 confirmed the above 

findings.

Reference #3:  Facility policy titled Safe 

Medication Administration Guidelines states, "... 

[bullet] Use aseptic technique to avoid 
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contamination of sterile injection equipment... 

[bullet] Multi-dose vials will be used as single 

dose vials at all times.  They will be punctured 

once and discarded after single use... [bullet] 

Always use a new sterile syringe and needle to 

draw up medications... [bullet] Do not re-use 

needles, syringes or cannulae... [bullet] Swab all 

vials with an alcohol pad prior to drawing up 

medication even single use vials."

1.  During an observation of Patient #1 on 

11/1/16, Staff #4 re-used the same needle and 

syringe used previously to administer propofol, to 

draw up an additional dose of propofol.

2.  Staff #4 did not disinfect the rubber septum 

with alcohol prior to piercing the vial.

3.  Staff #1 and Staff #7 confirmed the above 

findings.

Q 242 INFECTION CONTROL PROGRAM

CFR(s): 416.51(b)

The ASC must maintain an ongoing program 

designed to prevent, control, and investigate 

infections and communicable diseases.  In 

addition, the infection control and prevent 

program must include documentation that the 

ASC has considered, selected, and implemented 

nationally recognized infection control guidelines.

This STANDARD  is not met as evidenced by:

Q 242

 A.  Based on observation, staff interview, and 

review of manufacturer's instructions for use 

(IFUs) conducted on 11/1/16, it was determined 

that the facility failed to ensure that 
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manufacturer's IFUs are followed. 

Findings include:

Reference #1:  AAMI (Association for the 

Advancement of Medical Instrumentation) 

Sterilization in Health Care Facilities, 2014 edition 

states in ST 79 section 7.2.2 Manufacturers' 

written IFU [Instructions for Use], "The written IFU 

of the device manufacturer should always be 

followed."

Reference #2:  Shimadzu Ultrasonic Vaginal 

Probe manufacturer's IFU states, "High Level 

Disinfection ... Disinfect the probe after each use. 

... (3) Dipping: Use disinfectant, listed in Table 1. 

Disinfectant procedure should be executed in 

accordance with disinfectant manufacture's (sic) 

instructions. ... Table 1 Recommended Solution: 

Active ingredient: Glutaraldehyde ... Solution: 

Cidex ... Manufacturer: Johnson & Johnson"

1.  During observation of a high-level disinfection 

procedure at 1:05 PM, Staff #3 was observed 

using  Cidex OPA (Ortho-Phthalaldehyde) 

solution to clean and disinfect a Shimadzu 

Ultrasonic Vaginal Probe.

a.  Cidex OPA solution is a different disinfectant 

from Cidex glutaraldehyde solution.

b.  Cidex OPA is not listed by the manufacturer as 

a recommended product for disinfecting the 

Shimadzu probes.

2.  The facility failed to ensure adherence to the 

manufacturer's IFUs.

3.  This finding was confirmed by Staff #3.
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B.  Based on observation and staff interview 

conducted on 11/1/16, it was determined that the 

facility failed to ensure its Instrument 

Reprocessing adheres to AAMI ST 79 guidelines. 

AAMI is one of the nationally recognized 

guidelines the facility has selected for its Infection 

Control program.

Findings include:

Reference #1:  AAMI Sterilization in Health Care 

Facilities, 2014 edition, ST 79 section 10.5.2.2.2 

Internal chemical indicators states, "An internal CI 

should be used within each package, tray, or rigid 

sterilization container system to be sterilized."

1.  During a tour of the SPD area located in the 

basement, in the presence of Staff #3 and Staff 

#11, a sterile instrument tray labeled "D&C set" 

was opened and inspected. The tray lacked an 

internal CI (chemical indicator/integrator) within 

the package.

2.  The facility failed to ensure compliance with 

AAMI ST79 guidelines.

3.  This finding was confirmed by Staff #3.

Reference #2: AAMI Sterilization in Health Care 

Facilities, 2014 edition, ST 79, section 3.3.6.5 

Temperature states, "... The decontamination 

area should have a temperature controlled 

between 16 degrees C [Celsius] and 18 degrees 

C (60 degrees F [Fahrenheit] and 65 degrees F). 

... bacteria thrive at high temperatures; cool 

temperatures in the decontamination area might 

help minimize bioburden."
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1.  During a review of SPD Temperature and 

Relative Humidity logs, the "Decontamination 

Area Documentation of Temperature and 

Humidity" logs evidenced daily temperatures 

above 65 degrees F from 9/1/16 through 

10/29/16.

a.  The log indicated that the facility's acceptable 

temperature range in the Decontamination Area is 

between "60 degrees F and 65 degrees F."

2.  The facility failed to ensure temperature 

control in the Decontamination Area was in 

accordance with AAMI guidelines and its own 

policy.

3.  These findings were confirmed by Staff #2.

C.  Based on observation and staff interview 

conducted on 11/1/16, it was determined that the 

facility failed to ensure perioperative practices 

that adhere to AORN guidelines. 

Findings include:

Reference #1:  AORN [Association of 

periOperative Registered Nurses] Clinical FAQs 

<https://www.aorn.org/clinicalfaqs/attire/> 

updated November 13, 2014 states, 

"Perioperative team members should wear scrub 

attire that covers the arms when opening sterile 

supplies. Wearing long-sleeved attire helps 

contain skin squames shed from bare arms. 

Opening sterile supplies onto the sterile field 

without wearing a long-sleeved jacket may allow 

skin squames from the perioperative team 

member's bare arms to drop onto the sterile field 

and may increase the patient's risk for an SSI."
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Reference #2:  AORN Guidelines For 

Perioperative Practice, 2016 edition states on 

page 100, "I.c. When in the restricted areas, all 

nonscrubbed personnel should completely cover 

their arms with a long-sleeved scrub top or 

jacket."

1.  AORN is one of the nationally recognized 

guidelines the facility has selected for its Infection 

Control program.

2.  During observation of room preparation for a 

procedure in OR #2, in the presence of Staff #2, 

Staff #8 was observed opening sterile surgical 

items onto the sterile field without wearing a 

long-sleeved attire. 

a.  The lack of a long-sleeved attire allows skin 

squames that are shed from Staff #8's arms to 

drop onto the sterile field and potentially 

contaminate the field.

3.  The facility failed to ensure all nonscrubbed 

personnel wear long-sleeved attire while in the 

restricted areas of the facility.

4.  The facility failed to ensure the sterile integrity 

of surgical items on the sterile field were 

maintained.

5.  These findings were confirmed by Staff #2 and 

Staff #8.

D.  Based on observation and staff interview 

conducted on 11/1/16, it was determined that the 

facility failed to ensure compliance to OSHA 

regulations.

Findings include:
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Reference:  OSHA (Occupational Safety and 

Health Administration) 29 CFR part 1910.1030(d)

(3)(ii) states, "Use. The employer shall ensure 

that the employee uses appropriate personal 

protective equipment unless the employer shows 

that the employee temporarily and briefly declined 

to use personal protective equipment when, 

under rare and extraordinary circumstances, it 

was the employee's professional judgment that in 

the specific instance its use would have 

prevented the delivery of health care or public 

safety services or would have posed an 

increased hazard to the safety of the worker or 

co-worker. When the employee makes this 

judgement, the circumstances shall be 

investigated and documented in order to 

determine whether changes can be instituted to 

prevent such occurrences in the future."

1.  During a tour outside OR #2, in the presence 

of Staff #2, Staff #9 was observed exiting OR #2 

at 12:10 PM, carrying a container of soiled 

instruments without the benefit of protective 

gloves.

a.  The container was observed to contain a 

biohazard warning label.

2.  The facility failed to ensure implementation of 

PPE use in compliance to OSHA regulations.

3.  This finding was confirmed by Staff #2.

Q 261 ADMISSION ASSESSMENT

CFR(s): 416.52(a)(1)

Not more than 30 days before the date of the 

scheduled surgery, each patient must have a 

Q 261
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Q 261 Continued From page 24 Q 261

comprehensive medical history and physical 

assessment completed by a physician (as defined 

in section 1861(r) of the Act) or other qualified 

practitioner in accordance with applicable State 

health and safety laws, standards or practice, and 

ASC policy.

This STANDARD  is not met as evidenced by:

 Based on document review and staff interview, it 

was determined that the facility failed to ensure 

that a complete medical history is obtained prior 

to a procedure.

Findings include:

Reference:  Facility Medical Staff Rules and 

Regulation states, "...  VII.  Medical Records  ...

2.  Under no circumstances may an operation be 

performed until the patient's history, physical 

examination ... are recorded on the medical 

record."

1.  The medical records of Patients #2 - #20 

lacked a complete medical history performed by 

the physicians prior to a procedure.  The medical 

records contain a Patient Information sheet that 

includes the patient's medical history, past 

surgery/hospitalization, allergies, medications, 

etc. which is completed and signed by the patient.  

As per Staff #7, this form is reviewed and utilized 

for additional notes by the physicians as a 

medical history prior to the procedure.

 

Q9999 FINAL OBSERVATIONS Q9999

 11/2/16---Surveyors are on site today for a 

Federal Recertification survey and have identified 

an Immediate Jeopardy.  The survey team 
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observed a Platinum 5 HF model IRC5LX02 

Oxygen Concentrator being used in the Operating 

Room during a procedure. The instructions for 

use indicate the following:

 " Your oxygen concentrator is intended for 

individual use in the home "

 " Select a location:  You may select a room in 

your house  ...   "

 " ...  The air intake of the unit should be located 

in a well ventilated area to avoid airborne 

pollutants and/or fumes. "

The unit takes air from the operating room, 

converts it to concentrated oxygen and 

administers O2 via nasal cannulas and also 

exhausts air though the side.

The facility was made aware of the IJ and an 

immediate Plan of Correction was requested by 

the survey team.  

The Condition tag that this will be cited under is 

Physical Environment.

11/21/16-*An acceptable Plan of Correction has 

been received by the survey team and the IJ has 

been removed.
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K 000 INITIAL COMMENTS K 000

 This was a Federal Recertification Survey.

This facility is not in compliance with the National 

Fire Protection Association's 2012 Life Safety 

Code for this federal recertification survey only.

 

K 161 Building Construction Type and Height

CFR(s): NFPA 101

Building Construction Type and Height 

Building construction type and stories meet Table 

20.1.6.1 or Table 21.1.6.1, respectively.

Construction Type

1              I (442), I (332), II (222), Any 

number of stories

II (111), III (211), IV (2HH),

non-sprinklered or sprinklered

V (111)

2 II (000), III (200), V (000) One story 

non-sprinklered 

Any number of stories 

sprinklered

Any level below the level of exit discharge shall 

be separated by Type II (111), Type III (211), or 

Type V (111) construction unless both of the 

following are met:

1. Such levels are under the control of the 

ambulatory health care occupancy.

2. Hazardous spaces are protected per section 

8.7.

Sprinklered stories must be sprinklered 

throughout by an approved, supervised automatic 

system in accordance with section 9.7. (See 

20.3.5 or 21.3.5, respectively)

K 161

LABORATORY DIRECTOR'S OR PROVIDER/SUPPLIER REPRESENTATIVE'S SIGNATURE TITLE (X6) DATE

02/28/2017

Any deficiency statement ending with an asterisk (*) denotes a deficiency which the institution may be excused from correcting providing it is determined that 

other safeguards provide sufficient protection to the patients . (See instructions.)  Except for nursing homes, the findings stated above are disclosable 90 days 

following the date of survey whether or not a plan of correction is provided.  For nursing homes, the above findings and plans of correction are disclosable 14 

days following the date these documents are made available to the facility.  If deficiencies are cited, an approved plan of correction is requisite to continued 

program participation.
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K 161 Continued From page 1 K 161

Give a brief description, in REMARKS, of the 

construction, the number of stories, including 

basements, floors on which patients are located, 

location of smoke or fire barriers and dates of 

approval. Complete sketch or attach small floor 

plan of the building as appropriate.

20.1.6.1, 20.1.6.2, 21.1.6.1, 21.1.6.2

This STANDARD  is not met as evidenced by:

 Based on observation, it was determined that the 

facility failed to ensure buildings of type III (200) 

that are two or more stories in height, are 

sprinklered throughout by an approved 

supervised automatic sprinkler system. 

Findings include:

1.  On 11/2/16 at 1:30 PM, in the presence of 

Staff #1, the building was found to be three 

stories, constructed of masonry exterior walls with 

unprotected combustible interior floors and walls.

a.  The building was equipped with a supervised 

automatic sprinkler system in the Basement only.  

2.  Staff #1 confirmed this finding.

 

K 211 Means of Egress - General

CFR(s): NFPA 101

Means of Egress - General 

Aisles, passageways, corridors, exit discharges, 

exit locations, and accesses are in accordance 

with Chapter 7, and the means of egress is 

continuously maintained free of all obstructions to 

full instant use in case of emergency, unless 

modified by 20/21.2.2 through 20/21.2.11. 

20.2.1, 21.2.1, 7.1.10.1

K 211
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K 211 Continued From page 2 K 211

This STANDARD  is not met as evidenced by:

 Based on observation, it was determined that the 

facility failed to ensure that exit enclosures 

provide a continue protected path of travel to an 

exit discharge.

Findings include:

Reference #1:  National Fire Protection 

Association's Life Safety Code, 2012 edition, 

"101:7.2.2.5.1, All inside stairs serving as an exit 

or an exit component, shall be enclosed in 

accordance with 7.1.3.2."

Reference #2:  National Fire Protection 

Association's Life Safety Code, 2012 edition, 

"101:7.1.3.2.2, An exit enclosure shall provide a 

continuous protected path of travel to an exit 

discharge."

1.  On 11/2/16 at 11:10 AM, in the presence of 

Staff #1, fifty percent (50%) of the required exit 

capacity for the Basement was up a staircase that 

was enclosed at the First Floor Level but 

discharged into the Pre/Post Operative Care Unit 

and was not a protected path to an Exit 

Discharge.

 

K 223 Doors with Self-Closing Devices

CFR(s): NFPA 101

Doors with Self-Closing Devices

Doors required to be self-closing are permitted to 

be held open by a release device complying with 

7.2.1.8.2 that automatically closes all such doors 

throughout the smoke compartment, entire 

K 223
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K 223 Continued From page 3 K 223

facility, and all stair enclosure doors upon 

activation of:

* Required manual fire alarm system, and

* Local smoke detectors designed to detect 

smoke passing through the opening or a required 

smoke detection system; and

* Automatic sprinkler system, if installed; and

* Loss of power

20.2.2.4, 20.2.2.5, 21.2.2.4, 21.2.2.5

This STANDARD  is not met as evidenced by:

 Based on observation, it was determined that the 

facility failed to ensure that doors required to be 

self-closing are closed, unless held open by an 

approved hold-open device.

Findings include:

1.  On 11/2/16 at 11:05 AM, in the presence of 

Staff #1, a manual folding door stop was attached 

to the basement door in the Pre/Post Operative 

Care Unit.  This door stop was holding the door 

open at the time of this survey.

 

K 311 Vertical Openings - Enclosure

CFR(s): NFPA 101

Vertical Openings - Enclosure

2012 EXISTING

Vertical openings shall be enclosed or protected 

per 8.6, unless one of the following conditions 

exist:

   1. Unenclosed vertical openings per 8.6.9.1 are 

permitted.

   2. Unenclosed openings which do not serve as 

a required means of egress are permitted.

   3. Exit access stairs may be unenclosed if they 

meet the following conditions:

      Two stories or less

         a. Building is protected throughout by a 

K 311
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supervised sprinkler system per 9.7.1.1(1).

         b. Total travel distance to outside does not 

exceed 100 feet.

      Three stories or less

         a. Occupant load per story does not exceed 

15 people.

         b. Building is sprinkler protected throughout 

per 9.7.1.1(1).

         c. Building contains an automatic smoke 

detection system per 9.6.

         d. Activation of the sprinkler system or 

smoke detection system notifies all occupants of 

the building.

         e. Total travel distance to outside does not 

exceed 100 feet.

Floors that are below the street level and are 

used for storage or any use other than a business 

occupancy, shall not have any unprotected 

openings to the business occupancy floors.

21.3.1, 39.3.1.1, 39.3.1.2

This STANDARD  is not met as evidenced by:

 Based on observation, it was determined that the 

facility to ensure that stairs used as a component 

of the means of egress are enclosed.

Findings include:

1.  On 11/2/16 at 10:25 AM, in the presence of 

Staff #1, the required exit from the second floor 

was down a set of stairs which was open at the 

second floor to the Waiting Room.
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DEPARTMENT OF HEALTH   
PO BOX 367 

TRENTON, N.J. 08625-0367 

CHRIS CHRISTIE 
      Governor 

KIM GUADAGNO 
   Lt. Governor 

www.nj.gov/health  
  

 MARY E. O'DOWD, M.P.H. 
Commissioner 

 
       April 7, 2015 
 
 
Nicholas Campanella, MD 
Pilgrim Medical Center, Inc 
393 Bloomfield Avenue 
Montclair, NJ  07042 
 
Dear Dr. Campanella: 
 
     Thank you for your courtesy and cooperation extended during the State 
Relicensure Survey conducted on January 7, 2015, January 9, 2015, and January 13, 
2015 by surveyors from the New Jersey Department of Health. 
 
     Enclosed is the statement of deficiencies; please reply to each deficiency on an 
item-by-item basis with your Plan of Correction (PoC). 
 
     The PoC must include: 
 
     1.  How you will correct the specific findings cited for each deficiency. 
 
     2.  What systemic changes will be implemented to ensure that each deficient 
          practice does not recur. 
 
     3.  How the facility will monitor its corrective actions to ensure that the deficient 
          practice is being corrected and will not recur, i.e. what program will be put into 
          place to monitor the continued effectiveness of the systemic changes. The 
plan 
          must identify the individual responsible for monitoring, how and when the 
          monitoring will be conducted, and to whom the results will be reported. 
 
     4.  The date on which each item addressed on the PoC will be corrected. 
 
     5.  Do not reference and/or include attachments with your PoC. 



 
 
Pilgrim Medical Center, Inc 
April 7, 2015 
Page 2 
 
 
     6.  Do not include names of individuals in the PoC. Use of titles is acceptable, 
such 
          as, Administrator, Director of Nursing, Infection Control Practitioner, etc. 
 
     Please be advised that the PoC will not be accepted for review by this office and 
will  
be returned to you if it contains reference to and/or attachments and/or names of  
individuals. 
 
     All responses should be numbered to correspond with the number of your 
deficiency statements.  Please sign and date the first page of the deficiency statement 
with your plan of correction.  Return these forms to this office within ten (10) business 
days of receipt of this letter, to my attention.  Any delay or lack of response may 
jeopardize the licensure of your facility. 
 
     Please be advised that some or all of the deficiencies cited in the enclosed survey 
report may be referred to the Office of Program Compliance ("OPC") for imposition of 
enforcement remedies, including civil penalties. OPC will advise you, at a later date and 
under separate cover, of any enforcement actions and your appeal rights. 
 
     Please do not hesitate to contact me, if you have any questions regarding the 
deficiencies at (609) 292-9900. 
 
       Sincerely, 
 
 
 
       Louise A. Steska, MSN, RN 
       Health Care Services Evaluator/Nurse   
 
 
Encl. 
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 A 000 8:43A INITIAL COMMENTS  A 000

This was a State Re-licensure survey that 

resulted in deficiencies.

Medical Records reviewed:  20

Staff interviews/ Staff files reviewed:  20

 

 A4183 8:43A-14.3(a)(5) INFEC PREV & CONTROL: 

INFEC PREV MEASURES

Infection prevention activities shall be based on 

Centers for Disease Control and Prevention 

Guidelines, and Hospital Infection Control 

Practices Advisory Committee (that is, HICPAC) 

recommendations. An exception to the adoption 

of the following guideline shall be allowed 

providing that there is a sound infection control 

rationale based upon scientific research or 

epidemiologic data. The following published 

guideline is incorporated herein by reference, as 

amended and supplemented: Guideline for Hand 

Hygiene in Health-Care Settings: 

Recommendation of the Healthcare Infection 

Control Practices Advisory Committee and the 

HICPAC/SHEA/APIC/IDSA Hand Hygiene Task 

Force, published in the Morbidity and Mortality 

Weekly Report at MMWR 2002; 51 (No. RR-16), 

published by the Coordinating Center for Health 

Information and Service, available at 

<http://www.cdc.gov/mmwr/PDF/rr/rr5116.pdf>  

and at 

<http://www.cdc.gov/mmwr/preview/mmwrhtml/rr

5116a1.htm>

 A4183

LABORATORY DIRECTOR'S OR PROVIDER/SUPPLIER REPRESENTATIVE'S SIGNATURE TITLE (X6) DATE

If continuation sheet  1 of 96899STATE FORM 239U11
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 A4183Continued From page 1 A4183

This REQUIREMENT  is not met as evidenced 

by:

Based on observation and staff interview on 

1/9/15, it was determined that the facility failed to 

ensure that recommended infection control 

guidelines were adhered to by staff.

Findings include: 

Reference #1:  Guideline for Hand Hygiene in 

Health Care Settings:  Recommendation of the 

Healthcare Infection Control Practices Advisory 

Committee and the ICA/SHEA/APIC/IDSA Hand 

Hygiene Task Force, published in the Morbidity 

and Mortality Weekly Report at MMWR 2002; 51 

(No. RR-16).  

Recommendations:

1.  Indications for Hand washing and Hand 

antisepsis...

J.  Decontaminate hands after removing gloves.

Reference #2:  Facility policy titled, "Hand 

Hygiene" states, "...Use an alcohol based hand 

rub or alternately wash hands with antimicrobial 

soap during patient care...8.  After removing 

gloves..."

1.  At 10:45 AM, in the Laboratory area, Staff #16 

was observed changing gloves several times 

without using an alcohol based hand rub or 

washing his/her hands with antimicrobial soap 

during patient care.

2.  At 11:50 AM, in the Operating Room, Staff #19 

was observed changing gloves without using an 

alcohol based hand rub or washing his/her hands 

with antimicrobial soap.

3.  At 11:55 AM, in the Operating Room, the 

following was observed:
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 A4183Continued From page 2 A4183

a.  While wearing gloves, Staff #19 picked up 

paper from the floor and threw it in the garbage.  

He/She then picked up a package of sterile 

gloves and handed them to the physician.

b.  Staff #19 did not remove the contaminated 

gloves and use an alcohol based hand rub or 

wash his/her hands with antimicrobial soap.

4.  These findings were confirmed by Staff #1.

 A4190 8:43A-14.4(a)(1) INFEC PREV & 

CONTROL:STRILIZATN PT CARE ITEMS

Methods for processing reusable medical devices 

shall conform with the following or revised or later 

editions, if in effect, incorporated herein by 

reference: The Association for the Advancement 

of Medical Instrumentation (AAMI) requirements, 

"Good Hospital Practice: Steam Sterilization and 

Sterility Assurance," ST 46.

This REQUIREMENT  is not met as evidenced 

by:

 A4190

Based on direct observation, staff interviews and 

document review conducted on 1/7/15,   it was 

determined that the facility failed ensure that it 

conforms with the Association for the 
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 A4190Continued From page 3 A4190

Advancement of Medical Instrumentation (AAMI) 

guidelines,  "Comprehensive guide to steam 

sterilization and sterility assurance in health care 

facilities" ST79. (ST79 replaces and supersedes 

ST 46 by consolidating ST 46 with 4 other AAMI 

standards [ST 33, ST 37, ST 42, and ST 35] 

approved 7/10/2009).

Findings include:

Reference #1: AAMI (Association for the 

Advancement of Medical Instrumentation) 

Sterilization in Health Care Facilities, 2014 

edition, ST 79 section 8.9.2 states, "Sterile items 

should be stored in a manner that reduces the 

potential for contamination."

1.  In the Sterilization Room at 12:10 PM, nine 

sterile instrument trays were stacked on a 

multi-tiered transport table stored in front of the 

HVAC (Heating, Ventilating and Air Conditioning) 

unit. 

a.  The HVAC unit was wrapped in torn insulating 

material, exposing pink insulating fibers. The 

HVAC insulation was coated with a layer of dust 

and white debris.

b.  The air conditioner unit, located behind the 

HVAC unit, was blowing air towards the sterile 

instruments.

c.  Dust, debris and insulation fibers from the 

HVAC unit can compromise the integrity of the 

sterile instrument trays.

2.  Staff #2 was immediately made aware of the 

situation at 12:15 PM.

3.  At 12:25 PM, the nine sterile trays were 
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 A4190Continued From page 4 A4190

removed from the Sterilization Room.

4.  Upon interview, Staff #2 confirmed that the 

instruments were brought to the Operating Room 

for use.

 A4286 8:43A-14.6(a)(3) INFEC PREV & CTRL: MAINT 

STRL PRCSNG ENVRNMNT

The following environmental surface shall be 

maintained as follows in

decontamination and clean processing areas: 

Ceilings, ventilation system vents, and sterilizer 

vents shall be clean and free from dust.

This REQUIREMENT  is not met as evidenced 

by:

 A4286

Based on observation and staff interviews 

conducted on 1/7/15, it was determined that the 

the facility failed ensure that it provides a clean 

and dust-free environment in its clean processing 

area.

Findings include:

1.  In the Sterilization Room at 11:40 AM, in the 

presence of Staff #3, the wall above the prep and 

pack counter contained exposed particulate 

material. This observation was cited on the 

5/28/14 survey and remains uncorrected.

a.  The exposed particulate matter can generate 

loose fibers and dust and is not a  cleanable 

surface.

b.  This finding was confirmed by Staff #1 and 

Staff #2.
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 A4286Continued From page 5 A4286

 2.  At 12:10 PM, sterile instrument trays were 

stored in front of the HVAC unit. 

a.  The HVAC unit was wrapped in torn insulation, 

exposing some of the pink insulation material.  

The HVAC unit was coated with a layer of dust 

and white debris.

b.  Dust, debris and insulation fibers from the 

HVAC unit can compromise the integrity of the 

sterile trays.

c.  This finding was confirmed by Staff #1 and 

Staff #2.

 A4702 8:43A-17.3(d) 

HOSKEEPING-SANITATN-SAFTY:HOSKPING 

PATNT SERV

Housekeeping and cleaning supplies shall be 

selected and approved by the

Infection Control Committee. They shall be 

measured and used correctly according to the 

manufacturers' written instructions.

This REQUIREMENT  is not met as evidenced 

by:

 A4702

Based on documentation review, observation and 

staff interview conducted on 1/7/15, it was 

determined that the facility failed to ensure that 

cleaning supplies are selected and approved by 

the Infection Control Committee and used in 

accordance with the manufacturer's instructions 

for use (IFUs).
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 A4702Continued From page 6 A4702

Findings include:

1.  During a tour of the Sterilization Room at 

11:40 AM, two containers labeled with biohazard 

signs, one with "50% Vinegar" and another with 

"Alcohol," were stored on the shelf above the 

prep and pack counter. 

a.  According to Staff #3, these solutions are used 

for cleaning and disinfecting environmental 

surfaces within the Sterilization Room.

2.  Review of the facility's "Approved Antiseptics, 

Disinfecting, Cleaning, (sic) Agents" lists Alcohol 

70% as an "antiseptic" used for "skin prep" and 

not as a cleaning agent.

3.  Vinegar was not included on the approved list. 

4.  Upon request, Staff #2 and Staff #3 were 

unable to provide documented evidence that the 

facility Infection Control Committee has selected 

and approved the above cleaning solutions.

5.  Upon request, Staff #2 and Staff #3 were 

unable to provide the manufacturer's IFUs the 

above cleaning solutions.

 A4733 8:43A-17.3(l) 

HOSKEEPING-SANITATN-SAFTY:HOSKPING 

PATNT SERV

Effective and safe controls shall be used to 

minimize and eliminate the presence

of rodents, flies, roaches and other vermin in the 

facility. The premises shall be kept in such 

condition as to prevent the breeding, harborage, 

or feeding of vermin. All openings to the outer air 

 A4733
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 A4733Continued From page 7 A4733

shall be effectively protected against the entrance 

of insects.

This REQUIREMENT  is not met as evidenced 

by:

Based on observation and staff interview on 

1/7/15, it was determined that the facility failed to 

ensure that all openings to the outside are 

maintained to protect against the entrance of 

insects or vermin.

Findings include:

1.  At 10:00 AM, in the presence of Staff #1, an 

open ended pipe section was visibly protruding 

from the ceiling in the lower level Storage Room.

2.  At 11:15 AM, in the presence of Staff #1, an 

air-gap to the outside was visible underneath the 

rear entrance exterior door.

3.  These findings were confirmed by Staff #1.

 

 A4797 8:43A-17.4(a)(15) 

HOSKEEPING-SANI&SAFTY:ENVIRNMNTL PT 

CARE SERV

The following environmental condition shall be 

met: All equipment and environmental surfaces 

shall be kept clean to sight and touch.

This REQUIREMENT  is not met as evidenced 

by:

 A4797
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Based on observation and staff interview on 

1/7/15, it was determined the facility failed to 

ensure that all interior surfaces are maintained 

clean to sight and touch.

Findings include:

1.  At 9:45 AM, in the presence of Staff #1, the 

flooring in the Sterilizer Room and Processing 

Area was found to have surface damage and to 

have un-cleanable gaps where the floor base had 

separated from the wall.

2.  At 10:15 AM, in the presence of Staff #1, the 

floor located in the lower level Staff Kitchen, was 

in disrepair, visibly worn with curled edges and 

had open seams which would preclude proper 

cleaning.

3.  At 11:30 AM, in the presence of Staff #1, the 

Post Anesthesia Care Unit (PACU), located on 

the second floor, had several areas of wall 

damage and monolithic floor surface defects and 

openings.

4.  At 11:50 AM, in the presence of Staff #1, three 

stained ceiling tiles were found located in the 

Medication Storage Room.

5.  These findings were confirmed by Staff #1.
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DEPARTMENT OF HEALTH   
PO BOX 367 

TRENTON, N.J. 08625-0360 

CHRIS CHRISTIE 
      Governor 

KIM GUADAGNO 
   Lt. Governor 

www.nj.gov/health  
  

 MARY E. O'DOWD, M.P.H. 
Commissioner 

 
    July 31, 2015 
 
 
Nicholas Campanella 
Pilgrim Medical Center, Inc 
393 Bloomfield Avenue 
Montclair, NJ  07042 
 
 
Dear Dr. Campanella: 
 
     Thank you for providing the Survey and Certification Program with a Plan of Correction 
(PoC) for the deficiencies found during the State Relicensure Survey at your facility on 
January 13, 2015. 
 
    Your Plan of Correction and addendum has been reviewed, found to be complete and 
approved by this office.  Enclosed is a form indicating that all deficiencies have been 
corrected.  Continued compliance with State Licensure will be required by your facility. 
 
     You are advised that this letter does not preclude a revisit from Assessment and Survey 
staff at a later date, to ensure that all elements of the PoC have been implemented. 
 
     Should you have further concerns regarding this survey, please direct them to me at  
(609) 292-9900. 
 
     Sincerely, 
 
 
 
     Louise A. Steska, MSN, RN 
       Health Care Services 
Evaluator/Nurse      Survey and 
Certification  
Encl. 
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DEPARTMENT OF HEALTH      

PO BOX 367   
TRENTON, N.J. 08625-0367   

CHRIS CHRISTIE 
      Governor 

KIM GUADAGNO 
   Lt. Governor 

www.nj.gov/health  
 

 MARY E. O'DOWD, M.P.H. 
Commissioner 

 
     April 7, 2015 
 
Nicholas Campanella, MD 
Pilgrim Medical Center, Inc 
393 Bloomfield Avenue 
Montclair, NJ 07042 
 
 
Dear Dr. Campanella: 
 
     Thank you for the courtesy and cooperation extended during the Federal Recertification 
Survey of your facility on January 7, 2015, January 9, 2015, and January 13, 2015 by 
surveyors from the New Jersey Department of Health. 
 
     As a result of observation and evaluation certain Federal deficiencies were evident.  
The deficiencies identified during this visit have resulted in the determination that your facility 
is not in compliance with the following Medicare Condition for Coverage:  

 
416.41 Govering Body and Management 

416.51  Infection Control 
 
     A complete listing of the specific deficiencies identified by the surveyors is enclosed.  
These Federal deficiencies were discussed with you and/or your staff during the visit and are 
listed on the left side of the enclosed CMS-2567 form.  Please reply to each deficiency, on an 
item by item basis, with your Plan of Correction (PoC) and the date you expect the correction 
to be completed. 
 
     You may write your PoC on the deficiency report in the space provided, or it can be 
written on a separate document and submitted  along with the signature page (page 1 of the 
deficiency report).  Please number your response to correspond to the number of each 
deficiency statement. 



Pilgrim Medical Center, Inc 
April 7, 2015 
Page 2 
 
 
     The PoC for each deficiency must contain the following elements: 
 

     1.  How the specific findings cited for each deficiency will be corrected.  
 
     2.  The systemic changes put into place for each deficiency.  
 
     3.  The measures that will be put into place to monitor each corrective   
          action to ensure that the plan of correction is effective and that 
          compliance is maintained.  
 
     4.  The title of the person responsible for implementing the plan of 
          correction. 
 
     5.  The date on which each item addressed on the PoC will be corrected. 
 
     6.  Do not reference and/or include attachments with your PoC. 
 
     7.  Do not include names of individuals in the PoC.  Use of titles is 
           acceptable, such as, Administrator, Director of Nursing, Infection  
           Control Practitioner, etc. 
 

     Please be advised that the PoC will not be accepted for review by this office and 
will be returned to you if it contains reference to and/or attachments and/or names of 
individuals. 
 
     Sign and date the first page of the CMS-2567 form and return the form with your PoC.  
Please retain a copy of each page for your records.  All responses must be returned within 
10 calendar days of receipt of this letter to my attention, New Jersey Department of Health, 
Health Facility and Field Operations, PO Box 367, Trenton, NJ 08625-0367. 
 
     It is important to return the completed forms promptly.  Any delay or lack of response 
may jeopardize the certification status of your facility.  If you have any questions concerning 
this report, please contact me, at (609) 292-9900. 
 
     Sincerely, 
 
 
 
     Louise A. Steska, MSN, RN 
      Health Care Services 
Evaluator/Nurse 
     Survey and Certification  
 
Encl. 
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Q 000 INITIAL COMMENTS Q 000

 This was a Federal Recertification survey that 

resulted in the Condition for Coverage of  

Governing Body and Managment and Infection 

Control being out of compliance. 

Medical Records reviewed:  20

Staff interviews/ Staff files reviewed:  20

 

Q 040 416.41 GOVERNING BODY AND 

MANAGEMENT

The ASC must have a governing body that 

assumes full legal responsibility for determining, 

implementing,and monitoring policies governing 

the ASC's total operation.  The governing body 

has oversight and accountability for the quality 

assessment and performance improvement 

program, ensures that facility policies and 

programs are administered so as to provide 

quality health care in a safe environment, and 

develops and maintains a disaster preparedness 

plan.

This CONDITION  is not met as evidenced by:

Q 040

 Based on observation, review of medical 

records, review of policies and procedures, and 

staff interview, it was determined that the 

governing body failed to demonstrate that it is 

effective in carrying out the operation and 

management of the facility.  The necessary 

oversight and leadership was not provided as 

evidenced by the lack of compliance with 416.51 

Condition for Coverage: Infection Control.

 

Q 101 416.44(a)(1) PHYSICIAL ENVIRONMENT

The ASC must provide a functional and sanitary 

Q 101

LABORATORY DIRECTOR'S OR PROVIDER/SUPPLIER REPRESENTATIVE'S SIGNATURE TITLE (X6) DATE

04/13/2015

Any deficiency statement ending with an asterisk (*) denotes a deficiency which the institution may be excused from correcting providing it is determined that 

other safeguards provide sufficient protection to the patients . (See instructions.)  Except for nursing homes, the findings stated above are disclosable 90 days 

following the date of survey whether or not a plan of correction is provided.  For nursing homes, the above findings and plans of correction are disclosable 14 

days following the date these documents are made available to the facility.  If deficiencies are cited, an approved plan of correction is requisite to continued 

program participation.
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Q 101 Continued From page 1 Q 101

environment for the provision of surgical services.  

Each operating room must be designed and 

equipped so that the types of surgery conducted 

can be performed in a manner that protects the 

lives and assures the physical safety of all 

individuals in the area.

This STANDARD  is not met as evidenced by:

 Based on observation and staff interview, it was 

determined the facility failed to ensure that a safe 

environment is maintained for patients, staff, and 

the general public.

Findings include:

1.  On 1/7/15 at approximately 9:30 AM, in the 

presence of Staff #1, it was noted that the 

wooden exit stairway leading from the lower level 

was structurally deficient and in need of repair.

2.  This finding was confirmed by Staff #1.

 

Q 240 416.51 INFECTION CONTROL

The ASC must maintain an infection control 

program that seeks to minimize infections and 

communicable diseases.

This CONDITION  is not met as evidenced by:

Q 240

 Based on observation, staff interview, and 

document review conducted on 1/7/15,  it was 

determined that the facility failed to ensure that 

there is an ongoing program to prevent, control 

and investigate infections, and communicable 

diseases.  The infection control program had not 

implemented the nationally recognized infection 

control guidelines that the facility has selected.

Findings include:
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Q 240 Continued From page 2 Q 240

1. The facility failed to ensure that a functional 

and sanitary environment for the provision of 

surgical services is provided in accordance with 

the professionally acceptable standards of 

practice. (Cross refer to Tag Q 0241)

2.  The facility failed to ensure compliance with its 

Infection Control policies and procedures, and 

that the AAMI (Association for the Advancement 

of Medical Instrumentation) guidelines that it has 

selected for its Infection Control program is 

implemented and monitored. (Cross refer to Tag 

Q 242)

Q 241 416.51(a) SANITARY ENVIRONMENT

The ASC must provide a functional and sanitary 

environment for the provision of surgical services 

by adhering to professionally acceptable 

standards of practice.

This STANDARD  is not met as evidenced by:

Q 241

 Based on observation and staff interviews 

conducted on 1/7/15, it was determined that the 

facility failed to ensure that a functional and 

sanitary environment for the provision of surgical 

services by adhering to professionally acceptable 

standards of practice is provided and maintained.

Findings include:

Reference #1:  AAMI (Association for the 

Advancement of Medical Instrumentation) 

Sterilization in Health Care Facilities, 2014 edition 

ST 79 section 3.3.7.4 states, "...sterilizers should 

be located in a restricted-access area. Sterilizers 

should not be located in high traffic areas or near 
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Q 241 Continued From page 3 Q 241

any potential sources of contamination, ..."

1.  In the Sterilization Room at 11:40 AM, the wall 

above the prep and pack counter contained 

exposed particulate material. This observation 

was cited on the 5/28/14 survey and remains 

uncorrected.

a.  The exposed particulate matter can generate 

loose fibers and dust, and is not a  cleanable 

surface.

b. This finding was confirmed by Staff #1 and 

Staff #2.

2.  At 11:42 AM, two quart-size plastic containers 

were stored on the prep and pack counter.

a.  The two containers were cracked, and 

contained tape and other residues.

b.  At 11:43 AM, Staff #3 stated that the 

containers are "used to keep the towels from 

sliding."

3.  At 11:45 AM, a Prepzyme enzymatic foam 

spray was stored on a shelf above the prep and 

pack counter in the Sterilization Room.

a.  Staff #3 stated that the spray is used in the 

Decontamination Room for soiled instruments but 

is stored in the Sterilization Room.

4.  The facility failed to provide a functional and 

sanitary environment for the reprocessing of its 

surgical instruments.

Reference #2:  AAMI (Association for the 

Advancement of Medical Instrumentation) 
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Q 241 Continued From page 4 Q 241

Sterilization in Health Care Facilities, 2014 edition 

ST 79 section 8.9.2 states, "Sterile items should 

be stored in a manner that reduces the potential 

for contamination."

1.  In the Sterilization Room at 12:10 PM, sterile 

instrument trays were stored in front of the HVAC 

(Heating, Ventilating and Air Conditioning) unit. 

a.  The HVAC unit was wrapped in torn insulation, 

exposing some of the pink insulation material.  

The HVAC unit was coated with a layer of dust 

and white debris.

b.  Dust, debris and insulation fibers from the 

HVAC unit can compromise the integrity of the 

sterile trays.

2.  The facility failed to provide a functional and 

sanitary environment for the storage of its sterile 

instruments.

Q 242 416.51(b) INFECTION CONTROL PROGRAM

The ASC must maintain an ongoing program 

designed to prevent, control, and investigate 

infections and communicable diseases.  In 

addition, the infection control and prevent 

program must include documentation that the 

ASC has considered, selected, and implemented 

nationally recognized infection control guidelines.

This STANDARD  is not met as evidenced by:

Q 242

 A.  Based on direct observation, staff interviews 

and document review conducted on 1/7/15, it was 

determined that the facility failed to ensure that 

an ongoing infection control program that adheres 

 

FORM CMS-2567(02-99) Previous Versions Obsolete MOGT11Event ID: Facility ID: NJ70789 If continuation sheet Page  5 of 9



A. BUILDING ______________________

(X1)  PROVIDER/SUPPLIER/CLIA

        IDENTIFICATION NUMBER:

STATEMENT OF DEFICIENCIES 

AND PLAN OF CORRECTION

(X3) DATE SURVEY

       COMPLETED

PRINTED:  06/02/2016
FORM APPROVED

(X2) MULTIPLE CONSTRUCTION

B. WING _____________________________

DEPARTMENT OF HEALTH AND HUMAN SERVICES

CENTERS FOR MEDICARE & MEDICAID SERVICES OMB NO. 0938-0391

31C0001229 01/13/2015
STREET ADDRESS, CITY, STATE, ZIP CODENAME OF PROVIDER OR SUPPLIER

393 BLOOMFIELD AVENUE
PILGRIM MEDICAL CENTER, INC

MONTCLAIR, NJ  07042

PROVIDER'S PLAN OF CORRECTION

(EACH CORRECTIVE ACTION SHOULD BE 

CROSS-REFERENCED TO THE APPROPRIATE 

DEFICIENCY)

(X5)

COMPLETION

DATE

ID

PREFIX

TAG

(X4) ID

PREFIX

TAG

SUMMARY STATEMENT OF DEFICIENCIES

(EACH DEFICIENCY MUST BE PRECEDED BY FULL 

REGULATORY OR LSC IDENTIFYING INFORMATION)
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to its policies and procedures and to the 

nationally recognized infection control guidelines 

that it had selected , i.e.,  AAMI [Association for 

the Advancement of Medical Instrumentation], is 

implemented and maintained.

Findings include:

Reference #1:  Facility document titled, 

"Designation Of Time Related Or Event Related 

Shelf Life" states, "Procedure: ... 1. Sterile items 

may be used as long as the integrity of the 

packaging is not compromised, i.e. (sic) torn, wet, 

punctured or otherwise suspected of being 

contaminated through improper storage of 

handling." ...Storage Conditions: 10. Sterile 

storage is not permitted near a running water 

source, non-medical fluids, windows, doors or 

directly under or adjacent to vents."

Reference #2:  AAMI (Association for the 

Advancement of Medical Instrumentation) 

Sterilization in Health Care Facilities, 2014 edition 

section 8.9.2 states, "Sterile items should be 

stored in a manner that reduces the potential for 

contamination."

1.  In the Sterilization Room at 12:10 PM, nine 

sterile instrument trays were stacked on a 

multi-tiered transport table and stored in front of 

the HVAC (Heating, Ventilating Air Conditioning) 

unit. 

a.  The HVAC unit was wrapped in torn insulation, 

exposing some of the pink insulation material.  

The HVAC unit was coated with a layer of dust 

and white debris.

b.  An air conditioner unit located behind the 
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HVAC unit, was blowing air towards the sterile 

instruments.

c.  Dust, debris, and insulation fibers from the 

HVAC unit can compromise the integrity of the 

sterile trays.

2.  Staff #2 was immediately made aware of the 

situation at 12:15 PM.

3.  At 12:25 PM, the nine sterile trays were 

removed from the Sterilization Room.

4.  Upon interview, Staff #2 confirmed that the 

instruments were brought to the Operating Room 

for use.

These findings resulted in an Immediate 

Jeopardy which immediately curtailed this 

practice.  The Immediate Jeopardy was removed 

on 1/7/15, upon receipt of an acceptable plan of 

correction.

B.  Based on observation and staff interview on 

1/9/15, it was determined that the facility failed to 

ensure that recommended infection control 

guidelines were adhered to by staff.

Findings include: 

Reference #1:  Guideline for Hand Hygiene in 

Health Care Settings:  Recommendation of the 

Healthcare Infection Control Practices Advisory 

Committee and the ICA/SHEA/APIC/IDSA Hand 

Hygiene Task Force, published in the Morbidity 

and Mortality Weekly Report at MMWR 2002; 51 

(No. RR-16).  

Recommendations:

1.  Indications for Hand washing and Hand 
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antisepsis...

J.  Decontaminate hands after removing gloves."

Reference #2:  Facility policy titled, "Hand 

Hygiene" states, "...Use an alcohol based hand 

rub or alternately wash hands with antimicrobial 

soap during patient care...8.  After removing 

gloves..."

1.  At 10:45 AM, in the Laboratory area, Staff #16 

was observed changing gloves several times 

without using an alcohol based hand rub or 

washing his/her hands with antimicrobial soap 

during patient care.

2.  At 11:50 AM, in the Operating Room, Staff #19 

was observed changing gloves without using an 

alcohol based hand rub or washing his/her hands 

with antimicrobial soap.

3.  At 11:55 AM, in the Operating Room, the 

following was observed:

a.  While wearing gloves, Staff #19 picked up 

paper from the floor and threw it in the garbage.  

He/She then picked up a package of sterile 

gloves and handed them to the physician.

b.  Staff #19 failed to remove the contaminated 

gloves and use an alcohol based hand rub or 

wash his/her hands with antimicrobial soap.

4.  These findings were confirmed by Staff #1.

Q9999 FINAL OBSERVATIONS Q9999

 1/7/2014 - During the tour of the sterile 

processing room, sterilized instruments were 

observed drying on a shelving unit. Above this 
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unit is an HVAC unit.   The unit was covered with 

dust and debris and had exposed insulation on 

the side.  This unit was blowing the dust onto the 

cooling instruments. Staff discussed this with the 

physician and the surgical  tech, who indicated 

understanding and said this practice would stop.  

About 30 minutes later, the surveyor returned to 

ascertain the disposition of the instruments, to 

find out that they were sent to the OR for use, 

instead of re-cleaning and reprocessing the 

instruments.  At this time an IJ was called and a 

Plan of Correction was requested.
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Dear Dr. Campanella: 
 
     Thank you for the courtesy and cooperation extended during the Federal revisit 
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of Health. 
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 A 000 INITIAL COMMENTS  A 000

This was a State Re-Licensure survey conducted 

on 12/7/2018 and 12/8/2017. 

Medical records reviewed:  20

Personnel files reviewed/staff interviews:  23

 

 A1185 8:43A-3.5(d)(1) GEN REQUIREMENTS: 

PERSONNEL

All personnel shall receive orientation at the time 

of employment and at least annual in-service 

education regarding, at a minimum, emergency 

plans and procedures, the infection prevention 

and control program, universal precautions, 

policies and procedures concerning patient rights, 

and, if appropriate, given the patient population of 

the facility, identification of cases of child abuse 

and/or elder abuse.

This REQUIREMENT  is not met as evidenced 

by:

 A1185

Based on document review and staff interview 

conducted on 12/8/2017, it was determined that 

the facility failed to ensure that all personnel 

receive orientation at the time of employment and 

at least an annual in-service education regarding, 

at a minimum, emergency plans and procedures, 

the infection prevention and control program, 

universal precautions, policies and procedures 

concerning patient rights, and identification of 

elder abuse.

Findings include:

1.  A review of (11) eleven out of (11) eleven 
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employee files (#1, #2, #4, #5, #8, #9, #13, #20, 

#21, #22 and #23), lacked evidence of annual 

education regarding emergency plans and 

procedures, infection prevention and control, 

universal precautions, patient rights, and elder 

abuse. 

2.  The above findings were confirmed by Staff 

#1.

 A1297 8:43A-3.7(a) GEN REQUIREMENTS: 

EMPLOYEE HEALTH

The policy and procedures manual of the facility 

shall include policies and procedures to ensure 

that physical examinations of employees are 

performed upon employment and subsequently 

and shall specify the circumstances under which 

other persons providing direct patient care 

services shall receive a physical examination and 

the content and the frequency of the 

examinations for employees and other persons 

providing direct patient care services.

This REQUIREMENT  is not met as evidenced 

by:

 A1297

Based on document review and staff interview 

conducted on 12/8/2017, it was determined that 

the facility failed to have a policy to ensure that 

physical examinations are performed on 

employees, subsequent to the physical 

examination performed upon employment, 

including the frequency and content of the 

examinations.
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 A1297Continued From page 2 A1297

Findings include:

1.  A review of twelve (12) out of twelve (12) 

employee files (#1, #2, #3 #4, #8, #9, #13, #15, 

#20, #21, #22 and #23), lacked evidence of a 

history and physical examination upon hire and 

subsequently. 

2.  The above findings were confirmed with Staff 

#1.

 A2376 8:43A-9.4(a) PHARMACEUTICAL SVCS: ADMIN 

OF MEDS

All medications administered shall be prescribed 

in writing. Each written order shall specify the 

name of the drug, dose, frequency, and route of 

administration and shall be signed and dated by 

the prescriber.

This REQUIREMENT  is not met as evidenced 

by:

 A2376

A.  Based on document review and staff interview 

conducted on 12/8/17, it was determined that the 

facility failed to ensure that medications 

administered are prescribed in writing.

Findings include:

1.  The administration of Morphine 4 mg IVP, on 

9/29/17 at 11:17 AM, was recorded in Medical 

Record #13.

a.  There was no evidence of a physician's order 

for Morphine.
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 A2432 8:43A-9.5(b) PHARMACEUTICAL SVCS: 

STORAGE OF DRUGS

All drugs shall be stored under proper conditions, 

as indicated by the United States 

Pharmacopoeia, product labeling, and/or 

package inserts.

This REQUIREMENT  is not met as evidenced 

by:

 A2432

Based on observation, staff interview, and review 

of facility policy, it was determined that the facility 

failed to ensure safe injection practices are 

followed in accordance with its policies.

Findings include:

Reference #1: Facility policy titled, Medication - 

Administration; Control and Storage of states, 

"Procedure ... 7. Multi use vials must be used 

within 28 days of opening. Do not use expiration 

date when discarding."

Reference #2: United States Pharmacopia (USP) 

General Chapter 797 [16] states, "If a multi-dose 

has been opened or accessed (e.g., 

needle-punctured) the vial should be dated and 

discarded within 28 days unless the manufacturer 

specifies a different (shorter or longer) date for 

that opened vial."

1. During an observation in the Post Anesthesia 

Care Unit (PACU) on 12/7/17, at approximately 

12:35 PM, Staff #18 obtained a multidose vial of 

Nubain from an open box. Staff #18 withdrew the 

medication from the vial and confirmed that it was 
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 A2432Continued From page 4 A2432

ready to be administered to the patient.

a. During an interview, Staff #18 confirmed that 

the medication vial had been accessed prior to 

the above medication preparation, and there was 

no date of opening on the medication vial label.

 A3945 8:43A-13.4(a) MEDICAL RECORDS: 

REQUIREMNTS FOR ENTRIES

All orders for patient care shall be prescribed in 

writing and signed and dated by the prescriber, in 

accordance with the laws of the State of New 

Jersey. All orders, including verbal orders, shall 

be verified or countersigned in writing within 

seven days.

This REQUIREMENT  is not met as evidenced 

by:

 A3945

Based on document review and staff interview 

conducted on 12/8/17, it was determined that the 

facility failed to ensure the development of 

policies and procedures addressing the signing of 

verbal orders by the prescriber.

Findings include:

1.  Facility policy titled, "Verbal Orders" fails to 

address the procedure for the signing of verbal 

orders by the prescriber, including that the order 

must be signed within seven (7) days.

2.  This finding was confirmed by Staff #1.

 

 A4071 8:43A-14.2(b) INFEC PREV & CONTROL: POL & 

PROCEDURES

 A4071
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 A4071Continued From page 5 A4071

The infection control committee, with assistance 

from each service in the facility, shall develop, 

implement, and review, every three years or more 

frequently as necessary, written policies and 

procedures regarding infection prevention and 

control.

This REQUIREMENT  is not met as evidenced 

by:

Based on observation and review of facility policy 

on 12/7/2017, it was determined that the facility 

failed to ensure that staff followed the policy 

regarding Operating Room (OR) attire.

Findings include:

Reference: Facility policy titled, "OR Attire" states, 

"...Surgical caps must be worn at all times in all 

areas of the operating room ... 3. All surfaces 

must be covered."

1. During an observation in the operating room, at 

approximately 11:55 AM, Staff #15 and Staff #16 

failed to contain all their head hair beneath the 

surgical cap.

 

 A4098 8:43A-14.2(b)(4) INFEC PREV & CONTROL: 

POL & PROCEDURES

 A4098
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 A4098Continued From page 6 A4098

The infection control committee, with assistance 

from each service in the facility, shall develop, 

implement, and review, every three years or more 

frequently as necessary, written policies and 

procedures regarding infection prevention and 

control, including, but not limited to, policies and 

procedures regarding the following: Infection 

control practices, including universal precautions, 

in accordance with the Occupational Safety and 

Health Administration (OSHA) rule 29 CFR Part 

1910.1030, Occupational Exposure to 

Bloodborne Pathogens, incorporated herein by 

reference.

This REQUIREMENT  is not met as evidenced 

by:

Based on observation, staff interview, review of 

facility policies and procedures, and review of 

nationally recognized guidelines and regulations, 

it was determined that the facility failed to ensure 

that Infection Control practices are implemented 

in accordance with OSHA regulations.

Findings include:

Reference #1:  OSHA 29 CFR part 1910.1030(d)

(3)(i) states, "Provision. When there is 

occupational exposure, the employer shall 

provide, at no cost to the employee, appropriate 

personal protective equipment such as, but not 

limited to, gloves, gowns, laboratory coats, face 

shields or masks and eye protection, and 

mouthpieces, resuscitation bags, pocket masks, 

or other ventilation devices. Personal protective 
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 A4098Continued From page 7 A4098

equipment will be considered "appropriate" only if 

it does not permit blood or other potentially 

infectious materials to pass through to or reach 

the employee's work clothes, street clothes, 

undergarments, skin, eyes, mouth, or other 

mucous membranes under normal conditions of 

use and for the duration of time which the 

protective equipment will be used."

1.  On 12/7/17 at 9:40 AM during the entrance 

conference, Staff #2 confirmed that the facility's 

Infection Control program is based on Center for 

Disease Control (CDC), OSHA, and Association 

for the Advancement of Medical Instrumentation 

(AAMI), guidelines and recommendations. 

2.  On 12/7/17 at 10:40 AM, in the 

Decontamination area, Staff #8 was observed 

manually cleaning and disinfecting a Dilation and 

Evacuation (D&E) tray.

a.  Staff #8 was observed pouring products of 

conception from a glass jar into a Styrofoam cup.

(i)  Staff #8 was donned in a blue Eclipse surgical 

gown. 

(ii)  The Eclipse gown packaging indicates the 

gown is a Level 2 permeable gown.

(iii)  On 12/8/17, Staff #7 confirmed the gowns 

were level 2 permeable gowns.

b.  The facility failed to ensure staff in the 

Decontamination area wear impervious gowns. 

Reference #2:  OSHA 29 CFR part 1910.1030(d)

(2)(xiii) states, "Specimens of blood or other 

potentially infectious materials shall be placed in 

a container which prevents leakage during 
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 A4098Continued From page 8 A4098

collection, handling, processing, storage, 

transport, or shipping."

Reference #3:  Facility policy titled, "Laboratory 

Specimens" states, "Policy: ...2.  ...Once the 

procedure is finished the specimen is kept in the 

suction bottle and taken into the Decontamination 

Room in preparation for the transfer to the 

Laboratory.  ...1.  Decontamination personnel will 

transfer the specimen into a Styrofoam cup with 

lid.  The patients name is written on the cup...The 

cup is placed in the designated holders in the 

transport container.  Be careful not to overload 

container.  3. The sterilization technician  will see 

that the specimen transport container is taken to 

the outside door of the PACU (Post Anesthesia 

Care Unit) closet to the laboratory.  4.  The 

laboratory technician, will take the transport 

container and drop it off at the laboratory."

1. On 12/7/17 at 10:40 AM, in the 

Decontamination area, Staff #8 was manually 

cleaning and disinfecting a Dilation and 

Evacuation (D&E) tray.

a.  Staff #8 was pouring products of conception 

from a glass jar into a Styrofoam cup and 

covered it with a lid.

(i)  Staff #8 placed, on the outside of the 

Styrofoam cup, a yellow "Post-it" sticker with the 

patient's first name and last initial written on it. 

(ii)  Staff #8 then placed the cup into a red cooler 

and transported the specimen to the laboratory. 

(iii)  The Styrofoam cup can be easily punctured, 

therefore it is not a container which prevents 

leakage.
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 A4112 8:43A-14.2(b)(6) INFEC PREV & CONTROL: 

POL & PROCEDURES

The infection control committee, with assistance 

from each service in the facility, shall develop, 

implement, and review, every three years or more 

frequently as necessary, written policies and 

procedures regarding infection prevention and 

control, including, but not limited to, policies and 

procedures regarding the following: Aseptic 

technique, employee health in accordance with 

N.J.A.C 8:43A-3.7, and staff training in regard to 

infection control.

This REQUIREMENT  is not met as evidenced 

by:

 A4112

Based on observation and staff interview 

conducted on 12/8/17, it was determined that the 

facility failed to ensure that medications are 

prepared in a clean, dry work space.

Findings include:

Reference #1:  CDC-HICPAC Guidelines for 

Environmental Infection Control in Health-Care 

Facilities (2003) Last update: February 15, 2017 

https://www.cdc.gov/infectioncontrol/pdf/guideline

s/environmental-guidelines.pdf page 39 of 240 

states, "Construction design and function 

considerations for environmental infection control  

...  Appropriate location of medicine preparations 

areas (e.g., >3 ft. from a sink)"

Reference #2: APIC Position Paper, Safe 
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 A4112Continued From page 10 A4112

Injection, Infusion, and Medication Vial Practices 

in Health Care (2016) states, " ... Preparation of 

parenteral medications must be performed in a 

clean, dry work space that is free of clutter and 

obvious contamination sources (e.g., water, 

sinks)."

1.  During a tour of the facility, Staff #2 confirmed 

that the facility's medication preparation area, for 

the preparation of medications from multi-dose 

vials, was the area adjacent to the sink in the 

Anesthesia Workroom.

2.  Upon request, Staff #1 and #2 were unable to 

provide a policy and procedure addressing the 

preparation of parenteral medications at least 

three (3) feet from a sink.

 A4183 8:43A-14.3(a)(5) INFEC PREV & CONTROL: 

INFEC PREV MEASURES

Infection prevention activities shall be based on 

Centers for Disease Control and Prevention 

Guidelines, and Hospital Infection Control 

Practices Advisory Committee (that is, HICPAC) 

recommendations. An exception to the adoption 

of the following guideline shall be allowed 

providing that there is a sound infection control 

rationale based upon scientific research or 

epidemiologic data. The following published 

guideline is incorporated herein by reference, as 

amended and supplemented: Guideline for Hand 

Hygiene in Health-Care Settings: 

Recommendation of the Healthcare Infection 

Control Practices Advisory Committee and the 

HICPAC/SHEA/APIC/IDSA Hand Hygiene Task 

Force, published in the Morbidity and Mortality 

Weekly Report at MMWR 2002; 51 (No. RR-16), 

published by the Coordinating Center for Health 

 A4183
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 A4183Continued From page 11 A4183

Information and Service, available at 

http://www.cdc.gov/mmwr/PDF/rr/rr5116.pdf  and 

at 

http://www.cdc.gov/mmwr/preview/mmwrhtml/rr51

16a1.htm.

This REQUIREMENT  is not met as evidenced 

by:

A. Based on observation, staff interview, and 

review of nationally recognized guidelines, it was 

determined that the facility failed to ensure a 

functional and sanitary environment for the 

provision of surgical services by adhering to CDC 

(Centers for Disease Control and Prevention) 

-HICPAC (Healthcare Infection Control Practices 

Advisory Committee) guidelines on hand hygiene.

Findings include:

Reference #1:  Guideline for Hand Hygiene in 

Health Care Settings: Recommendation of the 

Healthcare Infection Control Practices Advisory 

Committee[HICPAC] and the 

HICPAC/SHEA/APIC/IDSA Hand Hygiene Task 

Force, published in the CDC (Centers for Disease 

Control and Prevention) Morbidity and Mortality 

Weekly Report at MMWR 2002; 51 (No. RR-16) 

page 32 states,

"Recommendations:  1.  Indications for 

Handwashing and Hand antisepsis...B.  If hands 

are not visibly soiled, use an alcohol-based hand 

rub for routinely decontaminating hands in

all other clinical situations described in items 
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 A4183Continued From page 12 A4183

1C-J... Alternatively, wash hands with an 

antimicrobial soap and water in all clinical 

situations described in items... G. Decontaminate 

hands after contact with body fluids or excretions, 

mucous membranes, nonintact skin, and wound 

dressings if hands are not visibly soiled... J.  

Decontaminate hands after removing gloves..."

1.  On 12/7/17 at 9:40 AM during the entrance 

conference, Staff #2 confirmed that the facility's 

Infection Control program is based on Center for 

Disease Control (CDC), Occupational Safety and 

Health Administration (OSHA), Association for the 

Advancement of Medical Instrumentation (AAMI), 

guidelines and recommendations. 

2.  On 12/7/17 at 10:45 AM, in the 

decontamination room, Staff #8 was cleaning and 

disinfecting a D&E tray. 

a.  After cleaning and disinfecting the D&E tray, 

Staff #8 removed his/her gloves and failed to 

perform hand hygiene prior to exiting the 

decontamination room.

(i)  The hand washing sink in the decontamination 

area was filled with chux pads and the 

alcohol-based hand rub was not readily 

accessible. 

(ii)  When asked how he/she washes his/her 

hands, Staff #10 replied, "Sometimes I use the 

sink out there," and pointed to the OR corridor. 

(iii)  When asked if he/she uses alcohol-based 

hand rub, Staff #10 replied by pointing to a bottle 

of hand sanitizer that was up high on a shelf in 

the decontamination room.  

3.  At 11:16 AM, during an observation of cleaning 
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 A4183Continued From page 13 A4183

and disinfecting of Operating Room (OR) #1, 

between patients, the following was revealed:

a.  Staff #10 was observed using Opti-cide spray 

and a green towel to clean and disinfect the OR. 

(i)  Staff #10 then failed to remove his/her gloves, 

prior to exiting the OR, to obtain a green watering 

can and mop. 

(ii)  After obtaining the watering can and mop, 

Staff #10 returned to the OR, with the same 

gloves on, mopped the floor, and failed to remove 

his/her gloves prior to exiting the OR to return the 

watering can and mop.

(iii)  Staff #10 then removed his/her gloves and 

failed to perform hand hygiene, prior to obtaining 

the next case cart and returning to OR #1.

B. Based on observation and review of facility 

policy, it was determined that the facility failed to 

ensure that facility policy and CDC (Centers for 

Disease Control) guidelines for hand hygiene are 

implemented.

Findings include:

Reference #1: Facility policy titled Handwashing, 

states, "CHWC [Cherry Hill Women's Center] 

employees are required to wash hands 

frequently, including between care of each patient 

... It is important that you wash your hands and 

change your gloves between patients."

Reference #2: Guideline for Hand Hygiene in 

Health Care Settings: Recommendation of the 

Healthcare Infection Control Practices Advisory 

Committee[HICPAC] and the 

HICPAC/SHEA/APIC/IDSA Hand Hygiene Task 
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 A4183Continued From page 14 A4183

Force, published in the CDC (Centers for Disease 

Control and Prevention) Morbidity and Mortality 

Weekly Report at MMWR 2002; 51 (No. RR-16) 

states, "Recommendations: 1.  Indications for 

Handwashing and Hand antisepsis... C.  

Decontaminate hands before having direct 

contact with patients... F.  Decontaminate hands 

after contact with a patient's intact skin... J.  

Decontaminate hands after removing gloves."

1. During an observation on 12/7/17, the following 

was revealed:

a. In the Ultrasound room at 10:26 AM, Staff #12 

donned his/her gloves, failed to perform hand 

hygiene, and then touched Patient #1.

i. At 10:30 AM, Staff #12 doffed his/her gloves, 

failed to perform hand hygiene, and then escorted 

Patient #1 to the Lab Room.

b. In the Consult Room at 11:00 AM, Staff #14 

failed to perform hand hygiene before performing 

a physical assessment of Patient #1.

c. In the Post Anesthesia Care Unit (PACU) at 

12:25 PM, Staff #18 entered the PACU from the 

Operating Room (OR) Suite already wearing 

gloves. Staff #18 then doffed his/her gloves, 

failed to perform hand hygiene, and obtained 

medications from the PACU medication storage 

area.

 A4215 8:43A-14.4(g) INFEC PREV & 

CONTROL:STRILIZATN PT CARE ITEMS

The manufacturer's instructions for cleaning, 

testing, disassembly, and sterilization of 

equipment shall be readily available and followed 

 A4215
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 A4215Continued From page 15 A4215

by employees.

This REQUIREMENT  is not met as evidenced 

by:

Based on observation, staff interview, review of 

facility documents and nationally recognized 

guidelines, it was determined that the facility 

failed to ensure manufacturer's Instructions for 

Use (IFU) are readily available and followed for 

cleaning and sterilization of Dilation and 

Evacuation (D&E) instruments.   

Findings include:

Reference #1:  AAMI (Association for the 

Advancement of Medical Instrumentation) 

Sterilization in Health Care Facilities, 2015 edition 

states in ST 79 section 7.2.2 Manufacturers' 

written IFU, states, "The written IFU of the device 

manufacturer should always be followed."

1.  On 12/7/17 at 9:40 AM during the entrance 

conference, Staff #2 confirmed that the facility's 

Infection Control program is based on Center for 

Disease Control (CDC), Occupational Safety and 

Health Administration (OSHA), and Association 

for the Advancement of Medical Instrumentation 

(AAMI), guidelines and recommendations. 

2.  On 12/7/17 at 10:13 AM, a tour was conducted 

of the reprocessing area and the following was 

revealed: 

a. A soiled D&E tray was being reprocessed, Staff 
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 A4215Continued From page 16 A4215

#9 confirmed the D&E tray consist's of the 

following instruments:

- 8 Cervical dilators 

- 2 Allis Clamps

- 1 Tenaculum

- 1 Sponge forcep

- 2 Curettes

- 1 Speculum 

- 1 small basin

(i)  The manufacturer's IFU were requested. 

(ii)  At 10:34 AM Staff #9 confirmed there were no 

IFU's available for the D&E instruments.

(iii)  Staff #9 confirmed he/she uses the signage 

posted on the outside of the sterilizer, as his/her 

reference for sterilization parameters. 

(iv)  At 11:55 AM Staff #7 confirmed he/she 

remembers printing the IFU's for the D&E 

instruments, however he/she was unable to 

locate them at that time. 

The facility immediately curtailed the practice of 

not following IFU's for instruments. An acceptable 

plan of correction was received by the facility on 

12/8/17. 

Reference #2:  AAMI (Association for the 

Advancement of Medical Instrumentation) 

Sterilization in Health Care Facilities, 2015 edition 

states in ST 79 section 7.5.2 Cleaning agents, 

states, "...The cleaning agent manufacturer's 

written IFU should be followed."

Reference #3:  Ergo-Logistics One Cleaner 

Enzyme Detergent label Directions for Use 

states, "Soaking:  Add 1/4 to 1/2 oz. ...One 
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cleaner per 1 gallon...of diluent (tepid warm 

water).   Manual Cleaning: Add 1/4 ounce ...One 

cleaner per 1 gallon...diluents(tepid to elevated 

temperature water). 

1.  On 12/7/17 at 10:45 AM, a tour was conducted 

of the decontamination area and the following 

was revealed:

a.  Staff #8 was observed using Ergo-Logistics 

One Cleaner Enzyme Detergent to clean and 

disinfect a soiled D&E tray.

(i)  Staff #8 was observed using several pumps of 

enzyme detergent, when mixing the enzyme 

detergent and water.  

(ii)  Staff #8 confirmed he/she uses approximately 

twelve (12) pumps of enzyme detergent to 

one-half (1/2) to one (1) gallon of water." 

(iii)  Staff #8, when asked how he/she measures 

out one (1) gallon of water, pointed to half-way up 

the sink and replied "I usually fill the water to 

about here."

(iv)  Staff #8 confirmed there is no marking in the 

sink nor is the water measured to exactly one 

gallon. 

(v)  Staff #8 was observed using a measuring cup 

and dispensed One Cleaner Enzyme Detergent 

into the measuring cup and poured it into the sink 

of water. 

(vi)  Staff #8 confirmed that the measuring cup 

was a one-half (1/2) cup.  

(vii)  Staff #8 was neither measuring the water nor 

the enzyme solution correctly. 
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2.  The above finding was confirmed with Staff 

#2.

 A4674 8:43A-17.1(e) 

HOUSKEEPING-SANITATN-SAFETY: 

HOUSKEEPING P&Ps

All cleaning and disinfecting agents shall be 

correctly labeled with the name of the product 

and its use, as specified by the manufacturer, 

including agents that have been repackaged from 

a bulk source.

This REQUIREMENT  is not met as evidenced 

by:

 A4674

Based on observation and staff interview, it was 

determined that the facility failed to ensure all 

cleaning and disinfecting agents are labeled with 

the name of the product and its use, as specified 

by the manufacturer.

Findings include:

Reference #1:  CDC [Centers for Disease Control 

and Prevention] Guideline for Disinfection and 

Sterilization in Healthcare Facilities, 2008 page 

84 states, "... By law, all applicable label 

instructions on EPA-registered products must be 

followed.  If the user selects exposure conditions 

that differ from those on the EPA-registered 

product label, the user assumes liability from any 

injuries resulting from the off-label use and is 

potentially subject to enforcement action under 

FIFRA."
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Reference #2:  Cetylcide II Concentrate 

manufacturer's Instructions for Use (IFU) states,  

"...Bactericidal Stability of Use-Dilution: ...Always 

use clean, properly labeled dry containers when 

diluting the product. ..."

1.  On 12/7/17 at 9:40 AM during the entrance 

conference, Staff #2 confirmed that the facility's 

Infection Control program is based on Center for 

Disease Control (CDC), Occupational Safety and 

Health Administration (OSHA), Association for the 

Advancement of Medical Instrumentation (AAMI), 

guidelines and recommendations. 

2.  During observation of a room turnover 

cleaning in Operating Room (OR) #1 at 11:10 

AM, Staff #10 was observed using a green 

garden Watering Can, to clean the OR floor.

a.  Upon interview, Staff #10 confirmed the 

Watering Can contained diluted Cetylcide-II 

cleaning solution, however was unsure of who 

mixed the solution. 

(i)  Staff #11 confirmed he/she dilutes the solution 

in the morning, and uses two (2) oz. (ounces) of 

Cetylcide -II solution to one (1) gallon of water. 

(ii)  The Watering Can was unlabeled and failed 

to contain the name of the product and its use, as 

specified by the manufacturer.

 A4797 8:43A-17.4(a)(15) 

HOSKEEPING-SANI&SAFTY:ENVIRNMNTL PT 

CARE SERV

The following environmental condition shall be 

met: All equipment and environmental surfaces 

 A4797
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shall be kept clean to sight and touch.

This REQUIREMENT  is not met as evidenced 

by:

Based on observation and staff interview 

conducted on 12/08/17, it was determined the 

facility failed to ensure that all environmental 

surfaces are maintained clean to sight and touch.

Findings include:

1.  During a tour conducted at approximately 

10:30 AM, in the presence of Staff #7, the 

following were noted:

a.  Uncleanable tape residue was identified on 

cabinetry surfaces located within the clean utility 

room.

b.  The cabinet base located inside the 

decontamination room was damaged which 

would preclude cleaning.

c.  Trim surrounding the pass-thru window in the 

sterilization room exhibited uncleanable wood-like 

base material.

d.  The base on the procedure table being used 

within OR #1 appeared grimy and had a rust-like 

residue on its surface.  

e.  Uncleanable surface damage and open parted 

seams were found on the monolithic flooring 

located in the following locations:
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(i)  The integral floor base within OR #1.

(ii)  In the hallway adjacent to OR #2.

2.  These findings were confirmed by Staff #7.

If continuation sheet  22 of 226899STATE FORM 9LOL11



STATE FORM: REVISIT REPORT

STREET ADDRESS, CITY, STATE, ZIP CODE

B. WingY1

DATE OF REVISIT

A. Building

22445

NAME OF FACILITY

MULTIPLE CONSTRUCTIONPROVIDER / SUPPLIER / CLIA / 

IDENTIFICATION NUMBER

CHERRY HILL WOMENS CENTER 502 KINGS HIGHWAY NORTH

CHERRY HILL, NJ 08034

4/17/2018
Y2 Y3

This report is completed by a State surveyor to show those deficiencies previously reported that have been corrected and the date such 

corrective action was accomplished.  Each deficiency should be fully identified using either the regulation or LSC provision number and the 

identification prefix code previously shown on the State Survey Report (prefix codes shown to the left of each requirement on the survey 

report form).

Y4

ITEM

Y5

DATE

Y4

ITEM

Y5

DATE DATE

Y5

ITEM

Y4

ID Prefix  A1185 Correction

Reg. #
8:43A-3.5(d)(1)

Completed 

LSC 04/17/2018

ID Prefix  A1297 Correction

Reg. #
8:43A-3.7(a)

Completed 

LSC 04/17/2018

ID Prefix  A2376 Correction

Reg. #
8:43A-9.4(a)

Completed 

LSC 04/17/2018

ID Prefix  A2432 Correction

Reg. #
8:43A-9.5(b)

Completed 

LSC 04/17/2018

ID Prefix  A3945 Correction

Reg. #
8:43A-13.4(a)

Completed 

LSC 04/17/2018

ID Prefix  A4071 Correction

Reg. #
8:43A-14.2(b)

Completed 

LSC 04/17/2018

ID Prefix  A4098 Correction

Reg. #
8:43A-14.2(b)(4)

Completed 

LSC 04/17/2018

ID Prefix  A4112 Correction

Reg. #
8:43A-14.2(b)(6)

Completed 

LSC 04/17/2018

ID Prefix  A4183 Correction

Reg. #
8:43A-14.3(a)(5)

Completed 

LSC 04/17/2018

ID Prefix  A4215 Correction

Reg. #
8:43A-14.4(g)

Completed 

LSC 04/17/2018

ID Prefix  A4674 Correction

Reg. #
8:43A-17.1(e)

Completed 

LSC 04/17/2018

ID Prefix  A4797 Correction

Reg. #
8:43A-17.4(a)(15)

Completed 

LSC 04/17/2018

ID Prefix Correction

Reg. # Completed 

LSC

ID Prefix Correction

Reg. # Completed 

LSC

ID Prefix Correction

Reg. # Completed 

LSC

REVIEWED BY

STATE AGENCY

REVIEWED BY

CMS RO

REVIEWED BY

(INITIALS)

REVIEWED BY 

(INITIALS)

DATE

DATE SIGNATURE OF SURVEYOR

TITLE DATE

DATE

FOLLOWUP TO SURVEY COMPLETED ON CHECK FOR ANY UNCORRECTED DEFICIENCIES. WAS A SUMMARY OF 

UNCORRECTED DEFICIENCIES (CMS-2567) SENT TO THE FACILITY? YES NO12/8/2017

Page 1 of 1 9LOL12EVENT ID:

STATE FORM: REVISIT REPORT (11/06)

















For: CHERRY HILL WOMENS CENTER  ( 31C0001113 / NJ310001113 )

Statement of Deficiencies

Citation Summary SheetPRINTED:  02/27/2019

Survey Event: NNPM11,  Exit Date 12/08/2017

Citations Cited This Visit

Regulation 

Type

Regulation 

ID 

Building

Number

Tag 

Number

Tag Title Scope/ 

Severity

Regulation 

Version 

Initial Comments0000EP01 1.01Federal 00

INITIAL COMMENTS0000FQ09 09.00Federal 00

PROGRAM SCOPE; PROGRAM ACTIVITIES0081FQ09 09.00Federal 00

PERFORMANCE IMPROVEMENT PROJECTS0083FQ09 09.00Federal 00

ADMINISTRATION OF DRUGS0181FQ09 09.00Federal 00

VERBAL ORDERS0184FQ09 09.00Federal 00

INFECTION CONTROL0240FQ09 09.00Federal 00

SANITARY ENVIRONMENT0241FQ09 09.00Federal 00

INFECTION CONTROL PROGRAM0242FQ09 09.00Federal 00



A. BUILDING ______________________

(X1)  PROVIDER/SUPPLIER/CLIA

        IDENTIFICATION NUMBER:

STATEMENT OF DEFICIENCIES 

AND PLAN OF CORRECTION

(X3) DATE SURVEY

       COMPLETED

PRINTED:  02/27/2019
FORM APPROVED

(X2) MULTIPLE CONSTRUCTION

B. WING _____________________________

DEPARTMENT OF HEALTH AND HUMAN SERVICES

CENTERS FOR MEDICARE & MEDICAID SERVICES OMB NO. 0938-0391

31C0001113 12/08/2017
STREET ADDRESS, CITY, STATE, ZIP CODENAME OF PROVIDER OR SUPPLIER

502 KINGS HIGHWAY NORTH
CHERRY HILL WOMENS CENTER

CHERRY HILL, NJ  08034

PROVIDER'S PLAN OF CORRECTION

(EACH CORRECTIVE ACTION SHOULD BE 

CROSS-REFERENCED TO THE APPROPRIATE 

DEFICIENCY)

(X5)

COMPLETION

DATE

ID

PREFIX

TAG

(X4) ID

PREFIX

TAG

SUMMARY STATEMENT OF DEFICIENCIES

(EACH DEFICIENCY MUST BE PRECEDED BY FULL 

REGULATORY OR LSC IDENTIFYING INFORMATION)

E 000 Initial Comments E 000

 This was a Federal Recertification Survey 

conducted on 12/7/2017 and 12/8/2017.

The facility is in substantial compliance with 

Emergency Preparedness Regulation CFR 

416.54. 

The facility is not in compliance with the 

requirements of  of 42 CFR Part 416, Subpart C 

requirements for Ambulatory Surgical Centers.

 

Q 000 INITIAL COMMENTS Q 000

 An Immediate Jeopardy (IJ) was identified on 

12/7/2017. The facility failed to ensure that 

manufacturers' Instructions For Use (IFUs) are 

followed for reprocessing Dilation and Evacuation 

(D&E) instruments. The IJ was removed on 

12/8/2017 upon receipt of an acceptable plan of 

correction.

The following Condition for Coverage was found 

to be out of compliance:

416.51 Infection Control

 

Q 081 PROGRAM SCOPE; PROGRAM ACTIVITIES

CFR(s): 416.43(a), 416.43(c)(1)

(a)(1) The program must include, but not be 

limited to, an ongoing program that demonstrates 

measurable improvement in patient health 

outcomes, and improves patient safety by using 

quality indicators or performance measures 

associated with improved health outcomes and by 

the identification and reduction of medical errors.

(a)(2) The ASC must measure, analyze, and track 

quality indicators, adverse patient events, 

Q 081

LABORATORY DIRECTOR'S OR PROVIDER/SUPPLIER REPRESENTATIVE'S SIGNATURE TITLE (X6) DATE

03/12/2018

Any deficiency statement ending with an asterisk (*) denotes a deficiency which the institution may be excused from correcting providing it is determined that 

other safeguards provide sufficient protection to the patients . (See instructions.)  Except for nursing homes, the findings stated above are disclosable 90 days 

following the date of survey whether or not a plan of correction is provided.  For nursing homes, the above findings and plans of correction are disclosable 14 

days following the date these documents are made available to the facility.  If deficiencies are cited, an approved plan of correction is requisite to continued 

program participation.
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Q 081 Continued From page 1 Q 081

infection control and other aspects of 

performance that includes care and services 

furnished in the ASC.  

(c)(1) The ASC must set priorities for its 

performance improvement activities that -  

     (i) Focus on high risk, high volume, and 

problem-prone areas.

     (ii) Consider incidence, prevalence, and 

severity of problems in those areas.

     (iii) Affect health outcomes, patient safety, and 

quality of care. 

This STANDARD  is not met as evidenced by:

 Based on review of facility documents and staff 

interview on 12/8/2017, it was determined that the 

facility failed to establish an ongoing program that 

measures the total operation and ensures patient 

safety in the facility. 

Findings include:

Reference #1:  The facility document titled, 

'Quality Improvement Plan", states, "...The 

members of the Quality improvement Committee 

(QIC) are responsible for: Assuring that the 

review functions outlined in this plan are 

completed; Prioritizing issues referred to the QIC 

for review; Assuring that the data obtained 

through QI activities are analyzed, 

recommendations made, and appropriate follow 

up of a problem resolution done; ....Reporting on 

ongoing findings, studies, recommendations, and 

trends to the Governing Body quarterly and to the 

Medical Staff a minimum of six (6) times per year 

as appropriate. ...."
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Q 081 Continued From page 2 Q 081

1.  Staff #2 provided evidence of quality 

improvement Activities Schedule for performance 

improvement activities as outlined in the above 

referenced document. The schedule outlined 

which staff member collected data for the 

different QI indicators. 

2.  The quality assurance (QA) meeting minutes 

from 2/26/16 to 8/10/2017 provided by Staff #2, 

did not include evidence of how the data was 

collected and tracked. 

3.  During interview, Staff #2 was unable to 

explain what the facility did with the collected 

data. 

4.  The facility was unable to provide evidence of 

data analysis, recommendations and follow up of 

the data collected, as per the above referenced 

document.

Q 083 PERFORMANCE IMPROVEMENT PROJECTS

CFR(s): 416.43(d)

(1) The number and scope of distinct 

improvement projects conducted annually must 

reflect the scope and complexity of the ASC's 

services and operations.

(2) The ASC must document the projects that are 

being conducted.  The documentation, at a 

minimum, must include the reason(s) for 

implementing the project, and a description of the 

project's results

This STANDARD  is not met as evidenced by:

Q 083

 Based on staff interview and document review, it  
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Q 083 Continued From page 3 Q 083

was determined that the facility failed to ensure 

that a specific annual quality improvement project 

was conducted.

Findings include:

1. Upon interview on 12/8/2017, Staff #2 and Staff 

#3 indicated that they had not undertaken a 

specific annual quality improvement project for 

the year 2017.

Q 181 ADMINISTRATION OF DRUGS

CFR(s): 416.48(a)

Drugs must be prepared and administered 

according to established policies and acceptable 

standards of practice.

This STANDARD  is not met as evidenced by:

Q 181

 A.  Based on document review and staff 

interview conducted on 12/8/17, it was 

determined that the facility failed to ensure that 

medications administered are prescribed in 

writing.

Findings include:

1.  The administration of Morphine 4 mg IVP, on 

9/29/17 at 11:17 AM, is recorded in Medical 

Record #13.

a.  There was no evidence of a physician's order 

for Morphine.

 

Q 184 VERBAL ORDERS

CFR(s): 416.48(a)(3)

Q 184
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Orders given orally for drugs and biologicals must 

be followed by a written order signed by the 

prescribing physician. 

This STANDARD  is not met as evidenced by:

 Based on document review and staff interview 

conducted on 12/8/17, it was determined that the 

facility failed to ensure the development of 

policies and procedures addressing the signing of 

verbal orders by the prescriber.

Findings include:

1.  Facility policy titled, "Verbal Orders" fails to 

address the procedure for signing of verbal 

orders by the prescriber.

2.  This finding was confirmed by Staff #1.

 

Q 240 INFECTION CONTROL

CFR(s): 416.51

The ASC must maintain an infection control 

program that seeks to minimize infections and 

communicable diseases.

This CONDITION  is not met as evidenced by:

Q 240

 Based on observation, document review, and 

staff interview, it was determined that the facility 

failed to maintain an infection control program 

that seeks to minimize infections and 

communicable diseases.

Findings include:

1.  The facility failed to ensure that medications 

are prepared following aseptic technique. Refer to 
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Tag Q 241.

2.  The facility failed to ensure that a safe and 

sanitary environment is maintained for patients, 

staff, and the general public. Refer to Tag Q 241.

3.  The facility failed to ensure that 

manufacturers' instructions for use are followed. 

Refer to Tag Q 241.

4.  The facility failed to ensure adherence to CDC 

guidelines on hand hygiene. Refer to Tag Q 241.

5.  The facility failed to ensure implementation of 

policies and procedures addressing safe injection 

practices. Refer to Tag Q 241.

6.  The facility failed to ensure implementation of 

policies and procedures addressing OR attire. 

Refer to Tag Q 241.

7.  The facility failed to ensure that its Infection 

Control program included that the facility followed 

AAMI guidelines. Refer to Tag Q 242.

8.  The facility failed to ensure the implementation 

of an Infection Control program that adhered to 

OSHA regulations. Refer to Tag Q 242.

Q 241 SANITARY ENVIRONMENT

CFR(s): 416.51(a)

The ASC must provide a functional and sanitary 

environment for the provision of surgical services 

by adhering to professionally acceptable 

standards of practice.

This STANDARD  is not met as evidenced by:

Q 241
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 A.  Based on observation and staff interview 

conducted on 12/8/17, it was determined that the 

facility failed to ensure that medications are 

prepared following aseptic technique.

Findings include:

Reference #1:  CDC-HICPAC Guidelines for 

Environmental Infection Control in Health-Care 

Facilities (2003) Last update: February 15, 2017 

https://www.cdc.gov/infectioncontrol/pdf/guideline

s/environmental-guidelines.pdf page 39 of 240 

states, "Construction design and function 

considerations for environmental infection control  

...  Appropriate location of medicine preparations 

areas (e.g., >3 ft. from a sink)"

Reference #2: APIC Position Paper, Safe 

Injection, Infusion, and Medication Vial Practices 

in Health Care (2016) states, " ... Preparation of 

parenteral medications must be performed in a 

clean, dry work space that is free of clutter and 

obvious contamination sources (e.g., water, 

sinks)."

1.  During a tour of the facility, Staff #2 confirmed 

that the facility's medication preparation area, for 

the preparation of medications from multi-dose 

vials, was the area adjacent to the sink in the 

Anesthesia Workroom.

2.  Upon request, Staff #1 and #2 were unable to 

provide a policy and procedure addressing the 

preparation of parenteral medications at least 

three (3) feet from a sink.

B.  Based on observation and staff interview on 

12/08/17, it was determined the facility failed to 

ensure that a safe and sanitary environment is 
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maintained for patients, staff and the general 

public.

Findings include:

1.  During a tour conducted at 10:30 AM, in the 

presence of Staff #7, the following were noted:

a.  Uncleanable tape residue was identified on 

cabinetry surfaces  located within the clean utility 

room.

b.  The cabinet base located inside the 

decontamination room was damaged which 

would preclude cleaning.

c.  Trim surrounding the pass-thru window in the 

sterilization room exhibited uncleanable wood-like 

base material.

d.  The base on the procedure table being used 

within OR #1 appeared grimy and had a 

rust-colored residue on its surface.  

e.  Uncleanable surface damage and open parted 

seams were found on the monolithic flooring 

located in the following locations:

(i)  The integral floor base within OR #1

(ii)  In the hallway adjacent to OR #2

2.  These findings were confirmed by Staff #7.

C.  Based on observation, staff interview, and 

review of facility documents, and nationally 

recognized guidelines, it was determined that the 

facility failed to ensure manufacturer's 
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Instructions For Use (IFU) are followed for 

reprocessing Dilation and Evacuation (D&E) 

instruments.   

Findings include:

Reference #1:  AAMI (Association for the 

Advancement of Medical Instrumentation) 

Sterilization in Health Care Facilities, 2015 edition 

states in ST 79 section 7.2.2 Manufacturers' 

written IFU, states, "The written IFU of the device 

manufacturer should always be followed."

1.  On 12/7/17 at 9:40 AM during the entrance 

conference, Staff #2 confirmed that the facility's 

Infection Control program is based on Center for 

Disease Control (CDC), Occupational Safety and 

Health Administration (OSHA), and Association 

for the Advancement of Medical Instrumentation 

(AAMI), guidelines and recommendations. 

2.  On 12/7/17 at 10:13 AM, a tour was conducted 

of the reprocessing area and the following was 

revealed: 

a.  A soiled D&E tray was being reprocessed.  

Staff #9 confirmed the D&E tray consist's of the 

following instruments:

- 8 Cervical dilators 

- 2 Allis Clamps

- 1 Tenaculum

- 1 Sponge forcep

- 2 Curettes

- 1 Speculum 

- 1 small basin

(i)  The manufacturer's IFU were requested. 
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Q 241 Continued From page 9 Q 241

(ii)  At 10:34 AM Staff #9 confirmed there were no 

IFU's for the D&E instruments, available for use 

in the sterilization room. 

(iii)  Staff #9 confirmed he/she uses the signage 

posted on the outside of the sterilizer, as his/her 

reference for sterilization parameters. 

(iv)  At 11:55 AM Staff #7 confirmed he/she 

remembers printing the IFU's for the D&E 

instruments, however he/she is unable to locate 

them at this time. 

The above finding resulted in an Immediate 

Jeopardy which curtailed this practice. The 

Immediate Jeopardy was removed on 12/8/17, 

upon receipt of an acceptable plan of correction.  

Reference #2:  AAMI (Association for the 

Advancement of Medical Instrumentation) 

Sterilization in Health Care Facilities, 2015 edition 

states in ST 79 section 7.5.2 Cleaning agents, 

states, "...The cleaning agent manufacturer's 

written IFU should be followed."

Reference #3:  Ergo-Logistics One Cleaner 

Enzyme Detergent label Directions for Use 

states, "Soaking:  Add 1/4 to 1/2 oz. ...One 

cleaner per 1 gallon...of diluent (tepid warm 

water). Manual Cleaning: Add 1/4 ounce ...One 

cleaner per 1 gallon...diluents(tepid to elevated 

temperature water). 

1.  On 12/7/17 at 10:45 AM, a tour was conducted 

of the decontamination area and the following 

was revealed:

a.  Staff #8 was observed using Ergo-Logistics 

One Cleaner Enzyme Detergent to clean and 
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disinfect a soiled D&E tray.

(i)  Staff #8 was observed using several pumps of 

enzymatic, when mixing the enzyme detergent 

and water.  

(ii)  Staff #8 confirmed he/she uses approximately 

twelve (12) pumps of enzyme detergent to 

one-half (1/2) to one (1) gallon of water." 

(iii)  Staff #8, when asked how he/she measures 

out one (1) gallon of water, pointed to half-way up 

the sink and replied "I usually fill the water to 

about here."

(iv)  Staff #8 confirmed there is no marking in the 

sink nor is the water measured to exactly one 

gallon. 

(v)  Staff #8 was observed using a measuring cup 

and dispensed One Cleaner Enzyme Detergent 

into the measuring cup and poured it into the sink 

of water. 

(vi)  Staff #8 confirmed that the measuring cup 

was a one-half (1/2) cup.  

(vii)  Staff #8 was neither measuring the water nor 

the enzyme detergent correctly. 

2.  The above finding was confirmed with Staff 

#2.

D.  Based on observation, staff interview, and 

review of nationally recognized guidelines, it was 

determined that the facility failed to ensure a 

functional and sanitary environment for the 

provision of surgical services by adhering to CDC 

(Centers for Disease Control and Prevention) 
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-HICPAC (Healthcare Infection Control Practices 

Advisory Committee) guidelines on hand hygiene.

Findings include:

Reference #1:  Guideline for Hand Hygiene in 

Health Care Settings: Recommendation of the 

Healthcare Infection Control Practices Advisory 

Committee[HICPAC] and the 

HICPAC/SHEA/APIC/IDSA Hand Hygiene Task 

Force, published in the CDC (Centers for Disease 

Control and Prevention) Morbidity and Mortality 

Weekly Report at MMWR 2002; 51 (No. RR-16) 

page 32 states,

"Recommendations:  1.  Indications for 

Handwashing and Hand antisepsis...B.  If hands 

are not visibly soiled, use an alcohol-based hand 

rub for routinely decontaminating hands in

all other clinical situations described in items 

1C-J... Alternatively, wash hands with an 

antimicrobial soap and water in all clinical 

situations described in items... G. Decontaminate 

hands after contact with body fluids or excretions, 

mucous membranes, nonintact skin, and wound 

dressings if hands are not visibly soiled... J.  

Decontaminate hands after removing gloves..."

1.  On 12/7/17 at 9:40 AM during the entrance 

conference, Staff #2 confirmed that the facility's 

Infection Control program is based on Center for 

Disease Control (CDC), Occupational Safety and 

Health Administration (OSHA), Association for the 

Advancement of Medical Instrumentation (AAMI), 

guidelines and recommendations. 

2.  On 12/7/17 at 10:45 AM, in the 

decontamination room, Staff #8 was cleaning and 

disinfecting a D&E tray. 
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Q 241 Continued From page 12 Q 241

a.  After cleaning and disinfecting the D&E tray, 

Staff #8 removed his/her gloves and failed to 

perform hand hygiene prior to exiting the 

decontamination room.

(i)  The hand washing sink in the decontamination 

area was filled with chux pads and the 

alcohol-based hand rub was not readily 

accessible. 

(ii)  When asked how he/she washes his/her 

hands, Staff #10 replied, "Sometimes I use the 

sink out there" and pointed to the OR corridor. 

(iii)  When asked if he/she uses alcohol-based 

hand rub, Staff #10 replied by pointing to a bottle 

of hand sanitizer that was up high on a shelf in 

the decontamination room.  

3.  At 11:16 AM, during an observation of cleaning 

and disinfecting of Operating Room (OR) #1, 

between patients, the following was revealed:

a.  Staff #10 was using Opti-cide spray and a 

green towel to clean and disinfect the OR. 

(i)  Staff #10 then failed to remove his/her gloves, 

prior to exiting the OR to obtain a green watering 

can and mop. 

(ii)  After obtaining the watering can and mop, 

Staff #10 returned to the OR, with the same 

gloves on, mopped the floor, and failed to remove 

his/her gloves prior to exiting the OR to return the 

watering can and mop.

(iii)  Staff #10 then removed his/her gloves and 

failed to perform hand hygiene, prior to obtaining 

the next case cart and returning to OR #1. 
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Q 241 Continued From page 13 Q 241

E.  Based of observation and review of facility 

policy, it was determined that the facility failed to 

ensure that facility policy and CDC (Centers for 

Disease Control) guidelines for hand hygiene 

were followed.

Findings include:

Reference #1: Facility policy titled Handwashing, 

states, "CHWC [Cherry Hill Women's Center] 

employees are required to wash hands 

frequently, including between care of each patient 

... It is important that you wash your hands and 

change your gloves between patients."

Reference #2: Guideline for Hand Hygiene in 

Health Care Settings: Recommendation of the 

Healthcare Infection Control Practices Advisory 

Committee[HICPAC] and the 

HICPAC/SHEA/APIC/IDSA Hand Hygiene Task 

Force, published in the CDC (Centers for Disease 

Control and Prevention) Morbidity and Mortality 

Weekly Report at MMWR 2002; 51 (No. RR-16) 

states, "Recommendations: 1.  Indications for 

Handwashing and Hand antisepsis... C.  

Decontaminate hands before having direct 

contact with patients... F.  Decontaminate hands 

after contact with a patient's intact skin... J.  

Decontaminate hands after removing gloves."

1. During an observation on 12/7/17, the following 

was revealed:

a. In the Ultrasound room at 10:26 AM, Staff #12 

donned his/her gloves, failed to perform hand 

hygiene, and then touched Patient #1.
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i. At 10:30 AM, Staff #12 doffed his/her gloves, 

failed to perform hand hygiene, and then escorted 

Patient #1 to the Lab Room.

b. In the Consult Room at 11:00 AM, Staff #14 

failed to perform hand hygiene before performing 

a physical assessment on Patient #1.

c. In the Post Anesthesia Care Unit (PACU) at 

12:25 PM, Staff #18 entered the PACU from the 

Operating Room (OR) Suite already wearing 

gloves. Staff #18 then doffed his/her gloves, 

failed to perform hand hygiene, and obtained 

medications from the PACU medication storage 

area.

F.  Based on observation, staff interview, and 

review of facility policy, it was determined that the 

facility failed to ensure safe injection practices 

were followed in accordance with its policies.

Findings include:

Reference #1: Facility policy titled, Medication - 

Administration; Control and Storage of states, 

"Procedure ... 7. Multi use vials must be used 

within 28 days of opening. Do not use expiration 

date when discarding."

Reference #2: United States Pharmacopeia 

(USP) General Chapter 797 [16] states, "If a 

multi-dose has been opened or accessed (e.g., 

needle-punctured) the vial should be dated and 

discarded within 28 days unless the manufacturer 

specifies a different (shorter or longer) date for 

that opened vial."

1. During an observation in the Post Anesthesia 

Care Unit (PACU) on 12/7/17, at approximately 
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12:35 PM, Staff #18 obtained a multidose vial of 

Nubian from an open box. Staff #18 withdrew the 

medication from the vial and confirmed that it was 

ready to be administered to the patient.

a. During an interview, Staff #18 confirmed that 

the medication vial had been accessed prior to 

the above medication preparation, and there was 

no date of opening on the medication vial label.

G.  Based on observation and review of facility 

policy, it was determined that the facility failed to 

ensure that staff followed the policy regarding 

Operating Room (OR) attire.

Findings include:

Reference: Facility policy titled, OR Attire states, 

"Surgical caps must be worn at all times in all 

areas of the operating room ... 3. All surfaces 

must be covered."

In the operating room, on 12/7/17, at 

approximately 11:55 AM, Staff #15 and Staff #16 

failed to contain all their head hair beneath the 

surgical cap.

Q 242 INFECTION CONTROL PROGRAM

CFR(s): 416.51(b)

The ASC must maintain an ongoing program 

designed to prevent, control, and investigate 

infections and communicable diseases.  In 

addition, the infection control and prevent 

program must include documentation that the 

ASC has considered, selected, and implemented 

nationally recognized infection control guidelines.

Q 242
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This STANDARD  is not met as evidenced by:

 A.  Based on staff interview and document 

review, it was determined that the facility failed to 

ensure that the selected and implemented 

nationally recognized guidelines for infection 

control are documented.

Findings include:

Reference #1:  Facility document titled, "Infection 

Prevention and Control Program" states, "...In 

addition, as a result of consideration and 

selection by Cherry Hill Women's Center's 

Infection Control Committee, the Infection Control 

and Prevention Program in this facility has been 

designed and implemented according to CDC 

(Center for Disease Control and Prevention) 

guidelines, ...Procedure: ...R.  The exposure 

Control Plan shall remain in compliance with 

OSHA (Occupational Safety and Health 

Administration) Bloodborne Pathogen Standard 

and shall be evaluated by the Governing body on 

a yearly basis."

1.  Upon entrance, a request was made for 

documentation of the nationally recognized 

Infection Control guidelines that the facility 

considered, selected and implemented.

a.  Staff #2 confirmed that the facility has selected 

and implemented the following guidelines:  

- Association for the Advancement of Medical 

Instrumentation (AAMI)

- Occupational Safety and Health Administration 

(OSHA) regulations

- Centers for Disease Control and Prevention 

(CDC)
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b.  The facility's Infection Control Program was 

provided and reviewed. Although CDC and OSHA 

guidelines were selected, there was no 

documented evidence that AAMI guidelines were 

selected by the facility. 

2.  The above finding was confirmed by Staff #2. 

B.  Based on observation, staff interview, review 

of facility policies and procedures, and nationally 

recognized guidelines and regulations, it was 

determined that the facility failed to ensure an 

ongoing Infection Control program that adheres to 

OSHA regulations are implemented.

Findings include:

Reference #2:  OSHA 29 CFR part 1910.1030(d)

(3)(i) states, "Provision. When there is 

occupational exposure, the employer shall 

provide, at no cost to the employee, appropriate 

personal protective equipment such as, but not 

limited to, gloves, gowns, laboratory coats, face 

shields or masks and eye protection, and 

mouthpieces, resuscitation bags, pocket masks, 

or other ventilation devices. Personal protective 

equipment will be considered "appropriate" only if 

it does not permit blood or other potentially 

infectious materials to pass through to or reach 

the employee's work clothes, street clothes, 

undergarments, skin, eyes, mouth, or other 

mucous membranes under normal conditions of 

use and for the duration of time which the 

protective equipment will be used."

1. On 12/7/17 at 9:40 AM, during the entrance 

conference, Staff #2 confirmed that the facility's 

Infection Control program is based on Center for 
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Disease Control (CDC), OSHA, and Association 

for the Advancement of Medical Instrumentation 

(AAMI), guidelines and recommendations. 

2.  On 12/7/17 at 10:40 AM, in the 

Decontamination area, Staff #8 was observed 

manually cleaning and disinfecting a Dilation and 

Evacuation (D&E) tray.

a.  Staff #8 was observed pouring products of 

conception from a glass jar into a Styrofoam cup. 

(i)  Staff #8 was donned in a blue surgical gown. 

(ii)  The Eclipse gown packaging indicates the 

gown is a Level 2 permeable gown.

(iii)  On 12/8/17, Staff #7 confirmed the gowns 

were level 2 permeable gowns.

b.  The facility failed to ensure staff in the 

Decontamination area wear impervious gowns. 

Reference #3:  OSHA 29 CFR part 1910.1030(d)

(2)(xiii) states, "Specimens of blood or other 

potentially infectious materials shall be placed in 

a container which prevents leakage during 

collection, handling, processing, storage, 

transport, or shipping."

Reference #4:  Facility policy titled, "Laboratory 

Specimens" states, "Policy: ...2.  ...Once the 

procedure is finished the specimen is kept in the 

suction bottle and taken into the Decontamination 

Room in preparation for the transfer to the 

Laboratory.  ...1.  Decontamination personnel will 

transfer the specimen into a Styrofoam cup with 

lid.  The patients name is written on the cup...The 

cup is placed in  the designated holders in the 
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transport container.  Be careful not to overload 

container.  3.  The sterilization technician  will see 

that the specimen transport container is taken to 

the outside door of the PACU (Post Anesthesia 

Care Unit) closet to the laboratory.  4.  The 

laboratory technician, will take the transport 

container and drop it off at the laboratory."

1. On 12/7/17 at 10:40 AM, in the 

Decontamination area, Staff #8 was observed 

manually cleaning and disinfecting a Dilation and 

Evacuation (D&E) tray.

a.  Staff #8 was observed pouring products of 

conception from a glass jar into a Styrofoam cup 

with a lid.

(i)  Staff #8 placed on the outside of the 

Styrofoam cup, a yellow Post-it sticker with the 

patients first name and last initial written on it. 

(ii)  Staff #8 then placed the cup into a red cooler 

and transported the specimen to the laboratory. 

(iii)  The Styrofoam cup can be easily punctured, 

therefore it is not a container which prevents 

leakage.
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K 000 INITIAL COMMENTS K 000

 This was a Federal Recertification Survey 

conducted on 12/08/17.

This facility is not in substantial compliance with 

the National Fire Protection Association's 2012 

Life Safety Code for this Federal Recertification 

Survey.

 

K 321 Hazardous Areas - Enclosure

CFR(s): NFPA 101

Hazardous Areas - Enclosure

Hazardous areas must meet one of the following:

*Contain 1 hour rated enclosure when 

non-sprinklered

*Sprinkler protected with smoke resistive 

separation

*Severe Hazard locations contain sprinkler 

protection and 1 hour separation with 3/4 hour 

rated self-closing doors

20.3.2, 21.3.2, 38.3.2, 38.3.2.2, 39.3.2.1, 

39.3.2.2, 8.7

This STANDARD  is not met as evidenced by:

K 321

 Based on observation and staff interview on 

12/08/17, it was determined the facility failed to 

ensure that a fire safe environment is maintained 

for patients, staff and the general public. 

Findings include:

1.  During a tour conducted at 10:30 AM, in the 

presence of Staff #7, the ceiling installed within 

the basement was found in disrepair, with 

damaged and missing tiles. This would allow the 

passage of smoke from one area to another 

inside the building.

2.  This finding was confirmed by Staff #7.
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