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The following reflects the findings of the Department 
of Public Health during an Inspection visit: 

Complaint Intake Number: 
CA00228810 ·Substantiated 

Representing the Department of Public Health: 
Surveyor ID# 25179, HFEN 

The inspection was limited to the specific facility 
event investigated and does not represent the 
findings of a full inspection of the facility. 

Health and Safety Code Section 1280.1(c): For 
purposes of this section "immediate jeopardy" 
means a situation In which the licensee's 
noncompliance with one or more requirements of 
licensure has caused, or is likely to cause, serious 
injury or death to the patient 

REGULATION VIOLATION: 
California Code of Regulations, 
70203 Medical Service General 
70703 Organized Medical Staff 

70203(a)(2): 

Title 22. sections 
Requir-ements and 

(a) A committee of the medical staff shall be 
assigned responsibility for: 
(2) Developing, maintaining and implementing 

• 
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written policies and proeedures in consuJtation with ~ 

PROVIDER'S PIAN OF CORRECTION 
(EACH CORRECTIVE ACTION SHOULD BE CROSS· 

REFERENCED TO lHE APPROPRIATE OEACIENCY) 

INITIAL COMMENTS: 
St. Mary Medical Center (SMMC) promotes 
personal and professional development, 
accountability, innovation, teamwork, and a 
commitment to Quality (SMMC Core Value gf 
Excellence). SMMC Is committed to adhering to 
the requirements of the Medicare Conditions of 
Participation and all other relevant Federal and 
State laws. This document is submitted as 
evidence of correction of the deficiencies 
identified during the investigation of an entity 
reported incident, rollowlng a full validation 
survey completed on June 23, 2010. 

Preparation and/or executlon of this Plan of 
Correction does not constitute admission or 
agreement by the provider of the truth of the 
facts alleged or conclusions set forth on the 
Statement of Deficiencies The Plan of 
Correction 1s prepared and executed solely 
be(;ause ii is required by provisions of federal 
and state law. None of the actions taken by 
SMMC pursuant to its Plan of Correction should 
be considered an a:lmission that a deficiency 
existed or that additional measures should have 
been In place at the time of the survey. The 
provider submits this Plan of Correction with the 
intention that it is inadmissible by any third party 
in any civil or criminal action or proceedings 
against !he Provider. Its employees, agents, 
officers, directors. or shareholders. This Plan of 
Correction is submitted to meet requirements 
established by state and federal law. 

other appropriate health professionals and jf/ t \ 
administration. Policies shall be approved by the ,,(· ~ 1 

governing body. Proc-edures shall be approved by lt}fi.,J' 1-{ 
the administration and medical staff where such is 
appropriate. 
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70703(a)(e): 
(a) Each hospital shall have an organized medical 
staff responsible to the governing body for the 
adequacy and quality of the care rendered to 
patients. 
(e) The medical staff shall provide in its by-laws, 
rules and regulations for appropriate practices and 
procedures to be observed in the various 
departments of the hospital. In this connection the 
practice of division of fees, under any guise 
whatsoever, shall be prohibited and any such 
division of fees shall be cause for exclusion from 
the staff. 

Based on interview and document review, the 
facility failed to implement their policy and 
procedures in regards to the integration of the ED 
(Emergency Department) and radiology services. 
This deficient practice resulted in a 
miscommunication of an X-ray reading that lead to 
a delay in treatment of Patient 1 for over 30 hours. 
As a result Patient 1 suffered serious injury that 
consisted of the following: a hole in the bowels that 
allowed digestive contents to spill into the 
abdominal cavity causing acute respiratory failure, 
septic shock, acute peritonitis (inflammation of the 
lining of the abdomen), multiple intra-abdominal 
abscesses (pockets of infection), and extensive 
necroses (tissue death) of gastric (stomach) and 
surrounding tissue. 

FINDINGS: 
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I 70203(a)(2) Medical Services General 
Requirements and 70703 Organized Medical 
Staff - Continued 

The SMMC Governlng Body Bylaws outlfne the 
responsibilities of the Board of Trustees (Board). 
The Board of Trustees requires that those 
responsible for each basic and supplemental 
medical services (Medical and Administrative) 
have policies and procedures approved by the 
Board, governing the overall quality and 
efficiency of patient care. The Board also 
requires the review and evaluation of activities to 
assess preserve and improve lhe quality and 
safety of patient care. Ongoing monitoring of 
patient care practices through the defined 
functions of the Medial Staff, and other services 
take place as well. 

CORRECTIVE ACTION(S) TAKEN: 
1. The Provision of Care/Emergency Department 

policy tilled 'Diagnostic Follow Up" was 
reviewed and revised to reflect clear 
communication between the Emergency 
Departmenl and Imaging Services 
(Radiology). 

2. ThEi following revisions were made to the 
Provision of Care/ Emergency Department 
policy titled 'Diagnostic Follow Up' to ensure 
provider communication: 
·:· ED Providers will enter a preliminary report 

into the Picture Archive Communication 
Systems (PACS) on plain radiographic 
examinations that have not been 
previously reported by a radiologist in 
PACS. 
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A review of the medical record on 6/22/10 (June 22, 
2010) revealed ihat Patient 1 was a patient with 
advanced metastatic cancer. An ED record dated 
- 10 - 2010), timed 3:38AM, indicated 
the patient presented to the ED with abdominal 
pain Patient 1 also complained of nausea and was 
evaluated by a physician in the ED and given 
Dilaudid (a strong pain medicine) and Intravenous 
(IV) Huid hydration. Various tests were done, 
indud1ng blood chemistry, complete blood count 
(CBC), an ultrasound of her gallbladder and a 3 view 
series of X-rays of her abdomen. The ED 
physiclan's record documented that abdominal 
X-rays were normal ("nl" was checked) and the 
ultrasound of her gallbladder revealed the patient 
had gallstones. The patient was discharged at 6:40 
AM, feeling somewhat better, to follow-up with her 
physician in 1-2 days. 

The ' Imaging Report" for the abdominal series of 
X-rays was intep retad b~ogist Physician A 
at 11·16AM on 10 - 2010). The first 
para.graph of the report showed "Gas is Identified 
underneath the right hemidlaphragm (right half of 
diaphragm muscle) consistent with free 
intraperitoneal gas. (Gas in the abdominal cavity, 
not inside any of the organs) If the patient has not 
had a recent surgical procedure, perforated viscus 
(rupture of stomach or intestine) should be 
considered."However, notwithstanding this notation, 
there was lacking any documentation in the 
medical record that the radiologist had conferred 
with the ED physician regarding the perforation 

Patient 1 returned to the ED on- 10-

I 

Event 10:8QNP11 4/3/2014 

S ta:a-2561 

10 
PRHIX 

TAG 

PROVIOE!l'S PLAN OF CORRECTION 
tEACH CORRECTIVE ACTION SHOULD BE CROSS· 
REFERENCED TO THE. APPROPRIATE DEFICIENCY) 

70203(a)(2) Medical Services General 
Requirements and 70703 Organized Medical 
Staff - Continued 

·:• At the time of final Interpretation by 
the radiologist: 

5:09:58PM 

{a} If the ED provider fails to enter 
an lnle1prelatlon note in PACS 
and the radiolagisfs 
inlerpre1allon of the exarnnation 
is unremarlcable, the radiolog st 
will save the examinalion in the 
PACS ·No Note' folder. 

{b) If the ED provider faUs to enter 
an interpretation note in PACS 
and the radiologis1 Interpretation 
of the examination Is an 
abnormal finding requiring a 
clinical follow up, b'le radiologist 
will save the exam in the PACS 
'V<riance· folder. 

(c) If discrepancy exists between the 
ED providei's interpretation end 
the radiologist's interp"etation, 
the radiologist will save the 
examination in the 'Variance' 
folder for clinical follow up by the 
designated ED provider. 

(d) All critical values interpreted by 
radiologist will be called to the 
ED provider and documented as 
defiled by the SMMC Critical 
Values policy l 

(e) Radiologists are available at all 
times, lwenty·four hours a day, 
for consultation and discussion ol 
exams. 
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2010) for a second visit. The medical record for this 
second visit by Patient 1 was reviewed. The visit 
occurred on - 10 - 2010) at 8:12AM 
approximately one and half hours since the 
patient's initial discharge from the ED. The chief 
complaint of Patient 1 was chest pain A different 
ED provider evaluated the patient on this second 
visrt, had her take antacids and pain medication . 
A ventilation/perfusion scan was performed. This 
was a test administered to identify pulmonary 
embofism (large blood clots in the arteries of the 
lungs). This test was negative. Several other tests 
were pertonned. However, there was no evidence 
that the X-rays from the previous visit were reviewed 
or that the ED physician ever conferred with the 
Radiologist regarding the notation on the 
interpretation for the abdominal X-ray of the 
perforation. The patient was discharged at 2:00 PM. 

The third ED visit by Patient 1 ocOJrred onlm1o 
201 0) at 12:58 PM (23 hours after 

discharge from the second ED visit}. This medical 
record was reviewed. The medical record revealed 
that Patient 1 arrived by ambulance. The chief 
complaint was pain in the right upper part of the 
abdomen. She had visited her primary doctor, and 
fainted in his office. She had a low blood pressure, 
was diaphoretic (cold sweat), Her blood pressure 
continued to drop in spite of multiple therapeutic 
measures, suggesting the patient was in shock . 
The ED physician's examination showed her to 
have a diffusely tender abdomen. Under the X-ray 
seetion of the record was the entry "CT Ap·perf 
viscus, met breast." (Computerized tomography 
scan, to rule out appendicitis, a perforated viscus 
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70203(a)(2) Medical Services General 
Requirements and 70703 Organized Medical 
Staff - Conlin ued 

3. The 'lnterprelaticn of Emergency Room 
Films by Imaging Services· policy was 
deleted to establish one policy ('DlagnosUc 
Follow-up') tor Integration of department 
comrrunicatioo between Imaging Services 
(Radiology) and the Emergency Department. 

4. A fist of Radiologoeal Exams that are deemed 
'critical values' is posted at each 
radiologlsl's work station as a reminder of 
situations requiring them lo call the results to 
the Emergency Department Provider with 
documentation of such. 

5. A memorandum from the Radiology 
Department Chief was distributed lo all 
radiologisls in regards to critical value 
reporting and communication between 
Radio!ogy and the Emergency Department 
physicians when ndlcaled. 

6. A memorandum from the Emergency 
Department Medical Director was distributed 
to all Emergency Department Providers 
notifying them of policy changes and 
expectations of the Radiographic 
Discrepancy Procedure In anticipation of the 
revised Provision of Care/Emergency 
Department policy titled 'Olagnostrc FoUow­
up.' 
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seen and suspected due to metastatic breast 
cancer.) An urgent surgeon consultation was 
conducted and Patient 1 was taken to the operating 
room for emergency surgery at 8:00 PM for an 
exploratory taparotomy (surgery to visualize the 
structures in the abdomen). and a repair of 
perforated gastric ulcer. 

A History and ~cal report, dictated by 

Physician E on ~0- 2010), was 
reviewed. The medical record indicated that Patient 
1 was admitted into the ICU after the emergency 
surgery. In the assessment area, the following 
diagnoses were listed: acute respiratory failure, 
status post exploratory laparotomy, septic shock, 
acute peritonitis (inflammation of the lining of the 
abdomen), multiple Intra-abdominal abscesses 
(pockets of infection), ruptured duodenal ulcer, and 
extensive necroses {tissue death) of gastric and 
surrounding tissue. 

A Consultation Note dated ~0- 2010) 
dictated by Physician F, explained that prior to her 
anticipated discharge after the first surgery, a 
subsequent gastrografin study (a procedure where 
radio-opaque material ls introduced into the 
stomach and watched on X-ray to detect leaks) 
showed lhere was still leakage from the area of 
rupture and tumor. Patient 1 underwent a second 
exploratory laparotomy (no date of the surgery in 
the note) and had an antrectomy {removal of the 
lower end of the stomach) and gastrojejunostomy 
(removal of duodenum, the first part of the intestine, 
and making an opening In the abdominal wall to 
attach the lower stomach and second part of the 
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70203(a)(2) Medical Services General 
Requirements and 70703 Organized Medical 
Staff - Continued 

7 Emergency Department Providers and 
Radioiogisls were educated on the 
Provision of Care/Emergency Department 
policy tiUed 'Diagnostic Follow Up". An 
all.eslalion was QJfTipleled l1f each 
Emergency Department Provider and 
Radidogist ensuring Iha! they received 
reviewed, and understood the poliC'J 

8. Director cf Emergency Department and 
Imaging Services Depanmem or their 
designee review variances and critical result 
folders weekly to ensure appropriate 
medical follow up is completed and 
documenled accordingly. 

Quality Assurance Performance Improvement 
(QAPI) Monitoring Process: 
The Director otthe Emergency Department and 
lhe Director of Imaging Services or designee are 
currently monitoring the following Performance 
Improvement indicators on a monthly basis: 

1. The number of radiology exams interpreted 
by the Emergency Department Providers 
with notes In PACS. 

2. Number of calls made by Radio!ogisl to 
Licensed providers regarding cnucal results. 

3. Ttie Variaice folder is reviewed dally by a 
designated Emergency Department provider 
to ensure care and treatment ls appropriate 
and appropriate action v.111 be taken if 
indicated, 
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intestine to the opening for drainage), 

The Discharge 

as - 10 
as - 10 
weeks} 

Summary stated the admission date 
2010) and the discharge date 
2010) (slightly more than 4 

The radiologist (Physician A) who interpreted the 
abdominal X· ray of Patient 1 from- 10 
2010) X-ray and the acting ED Medical Director for 
the facility (Physician B) were interviewed on 
6122110 (June 22, 2010) at 2:55 PM, Physician A 
and 8 both reviewed the abdominal X-ray for Patient 
1 from ~0- 2010) at the time of their 
interview and expressed 1n the affirmative that an 
emergency physician should have Identified the free 
gas (gas or air present In the abdominal cavity, but 
not in any of the organs) below the right diaphragm 
on the X-ray. Physician A stated that he interpreted 
the film just a few hours after the patient was 
discharged from the first ED visit. Physician A had 
as.sumed (incorrectly) that the treating physicians 

knew about the free air since he had thought the 
patient was being admitted. He stated that he 
should have called the ED physician with this 
finding. He was questioned about why he had not 
reported the abnormal X-ray results to the ED. He 
stated that he did not report the X-ray findings since 
he had befieved the patient was being admitted. 
Physician A stated lhat he should have called the 
ED phys1c1an w ith this interpretation. Physician A 
was questioned about other causes of free gas or 
air In the abaomen. He stated, unless there had 
been a recent s.urgery, free gas or air in the 
I abdomen Is almost always indicative of a ruptured 
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70203(a)(2) Medical Services General 
Requirements and 70703 Organized Medical 
Staff - Continued 

The Performance Improvement indicators win be 
monitored for three (3) consecutive months or 
until goal is achieved. Thereafter, Performance 
Improvement indicators wi:I be monitored on a 
periodic basis to ensure ongoing compliance 

Reporting Process: 
The outcome or these audtts will be presented to 
the Performance Improvement Advisory 
Committee (PIAC) on a regularly scheduled basis 
as part of the hospital wide Quality Assurance 
Performance Improvement (QAPI) program. The 
PIAC repor1s to the Quality Commlllee of the 
Board (QCB), Medical Executive Commitlee 
(MEC) and the Board of Trustees (BOT). 

Responsible Person(s): 
• Chief Executive Officer (CEO) 
• Chief Opera!lng Officer (COO) 
• Vice President Me<f:cal Affairs (VPMA) 
• Chiei Nursing Officer (CNO) 
• Director of Emergency Department 
• Director of Imaging Services 
• Chief Radiology Departmenl 
• Emergency Department Medical Direclor 
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viscus (hole or rip in the stomach or intestines). 

Physician C, the surgeon that performed the 
procedure to repair Patient 1's rupture, was 
interviewed on 6/23/10 (June 23, 2010) at 8:15 AM. 
He first saw Patient 1 at her third ED visit At that 
time, Patient 1 was in septic shock (a condition in 
which the body was overwhelmed with an infection 
to the point that the patient developed shock). 
Physician C stated that Patient 1 was "a candidate 
for immediate surgery." When Physician C opened 
Patient 1 's abdomen, he found a leak in the area 
where the duodenum (the first part of the small 
intestine) connects with the stomach. He repaired 
the hole. Post-operatively, she had a persistent 
leak of intestinal contents into the abdomen and 
was taken for a second surgery. Physician C 
stated that he removed the area of stomach and 
duodenum. Physician C staled that the pathology 
revealed that the ruptured area had been infiltrated 
by the patient's cancer, in both the stomach and 
the duodenum. He was asked about how the delay 
in performing surgery to repair the rupture. between 
the time of the first ED visit and the time of the third 
ED visit when Patient 1 presented in septic shock 
and the leak was diagnosed, affected Patient 1. He 
stated. "Every hour makes a difference," (in 
preventing the complications of septic shock, 
additional pain and the delay in treating the 
patient's cancer). 

The Medical Director of the ED (Physician B) was 
interviewed 6/23/10 (June 23, 2010) at 10:12 AM. 
He was asked about when the error in the reading 
of the abdominal X-ray was recognized He 
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answered that the discovery of the error in reading 
the abdominal X-ray did not occur until Patient 1's 
third visit to the ED. The X-ray was reread by the 
treating physician in the ED and the diagnosis of a 
ruptured viscus was made 

The ED Physician was the Emergency Medical 
Physician that cared for Patient 1 during the first 

ED visit on ~0- 2010). She was 
interviewed by phone on 6123110 (June 23, 2010 ) 
She recalled treating Patient 1, but not the specific 
X-ray. She stated that she thought she might have 
been rushed during Patient 1's treatment and 
therefore missed the finding of tree intraperitoneal 
(inside the abdominal cavity) gas. 

The facility policy and procedure entitled 
''Verbal/Telephone Orders/Critical Test Results" 
with an effective date of 5/2009 (May 2009) for all 
patient care areas, hospital wide, noted the 
following under the sectlon titled "Critical Test 

Resuhs:" 
"Critlcal test results include all di99nostic tests and 
studies mat require an urgent response. If the 
ordering physician 1s unavailable, the results are 
called to the physician covering. If this physician is 
not available, the House Shift Supervisor or the 
Medical Staff Director is to be contacted. Critical 
test results are not limited to Laboratory results 
and will include, but not limited to all diagnostic 
tests In clud i ng i mag i ng stud i es , 
electrocardiograms, laboratory tests, etc." 

I 

The facility policy and procedure entitled 

1 

"Interpretation of Emergency Roon1 Films By 
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Imaging Services" with an effective date of 712009 
(July 2009), noted the following: 
"1 . All exams obtained in the Emergency Room 
during working hours are formally interpreted by the 
radiologist the same day of the examination ... 3. 
Preliminary interpretations are provided for all ER 
exams by ER physicians; those are checked by 
radlologists at lime of formal interpretation for 
variances. Variances are stamped as "VARIANCE" 
and a copy of the Radiologist's preliminary faxed to 
the ER for clinical follow-up ... " 

The facility policy and 
"Diagnostic Follow Up" with 
1/2009 (January 2009), noted 
the "Policy" sectlon: 

procedure entitled 
a revision date of 
the following under 

"B. The Emergency Department physician is to 
read x-rays obtained during the course of the 
patient visit in the department The films are then to 
be read by the Radiologist. to validate the findings . 
C. Upon identification of any variance, the 
Radiologist ls to notify the Emergency 
Department." 

The facility's faflure to ensure that their policies and 
procedures were followed regarding the treatment 
and care of Patient 1 as well as the delayed 
reporting of an abdominal X-ray reading is a 
deficiency that has caused, or 1s likely to cause, 
serious injury or death to the patient, and therefore 
constitutes an immediate jeopardy within the 
meaning of Health and Safety Code section 1280.1. 
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