
DEPARTMENT OF HEALTH & HUMAN SERVICES

CENTERS FOR MEDICARE & MEDICAID SERVICES

Consortium For Quality Improvement and Survey & Certification Operations
Western Consortium - Division of Survey & Certification

February 1, 2008

Vickie Travis, President
The Managed Care Reform Council
P.O. Box 900591
Palmdale, California 93590

Dear Ms. Travis:

This is in response to your Freedom of Information Act request of January 31, 2008 to the
Centers for Medicare & Medicaid Services (CMS) for a copy of CMS' October 25, 2007 survey
report on Kaiser Foundation Hospital Fresno, the facility's plan of correction, and
correspondence associated with the survey.

All records within the scope of your request (i.e. 71 pages) possessed by the San Francisco
Regional Office of CMS are hereby released and none are withheld.

Please note that the enclosed plan of correction was not accepted. A new plan of correction is
due to CMS on February 8, 2008.

There is no charge for processing this request.

Please let us know if the San Francisco Regional Office of CMS may be of further assistance.
You may contact Dan Hersh at (415) 744-3731 for additional information.

Sincerely,

S~ & 6/t
Charlotte Yeh

Acting Regional Administrator

Enclosure

Denver Regional Office
1600 Broadway, Suite 700
Denver, CO 80202

San Francisco Regional Office
90 ihStreet, Suite 5-300 (5W)
San Francisco, CA 94103-6707

Seattle Regional Office
2201 Sixth Avenue, RX-48
Seattle, W A 98121



January 3, 2008

DEPARTMENT OF HEALTH & HUMAN SERVJCES

CENTERS FOR MEDICARE & MEDICAID SERVICES

WESTERN CONSORTIUM

DIVISION OF SURVEY AND CERTIFICATION

Administrator

Kaiser Foundation Hospital - Fresno
7300 North Fresno St

Fresno, CA 93720

Re: Medicare Provider Number 05-0710

Dear Administrator:

Hospitals accredited by the Joint Commission on Accreditation of Healthcare Organization
(JCAHO) are "deemed" to meet Medicare Conditions of Participation (COPs) with certain
exceptions, not pertinent here. See 42 C.F.R. § 488.4 (a). However, if a validation survey
results in a finding that the hospital is out of compliance with one Ormore ofthe COPs, the
hospital will no longer be deemed to meet any COP. See 42 C.F.R. §488 .7(d).

The California Department of Public Health (CDPH), the State Medicare survey agency,
reported serious deficiencies from the October 25, 2007 complaint validation survey of your
hospital, authorized by this office. Specifically, you do not comply with the following Cond]tion
of Participation:

42 C.F.R. 482.12
42 C.F.R. 482.21
42 C.F.R. 482.22

Governing Body
QAPI
Medical Staff

Consequently, effective the date of this I,etterwe are removing your status as a provider deel11e

to meet Medicare COPs and placing you under the CDPI-I survey jurisdiction unt'l you
demonstrate full compliance. See 42 c.F.R. §488 7(d). This means that the hos ital is now

subject t9 all applicable pariicipation and enforcement requirements and may be subject to
termination of its Medicare provider agreement.

A descrirjtion of the deficiencies found by the October 25,2007 survey is set forth on theenclosed Statement of Deficiencies, Form CMS-2567.

You maylsubmit evidence documenting actions you have taken to conect the.se ~eii ciencies.Please submit yom evidence of conection to address the survey findings to this San Francisco

Denver Regional Office

160~ BroadWIay, ~uite 700Denver, CO 8020:2

I

San Francisco RegiOna~Office
90th 7 Street, Suite 5-30 (5W)
San Francisco, CA 941 3-6707

Seattle Regional Office

2201 Sixth Avenue, RX-j48Seattle, WA 98121

I



office and the Fresno no, CDPH, by close of business, within ten (J 0) dClY~ ofrcct;ip1 ufthis
letter.

Page two - Kaiser Foundation Hospital - Presno

The evidence of correction is to be entered on the right side of Form CMS-2567, opposite the

deficiency, andmus1 be signed and dated by the administrator or other authorized official.

The evidence of correction of each item must contain the following:

1. Bow the correction was accomplished, both temporarily and permanently for each individual

affected by the deficient practice, including any system changes that must be made.
2. The title of position of the person responsible for correction, e.g. Administrator, Director of

Nursing or other responsible supervisory personnel.
3. A description of the monitoring process to prevent recurrences of the deficiency, the

frequency of the monitoring and the individual(s) responsible for the monitoring.
4. The date when the immediate correction of the deficiency will be accomplished. Normally

this will be no more than thiliy (30) days from the date of the exit conference.

If we determine that the submission is timely, credible and otherwise acceptable, we may

authorize CDPH to conduct a resurvey. If this survey finds that the hospital meets all applicable
Medicare Conditions, deemed status will be restored. See 42 C.F.R. §488.7(e). Ifwe do not

receive an acceptable, timely submission, or if a resurvey finds that the hospital is not complying

with any COP, we Willll0tify you that we are initiating action to terminate the facility's
Medicare provider agreement. See 42 C.F.R. §488.7(d). In the meantime, the removal of
deemed status does not limit your ability to bill Medicare, nor does it affect JCAHO
accreditation.

Copies ofthis letter are being sent to .TCAHO, the CDPH and Medicaid agency.

If you have any questions, please contact Leslie Royall of my staff at 415-744-3417 or Maureen
Calacal at 415-744-3727.

Sincerely,
/A/ .

.,<Z2~~"/~//./. ,~---_...fr,//i-t ,' ..~
Rufus Arthur, Manager

Hospital and Community Care Operations Branch
Division of Survey and Certification

Enclosure



January 18, 2008

Rufus Arthur, Manager

Hospital and Community Care Operations Branch

Division of Survey and Certification
Department of Health & Human Services
Centers for Medicare & Medicaid Services

90th 7 Street, Suite 5-300 (5W)
San Francisco, CA 94103-6707

RE: Medicare Provider Number 05-0710

Complaint Number: CA00129602

Dear Mr. Arthur:

Susan A. Ryan
Senior Vice-President/Area Manager

Varoujan Altebarmakian, MD
Physician-in-Chief
Jose J. De Anda

Medical Group Administrator

Kaiser Permanente Fresno Medical Center
7300 North Fresno Street

Fresno, California 93720-2942

(559) 448-4500

Kaiser Foundation Hospital-Fresno is responding to the Statement of Deficiencies received from your office

on January 10, 2008, This was follow-up from a CMS Validation Survey conducted at our hospital in
October, 2007.

Attached for your review is our response to the Statement of Deficiencies. Preparation and execution of

this Plan of Correction does not constitute admission or agreement by Kaiser Foundation Hospital-Fresno

of the truth of the facts alleged or conclusions set forth in the Statement of Deficiencies.

Please contact Debrah Prewit, Director of Accreditation Regulation & Licensure, at (559) 448-5997 should

you require any additional information. A copy of this report will aiso be forwarded to the Department of
Public Health-Fresno Licensing and Certification office as well as The Joint Commission Office of Quality

Monitoring.

Sincerely,

kda~
Hospital Administrator/Sr. Vice-President

cc: Department of Public Health-Fresno
The Joint Commission

Enclosure - Form 2567

First Street Offices
4785 N. First Street, Fresno, CA 93726

Clovis Medical Offices
2071 Herndon Ave" Clovis, CA 93611

Selma Medical Offices
2651 Hightand Avenue. Selma, CA 93662

Oakhurst Medical Offices
40595 Wesllake Drive, Oakhurst, CA 93644



DEPARTMENT OF HEALTH AND HUMAN SERVICES

CENTERS FOR MEDICARE & MEDICAID SERVICES

STATEMENT OF DEFICIENCIES (Xl) PROVIDERlSUPPLJERlCUA
AND PLAN OF CORRECTION IDENTIFICATION NUMBER:

(X2) MULTIPLE CONSTRUCTION

A. BUILDING

PRINTED: 12/11/2007
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COMPLETED

050710
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10/25/2007
NAME OF PROVIDER OR SUPPLIER

KAISER FOUNDATION HOSPITAL· FRESNO

STREET I'DDRi::SS, CITY, STATE, ZIP CODE

7300 NORTH FRESNO ST

FRESNO, CA 93720
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COMPLETION

DATE

(X6) DATE

/I/g-/ocf'

PROVIDER'S PLAN OF CORRECTION
(EACH CORRECTIVE ACTION SHOULD BE

CROSS-REFERENCED TO THE APPROPRIATE
DEFICIENCY)

Kaiser Foundation Hospital - Fresno ("Hospital")
underwent a CMS Validation Survey from October

18, 2007 through Thursday, October 25, 2007.
When asked by the Hospital the reason for this
survey, the surveyors stated the survey was
initiated in response to an article published in the
Los Angeles Times. They stated when articles,
such as this appear, it is necessary a regulatory
investigation of the event mentioned in the article
occurs.

This article referenced the death of two infants; one

infant expired in 2004; the second infant expired in
2005. Both of these infants' cases were subject to
the Hospital's peer review process at the time of
their occurrence.

Refer to attached pages
1a through 1 c

The Hospital appreciates the opportunity to
respond to the allegations noted in the Statement

of Deficiencies. After its review of the allegations,
the hospital: 1) has identified information which

requires clarification and; 2) will exercise its right to
provide this clarification and/or corrections in

response to the surveyors' summation.

Preparation and execution of this plan of correction

does not constitute admission or agreement by
Kaiser Foundation Hospital- Fresno of the truth of
the facts alleged or conclusions set forth in this
Statement of Deficiencies.

All exhibits referenced in this Plan of Correction are

available on site at the hospital.

A 000

ID
PREFIX
TAG

A043

SUMMARY STATEMENT OF DEFICIENCIES
(EACH DEFICIENCY MUST BE PRECEDED BY FULL

REGULATORY OR LSC IDENTIFYING INFORMATION)

The hospital must have an effective governing
body legally responsible for the conduct of the
hospital as an institution. If a hospital does not
have an organized governing body, the persons
legally responsible for the conduct of the hospital
must carry out the functions specified in this part
that pertain to the governing body.

This CONDITION is not met as evidenced by:
Based on staff interviews, credentialing files, and
administrative document review; the hospital
failed to have an effective Governing Body legally
responsible for the conduct of the hospital as an
institution as evidenced by:

Category: Quality of Carerrreatment

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

1. The hospital failed to ensure the governing
body verified that the medical staff operated
under the medical staff bylaws and the medical

staff rules and regulations when the current
proctoring was not done as set forth in the
Bylaws. r.A 48)

The following reflects the findings of the

Department of Public Health during a
COMPLAINT VALIDATION SURVEY.

Complaint Number: CA 00129602

A 000 I INITIAL COMMENTS

Representing the Department of Public Health:
Beverly Griffin, RN, HFEN, Everett Davis, M.D.,

A 0431482.12 GOVERNING BODY

(X4) 10
PREFIX

TAG

I

Any deficiency s}8tement ending with an asterisk~' Y enotes a deficiency which the it1s~tion may be excused from correcting providing It is determined that
other safeguards provide suNicient protection to t atients. (See instructions.) Except for nursing homes, the findings stated above are disclosable 90 days
following the date of survey whether or not a plan f correction is provided. For nursing homes, the above findings and plans of correction are disclosable 14
days following the date these documents are made avaiiable to the facility. If deficiencies are cited, an approved plan of correction is requisite to continued
program participation.

FORM CMS-2567(02-99) Previous Versions Obsolete EventlD: U88J11 Facility 10: CA040000949 If continuation sheet Page 1 of 68



Kaiser Foundation Hospital- Fresno
Plan of Correction #: CA 00129602

10 Prefix TAG Providers' Plan of CorrectionLead and

Completion DateA043
The Hospital has an effective Governing Body that

is legally responsible for the conduct of the Hospitalas an institution. The Hospital has clearly definedroles and responsibilities of its leadership team thatidentifies the individuals who are responsible forthe conduct of the hospital operations.Additionally, the Kaiser Foundation Hospital Board01J?~ec!9~"Board'" _t~e Hosoital's Gover:ning_Body, appointed a new Hospital Aamlnistrator with

08/01/05

an effective aate of August, 2005. The Hospital has a matrix of committees that have functional andoperational relationships with accountability to theleadership team, including the HospitalAdministrator and Medical Executive Committee(MEC) with escalation of important matters to theBoard as required by the Professional Staff Bylaws~sistent with legal requirpmflnts.A043(1) Proctorlna Process

Leads:
AssistantThe CMS Conditions of Participation (CoP) for

Administrator

Hospitals do not require the performance of

Quality &

proctoring. The CoP require that the Medical Staff

Safety (MQS),

has a process to assess the competence of

Chief of

Quality,
medical staff members. The Medical Staff is Hospitalaccountable to the Hospital Governing Body for

Admi nislralor
assuring that there is a process for assessment of medical staff members' competencies. The KFHFresno Professional Staff Bylaws, which wereapproved by the Hospital Governing Body,delineate such processes including the requirementfor proctoring in Section H-2. The Hospital has anactive Medical Staff that is competent in specialtyand subspecialty services provided to its patients.

Although proctoring is a part of the process to

assure that quality physicians serve on its medicalstaff, an entire host of activities act as a check andbalance to ensure that the most competent andexperienced medical staff provide care to patients.Other processes to ensure that all Hospital medicalstaff are competent were not explored by thesurveyors but should be mentioned. The Hospitalensures initial competence for all newly appointedmedical staff in a variety of ways. The Hospital hasan extensive process for verifying the credentials ofinitial applicants, as documented both in theProfessional Staff Bylaws, Article B and in itscredentialing policies andyroce~~r:!:J~~ Eachpractitioner's file includes documentation ofeducation, training, licensure, past and currentpractice, and liability history.

1.17.08
Page 1a



Kaiser Foundation Hospital- Fresno
Plan of Correction #: CA 00129602

10 Prefix TAG Providers' Plan of CorrectionLead and

Completion DateA043
Practitioners are also required to submit evidence

to substantiate their request for privileges specificto their practice; e.g. surgeons must provideevidence of cases performed in training or in recentpractice at facilities where their affiliation is verifiedto be in "good-standing". Residency trainingprogram directors are asked to verify competenceas are peers of the practitioner. Once apractitioner has been granted privileges, aphysician member of the hospital clinicaldepartment is assigned to provide proctoring andassist with orientation as needed.

The proctoring process, which includes medical

review, is conducted within the initial 12 months ofmedical staff membership as required in theBylaws. No practitioner is advanced fromprovisional staff status until proctoring has beencompleted.

In addition to the initial evaluation

period (Provisional Staff status), the practitioner isalso subject to the quality department's ongoingmonitoring process, as is every practitioner withhospital privileges, regardless of their length ofservice on the medical staff.

Described below is the redesigned proctoring

process, with clear lines of escalation fornoncompliance with requirements for proctoring.This process meets the intent of the Bylaws.

The surveyor reviewed a list of 90 physician files

for evidence of proctoring, not 50 as stated in thereport. The number of files without proctoring onfile was 45 at the time of the survey. Therefore, thenumber should have been based on 45 of 90, not45 of 50 as C1l1e~dJ!lltl~ _Sta!ement of

Immediate measures initiated during the validation

survey in October, 2007 include:1. Reductio., of number of physicians with no

10/18/07

proctoring in file from 45 out of 90 to 5 as of January 16, 2008. A report on these physicians'proctoring status will be presented at the February, 02105/08
2008 Credentialing and Privileging (C&P)

Committee for review and action.2. Beginning 10/18/07, a new monitoring process to

10/18/07 and

oversee timely completion of proctoring was

ongoing

implemented. It entails sending monthly updates of progress on proctoring to the Chief of Staft andAssistant Administrator Quality and Safety (AAQS).These updates are reflective of each month'scurrent proctoring activities and includepractitioners that are newly appointed to the

1.17.08
Page 1b



Kaiser Foundation Hospital- Fresno
Plan of Correction #: CA 00129602

10 Prefix TAG Providers' Plan of CorrectionLead and

ComDletlon DateA043

medical staff.

3. Information is also sent to every DepartmentChief that includes a list of pracmioners and theirproctoring requirements.4. A monitoring report related to practitionerproctoring status is sent monthly from the C&PCommittee to Medical Executive Committee(MEC).5. The C & P Committee has responsibility forrevising the proctoring process and assuringimplementation of the revised process. Therevised process was approved by the C&P

12/04/07

Committee on 12/4/07 and was approved bv MEC on 12/19/07. Implementation began on 12/19/07.

12/19/07

6. The revised process requires a "Proctoring Plan" for each new applicant before granting oftemporary privileges. The plan will specify the typeof proctoring required.7. One-on-one education is provided on therevised proctoring process by Medical Staff Officeto Chiefs of Departments which currently havepractitioners pending completion of proctoring.Assistance will be provided for development of aproctoring plan for each of the practitioners whoare pending completion of proctoring.8. Education will be provided to all chiefs andclinical managers at the physician chief meeting on

01/23/08

1/23/08 to reinforce one-on-one training and promote communication between physicians andhospital clinical managers.
AOO43 (1) Monltorlna Process:1. C&P Committee is responsible for oversight of
proctoring process.2. Proctoring plan will be provided by theDepartment Chief to the C&P Committee for eachapplicant before a recommendation is made togrant temporary privileges.3. Update on status of each individual's proctoringwill be provided monthly to respective DepartmentChief and the C&P Committee.

1.17.08
Page 1c



DEPARTMENT OF HEALTH AND HUMAN SERVICES

CENTERS FOR MEDICARE & MEDICAID SERVICES
STATEMENT OF DEFICIENCIES
AND PLAN OF CORRECTION

(X1) PROVIDERlSUPPUERlCLlA
IDENTIFICATION NUMBER:

050710

(X2) MULTIPLE CONSTRUCTION

A. BUILDING

B.WING

PRINTED: 12/11/200
FORM APPROVE!

OMS NO. 0938-039

(X3) DATE SURVEY
COMPLETED

10/25/2007
NAME OF PROVIDER OR $UPPLIER

KAISER FOUNDATION HOSPITAL· FRESNO

STREET ADDRESS. CITY, STATE, ZIP CODE

7300 NORTH FRESNO 5T

FRESNO, CA 93720

(X4)ID
PREFIX

TAG

SUMMARY STATEMENT OF DEFICIENCIES
(EACH DEFICIENCY MUST BE PRECEDED BY FULL

REGULATORY OR LSC IDENTIFYING INFORMATION)

ID
PREFIX

TAG

PROVIDER'S PLAN OF CORRECTION
(EACH CORRECTIVE ACTION SHOULD BE

CROSS-REFERENCED TO THE APPROPRIATE
DEFICIENCY)

(X~)
COMPLETIOr

DATE

A 0431 Continued From page 1

2. The hospital failed to ensure that the medical
staff was accountable to the governing body for
the quality of care provided to two of 23 patients
(Patient 1 and 2) when: a. Physician A failed to
provide quality of care to two patients during
delivery. b. The hospital failed to implement their
quality of care policies and procedures. (A49)

3. The hospital failed to ensure the governing
body verified one of the criteria for selection to the
medical staff was competency when: a. There
was no objective evidence of current and timely
proctoring in three of 35 credentialing files
reviewed. b. Forty five of 50 provisional
physicians were not completely and/or timely
proctored. (A50)

4. The hospital failed to ensure the governing
body appointed a chief executive officer who was
responsible for managing the hospital when
Physician A was not held accountable to follow
High Risk Rounds with Perinatologist
administrative guidelines. (A 57)"

A 043

Refer to attached pages
28 through 2f

Refer to attached page
38

Refer to attached page
48

The cumulative effect of these systemic practices
resulted in the failure of the hospital to deliver
statutorily mandated compliance with the
Condition of Participation: Governing Body, CFR
§482.12

A 0481 482.12(a)(4) MEDICAL STAFF - BYLAWS AND
RULES

The governing body must approve medical staff
bylaws and other medical staff rules and
regulations.

A048: Governing Body-Medical Staff

A 0481Thesurveyorrevieweda listof 90 physicianfiles
for evidenceof proctoring,not 50 as statedin the
report The numberof files withoutproctoringon
filewas45 at the timeof thesurvey. Therefore,the
numbershouldhavebeenbasedon 45 of 90, not
45 of 50as allegedin the Statementof
Deficiencies.

Pleaserefer to ProctorlnQ process as outlined
In A043ill.

Leads:

MaS,
Quality
Chief

FORM CMS·2567(02-99) Previous Versions Obsolete Event ID: U88Jl1 Facility ID: CA040000949 If continuation sheet Page 2 of I



Kaiser Foundation Hospital- Fresno
Plan of Correction #: CA 00129602

10 Prefix TAG Providers' Plan of CorrectionLead and

Completion DateA043 (2)

A043(2): Patients 1 and 2 Leads:

MQS,
The following demonstrates that the Medical Staff

Quality Chief,

is accountable to the Governing Body and that the

Quality

peer review actions taken in the cases of Patient 1

Director,

Assistantand Patient 2 were consistent with the Professional

Administrator

Staff Bylaws and legal requirementstbat were

Patient Care

applicable at the time of the incidents described in

Services

this Statement of Deficiency.

(AAPCS)

2(a). The cases identified for this Validation Survey

occurred in 2004 and 2005.

All "significant events" are investigated-through

department (system process) review, peer review,or both. The department managers andsupervisors assist in ttre investigation and theformulation and implementation of necessaryaction plans. The review of "significant events" isthe accountability of the Risk ManagementCommittee, a multi-disciplinary group of directors,physicians and hospital senior leaders. Thiscommittee reviews the findings of the investigationand recommends corrective action plans. TheMEC reviews a monthly report of "significantevents" submitted by the Chief of Risk. who is amember of the MEC. Individual practitionerconcerns are addressed through peer review. TheMEC also reviews system issues relevant to patientquality of care and patient safety. Riskmanagement data is reported to the GoverningBody through established reporting mechanisms.

Listed below is a summary of actions performed by

the Hospital and Medical Staff at the time theQuality Department was notified of the casesinvolving Patient 1 and Patient 2. Each of thesecases triggered peer review. Each case, with peerreview findings, was reported to the MEC action in2004 (Patient 1) and 2005 (Patient 2).

Patient 1 CaselJanuarv. 2004):

1. Perinatal Peer Review occurred 02/12/2004,
7/28/0406/24/2004, 07/28/2004.

2. Peer Review Follow=up to MEC 9/22/2004,

12/15/04
12/07/2004, 12/15/2004.

Patient 2 Case ADr:l, 2005 :

1. Reported to Risk Management and identified as

4/22/05

a "significant evenr, Reported to Hospital Leadership team with concurrent referral to RiskManagement Committee and Peer Review .
.

1.17.08
Page 2a



Kaiser Foundation Hospital- Fresno
Plan of Correction #: CA 00129602

10 Prefix TAG Providers' Plan of CorrectionLead and

Completion DateA043 (2)
2. Root Cause Analysis (RCA) compleled by Risk5/19/05

Department on 5/19/05 with recommended actions implemented through 12/2005. The surveyorreviewed the ReA documentation and commentedon the good work accomplished in follow-up to theevent involving Patient 2.3. On-call roster responsibilities of Physician A

OS/25/05
ceased. 4. Perinatal Patient Safety Project Committee

03/01/05
(PPSC) was implemented in 03/01/2005.

through
Multidisciplinary group consisting of staff,

10/05

physicians and departmental managers. During meetings held from 03/05 through 10/05, issuesaddressed included but were not limited to: Chainof Command policy reviewed and revised,Perinatal Department and Neonatal escalationalgorithms developed and implemented, S8ARcommunication and Human Factor trainingcompleted.6. OS/27/05· Communications from Department

OS/27/05
Manager, Nursing Executive, and Interim 08 Chief to all staff and physicians educating on PatientAdvocacy and Chain of Command, enforcement ofthe Perinatal Department Escalation Algorithm andRequest for a Perinatology Consult.6. Perinatal Peer Review Meetings occurred on

7/12105
5/25/2005, 6/09/2005, 7/12/2005. 7. Peer Review Follow-up to MEC 7/20/2005 and

7/26/05
07/26/2005. 8. Fetal Heart Monitor "Train the Trainer" for both

~hysiCianS CLndRN staff completed i"July 2005.

07/05
. Critical Events Training focusing on communications and team effectiveness for staffand physicians completed in 10105.10. Audned all deliveries which required use of a

10/05
vacuum delivery system for six months after event

in 2005 - no other injury events of this typeoccurred during this review period.11. Staff received re-education on reporting
10/31/05

medical errors via the Responsible Reporting Form (RRFs) or through the OOPS line from06105 through 11/05 at staff meetings.12. Vacuum Assisted Delivery Policy revised and

11/05
education completed by 11/05.

13. The current 08 inpatient chief was designated

11/05
by the Interim Department Chief to lead performance improvement activities withdepartmental manager in 2005 (Also serves as oneof the co-chairs of Perinatal Service PerformanceImprovement Committee).14. Departmental Structure Standards updated

12106
12/06. Section 2(F) - Consultation of Medical Staff

outlines responsibilities of consulting and on-callphysicians.
- ...

1.17.08
Page 2b



Kaiser Foundation Hospital- Fresno
Plan of Correction #: CA 00129602

10 Prefix TAG Providers' Plan of CorrectionLead and

Completion DateA043 (2)
15. A new Vacuum Assisted Delivery Perinatal

03/07

Services Policy revised, effective 03/07. Staff educated on revisions.16. Physician A's privileges amended and

04/24/07

approved by MEC and Kaiser Foundation Hospital Board 4/24/2007. Reports of restriction were madeto the Medical Board of California and the NationalPractitioner Data Bank as required by ProfessionalStaff Bylaws and legal requirements.

In 2007, the following activities have occurred for

01/07 and

staff and physicians to strengthen their knowledge
ongoing

of their responsibilities for reporting and escalating quality of care issues. These activities reflect theMedical Staff and Hospital's ongoing responsibilityfor asse~ment and reassessment of quality andpeer revIew processes:
1. Peer Review:
a. 06101/07 through 11/30/07 - education to all

11/30/07

physicians and administrative leaders on revised Peer Review process implemented 08/07.b. 08/0612007 Revised Peer Review process

08/06/07

implemented. This is to ensure the appropriate level of corrective action is developed andreconciled against the medical decision-makingand/or conduct issues identified.2. Cr~ical EventSTraining - 10/23/07 through

10/25/07

10/25/07 (This was scheduled prior to the Validation Survey). Perinatal staff and physiciansparticipated with primary goal of improvingcommunication and team effectiveness.Exercises included training on emergency deliverytechniques.3. Highly Reliable Surgical Team (HRST)

08/07 and

program implemented in 08/07 - Perinatal
ongoing

Services physicians and staff participating. Primary goals: Implement standardized

11/30/07

communication techniques in every OR, every procedure, every day.4. Responsible Reporting Forms (RRF). Training

Ongoing
and reporting of quality concerns andlor medical errors. Staff are continually re·educated on theimportance of reporting medical errors andlorquality of care concerns via RRF reporting tools orutilizing the OOPS line for a verbal message. Dataindicators, such as shift, care provider, outcomes,human factors, etc., are entered and tracked in theRisk database. Trends are reviewed, analyzed andpresented to the Operations PerformanceImprovem~mtCommittee (OPIC) and MEC forreview and action at least 4 times a year.

1.17.08
Page 2c



Kaiser Foundation Hospital- Fresno
Plan of Correction #: CA 00129602

ID Prefix TAG Providers' Plan of CorrectionLead and

Completion Date
A043 (2)

5. Significant Event education and reporting
08102107 and

(including 56 1301, 1312). Education to

ongoing

physicians occurred 5/24/07 and 8/21097 for SB 1301/1312 reporting guidelines. Additionaleducation to staff at leadership, departmental andstaff huddles to increase awareness for reportingrequirements.

Significant Event report presented

at MEC each month by Chief of Risk Management.6. CME presentations - sample topics: Peer

ongoing

Review Training (6126/07, 6129/07, 7/31/07, 9/12/07, 10/17107, 11/28/07) Patient ProviderInteraction (3/15/07, 10/11/07, 10/18/07),Language Services to Support Quality Care(4/20/07), Safety Training (5/18/07, 5125107,618107), EMTALA annual review (8/10107), HospitalReporting Requirements (5/24/07, 8/2/07).
2.(b) The Hospital's Quality Program assesses

ongoing

and continuously improves the care and services the Hospital delivers to patients. The Hospital hasa systematic, integrated approach to planning,designing, measuring, assessing, and improvingthe quality of care and services provided topatients. Performance improvement activities areprioritized by using criteria that include but are notlimited to: Clinical Quality, Service and Access,Patient Safety, Risk Management, PerformanceGaps, and High Volume Diagnoses andProcedures. Participation in performanceimprovement activities is muttidisciplinary.
Prior to July, 2007, the Quality Program held
meetings one day a month (Quality Day) with aproblem-focused agenda that involved the reviewof specific quality indicators on a rotating basis.Quality workgroups were assigned if system issueswere recognized that required action.
Beginning July, 2007, the Quality Program was

07107 and

redesigned to enhance processes to identify

ongoing

system issues and provide corrective actions that could impact a variety of hospital departments on amore continuous basis. The Quality Programreports to the Operations PerformanceImprovemoot Committee (OPIC) which includesHospital leadership and Medical Staff leaders. TheOPIC reports its actions and recommendationsdirectly to the MEC on a monthly basis. The MECis accountable for reporting its activity to the Boardthrough existing reporting mechanisms.
As part of the Quality Program, the Quality
Department staff completes an annual evaluation

1.17.08
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of the previous year's Quality Program work plan
and identifies areas of focus for the upcoming year.

The Hospital offered to present the information

described above with the surveyors during theOctober visit - the surveyors' schedules did notallow the opportunity for the Hospital to present theinformation at that time.

Additional information about the redesigned
Quality Program process is described below.
Beginning in August, 2007, the Quality Program

08107

oversees the work of three service line performance improvement committees that reportto the Operations Performance ImprovementCommittee (OPIC), a mutti-disciplinary committeewhich includes Hosprtalleadershlp and MedicalStaff Leaders. OPIC reports monthly on qualityactivities to the MEC.The three service line committees are:1) Perinatal Service Line PerformanceImprovement Committee;2) Surgical Service Line PerformanceImprovement Committee;3) Medical Service Line Performance ImprovementCommittee.

The purpose of these committees is to implement
and maintain effective and efficient operationalsystems to ensure patient safety and qualityimprovement.

Each of the service committees has defined quality
indicators and areas of focus with action plansdeveloped and implemented. Data are assessedfor compliance and quality improvement. Resultsof action plans are tracked and reported toleadership to ensure the Hospital's quality goalsare being met. If barriers to compliance inimplementing action plans cannot be resolved bythe service line committee, the issue is referred toOPIC for resolution.

The Quality Program utilizes a variety of sources
for monitoring hospital performance andidentification of areas for improvement, includingbut not limited to: concurrent observational audits,medical record review, retrospective audits, patientcare indicators, incident reports, infection controlreports, and survey and/or compiaint feedbackfrom patients, staff and physicians. The program'sassessment process is designed to secure_information about patient outcomes, bospitBL.-
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practice patterns, and quality of care performance.
The information is evaluated and analyzed to driveefforts to improve patient care by: 1) determining ijquality indicators are being met and sustained;2) identifying barriers impacting performanceimprovement if quality indicators are not being met;3) determining what corrective actions need tooccur to resolve issues and improve patient careoutcomes if system issues exist and; 4) sharingbest practices among the service lines to achievequality Qoals .

.-

_.

t";x~~.o--
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A043(3) Selection Criteria for Comoetencv

Leads:
MaS,Please refer to Proctorlna process as outlined

Quality

In A043(11.

Chief

Evidence of proctoring or of plan for completion of
proctoring/verification of initial competency ispresent in every physician's credentials1ile.

aThe surveyor reviewed a list of 90 physician files
for evidence of proctoring, not 50 as stated in thereport. The number of files without proctoring onfile was 45 at the time of the survey. Therefore, thenumber should have been based on 45 of 90, not45 of 50 as alleged in the Statement ofDeficiencies . . :5

,

,

,

.
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... - - ---

A043(4) H08Dltai Chief Executive Officer
Leads:

MaS,
The Hospital disputes this finding.

Quality

Chief
There has been a Hospital Administrator since KFH Fresno commenced hospital operations inFebruary 28, 1995. The current HospitalAdministrator was appointed by the Board effective

08/01/05August 1,2005. The Hospital Administrator is
responsible for managing the Hospital.

The "High Risk Rounds with the Perinatologisr

memo is neither a Hospital or Medical Staff policynor guideline as identified by the surveyor in theStatement of Deficiencies. The memo did notdescribe, nor was related to, the practitioner'sprivileges. The memo did not require notice,review or approval by the Hospital Administrator.Such a physician-to-physician memo does notrequire discussion with or the involvement of theHospital Administrator.
The memo from the Interim Chief of the
Department to the practitioner explained theprocess that the nursing staff should use to contactthe practitioner for orders and consultativeservices. The physician did not fail to make roundsas alleged in the Statement of Deficienciesbecause no such rounds with the Clinical NurseSpecialist were required as a condition of hisyractice.

1
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This STANDARD is not met as evidenced by:
Based on staff interviews and administrative

document review; the hospital failed to verify that
the medical staff operated under the medical staff
bylaws, rules and regulations that had been
approved by the governing body when: 45 of 50
provisional physicians proctoring was not done as
set forth in the Bylaws. and three out of 35
credential files reviewed were inadequate and/or
incomplete as set forth in the Bylaws when they
failed to conduct appraisals. These failures
placed patients at a potential risk of receiving
care that was not in accordance with the medical

staff bylaws and medical staff rules and
regulations.

Findings:

On 10/18/07 at 4:45 p.m., during an interview with
Physician D and Physician E, both stated that 45
of the 50 provisional (temporary) physicians on
the medical staff roster had no documented
evidence of proctoring (supervision) in their
credential (met certain criteria by licensure) files.
They both also stated that the current proctoring
process was not in accordance with the process
set forth in the The Bylaws of the Professional
Staff for Kaiser Foundation Hospital. Physician 0
and Physician E stated that the current
proctoring process did not allow for the
assessment of competency in a timely manner as
set forth in the Bylaws. The Bylaws contained
documentation undblr Section H-2 that "the initial
evaluation shall be for a period of one (1) year,
unless extended by the Credentials and Privileges
Com mittee for an additional period of up to one

A 048
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year upon a determination of good cause. The
general provisions of the hospital's proctoring
protocol contained similar documentation
regarding time frames that were not followed.

On 10/18/07, the administrative document titled
"The Bylaws of the Professional Staff for Kaiser
Foundation Hospital" was reviewed. The Bylaws
stated on page 57, 1-1, "A. In addition to these
Bylaws, the Professional Staff shall adopt such
Rules and Regulations as may be necessary or
desirable for the proper delivery of health care in
the H,ospital. B. Each department may establish
policies and procedures for its specialized
practice. They shall be consistent with the Bylaws
and Rules and Regulations of the Professional
Staff, and shall be subject to the approval of the
Executive Comm itlee."

On 10/18/07, the Bylaws of the Professional Staff
for Kaiser Foundation Hospital states on page 6,
C 4, "To qualify for and continue membership on
the Professional Staff a practitioner must:
Perform a sufficient number of cases, and have
sufficient patient care contact within the Hospital
or another community hospital or health care
setting to permit the Professional Staff to assess
the applicant's current competency for all clinical
privileges, whether requested or already granted,
including completion of initial evaluation and
proctoring as specified in Section H-2."

The Bylaws of the Professional Staty for Kaiser
Foundation Hospital contained documentation on
page 38, 0-3, II Chief of Staff. The Chief of Staff
shall provide for general supervision of the
medical care of Hospital patients. He or she shall
be an ex officio member, with voice and vote, of
all committees and shall perform such duties as

A 048

i
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the Professional Staff or the Executive Committee

shall designate. He or she shall appoint with
Executive Committee approval, the chairpersons
and committee members of all standing and
special Professional Staff committees, except
where otherwise provided by these Bylaws and
Rules and Regulations. He or she shall act in
coordination and cooperation with the Hospital
Administration in matters of mutual concern within
the hospital. He or she shall represent the views,
policies. needs and grievances of the
Professional Staff to the Hospital Administrator
and the Board of Directors. He or she shall impart
the policies of the Board of Directors to the
Professional Staff in professional and public
relations, The Chief of Staff shall supervise
enforcement of these 8ylaws and Rules and
Regulations. "

On 10/22/07 at 8:00 a.m. during an interview with
Staff I and Administrator H. Staff I produced a
Summary of Progress on Proctoring dated
10/25/07 which established that 45 out of 50
provisional physicians had no documented
evidence of current and timely proctoring in their
credential files. 80th Staff I and Administrator H

stated that the proctoring was not being done as
set forth in the The Bylaws of the Professional
Staff for Kaiser Foundation Hospital. Staff I and
Administrator H stated that the current proctoring
process that was in use could not be found within
the Bylaws. Both Staff I and Administrator H
stated during the interview that the physician in
chief, the chief operating officer of the hospital,
members of the Executive Committee, and
members of the Credentials and Privileges
Committee were aware of the fact that proctoring
was not being done as set forth in the the Bylaws.
They were also aware of the fact that the current

A 048
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proctoring process that was in use could not be
found within the Bylaws.

On 10/22/07 at 9:00 a.m. during an interview,
Physician F stated he was a member of the
Credentials and Privileges Committee. He stated
he was aware of the fact that the current

proctoring was not being done as set forth in the
The Bylaws of the Professional Staff for Kaiser
Foundation Hospital and he was also aware.~'of
the fact that the current proctoring process that
was in use could not be found within the Bylaws.
He stated that the Department chiefs within the
hospital who were responsible for the proctoring
and reporting to the appropriate committees were
not in compliance with the Bylaws.

A 0491 482.12(a)(5) MEDICAL STAFF - I A 049
ACCOUNT ABILITY

The governing body must ensure that the medical
staff is accountable to the governing body for the
quality of care provided to patients.

This STANDARD is not met as evidenced by:
Based on staff interview and administrative

document review, the hospital failed to ensure
that the med;-1.1 staff was accountable to the

governing body for the quality of care provided to
two of 23 patients (Patient 1 and 2) when:

1. Physician B failed to provide quality of care to
two patients during delivery which caused harm to
them.

A049: Governing Boqy-Medlcal Staff

TheStatementof Deficienciesshouldhave
identifiedPhysicianA asthe citedphysician,not
PhysicianB.

Please refer to "A043(2) Patients 1 and 2"
above.

1. PhysicianA's privilegeswere restrictedby the
MECandthe restrictionwassubsequently
approvedby the Board04/27/2007. Reportsof the
restrictionwere madeto the MedicalBoardof
CalifOrniaand the NationalPractitionerDataBank.
2. The Hospitaland MedicalStaffdemonstrate
accountabilityto the Boardfor qualityof careby
implementingthefollowingpolicies:
a) Chainof Commandpolicy
b) LDRPEscalationAlgorithmguideline
c) VacuumAssistedDeliverypolicy

Leads:

MaS,
Quality
Chief,
MPCS

04/27/07
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2. The hospital failed to implement their quality of
care policies and procedures.

This failure resulted in negative health care
outcomes.

Findings:

1. On 10/23/07 at 9:30 a.m., Physician S was
interviewed. Physician S worked with Physician A
for ten years. Quality issues regarding poor
judgment were identified in 2004 and Physician A
was asked to improve. Physician S stated that
Physician A only got upset and accused others.
Physician S stated that Physician A cOhtinued to
have problems, but "the governing body choose
to reorganize thewhole quality department
instead of dealing with the deficiencies.·
Physician B stated that the quality department
reviewed the delivery of Patient 1's baby in 2004
when the baby died months later, and found there
was a "significant deviation' in Physician A's
"competency·. Physician S stated the quality
department reviewed the delivery of Patient 2's
twin babies in 2005 when the second twin was

pronounced dead 22 minutes after birth, and
found it to be a "Sentinel Event" (an indicator that
should only occur on a rare basis in a hospital)
with "adverse action" (caused harm). Physician B
stated that the quality of care delivered by
Physician A for Patient 1 in 2004 was
unacceptable. Physician B stated that Physician
A's general Obstetrical skills were poor.
Physician B stated the quality of care delivered by
Physician A for Patient 2 in 2005 was also
unacceptable. Physician B was alarm ed because
of Physician A's poor judgement and poor
obstetrical skills, but management refused to

A 049

Please refer to "A043(2) Patients 1 and 2"

above for corrective actions taken after the
Incident deScribed in 2005 In the Statement of
Deficiencies.

Thesurveyorreviewedthe RootCauseAnalysis
(RCA)documentationandcommentedon the good
workaccomplishedInfollow-upto this event
involvingPatient2.
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listen. Physician S had no knowledge that the
governing body did anything between 2004 and
2005 about the quality of care provided by
Physician A.

On 10/23/07 at 3:10p.m., an interview was
conducted with Staff 1. Staff 1 worked with
Physician A for ten years. There were letters of
complaints from the staff regarding Physician A
as early as 1998 to the present time. Staff 1
stated that these letters were sent to the Nurse
Executive (NE) at the time. The NE's job was to
refer issues to administration and the medical

staff. Staff 1 was a supervisor during the time
Physician A delivered care to Patient 1 in 2004
and Patient 2 in 2005. Staff 1 was aware that
there were quality of care issue regarding the
care Physician A provided to both patients. Staff 1
stated that the policy titled "Chain of Command
(Conflict Resolution)" in effect in 2004 and 2005
was not followed when quality of care issues were
not addressed and resolved. Staff 1 stated that

as a supervisor, she was told by staff that
Physician A lashed out at the nursery nurse after
Patient 2's baby was born dead. Physician A told
the nurse that he "Only gave a gentle pull.· Staff
in the room during the vacuum extraction delivery
of Patient 2 in 2005 told Staff 1 that Physician A
"pulled with a jerk motion at the end." Staff 1
stated that Physician A violated the vacuum
extraction policy and procedure by continuing to
LJsethe vacuum extractor on Patient 2's baby
beyond what any other Obstetrical doctor would
have. After the delivery of Patient 2's twins in
2005, the quality of care issue was brought to the
attention of the NE immediately. Physician A was
back on call two days after the incident. Staff 1
stated there was a Labor Delivery Recovery
Postpartum (LDRP) Escalation Algorithm (set

A 049
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rules) in place in 2005 when Patient 2'5 twins
were delivered. Staff 1 stated that staff present
during Patient 2's delivery "did not escalate the
event" as set forth in the Algorithm when "It was
taking too long" and the "vacuum pulls" were
inappropriate. After the incidents during delivery
with Patient 1 and 2, Staff 1 stated there was no
feedback given about any eHort that "Quality"
addressed Physician A.

2. The QA program failed to ensure the following
quality of care policies and procedures were
implemented:

a. On 10/23/07, the Chain of Command (Conflict
Resolution) effective in 2004 and 2005 was
reviewed. The policy contained documentation
under Procedure:

1. When a problem was identified on the unit, the
staH involved along with the physicians and other
care providers would work towards resolution.
2. If the staff were unable to resolve the issue,
the unit management team would be contacted to
assist.

3. The unit management'staff would then assess
the situation and assist in solving the problem.
4. If the unit management staff was unable to
resolve the problem, the nursing supervisor would
be contacted.

5. The nursing supervisor would then assess the
situation and assist in solving the problem.
6. If the nursing supervisor was not able to
resolve the problem, the service director or nurse
executive would be contacted for assistance. If

the problem continued to be unresolved, the
hospital adm inistrator would be contacted. A
medical staff call resource was available for

assistance but was to only be called by the

A 049
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nursing supervisor or On-Call administrator.

The procedure was not followed when
adm inistration and the medical staff failed to
address and resolve problems regarding
Physician A's behavior and competency during
the deliveries,of Patient 1 and 2's babies when

they were identified.

b. On 10/2307, the "LDRP (Labor Delivery
Recovery Postpartum) Escalation Algorithm"
guideline effective in 2005 was reviewed. The
guideline contained documentation as follows:

1. For clinical practice issues, the Licensed
Vocational Nursel Registered Nurse (LVN/RN)
was to confer with peers and or the Clinical Nurse
Specialist (CNS).
2. Then the Medical Doctor (MD) on-call was to .
be contacted.
3. Then then the consult with back-up MD was to
be contacted.

4. Then Obstetrical (OB) Nursing Manager was
to be contacted.
5. Then if the nursing manager was unavailable.
the RN was to go upward to the OB Chief and to
the Assistant Physician In Chief (APIC) or MD
Adm inistrator on-call.
6. Before the OB Chief was notified, the Service
Director could be notified and the Perinatologist
could be consulted as needed.

The Algorithm was not followed during the
delivery of Patient 215 twins when staff present
during Patient 2'5 delivery "did not escalate the
event" as set forth in the Algorithm when too
much time elapsed between vacuum pulls and
delivery, and the vacuum pulls were
inappropriate.

A 049
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c. On 10/23/07, The Vacuum Assisted Delivery
policy dated March of 2004 was reviewed. The
purpose was to clarify indications of use,
procedure and contraindications of vacuum
assisted deliveries. When to discontinue the use
of the vacuum. was as follows:

1. If progress was not being made with each
contraction.

2. If the extractor becomes disengaged
(disconnected) 3 times.
3.· If 20 to 30 minutes elapsed without success.
4. If trauma (injury) of fetal scalp was observed.

The policy was not being followed when progress
was not made with each contraction, over two
hours elapsed between the start of the use of the
vacuum until delivery, and when injury was noted
to the fetal scalp at birth.

On 10/25/07 at 8:50 a.m., an interview was
conducted with Administrator G and Physician C.
Administrator G and Physician C stated they were
aware of the incident in 2004 with Patient 1 where
there was complete disorder in the operating
room, prolonged labor with an untimely
progression to a cesarean section, and no
guidance for an escalation of concerns. They
were also aware of the incident in 2005 with
Patient 2's twin deliveries where there was

complete disorder in the operating room, a
prolonged vacuum extraction delivery of a
non-viable twin, and quality of care policies and
procedures that were not followed when concerns
about Physician A were not communicated
appropriately and/or addressed and resolved
effectively.

A 050 I 482.12(a)(6) MEDICAL 8T AFF - SELECTION

A 049

A 050
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CRITERIA

The governing body must ensure that criteria for
selection are individual character, competence,

training, experience, and judgement.

This STANDARD is not met as evidenced by:
Based on staff interviews, credentlaling file

reviews, and administrative document review; the
hospital failed to verify that the governing body
ensured that criteria for selection of both new
medical staff members and selection of current

medical staff members for continued membership
must be based on competence when:

1. Three of 35 credentialing files were reviewed
and there was no documented evidence of

current and timely proctoring when the hospital
failed to conduct appraisals.

2. 45 of 50 provisional physicians were not
completely and/or timely proctored.

This failure placed patients at risk of receiving
poor health care from incompetent medical staff
members.

Findings:

1. On 10/18/07 at 3:00 p.m. credential files were
reviewed with Staff I. Three files out of an initial

35 files were found to be inadequate and/or

incomplete.

A' 050 I A050: Governing B",dy-Medlcal Staff

The surveyor reviewed a list of 90 physician files
for evidence of proctoring, not 50 as stated in the
report. The number of files without proctoring on
file was 45 at the time of the survey. Therefore, the
number should have been based on 45 of 90, not
45 of 50 as alleged in the Statement of
Deficiencies.

The CMS Conditions of Paliicipation (CoP)for
Hospitals do not require the performance of
proctoring. The CoP require that the Medical Staff

has a process to assess the competence of
medical staff members. The Medical Staff is

accountable to the hospital governing body for
assuring that there is a process for assessment of

medical staff members' competencies. The KFH
Fresno Professional Staff Bylaws which were

.approved by the Hospital Governing Body,

Idelineate such processes including the requirement
for proctoring in Section H-2. The Hospital has and
continues to maintain an active medical staff that is

competent in specialty and subspecialty services
provided to its patients.

As stated above, Section H-2 of the Professional

Staff Bylaws states the requirement for proctoring.
Although proctoring is a part of the process to
assure that quality physiCians serve on its medical
staff, an entire host of activities act as a check and

"balance to ensure that a competent and experience

II medica'l 'Siaffprovides care to patients.
" Refer to A043(1) Proctorinq Process for

additional information.

The Hospital continues to ensure that criteria for
selection of both new medical staff members and
selection of current medical staff members for

Leads:

MQS,

Quality
Chief
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On 10/18/07, the Bylaws of the Professional Staff
for Kaiser Foundation Hospital states on page 6,
C 4, II To qualify for and continue membership on
the Professional Staff a practitioner must:
Perform a sufficient number of cases, and have
sufficient patient care contact within the Hospital
or another community hospital or health care
setting to perm it the Professional Staff to assess
the applicant's current competency for all clinical
privileges, whether requested or already granted,
including completion of initial evaluation and
proctoring as specified in Section H-2."

2. On 10/18/07 at 4:34 p.m., Staff I stated that 45
of 50 provisional physicians on the medical staff
roster had no objective evidence of proctoring in
their credential files.

On 10/18/07 at 4:45 p.m. during an interview with
Physician D and Physician E, both stated that 45
of the 50 provisional physicians on the medical
staff roster had no objective evidence of
proctoring in their credential files. They both also
stated that the current proctoring process was not
in accordance with the process set forth in The
Bylaws of the Professional Staff for Kaiser
Foundation Hospital. They both stated that the
current process did not allow for the assessment
of competency in a timely manner as set forth in
The Bylaws.

On 10/19/07 at 4:50 p.m., Staff I provided an
administrative document titled "Summary of
Progress on Proctoring" which was reviewed,
The document substantiated that 45 of 50

provisional physicians had inadequate and/or
incomplete proctoring.

A 050, ed b h' bed' d' 'd Icontinu mem ers Ip are as on In IVI ua
character,competence,training,experienceand
judgment.
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On 10/22/07 at 8:00 a.m. during an_interview with
Staff I and Administrator H, Staff I produced The
Bylaws of the Professional Staff for Kaiser
Foundation Hospital and these were reviewed on
10/18/07. The Bylaws established the fact that 45
out of a total of 50 provisional physicians had no
documented evidence of current and timely
proctoring in their credential files. (The Bylaws
contained documentation under Section H-2 that
"the initial evaluation shall be for a period of one
(1) year, unless extended by the Credentials and
Privileges Committee for an additional period of
up to one year upon a determination of good
cause." The general provisions of the hospital's
proctoring protocol contained documentation
regarding time frames of one year that could be
extended an additional year that were not
followed. Both Staff I and Administrator H stated
that the proctoring was not being done as set
forth in the the Bylaws. Staff I and Administrator
H stated that the current proctoring process that
was in use could not be found within the Bylaws.
Both Staff I and Administrator H stated during the
interview that the physician in chief; the chief
operating officer of the hospital, members of the
Executive Committee and members of the

Credentials and Privileges Committee were
aware of the fact that proctoring was not being
done as set forth in the Bylaws and they were
also aware of the fact that the current proctoring
process that was in use could not be found within
the Bylaws.

On 10/22/07 at 8:05 a.m., Physician F was
interviewed. Physician F was a member of the
Credentials and Privileges Committee. Physician
F was aware of the fact that the current proctoring
was not being done as set forth in the The Bylaws
of the Professional Staff for Kaiser Foundation

A050
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Hospital and was also aware of the fact that the
current proctoring process that was in use could
not be found within the Bylaws. Physician F
stated that the Department chiefs within the
hospital who were responsible for the proctoring
and reporting to the appropriate committees were
not In compliance with the the Bylaws.

A 0571 482.12(b) CHIEF EXECUTIVE OFFICER

The governing body must appoint a chief
executive officer who is responsible for managing
the hospital.

This STANDARD is not met as evidenced by:
Based on staff interviews and administrative

document review, the hospital failed to ensure the
governing body appointed a chief executive
officer who was responsible for managing the
hospital in 2007 when Physician A was not held
accountable to follow the guideline titled "High
Risk Rounds with Perinatologist." This failure

placed patients at risk for receiving poorly
managed health care.

Findings: .

On 10/23/07 the High Risk Rounds with

Perinatologist guideline was review~d. Rounding
(reviewing) time was to be from 8:30 a.m. to 9:30

a.m., Monday through Friday. Physician A was
to notify the Birthing Center on the days not
rounding. Upon arrival to the unit, Physician A
was to contact Staff 1 or Staff 3 and contact the
MD on call.

A 050

A 0571 A057: Governing Body-Medical Staff

Refer to information in A043(4) Hospital Chief
Executive Qfflcer.

The Hospital disputes this finding.

There has been a Hospital Administrator since KFH

Fresno commenced hospital operations in
February 28, 1995. The current Hospital
Administrator was appointed by the Board effective
August 1. 2005. The Hospital Administrator is

responsible for managing the Hospital.

The "High Risk Rounds with the.Perinatologist"

memo is neither a hospital or medical staff policy
nor guideline as identified by the surveyor in the
Statement of Deficiencies. The memo did not

describe, nor was related to, the practitioner's
privileges. The memo did not require notice,
review or approval by the Hospital Administrator.
Such a physician-ta-physician memo does nat
require discussion with or the involvement of the
Hospital Administrator.

The memo from the Interim Chief of the department
to the practitioner explained the process that the

nursinQ staff should use to contact the practitioner
for orders and consultative services. The PhYSICian
did not fail to make rounds as alleged in the
Statement of Deficiencies because no such rounds

Leads:

MOS,
Quality
Chief

08/01/05

FOAM CMS·2567(02·99) Previous Versions Obsolete Event 10:U88Jl1 Fecility 10: CA040000949 If contfnuation sheet Page 15 of 61



DEPARTMENT OF HEALTH AND HUMAN SERVICES

CENTERS FOR MEDICARE & MEDICAID SERVICES
STATEMENT OF DEFICIENCIES
AND PLAN OF CORRECTION

(Xl) PROVIDERISUPPUERICUA
IDENTIFICATION NUMBER:

050710

(X2) MULTIPLE CONSTRUCTION

A. BUILDING

B.WING

PRINTED: 12/11/20
FORM APPROVI

OMS NO. 0938-03

(X3) DATE SURVEY
COMPLETED

10/25/2007
NAME OF PROVIDER OR SUPPLIER

KAISER FOUNDATION HOSPITAL - FRESNO

STREET ADDRESS, CITY. STATE. ZIP CODE

7300 NORTH FRESNO ST

FRESNO, CA 93720

(X4) 10
PREFIX

TAG

SUMMARY STATEMENT OF DEFICIENCIES
(EACH DEFICIENCY MUST BE PRECEDED BY FULL

REGULATORY OR LSC IDENTIFYING INFORMATION)

10
PREFIX

TAG

PROVIDER'S PLAN OF CORRECTION
(EACH CORRECTIVE ACTION SHOULD BE

CROSS-REFERENCED TO THE APPROPRIATE
DEFICIENCY)

(X6)
COMPLETIC

DATE

A 0571 Continued From page 15
On 10/23/07 at 3:30 p.m" Staff 3 stated Physician
A did not consistently arrive on the unit at 8:30
a.m., did not consistently make his presence
known or contact Staff 3 or Staff 1. and did not
consistently contact the (Medical Doctor) MD.
Staff 3 stated Perinatology activities with Labor
Delivery Recovery Postpartum (LDRP) included:
reviewing policies and procedures, routinely
reviewing and updating complicated patients prior
to delivery, completing a comprehensive medical
plan of care for the patient's clinical record. and
updating new practice issues and changes twice
monthly for the Perinatal Patient Safety Project.
Staff 3 stated Physician A did not review policies
and procedures. Staff 3 stated Physician A did
not intermittently review and update complicated
patients prior to delivery or consistently complete
a comprehensive medical plan of care for the
patient's clinical record. Staff 3 stated Physician A
did not update new practice issues and changes
twice monthly.

On 10/24/07 at 8:30 a.m. during an interview,
Administrator G was shown a copy of the
administrative guideline titled "High Risk Rounds
with Perinatologist" that was put in place to
ensure the perinatal clinical nurse specialist could
make rounds with Physician A. Administrator G
stated acknowledgement of what it represented
and that the high risk rounds guideline was put in
place. Administrator G did not know that
Physician A had been non-compliant with the high
risk rounds guideline. Administrator G (senior
vice president/area manager) stated that he was
the responsible individuals who represented
Medical Staff and governing body. Administrator
G went on to say that Staff K (Director Quality
Management) was the responsible individual
within the administration who should have known

A 057 I with theClinicalNurseSpecialistwere requiredas
a conditionof hispractice.
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directly through the Quality Assurance
Performance Improvement (QAPI) process that
Physician A was non-compliant with the high risk
rounds guideline. Administrator G stated that
Staff K should have been the responsible
individual within the administration to convey that
information directly to the governing body.
Administrator G acknowledged that there was no
excuse for not being informed of Physician A's
non-compliance with the high risk rounds
guideline.

On 10/24/07 at 9:05 a.m., during an interview with
Physician C and Administrator G, both stated
that they were the responsible individuals who
represented Medical S,taff and governing body,
respectively. They both acknowledged that there
was a high risk rounds guideline that had been
put in place to ensure the perinatal clinical nurse
specialist could make rounds with Physician A as

, he saw consult patients from 8:30 a.m. to 9:30
a.m.,
Monday through Friday. Both Physician C and
Administrator G agreed that it was important to
have such guidelines, and it was important that
Physician A comply with the high risk rounds
guideline without exception. Both Physician C and
Administrator G replied that they were unaware of
the fact that Physician A was non-compliant with
the high risk rounds guidelines when it was
brought to their attention. Physician C and
Administrator G stated that PhYSician A's
non-compliance represented a failure of the
medical staff to be well organized and
accountable to the governing body for the quality
of medical care provided to the patients when
Physician A's non-compliance was not addressed
by the Medical Staff and governing body.

A057
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On 10/24/07 at 9:15 a.m., during an interview,

Staff K acknowledged being the responsible
individual within the administration who should

have known about Physician A's non-compliance

with the high risk rounds guideline. Staff K also
acknowledged being the responsible individual
within the administration who should have

conveyed directly to Administrator G that
Physician A was non-compliant with the high'risk
rounds guideline. Staff K stated that there ~yas no
excuse for not conveying the information

regarding Physician A's non-compliance with the
high risk rounds guideline to Administrator G.

A 263 I 482.21 QAPI

The hospital must develop, implement and
maintain an effective, ongoing, hospital-wide,
data-driven quality assessment and performance
improvement program.

The hospital's governing body must ensure that
the program reflects the complexity of the
hospital's organization and services; involves all
hospital departments and services (including
those services furnished under contract or

arrangement); and focuses on indicators related
to improved health outcomes and the prevention
and reduction of medical errors.

The hospital must maintain and demonstrate
evidence of its QAPI program for review by CMS.

A057

A 263

A263: Quality & PI

The Hospital has, and has always had, an
effective, ongoing, hospital-wide, data driven,

legally compliant Quality Assessment and
Performance Improvement (OAPI) Program since it

.began operations on February 28, 1995. The

twelve alleged events or problems identified in Tag
A263 in the Statement of Deficiencies do not

indicate that the Hospital has an ineffective OAPI
Program.

As part of its' ongoing OAPI Program, the Hospital
monitors for opportunities for improvement to
enhance patient safety and quality of care.
Because of the processes in place for monitoring in
the OAPI Program, the Hospital identifies,
investigates, and implements appropriate
corrective actions and process improvements to
enhance patient care and safety.

The response to the noted allegations in the
Statement of Deficiencies are as follows:

Leads:

MOS,
Quality
Chief
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A 263 I Continued From page 18
This CONDITION is not met as evidenced by:
Based on staff inteNiew and clinical and
administrative document review, the hospital
failed to develop, implement, and maintain an
effective, ongoing, hospital-wide; data-driven
Quality Assessment Performance Improvement
(QAPI) program. In addition, the hospital failed to
verity its governing body made sure that the QAPI
program reflected the complexity of the hospital's
organization and services: involved all hospital
departments and services, focused on indicators
related to improved health outcomes, and
prevented and reduced medical errors as
evidenced by:

1. Refer to A48. The hospital failed to ensure the
medical staff enforced bylaws to carry out its
responsibilities when: a. Three out of 35
credentialing files reviewed were inadequate
and/or incomplete. b. The current proctoring was
not done as set forth in the Bylaws.

2. Refer to A49. The hospital failed to ensure
that the medical staff was accountable to the

governing body for the quality of care provided to
two of 23 patients (Patient 1 and 2).

3. Refer to A50. The hospital failed to ensure the
governing board used competence as one of the
criteria for selection to the medical staff when
there was no objective evidence of current and
timely proctoring in three out of 35 credentialing
files reviewed.

4, Refer to A5? The hospital failed to ensure the
governing body appointed a chief executive
officer who was responsible for managing the
hospital when Physician A was not held
accountable for not following the administrative

A 263

A263-1:

TheeMS CoPfor Hospitalsdo not requirethe
performanceof proctoring. The CoPrequirethe
MedicalStaffto havea processto assessthe
competenceof medicalstaffmembers, The
MedicalStaffis accountableto the hospital
governingbodyfor assuringthat there is a process
for assessmentof medicalstaffmembers'
competencies.The KFH FresnoProfessionalStaff
Bylaws,whichwereapprovedbyllie Hospital
GoverningBody,delineatesuchprocesses
includingthe requirementfor proctoringin Section
H-2, TheHospitalhas anactivemedicalstaffthat
is competentin specialtyandsubspecialtyservices
providedto itspatients.

Please refer to "A043(1) Proctorina Process" as
outlined above.

A263 -2:

Please refer to "A043(2) Patients 1 and 2" as
outlined above.

A263-3:

Please refer to "A043(1) Proctoring Process" as
outlined above.

A263-4:

Please refer to "A043(4) Chief Executive Officer
as outlined above.

Leads:

MOS,
Quality
Chief,

MPCS

Leads:

MaS,
Ouality
Chief

Leads:

MOS,
Quality
Chief
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A 2631 Continued From page 19
guideline titled "High Risk Rounds with
Perinatologist. "

5. The hospital failed to ensure that specific
program requirements were met when a Quality
Assessment and Performance Improvement
(QAPI) Program was not established to show: a.
Once the QA program had identified there was a
concern with Physician A's competency, they
failed to provide evidence the concern was
resolved in two of 23 patients (Patient 1 and 2). b.
The QA program failed to ensure the staff
implemented their quality of care policies and
procedures. (A264)

6. The hospital failed to have a QAPI program
which showed measurable improvement
indicators for which there was evidence that it

would improve health outcomes when the hospital
failed to look at the care given to two out of 23
patients (Patient 1 and 2) with a quality view.
(A265)

7. The hospital failed to have a QAPI program
which showed measurable improvement
indicators for which there was evidence that it

would improve health outcomes and identify and
reduce medical errors when an effective process
of notification of negative outcomes was not put in
place to ensure patient safety. (A266)

8. The hospital failed to ensure its governing
body (or organized group or individual who
assumed full legal authority and responsibility for
operation of the hosoital), medical staff, and
adm inistrative officials were responsible and
accountable for ensuring that an on-going
program for quality improvement was defined,
implemented, and maintained when Physician A

A 263

Refer to attached page
263(5) a

Refer to attached page
263(6) a

Refer to attached page
263(7) a

Refer to attached page
263(8) a

I
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Kaiser Foundation Hospital- Fresno
Plan of Correction #: CA 00129602

10 Prefix TAG Providers' Plan of CorrectionLead and

Completion DateA263 (5)

A263-5:
Leads:

MQS,The Hospital has, and has always had, an

Quality

effective, ongoing, hospital-wide, data driven,

Chief,

legally compliant Ouality Assessment and

Quality

Performance Improvement (OAPI) Program since it

Director

began operations on February 28, 1995.
As part of its' ongoing OAPI Program, the Hospital
monitors for opportunities for improvement toenhance patient safety and quality of care.Because of the processes in place for monitoring inthe OAPI Program, the Hospital identifies,investiQates and implements appropriate correctiveactions and process improvements to enhancepatient care and safety.
In 2005, the Hospital OAPI Program identified and

05119/05addressed the alleged concerns. The cases
identified occurred in 2004 and 2005.

Physician A's privileges were restricted by MEC

and the restriction was approved by the Board

04/24/07

4/24/2007. Reports of restriction were made to the Medical Board of California and the NationalPractitioner Data Bank as required byProfessional Staff Bylaws and legal requirements.
Please refer to "A043(2) Patients 1 and 2" as

outlined above for further details related to theHospital's response.

1.17.08
Page A263(5)a



Kaiser Foundation Hospital- Fresno
Plan of Correction #: CA 00129602

..

10 Prefix TAG Providers' Plan of CorrectionLead and

Completion DateA263 (6)

A263 - 6: Leads:

MaS,
The Hospital has an effective, ongoing, hospital-

Quality

wide, data driven, legally compliant Quality

Chief,

Assessment and Performance Improvement

Quality

(QAPI) Program since IT began operations on

Director

February 28, 1995. The alleged events or
problems identified in the Statement of Deficienciesdo not indicate that the Hospital has an ineffectiveOAPI Program.
As part of its ongoing QAPI Program, the Hospital
monitors for opportunities for improvement toenhance patient safety and quality of care.Because of the processes in place for monitoring inthe OAPI Program, the Hospital identifies,investigates, and implements appropriatecorrective actions and process improvements toenhance patient care and safety. The Hospital'sOAPI process enables the root cause analysis andresponse to ensure improvements in patient qualityof care and patient safety.
Please refer to "A043(2) Patients 1 and 2" as

outlined above for further details related to theHospital's response.

-

t".=_

1.17.08

Page A263(6)a



Kaiser Foundation Hospita1- Fresno
Plan of Correction #: CA 00129602

10 Prefix TAG Providers' Plan of CorrectionLead and

Completion DateA263 (7)
A263-7:

Leads:

MQS.
The Hospital has, and has always had, an

Quality

effective, ongoing, hospital-wide, data driven,

Chief.

legally compliant Quality Assessment and

Risk Director

Performance Improvement (QAPI) Program that
identifies and reduces medical errors and includesan effective process of notification of negativeoutcomes.
See "A266: Risk Manaaement Process" a8
outlined below.

£;'

,

1.17.08
Page A263(7)a



Kaiser Foundation Hospital- Fresno
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ComDletlon Date
A263 (8)

A263-8:
Leads:

MaS,
The Hospital disputes this finding.

Quality

Chief
The "High Risk Rounds with the Perinatologisf

memo is neither a hospital or medical staff policynor guideline as identified by the surveyor in theStatement of Deficiencies. The memo did notdescribe, nor was related to, the practitioner'sprivileges. This physician-to-physician memo wasnot a policy or guideline.
The memo from the chief of the department to the
practitioner explained the process that the nursingstaff should use to contact the practitioner fororders or consultative services. The physician didnot fail to make rounds as alleged in the Statementof Deficiencies because no such rounds with theClinical Nurse Specialist were required as a.condition of the exercise of the practitioner's clinicalprivileges.

1.17.08
Page A263(8)a
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A 263 I Continued From page 20

did not follow the administrative guideline titled
"High Risk Rounds with Perinatologist.· (A310)

9. The hospital failed to ensure its governing body
(or organized group or individual who assumed
full legal authority and responsibility for operation
of the hospital), medical staff, and administrative
officials were responsible and accountable for·
verifying that an on-going program for patient
safety included: the reduction of medical errors,
was defined, and was implemented and
maintained when Physician A did not follow the
High Risk Rounds with Perinatologist guideline.
(A311)

10, Refer to A340. The hospital failed to ensure
the medical staff cOlilducted appraisals of its
members when 45 of 50 provisional physicians
were not proctored according to the Bylaws.

11, Refer to A347. The hospital failed to ensure
the medical staff was well organized and
accountable to the governing body for the quality
of the medical care provided to the patients when
45 of 50 provisional physicians were not
proctored according to the Bylaws.

A 263

Refer to attached page
263(9} a

A2~-10:

Please refer to "A043(1) Proctoring Process" as
outlined above.

A263-11:

Althoughproctoringis a part of the processto
assurethatqualityphysiciansserve on its medical
staff,an entirehostof activitiesact as a checkand
balanceto ensurethat a competentand
experiencedmedicalstaff providescare to patients,

Leads:

MQS.
Quality
Chief

Leads:

MQS,
Quality
Chief

12. Refer to A951. The hospital failed to provide
surgical services consistent with needs and
resources. The hospital failed to have policies
governing surgical care which were designed to
ensure the achievement and maintenance of high
standards of medical practice and patient care
when the Chain of Command (Conflict
Resolution), Labor Delivery Recovery Postpar1um
(LDRP), and Vacuum Assisted Delivery policies
were not followed by Physician A.

The cumulative effect of these systemic problems

Please refer to "A043(1) Proctoring Process" as
outlined above.

A263 -12

See response to "A9Sl: SuralQal Services" as
outlined below.

Leads:

MQS,
Quality

Chief,

MPCS
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Kaiser Foundation Hospital - Fresno
Plan of Correction #: CA 00129602

10 Prefix TAG Providers' Plan of CorrectionLead and

Completion DateA263 (9)

.4263-9:
Leads:

MQS,
The Hospital has, and has always had, an

Quality

effective, ongoing, hospital-wide, data driven,

Chief

legally compliant Quality Assessment and
Performance Improvement (QAPI) Program thatidentifies and reduces medical errors and includesan effective patient safety processes.
The Hospital disputes this finding and the
allegation that the Hospital fails to maintain anongoing program for patient safety that includesprocesses for the reduction of medical errors.
The "High Risk Rounds with the Perinatologist"

memo is neither a hospital or medical staff policynor guideline as idenmied by the surveyor in theStatement of Deficiencies. The memo did notdescribe, nor was related to, the practitioner'sprivileges.
The memo from the Interim Chief of the department
to the practitioner explained the process that thenursing staff should use to contact the practitionerfor orders or consultative services. The physiciandid not fail to make rounds as alleged in theStatement of Deficiencies because no such roundswith the Clinical Nurse Specialist were required asa condition of his practice
Please refer to "A043(2) Patients 1 and 2" and
A266: Risk Manaaement Process as outlinedabove for further details related to theHospital's response.

1.17.08
Page A263(9)a
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A 2641 Continued From page 22

These failures placed patients at risk for medical
errors and unsafe patient care practices.

Findings:

1. On 10/23/07 at 9:30 a.m., Physician B was
interviewed. Physician B worked with Physician A
for ten years. Quality issues regarding poor
Judgment were identified in 2004 and Physician A
was asked to improve. Physician B stated that
Physician A only got upset and accused others.
PhYSician B stated that Physician A continued to
have problems, but "the governing body choose
to reorganize the whole quality department .
instead of dealing with the deficiencies."
Physician B stated that the quality department
reviewed the delivery of Patient 1'5 baby in 2004
when the baby died months later, and found there
was a "significant deviation" in Physician A's
"competency". Physician B stated the quality
department reviewed the delivery of Patient 2'5
twin babies in 2005 when the second twin was
pronounced dead 22 minutes after birth, and
found it to be a "Sentinel Event" (an indicator that
should only occur on a rare basis in a hospital)
with "adverse action" (caused harm). Physician B
stated that the quality of care delivered by
Physician A for patient 1 in 2004 was
unacceptable. Physician B stated that Physician
A's general Obstetrical skills were poor.
Physician B stated the quality of care delivered by
Physician A for Patient 2 in 2005 was also
unacceptable. Physician B stated he was
alarmed because of Physician A's poor
judgement and poor obstetrical skills, but
management refused to listen. Physician B had
no knowledge that the governing body did
anything between 2004 and 2005 about the

A 264

FORM CMS-2567(02-99) Previous Versions Obsolete Event lO:U88Jll Facility 10: CA040000949 If continuation sheet Page 23 of 6f



DEPARTMENT OF HEALTH AND HUMAN SERVICES

CENTERS FOR MEDICARE & MEDICAID SERVICES
STATEMENT OF DEFICIENCIES
AND PLAN OF CORRECTION

(Xl) PROVIDERlSUPPLIERlCLIA
IDENTIFICATION NUMBER:

050710

(X2) MULTIPLE CONSTRUCTION

A. BUILDING

B. WING

PRINTED: 12/11/20
FORM APPROVE

OMS NO. 0938-03!

(X3) DATE SURVEY
COMPLETED

10/25/2007
NAME OF PROVIDER OR SUPPLIER

KAISER FOUNDATION HOSPITAL - FRESNO

STREET ADDRESS. CITY. STATE, ZIP CODE

7300 NORTH FRESNO ST

FRESNO, CA 93720

(X4) 10
PREFIX

TAG

SUMMARY STATEMENT OF DEFICIENCIES
(EACH DEFICIENCY MUST BE PRECEDED BY FULL

REGULATORY OR LSC IDENTIFYING INFORMATION)

ID
PREFIX

TAG

PROVIDER'S PLAN OF CORRECTION
(EACH CORRECTIVE ACTION SHOULD BE

CROSS-REFERENCED TO THE APPROPRIATE
DEFICIENCY)

(X5)
COMPLETIOI

DATE

A 264 I Continued From page 23

quality of care provided by Physician A.

On 10/23/07 at 3:10 p.m., an interview was
conducted with Staff 1. Staff 1 worked with
Physician A for ten years. There were letters of
complaints from the staff regarding Physician A
as early as 1998 to the present time. Staff 1
stated that these letters were sent to the Nurse
Executive (NE) at the time. The NE's job was to
refer issues to administration and the medical
staff. Staff 1 was a supervisor during the time
Physician A delivered care to Patient 1 in 2004
and Patient 2 in 2005. Staff 1 was aware that

there were quality of care issue regarding the
care Physician A provided to both patients. Staff 1
stated that the policy titled "Chain of Command
(Conflict Resolution)" in effect in 2004 and 2005
was not followed when quality of care issues with
Physioian A were not addressed and resolved.
Staff 1 stated that as a supervisor, she was told
by staff that Physician A lashed out at the nursery
nurse after Patient 2's baby was born dead.
Physician A told the nurse that he "Only gave a
gentle pull." Staff in the room during the vacuum
extraction delivery of Patient 2 in 2005 told Staff 1
that Physician A "pulled with a jerk motion at the
end. " Staff 1 stated that Physician A violated the
vacuum extraction policy and procedure by
continuing to use the vacuum extractor on Patient
2's second twin beyond what any other
Obstetrical doctor would have. After the delivery
of Patient 2's twins in 2004, the quality of care
issue was brought to the attention of the NE
immediately. Staff 1 stated Physician A was back
on call two days after the incident. Staff 1 stated
there was a Labor Delivery Recovery Postpartum
(LDRP) Escalation Algorithm (set rules) in place
in 2005 when Patient 2's twins were delivered.
Staff 1 stated that staff present during Patient 2's

A 264
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Twin B delivery "did not escalate the event" as set
for the in the Algorithm when "it was taking too
long" and the "vacuum pulls" were inappropriate.
After the incidents during delivery with Patient 1
and 2, Staff 1 stated there was no feedback
given about any effort that "Quality" addressed
Physician A.

2. The QA program failed to ensure the folloding
quality of care policies and procedures were(
implemented:

a. On 10/23/07, the Chain of Command (Conflict
Resolution) effective in 2004 and 2005 was
reviewed. The policy contained documentation
under Procedure:

1. When a problem was identified on the unit, the
staff involved along with the physicians and other
care providers would work towards resolution.
2. If the staff were unable to resolve the issue,
the unit management team would be contacted to
assist.
3. The unit management staff would then assess
the situation and assist in solving the problem.
4. If the unit management staff was unable to
resolve the problem, the nursing supervisor would
be contacted.
5. The nursing supervisor would then assess the
situation and assist in solving the problem,
6. If the nursing supervisor was not able to
resolve the problem, the service director or nurse
executive WOl,I1 be contacted for assistance. If

the problem continued to be unresolved, the
hospital administrator would be contacted, A
medical staff call resource was available for
assistance but was to only be called by the
nursing supervisor or On-Call administrator.

A 264
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The procedure was not followed when
administration and the medical staff failed to

address and resolve problems regarding
Physician A's behavior and competency during
the deliveries of Patient 1 and 2's babies when
they were Identified.

b. On 10/2307, the "LDRP (Labor Delivery
Recovery Postpartum) Escalation Algorithm"
guideline effective in 2005 was reviewed. The
guideline contained documentation as follows:

1. For clinical practice issues, the Licensed
Vocational Nurse/ Registered Nurse (LVN/RN)
was to confer with peers and or the Clinical Nurse
Specialist (CNS).
2. Then the Medical Doctor (MD) on-call was to
be contacted.

3. Then then the consult with back-up MD was to
be contacted.
4. Then Obstetrical (08) Nursing Manager was
to be contacted.

5. Then if the nursing manager was unavailable,
the RN was to go upward to the 08 Chief and to
the Assistant Physician In Chief (APIC) or MD
Administrator on-call,
6. Before the 08 Chief was notified, the Service
Director could be notified and the Perinatologist
could be consulted as needed.

The Algorithm was not followed during the
delivery of Patient 2's twins when staff present
during Patient 2's delivery "did not escalate the
event" as set forth in the Algorithm when too
much time elapsed between vacuum pulls and
delivery, and the vacuum pulls were
inappropriate.

c. On 10/23/07, The Vacuum Assisted Delivery

A 264
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policy dated March of 2004 was reviewed. The
purpose was to clarify indications of use,
procedure and contraindications of vacuum
assisted deliveries. When to discontinue the use
of the vacuum was as follows:

1. If progress was not being made with each
contraction.
2. If the extractor becomeS disengaged
(disconnected) 3 times.
3. If 20 to 30 minutes elapsed without success.
4. If trauma (injury) of fetal scalp was observed.

The policy was not being followed when progress
was not made with each contraction, over two
hours elapsed between the $tart of the use of the
vacuum until delivery, and when injury was noted
to the fetal scalp at birth.

On 10/25/07 at 8:50 a.m., an interview was
conducted with Administrator G and Physician C.
Adm inistrator G and Physician C stated they were
aware of the incident in 2004 with Patient 1 where
there was complete disorder in the operating
room, prolonged labor with an untimely·
progression to a cesarean section, and no
guidance for an escalation of concerns. They
were also aware of the incident in 2005 with
Patient 2's twin deliveries where there was

complete disorder in the operating room, a
prolonged vacuum extraction delivery of a
non-viable twin, and quality of care policies and
procedures that were not followed when concerns
about Physician A were not communicated
appropriately and/or addressed and resolved
effectively.

A 2651 482.21 (a)(1) QAPI HEALTH OUTCOMES

The program must include, but not be limited to,

A 264

A 265
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an ongoing program that shows measurable
improvement in indicators for which there is
evidence that it will improve health outcomes.

This STANDARD is not met as evidenced by:
Based on staff interview and clinical and

administrative document review. the hospital
failed to have an ongoing Quality Assessment
Performance Improvement (QAPI) Program that
showed measurable improvement in indicators in
areas for which there were evidence that a

program would improve health outcomes when
the hospital failed to look at the care given to two
of 23 patients (Patient 1 and 2) with a quality
view .. These failures resulted in negative health
care outcomes for two patients (Patient 1 and 2).

Findings:

On 10/23/07 at 9:30 a.m., Physician B who was
part of the Quality Assurance (QA) team was
interviewed. Physician B worked with Physician A
for ten years. Quality issues regarding poor
judgment were identified in 2004 and Physician A
was asked to improve. Physician B stated that

Physician A only got upset and accused others.
Physician B stated that Physician A continued to

have problems, but "the governing body choose
to reorganize the whole quality department
instead of dealing with the deficiencies."
Physician B stated that the quality department
reviewed the delivery of Patient 1's baby in 2004
because the baby died months later, and found

A265

A265: Quality and PI

The Hospital has, and has always had, an
effective, ongoing, hospital-wide, data driven,
legally compliant Ouality Assessment and

Performance Improvement (OAPI) Program since it
began operations on February 28, 1995. None of
the alleged events or problems identified in the

Statement of Deficiencies indicates an inability of
the Hospital to sustain an effective OAPI Program.

As part of its' ongoing OAPI Program, the Hospital
monitors for opportunities for improvement to
enhance patient safety and quality of care.

Because of the processes in place for monitoring in
the OAPI Program, the Hospital identifies,

investigates and implements appropriate corrective
actions and process improvements to enhance
patient care and safety. The Hospital's OAPI

process enables the root cause analysis and
response to ensure improvements in patient quality
of care and patient safety.

Please refer to "A043(2) Patients 1 and 2" as
outlined above for further details related to the

Hospital's respOnse.

Leads:

MQS,
Quality
Chief,

Quality
Director,
Risk
Director
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there was a "significant deviation" in Physician
A's "competency" from the standard of practice.
Physician B stated the quality department
reviewed the delivery of Patient 2's twin babies in
2005 because the second twin was pronounced
dead 22 minutes after birth, and found It to be a
"Sentinel Event" (an indicator that should only
occur on a rare basis in a hospital) with "aqverse
action" (caused harm). Physician B stated that
the quality of care delivered by Physician A for
Patient 1 in 2004 was unacceptable. Physician B
stated that Physician A's general Obstetrical skills
were poor. Physician B stated the quality of care
delivered by Physician A for Patient 2 in 2005
was also unacceptable. Physician B was alarmed
because of Physician A's poor judgement and
poor obstetrical skills, but management refused
to listen. Physician B had no knowledge that the
governing body did anything between 2004 and
2005 about the quality of care provided by
Physician A.

On 10/23/07 at 9:35 a.m., Physician D who was
responsible for the oversight of the QA committee
was interviewed. Physician D was not working
during the delivery of Patient 1's baby, but
reviewed it. Physician D stated that "if a general
Obstetrical Gynecological (OBGYN) physician
looked at Patient 1's fetal monitoring strip, it
would have been. unacceptable." Physician D
stated that the quality of care delivered by
Physician A was unacceptable and that the
physician's OBGYN skills were not acceptable.
Physician D stated that there was nothing that he
was aware of that was done about Physician A's
poor judgment and poor Obstetrical (OS) skills
between Patient 1's delivery in 2004 and Patient
2'8 delivery in 2005.

A 265
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On 10/23/07 at 3:10 p.m., an interview was
conducted with Staff 1. Staff 1 worked with

Physician A for ten years. There were letters of
complaints from the staff regarding Physician A
as early as 1998 to the present time. Staff 1
stated that these letters were sent to the Nurse
Executive (NE) at the time. The NE's job was to
refer issues to administration and the medical
staff. Staff 1 was a supervisor during the time
Physician A delivered care to Patient 1 in 2004
and Patient 2 in 2005. Staff 1 was aware that
there were quality of care Issue regarding the
care Physician A provided to both patients. Staff 1
stated that the policy titled "Chain of Command
(Conflict Resolution)" in effect in 2004 and 2005
was not followed when quality of care issues were
not addressed and resolved. Staff 1 stated that
as a supervisor, she was told by staff that
Physician A lashed out at the nursery nurse after
Patient 2's baby was born dead. Physician A told
the nurse that he "Only gave a gentle pull." Staff
in the room during the vacuum extraction delivery
of Patient 2 in 2005 told Staff 1 that- Physician A
"pulled with a jerk motion at the end. n Staff 1
stated that Physician A violated the vacuum
extraction policy and procedure by continuing to
use the vacuum extractor on Patient 2's baby
beyond what any other Obstetrical doctor would
have. After the delivery of Patient 2's twins in
2005, the quality of care issue was brought to the
attention of the NE immediately. Physician A was
back on call two days after the incident. Staff 1
stated there was a Labor Delivery Recovery
Postpartum (LDRP) Escalation Algorithm (set
rules) in place in 2005 when Patient 2's twin baby
was delivered. Staff 1 stated that staff present
during Patient 2'5 delivery "did not escalate the
event" as set for the in the Algorithm when "it was
taking too long" and the "vacuum pulls" were
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inappropriate. After the incidents during delivery
with Patient 1 and 2, Staff 1 stated there was no
feedback given about any effort that "Quality"
addressed Physician A.

On 10/25/07 at 8:50 a.m., an interview was
conducted with Administrator G and Physician C .
They were aware of the incident regarding Patient
1's delivery in 2004 where there was complete
disorder in the operating room, prolonged I~por
with an untimely progression to a cesarean··
section, and no guidance for an escalation of
concerns. They were aware of the incident during
the delivery of Patient 2's twins where there was
complete disorder in the operating room,
prolonged vacuum extraction delivery of a
non-viable second twin, and a Labor Delivery
Recovery Postpartum (LDRP) Escalation
Algorithm guideline was not followed. Physician
C stated that there was a Departm ent Quality
Review and a Facility Quality Review that
identified Sentinel Events (Sentinel Events with
scores of 1, 2, or 3) would have been reviewed
based on criteria. To Physician C's knowledge,
Physician A was adhering to the restrictions put
upon him. When asked about the high risk
rounds guidelines, Physician C said he had seen
them. When asked if Physician C knew
Physician A was not there half of the time, was
making it difficult for the nurses, and was in
violation of the guidelines, he said he was not
aware. Physician A was given guidelines to follow
regarding making rounds (reviews) on high risk
patients to er,<>urethe plan of care was
communicated to the staff, the patients and other
physicians. Medical staff represented by
Physician C and Governing Body represented by
Adm inistrator G were not aware Physician A was
not adhering to the High Risk Rounds with

A 265
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Perinatologist guideline.

There was no documented evidence the OA

program was monitoring measurable
improvements and 'indicators in areas for which
there was evidence that a program would improve
health outcomes. '

A 2661 482.21 (a)(1) OAPI MEDICAL ERRORS

The program must include, but not be limited to,

an ongoing program that shows measurable
improvement in indicators for which there is

evidence that it will identify and reduce medical
errors.

This STANDARD is not met as evidenced by:
Based on staff interview, clinical record review,

and administrative document review; the hospital
failed to ensure there was an ongoing Quality
Assessment Performance Improvement (OAPI)
Program that showed measurable improvement
indicators in areas for which there were evidence

that a program would identify and reduce medical
errors when an effective process of notification of
negative outcomes was not put in place to ensure
patient safety for 2 of 23 patients reviewed
(Patient 1 and 2). These failures resulted in the
death of 2 patients.

Findings:

1. On 10/23/07 at 1:00 p.m., Patient 1's clinical
record was reviewed. Patient 1 was admitted with

A 265

A 266 I A266: Quality and PI

The cases cited in the Statement of Deficiencies
occurred in 2004 and 2005.

The Hospital has, and has always had, an
effective, ongoing, hospital-wide, data driven,
legally compliant Quality Assessment and

Performance Improvement (OAPI) Program that
identifies and reduces medical errors and includes

an effective process of notification of negative
outcomes.

The Ouality Program is accountable to the MEC for
the oversight of quality reviews and actions to

remedy issues, either systemic or specific to a

department or individual, and reporting its findings
to OPIC and MEC on an ongoing basis.

The Hospital respectfully disagrees with the

surveyors' statement that the hospital did not have
quality mechanisms in place at the time these

events occurred and that the lack of this process
directly resulted in the death of these two patients.
During the survey, the surveyors had access to
review the peer reviews conducted in 2004 and

2005. The actions taken as a result of the peer
review substantiates the effectiveness of the

Hospital's OAPI Program. The surveyors were
aware that PhYSicianA's privileges were restricted

by the MEC and the restriction was approved by
the Board on 4/24/2007. Reports of the restriction

Leads:

MaS,
Quality
Chief, Risk
Director,
Quality
Director
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Continued From page 32 A 266were made to the Medical Board of California and

preterm (about three weeks early) labor and

the National Practitioner Data Bank as required 'by

polyhydramnios ( an excess 01 fluid stlrrounding

Professional Staff Bylaws and legal requirements.

the fetus in pregnancy) for observation to the

Refer to "A043(2) Patients 1 and 2" as outlinedhospital's labor and delivery department on above for further details related to the1/28/04 at 4:15 p.m. with complaints of uterine Hospital's response.contractions (uterus squeezes) since 1:30 p.m ..
Her contractions were 2 to 4 minutes apart lasting

Re-education has occurred with the staff regarding

60 to 70 seconds, her babies' fetal heart tones

the Chain of Command and Escalation policies and

were 154, and her membranes (bag encasing

the accountability of all staff and physicians to

fluid surrounding the fetus) were intact. Patient 1

report timely any concerns for patient safety.

was started on a drug that inhibited preterm uterine contractions at 4:25 p.m. In spite of the
A266: Risk Management Process

drug, Patient 1 continued to have contractions. The stored fetal strip dated 1/28/04 at 6:09 p.m.
The Risk Management Department manages the

contained documentation of contractions five
risk identification for the hospital. A key element

minutes apart lasting 50 seconds, fetal heart
involves the responsible reporting form process,

tones with a baseline of 150 to 180 with late (RRF). All staff and physicians are encouraged to
decelerations (a slowing of the heart rate in

report all unusual events and near misses as timely
relation to contractions) and variability (changes

as possible. All reports are documented and
in heart rate which reflect the status of the

reviewed by the Risk Management Department.
nervous system). At 7:00 p.m., contractions were

Reports or concerns related to quality of care are
two to four minutes apart lasting 50 to 60

investigated and evaluated of applicability for peer
seconds, and fetal heart tones with a baseline of

review. Events may be reported to the Risk Hotline
170 with late decelerations and pooofariability.

where there is a daily review and triage of calls that
At 8:04 p.m., contractions were three to four

merit immediate investigation. Additionally, the
minutes apart lasting for 50 seconds, and fetal

staff is encouraged to call the Quality, Compliance,
heart tones with a baseline of 150 to 170 with late

AR&L and/or Risk Departments with concerns or
decelerations and poor variability. Physician A

when in need of assistance. The Risk
arrived at Patient 1's bedside to evaluate her at

Management Department reviews the events within
8:00 p.m .. Patient 1 was dilated 1 to 2

a short time after the occurrence.
centimeters (a measurement that is similar to inches), and "late decelerations were noted with

All "significant events·, as indicated In the
uterine contractions" by Physician A. At 8:05

significant event policy, are investigated through
p.m., the drug to stop preterm labor was

department review, peer review or both. Reviews
discontinued. At 8:20 p.m., contractions were 5

determine if system issues are present which are
minutes apart lasting 50 seconds, and fetal heart

referred by to Risk Management for additionaltones with a baseline of 170 with late investigation.
decelerations occurring consistently, and poor variability. At 10:18 p.m., contractions were two
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minutes apart lasting 60 seconds, and fetal heart
tone baseline was 150 with late decelerations

after each contraction and poor variability.
Patient 1's membranes were artificially ruptured

at 11 :00 p.m., and at 11 :08 p.m. contractions
were two minutes apart lasting 60 seconds and
the fetal heart tone baseline was 150 with late
decelerations after each contraction and poor

variability. At 11 :40 p.m., Staff 2 took over the
nursing care of Patient 1. Staff 2 voiced concerns
regarding the fetal monitoring strip and the late
decelerations to Physician A. The fetal
monitoring strip indicated consistent late
decelerations and poor variability until Patient 1
was taken to the operating room for a cesarean
section at 1:03 a.m. on 1/29/04. Patient 1'5 labor

progress was from o"e to two centimeters at
10:00 p.m. to four centimeters before the
cesarean section at 1:03 a.m. (per the Operative

Report). The fetal monitor strip indicated poor
blood flow to the placenta (mothers' organ that
nourished the fetus) by late decelerations and
poor neurological (nervous system) status as
indicated by poor variability for three hours.
Patient 1 delivered her baby by cesarean section
and the reasons for it were documented as "fetal"

distress according to the Anesthesia Pre-Op
Evaluation and a "non- reassuring tracing"

according to Physician A's Discharge Summary
report.

On 10/23/071 :30 p.m., an interview was
conducted with Staff 2 who took over nursing care
for Patient 1 at 11 :40 p.m .. Staff 2 did not feel
comfortable with the "Iates (decelerations) and

not good variability and the way labor was
progressing", and voiced these concerns to
Physician A at that time. Staff 2 stated that

A 2661 System issues may also be identified during the
peer review process. Any system issues
determined to have a high potential for serious

injury to patients are referred to Risk Management
for additional investigation and reporting.

Department Ma~a~~~ and Supervisors are
enlisted to assist in the investigation and
formulation and implementation of the action plan.
The review of significant events is the
accountability of the Risk Management Committee,

a multi-disciplinary group of directors, physicians,
hospital senior leaders. The committee reviews the
findings after the investigation and reach

,consensus on necessary corrective activities,
including any reporting requirements. This
committee reports monthly to the MEC. The MEC
;s accountable for reporting risk management data
to the Board through existing reporting
mechanisms.
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Patient 1 had a non-reassuring monitor strip and
a slow progression of labor for over two hours.
Staff who were in the operating room during the
cesarean section told Staff 2 conditions were
"stressed". Staff 2 stated Physician A was
hounding nurses after delivery, telling them how
to chart.

On 10/24/07 at 2:00 p.m., an interview was
conducted with Staff 3. Staff 3 stated that a fetal
monitor strip with late decelerations indicated that
the placenta was not getting enough oxygen and
the baby needed to be delivered. On the fetal
monitor strip nurses would also look at the
variability which was a reflection of the autonomic
nervous system of the baby and indicated the
baby was compensating (making up for a
deficiency). Staff 3 stated that the incident with·
the birth of Patient 1's baby in 2004 "should have
been escalated" and that there was a policy in
place for Chain of Command/Conflict Resolution
that was not followed. Staff 3 stated that there
was a "violation of common sense and standard
of practice" in the care delivered by Physician C
to Patient 1 during her babies' delivery in 2004.
Patient 1's baby died months later after going
home.

On 10/24/07, the Chain of Command (Conflict
Resolution) effective in 2004 and 2005 was
reviewed. The policy contained documentation
under Procedure:

1. When a problem was identified on the unit. the
staff involved along with the physicians and other
care providers would work towards resolution.
2. If the staff were unable to resolve the issue,
the unit management team would be contacted to

A 266
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assist.

3. The unit management staff wauld then assess
the situatian and assist in solving the problem.
4. If the unit management staft was unable to.
resalve the prablem, the nursing supervisar would
be cantacted.

5. The nursing supervisar wculd then assess the
situatian and assist in solving the problem.
6. If the nursing supervisor was nat able to.
resolve the problem, the service director ar nurse
executive would be contacted far assistance. If
the prablem cantinued to. be unresolved, the
haspital adm inistratar would be cantacted. A
medical staft call resaurce was available far
assistance but was to. only be called by the
nursing supervisar er On-Call administrator.

The procedure was nat fallowed when
administratian and the medical staff failed to.

address and reselve preblems regarding
Physician A's behaviar and cempetency during
the delivery ef Patient 1 baby when they were
identified.

On 10/25/07 at 8:50 a.m., an interview was
cenducted with Administrator G and Physician C.
Adm inistrator G and Physician C stated they were
aware af the incident in 2004 with Patient 1 where

there was camplete disorder in the eperating
ream, prolonged laber with an untimely
progressian to.a cesarean section, and no.
guidance for an escalation o.fconcerns.

2. On 10/18/07 at 2:00 p.m., Patient 2'sclinical
record was reviewed. According to.
documentation in the Discharge Summary written
by Physician A, Patient 2 was admitted to the
hospital en 4/21/05 at. 11:50 a.m. with the
diagnosis ef twins at 37 weeks and uncontrolled

A 266
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gestational diabetes for induction (causing labor).
Patient 1 progressed to complete dilatation at
10:15 p.m. and 0 station (ready for delivery) and
was taken to the operating room at 10:25 p.m. for
double set up for twin vaginal delivery. Twin A
was a normal vaginal delivery at 10:43 p.m. on
4/21/05 with Apgar scores of 9. After delivery of
Twin A, Twin B was vertex (head down) with a
"good" fetal heart rate. Active rupture of,"
membranes (bag encasing fluid surrounding.!he
fetus) was performed and clear fluid was noted.
The head was at +1 station (the level of the fetal
head in the cavity formed by the bones of the hip).
Patient 1's labor was assisted by medication.
After waiting for 40 minutes, vacuum extractions
were tried at 10:58 p.m. to accelerate delivery.
Two attempts with no pop-off (vacuum pops off
when pressure exceeds the minimum) were
made. The fetal head came down to +2 station.
Two more vacuum attempts and the head came
down to +3 station. The vacuum was applied one
more time due to maternal exhaustion, and with
one push and no pop-off, Twin B was delivered at
12:22 a.m .. Twin B was very pale, had Apgars of
o and 0, was resuscitated for 20 minutes, and
expired at 12:42 a.m. on 4/22/05. Vacuum
extraction was attem pted when the fetal head
was high at +1 station. A total of five vacuum
extractions were attempted. The Clinical
Sum mary contained documentation that "Baby
had a good fetal heart rate up to the time of
delivery, but after delivery did not have a heart
rate and did not respond to resuscitation ."The
Patient Progr' ;s Record contained
documentation that the first vacuum extraction

was attempted 10:58 p.m. but did not engage
(take hold), and the next vacuum extraction that
engaged was at 11:24 p.m .. After four effective
vacuum extractions were attempted, Patient 1
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was prepared for a cesarean section at 12:09
a.m .. After preparation for at cesarean section at
12:18 a.m., one more vacuum extraction was

.attem pted and Twin B was delivered at 12:22
a.m .. Twin B was pronounced dead at 12:42 a.m;
An autopsy (exam to determine cause of death)
was done on 4/22/07. The Autopsy report
contained documentation that the external
examination was of a normally formed male fetus
at term with edema of the left eye region and
scalp (skin on the head). The infant was pale
with normal abdominal organs and a normal
heart. The Autopsy report findings were ·L~rge
for gestational age, and sub-dural blood in
posterior fossa and spinal cord and moderate
disruption cervical spinal cord, consistent with
occiput-C1 or cervical vertebral body separation."

On 10/18/07 at 4:30 p.m., an interview was
conducted with Staff 6. Staff 6 took over nursing
care of Patient 2 at 11:30 p.m. on 4/21/05. Staff 6
stated that the Patient 2's Twin B fetal heart tones
were "good" until the last vacuum extraction.
Staff 6 stated that on the last vacuum extraction
that resulted in the delivery of Twin B, Physician A
was on his hands and knees and pulled and was
rough, Staff 6 stated that the baby was born
dead, and Physician A was angry and yelled at
everyone else saying it was their fault. Staff 6
stated that Physician A harassed others and told
them what to chart. Staff 6 stated that Physician A
was written up before this and after, and there
was nothing done about it. S.taff 6 stated it was
hard to work with Physician A because he yelled
at the nurses, harassed them, and would not
listen to them. Staff 6 stated there was no control

in the .surgical room during the delivery.

On 10/22/07 at 8:40 a.m. an interview was
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conducted with Staff 4 regarding the hospitals'
analysis of the incident with Patient 2. The
Overview SE 05-004-SV contained
documentation that there was a concern with

"technique in extracting infant at delivery; lack of
teamwork, communication."

On 10/22/07 at 3:00 p. m., an interview was
conducted with Staff 9. Staff 9 took over
respiratory care in the operating room at 12:00
midnight on 4/22/05. Staff 9 was positioned
behind Physician A near Patient 2's left leg. Staff
9 stated the fetal heart tones were within norm al
limits up to the last vacuum extraction. Staff 9
stated Physician A had to "reach high up" to place
the vacuum extractor in the beginning. Staff 9
stated that the baby was born "white as a sheet."

On 10/23/07 at 3:10 p.m., an interview was
conducted with Staff 1. Staff 1 stated that as a

supervisor, she was told by staff that Physician A
lashed out at the nursery nurse after Patient 2's
baby was born dead. Physician A told the nurse
that he "Only gave a gentle pull." Staff,in the
room during the vacuum extraction delivery of
Patient 2 in 2005 told Staff 1 that Physician A
"pulled with a jerk motion at the end. " Staff 1
stated that Physician A violated the vacuum
extraction policy and procedure by continuing to
use the vacuum extractor on Patient 2's baby
beyond what any other Obstetrical doctor would
have. After the delivery of Patient 2's twins in
2004, the quality of care issue was brought to the
attention of the NE immediately. Physician A was
back on call two days after the incident. Staff 1
stated there was a Labor Delivery Recovery
Postpartum (LDRP) Escalation Algorithm (set
rules) in place in 2005 when Patient 2'5 twin baby
was delivered. Staff 1 stated that staff present

A 266

FORM CMS·2567(02·99) Previous Versions Obsolete Event 10: U88J11 Facility 10: CA040000949 It continuation sheet Page 39 of 68



DEPARTMENT OF HEALTH AND HUMAN SERVtCES

CENTERS FOR MEDICARE & MEDICAID SERVICES
STATEMENT OF DEFICIENCIES
AND PLAN OF CORRECTION

(X1) PROVIDERlSUPPUERlCLIA
IDENTIFICATION NUMBER:

050710

(X2) MULTIPLE CONSTRUCTION

A BUILDING

B.WING

PRINTED: 12/11/20C
FORM APPROVE

OMB NO. 0938-039

(X3) DATE SURVEY
COMPLETED

10/25/2007
NAME OF PROVIDER OR SUPPUER

KAISER FOUNDATION HOSPITAL· FRESNO

STREET ADDRESS, CITY, STATE, ZIP CODE

7300 NORTH FRESNO ST

FRESNO, CA 93720

(X4) 10
PREFIX

TAG

SUMMARY STATEMENT OF DEFICIENCIES

(EACH DEFICIENCY MUST BE PRECEDED BY FULL
REGULATORY OR LSC IDENTIFYING INFORMATION)

ID
PREFIX

TAG

PROVIDER'S PLAN OF CORRECTION

(EACH CORRECTIVE ACTION SHOULD BE
CROSS-f3EFERENCED TO THE APPROPRIATE

DEFICIENCY)

(X5)
COMPLETION

DATE

A 266 I Continued From page 39

during Patient 2's delivery "did not escalate the
event" as set for the in the Algorithm when "It was
taking too long" and the "vacuum pulls" were
inappropriate. Atter the incidents during delivery
with Patient 1 and 2, Staff 1 stated there was no
feedback given about any effort that "Quality"
addressed Physician A.

On 10/24/07 at 1:45 p.m., an interview was
conducted with Staff 5. Staff 5 took over nursing
care in the operating room the night of 4/22/05 ,
when Patient 2's Twin B was delivered. Staff 5

stated that Physician A screamed and mumbled
in the operating room. Staff 5 stated that the
"technique method of the last one (vacuum
extraction) was forceful, adamant, and rough and
ultimately separated the spinal cord." Twin B had
a "nuchal (neck) cord around the neck one time,
and that was why the babies head would not
come down". Staff 5 asked if Physician A was
ready for a cesarean section, and he did not
listen. Staff 5 stated Physician A had stated that
he promised Patient 2 a vaginal delivery and
stated "we are going to do this." Staff 5 stated
Physician A harassed staff when charting and told
staff what they should say. Physician A told Staff
5 to chart that there was gentle suction on Twin
B.

On 10/24/07 at 2:30 p.m., an administrative
record review was conducted. The hospital's
policy for vaginal deliveries with vacuum
extraction that transition into cesarez:;n sections
was requested. Staff 1 and Staff 3 stated that·
there were no policies regarding vaginal deliveries
with vacuum extraction that transition into
cesarean section.

On 10/24/07, the Chain of Command (Conflict
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Resolution) effective in 2004 and 2005 was
reviewed. The policy contained documentation
under Procedure:

1. When a problem was identified on the unit, the
staff involved along with the physicians and other
care providers would work towards resolution.
2. If the staff were unable to resolve the issue,
the unit management team would be contacted to
assist.

.3 .. The unit management staff would then assess
the situation and assist In solving the problem.
4. If the unit management staff was unable to
resolve the problem, the nursing supervisor would
be contacted.
5. The nursing supervisor would then assess the
situation and assist in solving the problem.
6. If the nursing supervisor was not able to
resolve the problem, the service director or nurse
executive would be contacted for assistance. If

the problem continued to be unresolved, the
hospital administrator would be contacted. A
medical staff call resource was available for
assistance but was to only be called by the
nursing supervisor or On-Call administrator.

The procedure was not followed when
administration and the medical staff failed to
address and resolve problems regarding
Physician A's behavior and competency during
the delivery of Patient 2's twins in 2005 when they
were identified.

On 10/2407, the "LDRP (Labor Delivery Recovery
Postpartum) Escalation Algorithm" guideline
effective in 2005 was reviewed. The guideline
contained documentation as follows:

1. For clinical practice issues, the Licensed
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FORM CMS-2567(02·99) Previous Versions Obsolete EvenllD: U88J11 Facility 10: CA040000949 It continuation sheet Page 41 of 68



DEPARTMENT OF HEALTH AND HUMAN SERVICES

CENTERS FOR MEDICARE & MEDICAID SERVICES
ST AT£:M£:NT OF D£:FICIENCIES
AND PLAN OF CORRECTION

(Xl) PROVIDERlSUPPLIERlCLIA
IDENTIFICATION NUMBER:

050710

(X2) MULTIPLE CONSTRUCTION

A. BUILDING

B.WING

PAINTED: 12111/20(
FORM APPROVE

OMS NO. 0938-03E

(X3) DATE SURVEY
COMPLETED

10125/2007
NAME OF PROVIDER OR SUPPLIER

KAISER FOUNDATION HOSPITAL - FRESNO

STREET ADDRESS, CITY, STATE, ZIP CODE

7300 NORTH FRESNO ST

FRESNO, CA 93720

(X4) 10
PREFIX

TAG

SUMMARY STATEMENT OF DEFICIENCIES

(EACH DEFICIENCY MUST BE PRECEDED BY FULL
REGULATORY OR LSC IDENTIFYING INFORMATION)

ID
PREFIX

TAG

PROVIDER'S PLAN OF CORRECTION
(EACH CORRECTIVE ACTION SHOULD BE

CROSS-REFERENCED TO THE APPROPRIATE

DEFICIENCY)

(X6)
COMPLETIO/\

DATE

A 266 I Continued From page 41

Vocational Nurse/ Registered Nurse (LVN/RN)
was to confer with peers and or the Clinical Nurse
Specialist (CNS).
2. Then the Medical Doctor (MD) on-call was to
be contacted.
3. Then then the consult with back-up MD was to
be contacted.
4. Then Obstetrical (OB) Nursing Manager was
to be contacted.
5. Then if the nursing manager was unavailable,
the RN was to go upward to the OB Chief and to
the Assistant Physician In Chief (APIC) or MD
Administrator on-call,
6. Before the OB Chief was notified, the Service
Director could be notified and the Perinatologist
could be consulted as needed.

The Algorithm was not followed during the
delivery of Patient 2's twins when staff present
during Patient 2's delivery "did not escalate the
event" as set forth in the Algorithm when too
much time elapsed between vacuum pulls and
delivery, and the vacuum pulls were
inappropriate.-

On 10/24/07, The Vacuum Assisted Delivery
policy dated March of 2004 was reviewed. The
purpose was to clarify indications of use,
procedure and contraindications of vacuum
assisted deliveries. The procedure as to when to
discontinue the use of the vacuum was as
follows:

1. If progress was not being made with each
contraction.
2. If the extractor becomes disengaged
(disconnected) 3 times.
3. If 20 to 30 minutes elapsed without success.
4. If trauma (injury) of fetal scalp was observed.
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The policy was not being followed when progress
was not made with each contraction, over two

hours elapsed between the start of the use of the
vacuum until delivery, and when injury was noted
to the fetal scalp at birth ..

On 10/25/07 at 8:50 a.m., an interview was

conducted with Administrator G and Physician'C.
Administrator G and Physician C stated theYJ.were
aware of the incident in 2005 with Patient 2'8"
twins where there was complete disorder in the
operating room, a prolonged vacuum extraction
delivery of a non-viable twin, and quality of care
policies and procedures that were not followed
when concerns about Physician A were not
communicated appropriately and/or addressed
and resolved effectively.

A 310 I 482.21(e)(1) EXECUTIVE RESPONSIBILITIES

The hospital's governing body (or organized
group or individual who assumes full legal
authority and responsibility for operations of the
hospital), medical staff, and adm inistratlve
officials are responsible and accountable for
ensuring that an ongoing program for quality
improvement is defined, implemented, and
maintained.

This 8T ANDARD is not met as evidenced by:
Based on staff interviews and administrative

document review, the hospital failed to ensure
the governing body, medical staff, and

A 266

A 310 I A310: Quality and PI .
The Hospital disputes this finding.

The "High Risk Rounds with the Perinatologist"
memo is neither a hospital or medical staff policy
nor guideline as identified by the surveyor in the
Statement of Deficiencies. The memo did not
describe, nor was related to, the practitioner's
privileges. This physician-to-physician memo was
not a guideline.

The memo from the Interim Chief of the department
to the practitioner explained the process that the
nursing staff should use to contact the practitioner

for orders or consultative services. The physician
did not fail to make rounds as alleged in the
Statement of Deficiencies because no such rounds

with the Clinical Nurse Specialist were required as
a condition of the exercise of the practitioner's
clinical privileges.

Leads:

AAQS,

Quality
Chief
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administrative officials were responsible and
accountable for ensuring that an ongoing
program for quality improvement was defined,
implemented and maintained when the guideline
titled "High Risk Rounds with Perinatologist" was
not followed. This failure placed patients at risk
for negative health care outcomes.

Findings:

On 10/24/07 at 8:30 a.m., Administrator G
(senior vice president/area manager) was shown
a copy of the high risk rounds (reviews) guideline
that had been put in place to ensure the perinatal
clinical nurse specialist could make rounds with
Physician A, and they were reviewed.
Adm inistrator G was aware of what it represented
and acknowledged that the policy had been put in
place. Administrator G did not know that
Physician A had been non-compliant with the
policy. Administrator G stated that Staff K
(Director Quality Management) was the
responsible individual within the administration
who should have known directly that Physician A
was non-compliant with the high risk rounds
policy. Administrator G went on to state that Staff
K should have been the responsible individual
within the administration to convey that
information directly to administration.
Adm inistrator G acknowledged that was no
excuse for not being informed of Physician A's
non-compliance with the high risk rounds
guideline.

During an interview with Physician C (physician in
chief) and Administrator G (senior vice
president/area manager) on 10/24/07 at 9:05
a.m., both stated that they were the responsible

A 310
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individuals who represented Medical Staff and
governing body, respectively. They both
acknowledged that there was a high risk rounds
guideline that had been put in place to ensure the
perinatal clinical nurse specialist could make
rounds with Physician A as he saw consult
patients from 8:30 am. to 9:30 a.m., Monday
through Friday. Both Physician C and
Administrator G agreed that it was important to
have such a policy and It was important that
Physician A comply with the policy without
exception. Both Physician C and Administrator
G replied that they were unaware of the fact that
Physician A was non-compliant with the High Risk
rounds guidelines when It was brought to their
attention. They both stated that Physician A's
non-compliance represented a failure of the
medical staff to be well organized and
accountable to the governing body for the quality
of medical care provided to the patients.

On 10/24/07 at 9:10a.m., Staff K (Director
Quality Management) acknowledged that she was
the responsible individual within the .
administration who should have known about
Physician A's non-compliance with the high risk
rounds guideline. Staff K also acknowledged that
she was the responsible individual within the
administration who should have conveyed directly
to Administrator G (senior vice president/area
manager) that Physician A was non-compliant
with the high risk rounds guideline. Staff K
acknowledged that there was no excuse for not
conveying the information regarding Physician A's
non-compliance with the high risk rounds
guideline to Administrator G (senior vice
president/area manager).

A 311 I 482.21 (e)(1) EXECUTIVE RESPONSIBILITIES I A 311
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The hospital's governing body (or organized

group or individual who assumes full legal
authority and responsibility for operations of the
hosplta!), medical staff, and administrative
officials are responsible and accountable for
ensuring that an ongoing program for patient
safety, including the reduction of medical errors,
is defined, implemented and maintained.

A 311

A311: Quality and PI

The Hospital has, and has always had, an
effective, ongoing, hospital-wide, data driven,
legally compliant Quality Assessmenfand

Performance Improvement (OAPI) Program that
identifies and reduces medical errors and includes

an effective patient safety processes.

This STANDARD is not met as evidenced by:
Based on interview and administrative document

review, the hospital failed to ensure the
governing body, medical staff, and administrative
officials were responsible and accountable for
ensuring that an ongoing program for patient
safety, including the reduction of medical errors
was defined, implemented and maintained when
the guideline titled "High Risk Rounds with
Perinatologist" was not followed. This failure

placed patients at risk of increased medical errors
and placed the safety of patients at risk.

Findings:

On 10/23/07 at 3:30 p.m., during an interview

with Staff 3 (perinatal nurse specialist) it was
stated that Physician A was not fully compliant
with all the policies within the birthing center of
the faCility. Staff 3 stated specifically that
Physician A was non-compliant with a high risk
rounds guideline that had been put in place to
ensure the perinatal clinical nurse specialist could
make rounds with Physician A as he saw consult

The Hospital disputes this finding and the
allegation that the Hospital fails to maintain an
ongoing program for patient safety that includes
processes for the reduction of medical errors.

The "High Risk Rounds with the Perinatologist"
memo is neither a hospital or medical staff policy
nor guideline as identified by the surveyor in the
Statement of Deficiencies. The memo did not

describe, nor was related to, the practitioner's
privileges.

The memo from the Interim Chief of the department
to the practitioner explained the process that the
nursing staff should use to contact the practitioner
for orders or consultative services. The physician
did not fail to make rounds as alleged in the
Statement of Deficiencies because no such rounds

with the Clinical Nurse Specialist were required as
a condition of his practice

Please refer to "A043(2) Patients 1 and 2" and
A266: Risk Manaaement Process as outlined
above for further details related to the

Hospital's response.
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patients from 8:30 a.m. to 9:30 a.m. Monday
through Friday. Staff stated that Physician A
would not notify the birthing center when he was
not rounding. In addition on days when he would
be rounding, he would not contact the nursing
team prior to beginning his rounds as directed in
the high risk rounds guideline. Staff 3 stated that
Physician A's non-compliance was a serious and
significant problem with potential negative impact
on the care of his consult patients. Staff S also
specifically spoke to Physician A's
non-compliance with his other assigned
perinatology activities within the birthing center.
Staff 3 stated that all policies and procedures for
review, research, and approval were to be
reviewed by Physician A with no more than a one
week turn around time. Staff 3 went on to say
that Physician A was compliant only intermittently
with regard to his polley and procedure review
responsibilities.

On 10/23/07, the guideline titled "High Risk
Rounds with Perinatologist" dated 4/12/06 were
reviewed. Rounding (reviewing) time was to be
from 8:30 a.m. to 9:30a.m. Monday through
Friday. Physician A was to notify the Birthing
Center on the days he was not rounding. Upon
arrival to the unit, Physician A was to contact
Staff 1 or Staff 3 and contact the Medical Doctor

(MD) on call.

On 10/24/07 at 9:00 a.m., during an interview with
Physician C (physician in chief) and Administrator
G (senior vice president/area manager) both
stated that they were the responsible individuals
who represented Medical Staff and governing
body, respectively. They both acknowledged that
there was a high risk rounds guideline that had
been put in place to ensure the perinatal clinical

A 311
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nurse specialist could make rounds with
Physician A as he saw consult patients from 8:30
a.m. to 9:30 a.m. Monday through Friday. Both
Physician C and Administrator G agreed that it
was important to have such a policy and it was
important that Physician A comply with the policy
without exception. Both Physician C and
Administrator G replied that they were unaware of
the fact that Physician A was non-compliant with
the rounding polley when it was brought to their
attention. Both Physician C and Administrator G
replied that they were unaware of the fact that
Physician A was non-compliant with his assigned
reviews of policies and procedures when it was
brought to their attention. They both stated that
Physician A's non-compliance represented a
failure of the medical staff to ensure that an
ongoing program for patient safety, including the
reduction of medical errors was defined,
implemented and maintained.

A 338 I 482.22 MEDICAL STAFF

The hospital must have an organized medical
staff that operates under bylaws approved by the
governing body and is responsible for the quality
of care provided to patients by the hospital.

This CONDITION is not met as evidenced by:
Based on interview, record and document review,
the hospital failed to have a organized medical
staff that operates under bylaws approved by the
governing body and the hospital failed to have an
organized medical staff that is responsible for the
quality of care provided to patients by the
hospital:

A 311

A 338

A338 (1-3) OrQanlzed Medical Staff .

Sinceits openingin February1995,the hospital
has hada singleorganizedmedicalstaff that

operatesunderits Bylawswhichare approvedby
the GoverningBody. The MedicalStaff is in
compliancewiththe Conditionsof Participationas
evidencedby: (1) it conductsJ2_~riodicappraisalsof

Leads:

MQS,
Quality
Chief,

Quality
Director,
MPCS
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Findings:

1. The failure of the hospital to ensure the
medical staff conducted appraisals of its
members
when there was no documented evidence of

proctoring in 45 of 50 credentialing files. (A ~40)

2. The failure of the Hospital to ensure the'('
medical staff was well organized and .

accountable to the governing body for the quality
of the medical. care provided to the patients when
they failed to conduct appraisals of their members
and 45 of 50 provisional physicians were not
proctored per the hospital Bylaws. (A347)

3. The failure of the Hospital to ensure the
medical staff enforced bylaws in order to carry
out its responsibilities when 45 of 50 provisional

physicians were not proctored per the hospital
bylaws. (A353)
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its members as a condition of exercising clinical
privileges in the Hospital; (2) it is accountable to

the Governing body for physician- driven quality of
care and (3) it enforces its Professional Staff
Bylaws.

The CMS Conditions of Participation (CoP) for
Hospitals do not require the performance of
proctoring. The COP require that the Medical Staff
has processes to assess the competence of
medical staff members. Tl}eMedical Staff is

accountable to the Hospital Governing Body for
assuring that there is a process for assessment of
medical staff members' competencies. The KFH
Fresno Professional Staff Bylaws which were

approved by the Hospital Governing Body
delineate such processes including the requirement
for proctoring in Section H-2. The Hospital has an
active medical staff that is competent in specialty
and subspecialty services provided to its patients.

Refer to attached pages
338 a through 338 c

(X6)
COMPLETION

DATE

The cumulative effect of these systemic practices
resulted in the failure of the hospital to deliver
statutorily mandated compliance with the
Condition of Participation: Medical staff, CR §
482.22

A 340 I 482.22(a)(1) MEDICAL STAFF PERIODIC
APPRAISALS

The medical staff must periodically conduct
appraisals of :·5 members.

A340: Medical Staff
A 340'

II See "A338 Oraanlzed Medical Staff" as outlined
above.

The surveyor reviewed a list of 90 physician files
for evidence of proctoring, not 50 as stated in the

report. The number of files without proctoring on
file was 45 at the time of the survey. Therefore, the
number should have been based on 45 of 90, not

I·45 of 50 as alleged in the Statement ofI Deficiencies.

Leads:

MQS,
Quality
Chief
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Although proctoring is a part of the process to

assure that qualified physicians serve on itsmedical staff, an entire host of activities act as acheck and balance to ensure that a competent andexperienced medical staff provides care to patients.The Hospital assures that criteria for appointmentof new medical staff members and reappointmentof current medical staff members include anassessment of each individual's professionalconduct, competence, character, training,experience and judgment. Proctoring is one of themechanisms that the Medical Staff uses inconducting appraisals of its members.

Proctoring has been redesigned (see A043(1)

Proctorlna Process as outlined above).

Evidence of proctoring or plan for completion of

proctorinalverffication of initial competency will bepresent in every practitioner's Medical Staff file.

Process for New Staff Members:
The Hospital has an extensive process for verifyingthe competency and qualifications of initialapplicants, as documented both in the ProfessionalStaff Bylaws, Article B and in its credentialing. policies and procedures. Each practitioner's fileincludes but is not limited to documentation andverification of education, training, licensure, pastand current practice, and liability history.Practitioners are also required to submit evidenceto substantiate their request for privileges specificto their practice; e.g. surgeons must provideevidence of cases performed in training or in recentpractice at facilities where their affiliation is verifiedto be in good-standing. Residency TrainingProgram Directors are asked to verify applicants'competence. Once a practitioner has been grantedprivileges, a member of the department is assignedto provide orientation to the medical staff and toobserve hislher practice. To enhance thedocumentation of this process, a proctoring planand related forms will be implemented andmaintained in the practitioners' medical staff file.

Actual proctoring and medical record review are

conducted within the initial 12 month evaluationperiod as required in Bylaws Section H-2. Nopractitioner is advanced from provisional staNstatus until proctoring has been completed.Should the practitioner not have had a sufficientvolume of cases to meet the proctoring

1.17.08
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Completion DateA338
requirement that practitioner's provisional staff

status can be extended only for an additional 12month period. The practitioner must completeproctoring and other conditions of provisional staffstatus in that additional time frame to remain On themedical staff.

During the initial evaluation period, the practitioner
is also subject to the quality department's ongoingprocess. All Medical Staff members, regardless oflength of service on the Medical Staff, are subjectto this continuous quality appraisal process. Eachdepartment has quality indicators which setminimum thresholds for evaluation of competence.Practitioners who do not meet those minimums aresubject to a focused peer review which could resultin adverse action up to and including revocation ofprivileges.

Process for Continued MembershlD:

Continual evaluation is conducted on allpractitioners in accordance with Policy P.15.00·Provider Profiling and Peer Review and Evaluationof LIP Performance". A summary of performanceis provided during bi-annual reappointment asrequired by the Professional Staff Bylaws, ArticleB-3 and its credentialing policies and procedures.This summary includes data on complaints,.grievances, member satisfaction, mortality rates,admissions, length of stay, inpatient avoidabledays, and other areas relating to utilization, medicalrecord review aDd suspension history, infectionrate, transfusion rate, and peer review.Information is again obtained for each practitionerrelevant to licensure, practice during the previoustwo years at our own and other facilities, input frompeers, and liability claims. Case volume iscompared against requirements for privilegesrequested to ensure that there is a sufficientnumber performed to maintain competence. Whenthere is not a sufficient number, the practitioner isnot permitted to exercise those privileges until heor she can demonstrate the requisite competencein accordance with Medical Staff requirements.

Information collected both for initial appointment

and reappointment is reviewed and evaluated bythe Chief of the appropriate department orspecialty, who makes a recommendation to theC&P Committee, which consists of active staffmembers representing the various areas ofpractice. LQ(l committee's recommendation is then

1.17.08
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A 340 I Continued From page 49

This STANDARD is not met as evidenced by:
Based on staff interview and administrative
document review, the hospital failed to ensure
the medical staff conducted appraisals of its
members when there was no documented
evidence of proctoring in 45 of 50 credentialing
files. This failure resulted in physician practice
not being reviewed for quality.

Findings:

On 10/18/07, the Bylaws of the Professional Staff
. for Kaiser Foundation Hospital states on pageS,
C 4, "To qualify for and continue membership on
the Professional Staff a practitioner must:
Perform a sufficient number of cases, and have
sufficient patient care contact within the Hospital
or another community hospital or health care
setting to permit the Professional Staff to assess
the applicant's current com petency for all clinical
privileges, whether requested or already granted,
including completion of initial evaluation and
proctoring as specified in Section H-2."

On 10/18/07, the Bylaws of the Professional Staff
for Kaiser Foundation Hospital state on page 52,
H-2 "Practitioners who are granted clinical
privileges shall demonstrate current clinical
competence by completing an initial period of
monitoring consisting of observation of their
practices and/or proctoring and compliance with
the Professional Staff Bylaws, Rule::land
Regulations and hospital policies. Newly granted
privileges shall be evaluated in a timely manner
based on criteria established by the Department
and approved by the Credentials and Privileges
Committee. This requirement may be fulfilled by
the collection and review of information from this

A 340
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Hospital and/or other organizations. The
Department Chief or designee shall be
responsible for proctoring and shall subm it
proctoring reports and other evidence of
compliance to the Credentials and Privileges
Committee for it's approval. The initial evaluation
shall be for a period of one (1) year. unless
extended by the Credentials and Privileges
Committee for an additional period of up to one
year upon determination of a good cause. The
initial evaluation shall not exceed two (2) years.
Failure to successfully complete initial evaluation
shall be grounds for termination of membership
and/or clinical privileges. Such termination shall
not be subject to review under Section B-5."

10/18/07 at 4:34 p.m., during an interview with
staff I, she stated that the vast majority of the 50
provisional physicians on the medical staff roster
had no objective evidence of proctoring in their
credential files.

On 10/18/07 at 4:45 p.m., during an interview with
Physician 0 and Physician E, they both stated
that the vast majority of the 50 provisional·
physicians on the medical staff roster had no
objective evidence of proctoring in their credential
files. They both also stated that the current
proctoring process was not in accordance with
the process set forth in the The Bylaws of the
Professional Staff for Kaiser Foundation

Hospital. They both stated that the current
process did not allow for the assessment of
competency in a timely manner as set forth in
The Bylaws of the Professional Staff for Kaiser
Foundation Hospital.

On 10/22/07 at 8:00 a.m., during an interview
with Staff I and Administrator H, Staff I produced

A 340
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documentation which established the fact that 45

out of a total of 50 provisional physicians had no
objective evidence of current and timely
proctoring In their credential files. Both Staff I and
Administrator H stated that the proctoring was not
being done as set forth In the The Bylaws of the
Professional Staff for Kaiser Foundation Hospital.
They both conceded that the current proctoring
process that was in use could not be found within
the Bylaws. Both Staff I and Administrator H
stated during the interview that physician in chief,
the chief operating officer of the hospital,
members of the Executive Committee, and
members of the Credentials and Privileges
Committee were aware of the fact that proctoring
was not being done as set forth in the the Bylaws.
They were also aware of the fact that the current
proctoring process that was in use could not be
found within the Bylaws.

On 10/22/07 at 9:00 a.m., during an interview with
Physician F, he stated that he was a member of
the Credentials and Privileges Committee. He
stated he was aware of the fact that the current
proctoring was not being done as set forth in the
The Bylaws of the Professional Staff for Kaiser
Foundation Hospital. Physician F stated he was
also aware of the fact that the current proctoring
process that was in use could not be found within
the Bylaws. He stated that the Department chiefs
within the hospital who were responsible for the
proctoring and reporting to the appropriate
committees were not in compliance with the the
Bylaws.

A 347/ 482.22(b) MEDICAL STAFF ACCOUNTABILITY

The medical staff must be well organized and
accountable to the governing body for the quality
of the medical care provided to the patients.

A 340

A 347
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The medical staff must be organized in a manner

approved by the governing body.

If the medical staff has an executive committee, a

majority of the members of the committee must.
be doctors of medicine or osteopathy.

The responsibility for organization and conduct of

the medical staff mustbe assigned only to an
individual doctor of medicine or osteopathy or,
when permitted by State law of the State In which
the hospital is located, a doctor of dental surgery
or dental medicine.

This STANDARD is not met as evidenced by:
Based on interview and document review, the

hospital failed to!3nsure the medical staff was
well organized and accountable to the governing
body for the quality of the medical care provided
to the patients. This failure placed patients at risk
for not getting care that was driven by physician
quality.

Findings:

During an interview with Staff I and Administrator
H on 10/22/07 at 8:00 a.m., Staff I produced
documentation which established the fact that 45

out of a total of 50 provisional physicians had no

A 347

A347: Medical Staff

The Medical Staff is accountable to the Governing
Body for physician-driven quality of care.

The Conditions of Participation require that the
Medical Staff have processes to assess the
competence of medical staff members. The
medical staff is accountable to the hospital

governing body for assuring that there is a process
for assessment of medical staff members'

competencies. The KFH Fresno Professional Staff

Bylaws, which were approved by the Hospital
Governing Body, delineates such processes

including the requirement for proctoring in Section

Leads:

MQS,
Quality
Chief
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objective evidence of current and timely
proctoring in their credential files. Both Staff I and
Adm inistrator H stated that the proctoring was not

being done as set forth in the The Bylaws of the
Professional Staff for Kaiser Foundation

Hospital. They both stated that the current
proctoring process that was In use could not be
found within the Bylaws. Both Staff I and
Administrator H stated during the interview that

the physician in chief, the chief operatJng officer
of the hospital, members of the Executive
Committee, and members of the Credentials and

Privileges Committee were aware of the fact that
proctoring was not being done as set forth in the
Bylaws. They were also aware of the fact that
the current proctoring process that was in use
could not be found within the Bylaws.

Staff I went on to state that notices were routinely

sent to the appropriate individuals with regard to
the deficient proctoring files. Staff I then produced
objective documentation of the notification
process that had taken place. The documentation
clearly revealed attempts to relay information
regarding late proctoring issues to members
Credentials and Privileges Committee. Staff I
conceded that in both documented cases there
was breakdown in the chain of communication

between the physician in chief, the Credentials
and Privileges Committee, the Executive
Com m ittee and the chief executive officer of the

hospital.

During an interview with Physician F on 10/22/07
at 9:00 a.m., he stated that he was a member of
the Credentials and Privileges Committee. He

stated that the Department chiefs within the
I hospital who were responsible for the proctoring

and reporting to the appropriate committees were

A 3471 H-2. The CMS Conditions of Participation for
Hospitals do not explicitly require the performance
of proctoring.

Although proctoring is a part of the process to
assure that quality physicians serve on its medical
staff, an entire host of activities act as a check and

balance to ensure thata competent and

experienced medical staff provides care to patients.
The hospital assures that criteria for appointment of
new medical staff members and reappointment of
current medical staff members includes an

assessment of each individual's professional
conduct, competence, character, training,
experience and judgment. Proctoring is one of the
mechanisms that the Medical Staff uses in

conducting appraisals of its members.

The proctoring process has been redesigned to
include monitoring reports related to each

practitioner's proctoring status which are sent

monthly from C&P Committee to the MEC as
further evidence of the MEC's accountability for
assuring that quality of care provided by physicians
is evaluated in a systematic and consistent fashion.

See "A043(1) Proctorlna Process" as outlined

above for details related to the proctoring
process.
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not in compliance with the "The Bylaws of the
Professional Staff for Kaiser Foundation

Hospital.· He went on to state that the individual
Department chiefs were overwhelmed with their
proctoring and reporting responsibilities. He also
stated there was an abdication of responsibilities
at different levels among Department chiefs, key
committee members and the members of the
hospital administration.

During an interview with Physician C (physician in
chief) and Administrator G (senior vice
presidenVarea manager) on 10/24/07 at 9:00
a.m., both stated that they were the responsible
individuals who represented Medical Staff and
governing body, respectively. They both stated
that the lack of proctoring for 45 out of a total of
50 provisional physicians represented a failure of
the medical staff to be well organized and
accountable to the governing body for the quality
of medical care provided to the patients,.
Administrator G (senior vice presidenVarea
manager) stated in addition to being the
responsible individual representing governing
body within the facility she had also been a
member of the Credentials & Privileges
Committee for one year and the Executive
Committee for two years. She acknowledged the
fact that it was ultimately the responsibility of the
Executive Committee members to addressthe

proctoring issue. Further she stated that the full
complexity of this issue had not been directly and
appropriately escalated to her attention as the
responsible individual representing governing
body.

A 3531 482.22(c) MEDICAL STAFF BYLAWS

The medical staff must adopt and enforce bylaws
to carry out its responsibilities.

A 347

A 353
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A 353 I Continued From page 55

This STANDARD is not met as evidenced by:
Based on staff interview and administrative

document review, the hospital failed to ensure
the medical staff enforced bylaws to carry out its
responsibilities when 45 of 50 provisional
physicians were not proctored per the hospital
Bylaws. This failure placed patients at risk of not
receiving quality patient care.

Findings:

On 10/22/07 at 8:00 a.m., Staff I produced a
Summary of Progress on Proctoring dated
10/25/07 that directly related to the flow of
information regarding non-compliance with the
proctoring and credentialing process. Staff I
stated that as medical staff services supervisor
she presented reports on proctoring progress and
non-compliance on a monthly basis to the
Credentials & Privileges Committee. Staff I
stated that after the Credentials & Privileges
Committee was notified. the appropriate
Department chairs were notified regarding the
deficient proctoring of provisional physicians.
Staff I went on to say that it was the responsibility
of the Credentials & Privileges Comm ittee as well
as the Executive committee to work with the

department chairs as a means of ensuring their
cooperation regarding progress on proctoring.
Staff I produced objective documer,tation which
substantiated the appropriate individuals had
been notified in a timely manner however had not
cooperated as requested. The Bylaws contained
documentation under Section H-2 that "the initial
evaluation shall be for a period of one (1) year,
unless extended by the Credentials and Privileges

A 353

A353: Medical Staff

Refer to A043(1) ProctorlnQ. Process as outlined
above.

Proctoringhasbeenredesignedto assurethe
MedicalStaff'scompliancewith its Professional
StaffBylaws,andin particularin thoseprovisions
of the Bylawsrelatedto assessingthe competence
of provisionalstaffmembers.

Thesurveyorrevieweda listof 90 physicianfiles
for evidenceof proctoring,not 50 as statedin the
report. Thenumberof fileswithoutproctoringon
file was45 at the timeof the survey. Therefore,the
numbershouldhavebeenbasedon 45 of 90, not
45 of 50 asallegedin the Statementof
Deficiencies.

Leads:
MQS,
Quality
Chief
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Continued From page 56 A 353
Committee for an additional period of up to one year upon a determination of good cause. Theinitial evaluation period shall not exceed two (2)years."

On 10/22/07 at 9:00 a.m., Physician F stated that

he was a member of the Credentials andPrivileges Committee. Physician F stated that theDepartment chiefs within the hospital who wereresponsible for the proctoring and reporting to theappropriate committees were not in compliancewith the The Bylaws of the Professional Staff forKaiser Foundation Hospital. Physician F went onto state that the individual Department chiefswere overwhelmed with their proctoring andreporting responsibilities. Physician F also statedthere was an abdication of responsibilities atdifferent levels among Department chiefs, keycommittee members, and the members of thehospital administration which in turn led towidespread non-compliance with the the Bylawsas they relate to assessing provisional physiciansfor competence. A951-: Suralcal ServIces
A 951 482.51 (b) OPERATING ROOM POLICIES A 951Leads:AAQ:

Quality ChieiSurgical services must be consistent with needs
The Hospital reviewed its Operating Room policiesQuality

and resources. Policies governing surgical care

related to (1) Chain of Command policy, (2) LaborDirector,

must be designed to assure the achievement and

Delivery Recovery Post Partum Algorithm, and (3)MPCS

maintenance of high standards of medical

Vacuum Assisted Delivery policy to assure the

practice and patient care.

achievement and maintenance of high standards of

medical practice and patient care.

Consistent with that review is a summary of follow-
up actions that occurred immediately after theevent involving Patient 2 to re-educate the clinicalThis STANDARD is not met as evidenced by:

staff and medical staff of the policies and their

Based on staff interview, clinical record review,

respective accountability to comply with the

and administrative document review; the hospital
policies. Ongoing education continues through

failed to ensure surgical services were consistent
nursing forums, patient care team meetings and

staff huddles.
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Continued From page 57 A 9511, A Root Cause Analysis (RCA) was performed
05/19/05with needs and resources in two of 23 patients

after the event on 05/19/2005. During that RCA,

review of Chain of Command policy, the LDRP
(Patient 1 & 2). Policies governing surgical care Escalation Log Algorithm, and Vacuum Assistedwere not designed to assure the achievement and Delivery policy were all reviewed with the staff.maintenance of high standards of medical 2. Perinatal Patient Safety Project Committeepractice when there was no policy and procedure (PPSC) implemented in 03/01/2005.

03/01/05 a

for the transition from a vaginal delivery to
onQoinQ

surgical intervention. This placed the patients at
Multidisciplinary group consisting of staff,

risk for delayed surgical interventions.

physicians and departmental managers. During
meetings held from 03/05 through 10105, issuesFindings:

addressed included but were not limited to: Chain

of Command policy reviewed and revised, LDRP1. On 10/23/07 at 1:00 p.m., Patient 1's clinical
and Neonatal escalation algorithms developed

record was reviewed. Patient 1 was admitted with
and implemented SBAR communication and

preterm (about three weeks early) labor and
Human Factor training completed.

polyhydramnios ( an excess of fluid surrounding
3. Critical Events Training for staff completed in10105

the fetus in pregnancy) for observation to the
10105 (focus communications, team

hospital's labor and delivery department on
effectiveness) .

1/28/04 at 4: 15 p.m. with com plaints of uterine
4, Vacuum Assisted Delivery Policy revised and11105

contractions (uterus squeezes) since 1:30 p.m ..
education completed by 11/05.

Her contractions were 2 to 4 minutes apart lasting
5. The current OB inpatient chief was designated11/05

60 to 70 seconds, her babies' fetal heart tones by the Interim Department Chief to lead
were 154, and her membranes (bag encasing

performance improvement activities with
fluid surrounding the fetus) were intact. Patient 1

departmental manager in 2005 (Also serves as one
was started on a drug that inhibited preterm

of the co-chairs of Perinatal Service Performance
uterine contractions at 4:25 p.rn. In spite of the

Improvement Committee).
drug, Patient 1 continued to have contractions.

'6. Perinatology Algorithm for consultation07106
The stored fetal strip dated 1/28/04 at 6:09 p.m. requests amended and distributed to physicianscontained documentation of contractions five

and staff..
minutes apart lasting 50 seconds, fetal heart

7. Departmental Structure Standards updatedtones with a baseline of 150 to 180 with late 12/06. Section 2(F) - Consultation of Medical12/06
decelerations (a slowing of the heart rate in Staff outlines responsibilities of consulting and on-relation to contractions) and variability (changes

call physicians.in heart rate which reflect the status of the 8, Vacuum Assisted Delivery Perinatal Services03/07 and
nervous system). At 7:00 p.m., contractions were Policy revised, effective 03/07. Staff educated onongoingtwo to four minutes apart lasting 50 to 60 revisions. Revisions do include recommendations

seconds, and fetal heart tones with a baseline of
when to proceed to C-Section.

170 with late decelerations and poor variability.
9. Education initiated in 03/07 for staff and03/07 ancAt 8:04 p.m., contractions were three to four physicians on new Vacuum Assisted Deliveryongoingminutes apart lasting for 50 seconds, and fetal Device implemented in 05/07. Device is handled
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In 2007, the following activities have occurred for
staff and ohvsician!':ren;!rrlinn rp.!':nonsibilities for
reporting and escalating quality of care issues:

1. Critical Events Training - 10/23/07 through
10/25/07(was scheduled prior to the Validation

Survey occurring). Perinatal staff and physicians
participated with primary goal of improving
communication and team effectiveness. Had

exercises which involved emergency delivery
during training.

2. Highly Reliable Surgical Team (HRST)
program implemented in 08/07 - Perinatal

Services physicans and staff participating. Primary
goals: Implement standardized communication

techniques in every OR, Every procedure, Every
day.

3. Responsible Reporting Forms (RRF) Training
and reporting of quality concerns and/or medical

,errors. Staff are continually re-educated on the
, importance of reporting medical errors and/or

quality of care concerns via RRF reporting tools or
utilizing the Oops line for a verbal message. Data
indicators, such as shift, care provider, outcomes,
human factors, etc., are entered and tracked in
the Risk database. Trends are reviewed,
analyzed and presented to OPIC and MEC for

review and action minimally 4 times a year.

4. Significant Event education and reporting
(including SB 1301, 1312). Education to

physicians occurred 5/24/07 and 8/2/097 for S8
1301/1312 reporting guidelines. Additional

education to staff at leadership, departmental and

staff huddles to increase awareness for reporting
requirements. Staff expected to follow Significant
Event Reporting policy. Significant Event report
presented at MEC each month by Chief of Risk

A 951 Continued From page 58

heart tones with a baseline of 150 to 170 with late

decelerations and poor variability. Physician A
arrived at Patient 1's bedside to evaluate her at

8:00 p.m .. Patient 1 was dilated 1 to 2
centimeters (a measurement that is similar to
inches), and "late decelerations were noted with
uterine contractions" by Physician A. At 8:05
p.m., the drug to stop preterm labor was
discontinued. At 8:20 p.m., contractions were 5
minutes apart lasting 50 seconds, and fetal heart
tones with a baseline of 170 with late

decelerations occurring consistently, and poor
variability. At 10:18 p.m., contractions were two
minutes apart lasting 60 seconds, and fetal heart
tone baseline was 150 with late decelerations

after each contraction and poor variability. Patient
1's membranes were artificially ruptured at 11 :00
p.m., and at 11 :08 p.m. contractions were two
minutes apart lasting 60 seconds and the fetal
heart tone baseline was 150 with late

decelerations after each contraction and poor
variability. At 11 :40 p.m., Staff 2 took over the
nursing care of Patient 1. Staff 2 voiced concerns
regarding the fetal monitoring strip and the late
decelerations to Physician A. The fetal
monitoring strip indicated consistent late
decelerations and poor variability until Patient 1
was taken to the operating room for a cesarean
section at 1:03 a.m. on 1/29/04. Patient 1's labor

progress was from one to two centimeters at
10:00 p.m. to four centimeters before the
cesarean section at 1:03 a.m. (per the Operative
Report). The fetal monitor strip indi~ated poor
blood flow to the placenta (mothers' organ that
nourished the fetus) by late decelerations and
poor neurological (nervous system) status as
indicated by poor variability for three hours.
Patient 2's baby was delivered by cesarean
section and the reasons for the cesarean section

A 951 only by physician.
10. Nurse Executive continues to discuss Chain

of Command and escalation process at Patient
Care Team meetings.

06/01/07

10/25/07

08/07 and

ongoing

ongoing

OS/24//07 am

ongoing
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were documented as "fetal" distress according to
the Anesthesia Pre-Op Evaluation and a "non
reassuring tracing" according to Physician A's
Discharge Summary report.

On 10/23/071:30 p.m., an interview was
conducted with Staff 2 who took over nursing care
for Patient 1 at 11:40 p.m .. Staff 2 did not feel
comfortable with the "Iates (decelerations) and
not good variability and the way labor was
progressing", and voiced these concerns to
Physician A at that time. Staff 2 stated that
Patient 1 had a non·reassurjng monitor strip and
a slow progression of labor for over two hours.
Staff who were in the operating room during the
cesarean section told Staff 2 conditions were
"stressed". Staff 2 stated Physician A was
hounding nurses, telling them how to chart.

10
PREFIX

TAG

A 951

PROVIDER'S PLAN OF CORRECTION
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Management.

5. CMEpresentations- sampletopics: Peer
ReviewTraining(6/26/07,6/29/07,7/31/07,
9/12107,10/17/07,11/28/07)PatientProvider
Interaction(3/15/07,10/11/07,10/18/07),
Lar1]~?.Re~~rvic~sto ~uEPOJ:!_9ualityi:~~
(4/20/07),SafetyTraining(5/18/07,5/25/07,
6/8/07),EMTALAannualreview(8/10/07),Hospital
RepOrtingRequirements(5/24/07,8/2/07).

(X6)
COMPLETIO~

DATE

Ongoing -

On 10/24/07 at 2:00 p.m., an interview was
conducted with Staff 3. Staff 3 stated that a fetal
monitor strip with late decelerations indicated that
the placenta (organ that nurished the fetus) was
not getting enough oxygen and the baby needed
to be delivered. On the fetal monitor strip nurses
would also look at the variability which was a
reflection of the autonomic nervous system of the
baby and indicated the baby was compensating
(making up for a deficiency). Staff 3 stated that
the incident with the birth of Patient 1's baby in
2004 "should have been escalated" and that there

was a policy in place for Chain of
Command/Conflict Resolution that was not
followed. Staff 3 stated that there was a "violation
of common sense and standard of practice" in the
care delivered by Physician C to Patient 1 during
her babies' delivery in 2004. Patient 1's baby died
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A 951 I Continued From page 60

months later after going home.

On 10/24/07, the Chain of Command (Conflict
Resolution) effective in 2004 and 2005 was
reviewed. The policy contained documentation
under Procedure:

1. When a problem was identified on the unit, the
staff involved along with the physicians and other
care providers would work towards resolution.
2. If the staff were unable to resolve the issue,
the unit management team would be contacted to
assist.
3. The unit management staff would then assess
the situation and assist in solving the problem.
4. If the unit management staff was unable to
resolve the problem, the nursing supervisor would
be contacted.
5. The nursing supervisor would then assess the
situation and assist in solving the problem.
6. If the nursing supervisor was not able to
resolve the problem, the service director or nurse
executive would be contacted for assistance. If
the problem continued to be unresolved, the
hospital adm inistrator would be contacted. A
medical staff call resource was available for
assistance but was to only be called by the
nursing supervisor or On-Call administrator.

The procedure was not followed when
administration and the medical staff failed to

address and resolve problems regarding
Physician A's behavior and competency during
the delivery of Patient 1 baby when they were
identified.

On 10/25/07 at 8:50 a.m., an interview was
conducted with Administrator G and Physician C.
Administrator G and Physician C stated they were

A 951
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A 9511 Continued From page 61 ...
aware of the incident in 2004 with Patient 1 where

there was complete disorder in the operating
room, prolonged labor with an untimely
progression to a cesarean section, and no
gUidance for an escalation of concerns.

2. On 10/18/07 at 2:00 p.m., Patient 2's clinical
record was reviewed. According to
documentation in the Discharge Summary wr1tten
by Physician A, Patient 2 was admitted to t~'
hospital on 4/21/05 at 11:50 a.m. with the
diagnosis of twins at 37 weeks and uncontrolled
gestational diabetes for induction (causing labor).
Patient 1 progressed to complete dilatation at
10:15 p.m. and 0 station (ready for delivery) and
was taken to the operating room at 10:25 p.m. for
double set up for twin vaginal delivery. Twin A
was a normal vaginal delivery at 10:43 p.m. on
4/21/05 with Apgar scores of 9. After delivery of
Twin A, Twin S was vertex (head down) with a
"good" fetal heart rate. Active rupture of
membranes (bag encasing fluid surrounding the
fetus) was performed and clear fluid was noted.
The head was at +1 station (the level of the fetal
head in the cavity formed by the bones of the hip).
Patient 1's labor was assisted by medication.
After waiting for.40 minutes, vacuum extractions
were tried at 10:58 p.m. to accelerate delivery.
Two attempts with no pop-off (vacuum pops off
when pressure exceeds the minimum) were
made. The fetal head came down to +2 station.
Two more vacuum attempts and the head came
down to +3 st,qtion. The vacuum was applied one
more time due to maternal exhaustion, and with
one push and no pop-off, Twin B was delivered
at 12:22 a.m .. Twin S was very pale, had Apgars
of °and 0, and was resuscitated for 20 minutes
and expired at 12:42 a.m. on 4/22/05. Vacuum
extraction was attempted when the fetal head

A 951
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A 951/ Continued From page 62 I A 951

was high at +1 station. A total of five vacuum
extractions were attempted. The Clinical
Summary contained documentation that "Baby
had a good fetal heart up to the time of delivery,
but after delivery did not have heart rate and did
not respond to resuscitation." The Patient
Progress Record contained documentation that
the first vacuum extraction was attempted 10:58
p.m. but did not engage (take hold) and the next
vacuum extraction that engaged was at 11:24
p.m .. After four eHectlve vacuum extractions
were attempted, Patient 1 was prepared for a
cesarean section at 12:09 a.m .. After preparation
for at cesarean section at 12:18 a.m., one more
vacuum extraction was attempted and Twin B
was delivered at 12:22 a.m,and pronounced
dead at 12:42 a.m. An autopsy (exam to
determine cause of death) was done on 4/22/07 .
.The Autopsy report contained documentation that
the external examination was of a normally
formed male fetus at term with edema of the left
eye region and scalp (skin on the head). The
infant was pale with normal abdominal organs
and a normal heart. The Autopsy report findings
were "Large for gestational age, and sub-dural
blood in posterior fossa and spinal cord and
moderate disruption cervical spinal cord,
consistent with occiput-C1 or cervical vertebral
body separation."

On 10/18/07 at 4:30 p.m., an interview was
conducted with Staff 6. Staff 6 took over nursing
care of Patient 2 at 11 :30 p.m. on 4/21/05. Staff 6
stated that the Patient 2's Twin B fetal heart tones
were "good" until the last vacuum extraction.
Staff 6 stated that on the last vacuum extraction
that resulted in the delivery of Twin B, Physician A
was on his hands and knees and pulled and was
rough. Staff 6 stated that the babywas born
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dead, and Physician A was angry and yelled at
everyone else saying it was their fault. Staff 6
stated that Physician A harassed others and told
them what to chart. Staff 6 stated that Physician A
was written up before this and after, and there
was nothing done about It. Staff 6 stated it was
hard to work with Physician A because he yelled
at the nurses, harassed them, and would not
listen to them. Staff 6 stated there was no control
in the surgical room during the delivery.

On 10/22/07 at 8:40 a.m. an interview was
conducted with Staff 4 regarding the hospitals'
analysis of the incident with Patient 2. The
Overview SE 05-004-SV contained
documentation that therEilwas a concern with
"technique in extracting infant at delivery; lack of
teamwork, communication" in the operating room.

On 10/23/07 at 3:10 p.m., an interview was
conducted with Staff 1. Staff 1 stated that as a
supervisor, she was told by staff that Physician A
lashed out at the nursery nurse after Patient 2's
baby was born dead. Physician A tOld"the nurse
that he "Only gave a gentle pull." Staff in the
room during the vacuum extraction delivery of
Patient 2 in 2005 told Staff 1 that Physician A
"pulled with a jerk motion at the end." Staff 1
stated that Physician A violated the vacuum
extraction policy and procedure by continuing to
use the vacuum extractor on Patient 2's baby
beyond what any other Obstetrical doctor would
have. After the delivery of Patient 2's twins in
2004, the quality of care issue was brought to the
attention of the NE immediately. Physician A was
back on call two days after the incident. Staff 1
stated there was a Labor Delivery Recovery
Postpartum (LDRP) Escalation Algorithm (set
rules) in place in 2005 when Patient 2's twin baby
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was delivered. Staff 1 stated that staff present
during Patient 2's delivery "did not escalate the
event" as set for the in the Algorithm when "it was
taking too long" and the 'vacuum pulls" were
inappropriate. After the incidents during delivery
In the operating room of Patient 2's twins, Staff 1
stated there was no feedback given about any
effort that "Quality" addressed Physician A's .
behavior.

On 10/24/07 at 1:45 p.m., an interview was
conducted with Staff 5. Staff 5 took over nursing
care in the operating room the night of 4/22/05
when Patient 2'5 Twin S was delivered. Staff 5

stated that Physician A screamed and mumbled
in the operating room. Staff 5 stated that the
"technique method of the last one (vacuum
extraction) was forceful, adamant, and rough and
ultimately separated the spinal cord." Twin B had
a "nuchal (neck) cord around the neck one time,
and that was why the babies head would not
come down". Staff 5 asked if Physician A was
ready for a cesarean section, and he did not
listen. Staff 5 stated Physician A had stated that
he promised Patient 2 a vaginal delivery and
stated "we are going to do this." Staff 5 stated
Physician A harassed staff when charting and told
staff what they should say. Physician A told Staff
5 to chart that there was gentle suction on Twin
B.

On 10/24/07 at 2:30 p.m., an interview was
conducted with Staff 1 and Staff 3. The hospital's
policy for vaginal deliveries with vacuum
extraction that transition into cesarean sections

was requested. Staff 1 and StaH 3 stated that
there were no policies regarding vaginal deliveries
with vacuum extraction that transition into
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cesarean section.

On 10/24/07, the policy titled "Chain of Command
(Conflict Resolution)1l effective in 2004 and 2005
was reviewed. The policy contained
documentation under Procedure:

1. When a problem was identified on the unit, the
staff involved along with the physicians and other
care providers would work towards resolution.
2. If the staff were unable to resolve the issue,

the unit management team would be contacted to
assist.
3. The unit management staff would then assess
the situation and assist in solving the problem.
4. If the unit management staff was unable to
resolve the problem, the nursing supervisor would
be contacted.
5. The nursing supeNisor would then assess the
situation and assist in solving the problem.
6. If the nursing supeNisor was not able to
resolve the problem, the seNice director or nurse
executive would be contacted for assistance. If
the problem continued to be unresolved, the
hospital administrator would be contacted. A
medical staff call resource was available for
assistance but was to only be called by the
nursing supeNisor or On-Call administrator.

The procedure was not followed when
administration and the medical staff failed to

address and resolve problems regarding
Physician A's behavior and competency during
the delivery in the operating room of Patient 2's
twins in 2005 when they were identified.

On 10/2407, the IlLDRP (Labor Delivery Recovery
Postpartum) Escalation Algorithm" guideline
effective in 2005 was reviewed. The guideline

A 951
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contained documentation as follows:
1. For clinical practice issues, the Licensed
Vocational Nurse/ Registered Nurse (LVN/RN)was to confer with peers and or the Clinical NurseSpecialist (CNS).2. Thenthe Medical Doctor (MD) on-call was tobe contacted.3. Then then the consult with back-up MD was tobe contacted.4. Then Obstetrical (OB) Nursing Manager wasto be contacted.5. Then If the nursing manager was unavailable,the AN was to go upward to the OB Chief and tothe Assistant Physician In Chief (APIC) or MDAdministrator on-call,6. Before the OB Chief was notified, the ServiceDirector could be notified and the Perinatologistcould be consulted as needed.
The Algorithm was not followed during the
delivery of Patient 2's twins when staff presentduring Patient 2's delivery "did not escalate theevent" as set forth in the Algorithm when toomuch time elapsed between vacuum pulls anddelivery, the vacuum pulls were inappropriate,and there was complete disorder in thedelivery/operating room.
On 10/24/07, The Vacuum Assisted Delivery

I

policy dated March of 2004 was reviewed. The purpose was to clarify indications of use,procedure and contraindications of vacuumassisted deliveries. The procedure as to when todiscontinue the use of the vacuum was asfollows:
1. If progress was not being made with each
contraction.
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2. If the extractor becomes disengaged
(disconnected) 3 times.
3. If 20 to 30 minutes elapsed without success.
4. If trauma (injury) of fetal scalp was observed.

The policy was not being followed when progress
was not made with each contraction, over two
hours elapsed between the start of the use of the
vacuum until delivery, vacuum pulls were~'
inappropriate, and when injury was noted tq;:.fne
fetal scalp at birth. "

On 10/25/07 at 8:50 a.m., an interview was
conducted with Administrator G and Physician C,
Administrator G and Physician C stated they were
aware of the incident in 2005 with Patient 2's
twins where there was complete disorder in the
operating room, a prolonged vacuum extraction
delivery of a non-viable twin, and quality of care
policies and procedures that were not followed
when concerns about Physician A were not
communicated appropriately and/or addressed
and resolved effectively.

A '951
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