


 
 
 
 

STATE OF RHODE ISLAND AND PROVIDENCE PLANTATIONS 
 
RHODE ISLAND DEPARMENT OF HEALTH 
DAVID R. GIFFORD, MD, MPH, in his capacity as 
DIRECTOR 
 
IN THE MATTER OF:  
RHODE ISLAND HOSPITAL 
LICENSE #: 00121 
593 EDDY STREET 
PROVIDENCE RI  020902 
 

AMENDED IMMEDIATE COMPLIANCE ORDER 
 
Now comes the Director of Health of the State of Rhode Island, and pursuant to Rhode Island General 
Laws, section 23-17-21 makes the following findings: 
 
1) Rhode Island Hospital (hereinafter the “Hospital”) is a hospital located on Eddy Street in the City of 

Providence, County of Providence, State of Rhode Island, which is licensed as a hospital by the 
Office of Facilities Regulation within the Department of Health of the State of Rhode Island pursuant 
to section 23-17-1, et seq. of the General Laws of the State of Rhode Island. 
 

2) Pursuant to regulation and as a condition of its license, the Hospital is required to provide care and 
services in accordance with written policies and procedures pertaining to invasive procedures.  The 
Hospital is further required to comply with all rules and regulations requiring the provision of care 
and services to all patients in accordance with the prevailing community standard of care and in a 
manner that maintains the health and safety of individuals, and to ensure that patients do not undergo 
unnecessary and/or unwanted procedures. 
 

3) Whereas the Hospital in accordance with an Interim Consent Agreement with the Department dated 
May, 2009 and signed on 6 June 2009, copy attached and made a part hereof (Exhibit A), developed 
and implemented a comprehensive training initiative with all surgical staff to: 

 

i) Increase physician and staff feedback about the policies and procedures to prevent incorrect 
surgery or surgical site; 

ii) Improve near miss reporting from physicians and staff about the policies and procedures to 
prevent incorrect surgery or surgical site; 

iii) Ensure staff awareness and competency regarding changes to the policies and procedures; 
and 

iv) Improve the time out process; 
 
4) Whereas, a review by the Department of Health, initiated on 22 October 2009, indicates that the 

Hospital failed to: 
(i) Fully implement, by 30 July 2009, the Hospital’s plan of correction dated 5 June 2009, copy 

attached and made a part hereof (Exhibit B), regarding the Hospital’s plan to include 
provisions for policy clarification and staff education based on operating room staff 
recommendations made during staff feedback sessions held during May 2009 and 
implementation of the Surgical Executive Committee’s recommendation regarding surgical 
team culture and any subsequent changes in policy. 

(ii) Provide surgery care and services in accordance with written policies and procedures 
pertaining to time-out procedures and surgical site markings; 



DOH-RIH Immediate Compliance Order -Amended 11-3-09 

 
5) Pending finalization of the Department’s review, the Director issued an Immediate Compliance Order 

dated 26 October 2009, copy attached and made a part hereof (Exhibit C) requiring the Hospital to 
ensure every surgery at RI Hospital will be observed by a licensed clinical professional, not assigned 
to the subject surgery team, trained to observe surgical site marking and time out procedures. 

 
6) The Department completed the review on 28 October 2009.  The results of this review as set forth in 

the statement of deficient practice (hereafter “survey”), a copy of which is attached hereto and made 
part hereof (Exhibit D), indicates that the Hospital failed to provide surgery care and services in 
accordance with the Hospital’s written policies and procedures pertaining to surgical site markings 
and time-out procedures. 

 
7) Therefore, based on the foregoing, the Director finds that without intervention of the Department of 

Health and issuance of this Amended Immediate Compliance Order, the health, safety, and welfare of 
the patients scheduled for surgical services will be in jeopardy. 

 
The Rhode Island Hospital is herein ordered to: 
 

A) The Hospital is ordered to continue the direct observation of surgical-site marking and time-out 
procedures for any and all surgeries conducted under the Hospital’s license for at least one (1) 
year and will report to Health quarterly regarding its findings, recommendations for modifications 
to its policy and procedures, and any variations from Hospital policy and procedures or sooner if 
it determines immediate changes are warranted.  The individuals who are not members of the 
surgical team shall observe surgical marking and time out procedures for the purpose of 
compliance and shall point out to the team when the policy is not being followed.  The observers 
are to observe for near misses also and for opportunities to simplify steps in the process. 
 

1) The observers will also share their findings and recommendations with the Hospital’s 
Board of Trusties and the Joint Commission’s Center for Transforming Healthcare. 
 

2) The Hospital may petition the Department of Health for relief from section A after one 
year.  This petition must be made in writing and it shall include a substantial showing of 
compliance with the requirement of section A.  Relief from the requirement is at the sole 
discretion of the Department of Health. 

 
B) The Hospital will immediately adopt in policy and practice the Rhode Island Uniform Surgical 

Safety Checklist and Standard Definition, a copy of which is attached hereto and made part 
hereof (Exhibit E) and to include; 

 
1) Mandate that the surgeon marks the surgical site in pre-op area with assistance from a 2nd 

licensed professional; 
 
2) Require that the surgeon incorporate the use of primary source verification (i.e., consent, 

H&P, radiology report if imaging done) prior to incision, and 
 

3) Develop a comprehensive plan on how the Hospital will continually revise protocols, 
educate staff, and implement changes based on PSO data, “good-catches”, input from 
clinical consultant(s), and operating room monitors. 
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 Z 0 INITIAL COMMENTS  Z 0

An "Other" State licensure survey was conducted 

at this facility.  State deficiencies were cited.

 Z 160 ORGANIZATION & MANAGEMENT 12.2 

Organization

12.2   Each hospital department and service shall 

maintain:

a) clearly written definitions of its organization, 

authority, responsibility and relationships;

b) written patient care policies and procedures; 

and

c) written provision for systematic evaluation of 

programs and services.

This Requirement  is not met as evidenced by:

 Z 160

Based on record review, staff interview, and 

review of hospital policies, it was determined that 

the hospital failed to ensure compliance with the 

hospital policy entitled,  "Universal Protocol 

Verification of the Patient's Identity, Surgical 

Procedure and Surgical Site", for patient (ID #1).

Findings are as follows:

Review of the policy, "Universal Protocol 

Verification of the Patient's Identity, Surgical 

Procedure and Surgical Site", states:

Under Section III, Procedure, Item #2, Arrival to 

Preoperative Area, c) states:

"In cases where laterality is involved (extremities, 

head, organs for which there is duplication), the 

Preoperative RN will use an approved indelible 

marker to mark the surgical site with a straight 

line in the Preoperative holding area.  This 

includes procedures involving right/left distinction, 

multiple structures (such as fingers and toes), or 

Facilities Regulation

LABORATORY DIRECTOR'S OR PROVIDER/SUPPLIER REPRESENTATIVE'S SIGNATURE

TITLE (X6) DATE

If continuation sheet  1 of 76899STATE FORM JYYD11

RaymondR
Text Box
Exhibit D



A. BUILDING

(X1)  PROVIDER/SUPPLIER/CLIA

        IDENTIFICATION NUMBER:

STATEMENT OF DEFICIENCIES 

AND PLAN OF CORRECTION

(X3) DATE SURVEY

       COMPLETED

PRINTED: 10/30/2009 
FORM APPROVED

(X2) MULTIPLE CONSTRUCTION

B. WING _____________________________

______________________

RI Department of Health

121 10/28/2009

C

PROVIDENCE, RI  02902

STREET ADDRESS, CITY, STATE, ZIP CODENAME OF PROVIDER OR SUPPLIER

RHODE ISLAND HOSPITAL
593 EDDY STREET

PROVIDER'S PLAN OF CORRECTION

(EACH CORRECTIVE ACTION SHOULD BE 

CROSS-REFERENCED TO THE APPROPRIATE 

DEFICIENCY)

(X5)

COMPLETE

DATE

ID

PREFIX

TAG

(X4) ID

PREFIX

TAG

SUMMARY STATEMENT OF DEFICIENCIES

(EACH DEFICIENCY MUST BE PRECEDED BY FULL 

REGULATORY OR LSC IDENTIFYING INFORMATION)

 Z 160Continued From page 1 Z 160

multiple levels (as in spinal procedures; cervical, 

thoracic lumbar) and bilateral procedures....".

Under Item #5, In Operating Room, e) states:

"If the line drawn by the Preoperative RN is not 

where the intended incision will be, the surgeon's 

initials will be the official confirmation of the 

surgical site."

Under Item #6, Time Out, g) states:

"If two procedures are being done on the same 

patient, the time out must be done before the first 

procedure, then before you start the second 

procedure unless both procedures are done 

through the same approach/incision and by the 

same surgeon".

1) Patient ID #1 was scheduled for elective 

outpatient surgery for right middle trigger finger 

release and right small finger distal 

interphalangeal (DIP) fusion on 10/22/09.  

Although the patient's surgery was to include the 

right middle and right small fingers, the 

Preoperative Nurse marked a straight line down 

the patient's right forearm to the wrist, and 

documented "marked right hand" under nursing 

notes on the Holding Unit Assessment.

The patient entered the Operating Suite, and 

patient identification was performed per hospital 

policy, with verification of patient identity and the 

scheduled surgical procedure, including the site 

and side.   During interviews on 10/23/09 

between approximately 10:00 AM and 10:45 AM, 

with both the Circulating Nurse and the 

Anesthesiologist that had participated in the 

identification process in the OR with this patient, 
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both indicated that the Surgeon did verify the 

correct surgical procedures, including the site and 

side.

Although the surgical marking made by the 

Preoperative Nurse was not where the intended 

incision would be, the Surgeon did not initial the 

intended multiple digits to confirm the surgical 

sites, and indicate where the intended incisions 

would be, per hospital policy, which states, "If the 

line drawn by the Preoperative RN is not where 

the intended incision will be, the surgeon's initials 

will be the official confirmation of the surgical 

site."   Instead, the Surgeon completed the 

marking of the surgical site by placing his initials 

on the (incorrect) line drawn by the Preoperative 

Nurse on the patient's forearm.

Immediately before the start of the first 

procedure, the Surgeon called for a "Time Out" 

with the entire Surgical Team.  This included 

confirmation of the correct side/site, and correct 

procedures.  The procedures were reportedly 

verified with the surgical consent.  During 

interviews with the entire Surgical Team, 

including the Surgeon, on 10/23/09 between 8:45 

AM and 12:30 PM, there were discrepancies 

noted regarding the side/site and procedure 

confirmation by the Surgeon during the Time Out.  

Both the Circulating Nurse and the CRNA 

(Certified Registered Nurse Anesthetist) indicated 

that they heard the Surgeon call the correct 

sides/sites, and procedures during the Time Out.  

The Scrub Technician stated she could not 

remember what was said during the Time Out.  

The Surgical Fellow assisting the Surgeon 

indicated that he heard the Surgeon say, "right 

middle trigger finger release and DIP fusion".  

The Surgeon indicated that he was focused on 

the middle finger and said "right middle trigger 
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finger release and DIP fusion".

The right middle finger trigger release surgery 

was completed in the palm area of the right hand.  

The patient's hand was then turned with the palm 

down, and the Surgeon and the Surgical Fellow 

proceeded to perform the DIP fusion on the 

patient's distal middle right finger, instead of the 

small finger per the Surgical Consent signed by 

the patient, the History and Physical, the surgical 

booking, etc.  Additionally, there was no evidence 

that a Time Out was called by the Surgeon prior 

to the second incision/procedure, in accordance 

with hospital policy, which states, "If two 

procedures are being done on the same patient, 

the time out must be done before the first 

procedure, then before you start the second 

procedure unless both procedures are done 

through the same approach/incision and by the 

same surgeon".

 

At the completion of the second procedure, the 

Surgical Fellow wrapped the hand in a gauze 

dressing, and the CRNA questioned why the 

surgery to the small finger had not been initiated.  

The Surgeon was notified, and after speaking 

with the patient's contact, proceeded to complete 

the fusion of the right small finger as had been 

planned.  Again, there was no Time Out, or other 

acknowledgment by the Surgeon, before the 

incision on the small finger.

During the interview with the Preoperative Nurse, 

she indicated that she did not mark the patient's 

digits for the surgery because she did not know 

where the incision would be made. She indicated 

that she marks "within" the surgical site, so that 

she will not be "reprimanded" by the Surgeon.  

She also indicated that she always marks "for 

side".
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During the interview with the Surgeon, he 

indicated that after the last wrong side surgery at 

the hospital, a meeting was held at the ASC 

(Ambulatory Surgery Center) that had resulted in 

a discussion with the Surgeons and Nurses, 

related to the potential for problems with multiple 

surgeries on digits not marked in advance of the 

surgery by the nurse.  He indicated that there was 

more concern with the side being marked, and 

the policy was not addressed at that time.  He 

also indicated that the nurses had indicated that 

they did not always know where the mark should 

be placed on the digits for the proposed surgery.  

Although nurse interview revealed that there was 

concern that they would be reprimanded by the 

surgeons for marking within the surgical site, he 

denied that he would dispute such (accurate) 

markings of the digits by the Preoperative Nurse.    

2) Although the Scrub Technician was aware of 

the correct procedures to be performed, in 

accordance with the surgical schedule, she 

handed the Surgical Fellow instruments, including 

a screw on a screwdriver, for the middle finger 

fusion, and did not question the Surgeon or the 

Surgical Fellow regarding the middle finger 

fusion.  

3) During interview with the Surgical Fellow, he 

indicated that he had not met the patient in the 

Holding Area, nor had he had a discussion with 

the patient prior to surgery, because of  the time 

factor in that this patient was the first case.  Also, 

he had not reviewed the patient's Consent Form, 

or the History and Physical prior to the surgery, 

as he normally does.  He stated he was aware of 

the planned surgery per an electronic mailing he 

had received prior to the surgery, and the 

Surgeon had updated him on the case at the 
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scrub sink. 

4)  There continues to be discrepancy between 

inpatient and outpatient surgeries.  During an 

interview on 10/23/09, at approximately 1:45 PM, 

with the Director of PeriOperative Services, she 

indicated that Outpatient Surgery had not been 

marking digits per hospital policy.  She also 

indicated that there seems to be misinterpretation 

of the Time Out policy regarding multiple 

incisions.

5)  In July 2009, all of RI's 13 acute care hospitals 

reportedly agreed to a statewide, single, safe 

surgical protocol in order to improve patient 

safety.  This protocol outlines steps within three 

phases of surgery; before induction of 

anesthesia, before incision, and before patient 

leaves operating room.   

Although the hospital participated in the 

announcement of this protocol, and other 

hospitals have implemented the protocol, Rhode 

Island Hospital failed to implement all steps in all 

phases of the protocol.

 Z 370 PATIENT CARE SERVICES 19.6 Patient Care 

Management

19.6   The hospital shall provide care and 

services to all patients in accordance with the 

prevailing

community standard of care.

This Requirement  is not met as evidenced by:

 Z 370

Based on record review and staff interview, it is 

determined that  the hospital failed to provide 

care and services to all patients in accordance 

with the prevailing community standard of care 

for patient ID #1 related to surgical services.
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Findings are as follows::

Refer to Z 160 findings, items 1 - 3.
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RHODE ISLAND SURGICAL SAFETY CHECKLIST
All team members have an obligation to verbalize their concerns at any step in the process

Before  induction of anesthesia                                   Before skin incision                                       Before patient leaves operating room

Initiated by attending surgeon prior to
leaving the operating room

S i l b li d d i ti

Initiated by attending surgeon

Patient, procedure, site/side 
id tifi ti ( fi d ith t

Completion of site marking by surgeon* and
second  licensed provider

Id tifi ti f t b d l

Briefing Process Time-Out Process Debriefing Process

Specimen labeling and designation

Post-op plan of care (ICU bed, 
ventilator, etc.)

Patient temperature

Review of what worked well and what

identification (confirmed with consent 
by RN/licensed provider)

Surgeon’s initials on procedure site/side 
visible after prepping and draping

Can we see the marking?

Identification of team members and roles
Each introduce themselves*

Surgeon identifies patient, procedure,                   
site/side, (confirmed with consent by RN) 
and discusses the plan for surgery*

Antibiotic status/glycemic control/ Review of what worked well and what 
could have been done differently

Identify any instrument/equipment 
concerns

Identify edits for physician preference
card

Antibiotic status/glycemic control/
beta-blockers/medications needed on 
field/irrigation as applicable*

Patient position*

Equipment/implants required for procedure
card

Patient safety considerations: blood, DVT
prophylaxis, allergies, special considerations 
(hearing deficit, language barrier, friable skin, 
risk for pressure ulcer, Pacemaker, etc.)

Relevant information available: X-rays, PACS 
up on screen lab work consentup on screen, lab work, consent

Are we ready to begin induction?

* Joint Commission element of performanceDeveloped with assistance from the World Health Organization
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Attachment A 
 

STANDARDIZED DEFINITIONS FOR RHODE ISLAND UNIFORM SURGICAL PROTOCOL 
 

Anesthesia Provider: 
A certified and credentialed registered nurse anesthetist (CRNA) or anesthesiologist who will actively 
participate in the time-out. Includes student and gradate registered nurse anesthetists. 
 
 
Briefing: 
Active communication guided by the appropriate safety checklist to identify team members and confirm 
patient verification, site and procedure before induction of anesthesia. 
 
Debriefing: 
Active communication guided by the appropriate safety checklist to confirm post-operative plan of care 
before patient leaves the operating room. 
 
Invasive Procedure: 
Any procedure involving puncture/incision of skin or insertion of an instrument or foreign material into the 
body, Excluded are IV and foley catheters. 
 
Licensed Professional: 
A licensed health care provider who is involved in the procedure.  
 
Pause: 
During the time-out, other activities are suspended, to the extent possible, without compromising patient 
safety.  
 
Proceduralist: 
A licensed professional who is credentialed by the hospital to perform scheduled procedure who will 
initiate the time-out.  
 
Physician’s Assistant: 
A physician’s assistant (PA) as defined by the Rules & Regulations for licensure by the State that will be 
assisting with the procedure. 
 
Physician Designee: 
Physician, nurse practitioner, or physician’s assistant as designated by the attending physician. 
 
Pre-Procedure Area: 
Pre-operative area/pre-procedure area - located outside the operating room/procedural area where 
patient will be admitted and prepared for surgery/procedure.   
 
Immediate pre-procedure area - location within the operating room/procedural area where patient will 
await entrance to the operating room/procedural suite. 
 
Pre-Procedure Registered Nurse: 
The registered nurse who is designated as the individual responsible for preparing the patient for surgery 
or invasive procedure. 
 
Procedural Registered Nurse/Circulator: 
The registered nurse who is responsible for admitting and caring for the patient in the operating 
room/procedural area throughout the procedure, including the time-out.  
 
Time-Out: 



Active communication guided by the appropriate safety checklist involving the entire procedural team, 
conducted in the location where the procedure will be done immediately prior to starting the procedure. 
 
Multiple Procedures: 
A time-out is required for each procedure if the surgical team changes and/or there is a change in patient 
position. 
 
Scrub Nurse/Technician: 
Registered nurse or operating room technician in the scrub role during the surgical/invasive procedure 
who will actively participate in the time-out. 
 
Stop the Line: 
Any member involved in the procedure can ask for clarification or stop the procedure. 
 
Unambiguous marking of surgical site: 
Site mark must be clearly marked on or as close as possible to the surgical site by the 
surgeon/proceduralist with initials.  If site is unable to be marked, a mechanism is established to verify 
patient, procedure, and operative site. 
 
 
Developed by the Hospital Association of Rhode Island Surgical Protocol Workgroup 




