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“Knowing is not enough; we must apply.  

Willing is not enough; we must do.”  

          — Goethe 

4 
 
CONTACT INFORMATION:  Julie and Linda 
 
 

5 
 
Definitions 
 
 

8 
About the Patient Safety and Quality Improvement         
Act of 2005  
 
 

9 
Resource: 
List of PSWP Privilege Cases in this Presentation 
October 2017 – March 2021 

 

11 
Resource: 
PSWP PRIVILEGE PROTECTION CHECKLISTS 
Covering all requirements/prohibitions from cases presented 

 

23 
Resources:  
PSWP, PSQIA, PSO INTERACTION, and PATIENT SAFETY 
WEBSITES 

 

25 
Resource:  
SAMPLE HEALTHCARE PSWP PRIVILEGE LOG 
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26 
Resource:  
SAMPLE ORGANIZATION REPRESENTATIVE AFFIDAVIT 
 
 

31 
Resources:  
TOOLS & TOOLKITS 
     Patient Safety Toolkit 
     PSO Toolkit 
     CANDOR Program Toolkit 
 
LEGAL CASE STANDARD:  The University of Kentucky v 
Bunnell 
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If you would like: 

▪ further information or have questions 
 

▪ assistance with creating or revising your Patient Safety and 

Quality Improvement PSWP Program Policies or 

Procedures 
 

▪ assistance training your staff with regard to implementing, 

operating, or maintaining compliance with legal 

requirements to preserve PSWP privilege, or 
 

▪ legal assistance communicating with legal counsel on 

existing matters with regard to their part in asserting, 

proving, and preserving the PSWP privilege  

 

Contact us at 

 

Julie Janeway, MSA, JD 
Associate Principal 
Foley, Baron, Metzger & Juip, PLLC 
jjaneway@fbmjlaw.com 

 

Linda Weirauch, RN, MSN, CPHQ, LGBH 
Select Specialty Hospitals 
lweirauc@hotmail.com 

 

 

 

 

Patient Safety and Quality Improvement Act (PSQIA) 

mailto:jjaneway@fbmjlaw.com
mailto:lweirauc@hotmail.com
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RELEVANT TERMS AND DEFINITIONS 

42 USC 299b-21 

(1) HIPAA Confidentiality Regulations 

The term "HIPAA confidentiality regulations" means regulations promulgated under 

section 264(c) of the Health Insurance Portability and Accountability Act of 1996 (Public 

Law 104–191; 110 Stat. 2033). 

(2) Identifiable Patient Safety Work Product 

The term "identifiable patient safety work product" means patient safety work product 

that— 

(A) is presented in a form and manner that allows the identification of any provider that 

is a subject of the work product, or any providers that participate in activities that are a 

subject of the work product; 

(B) constitutes individually identifiable health information as that term is defined in the 

HIPAA confidentiality regulations; or 

(C) is presented in a form and manner that allows the identification of an individual who 

reported information in the manner specified in section 299b–22(e) of this title. 

(3) Nonidentifiable Patient Safety Work Product 

The term "nonidentifiable patient safety work product" means patient safety work 

product that is not identifiable patient safety work product (as defined in paragraph (2)). 

(4) Patient Safety Organization (PSO) 

The term "patient safety organization" means a private or public entity or component 

thereof that is listed by the Secretary pursuant to section 299b–24(d) of this title. 

(listed at AHRQ.gov) 

(5) Patient Safety Activities 

The term "patient safety activities" means the following activities: 

(A) Efforts to improve patient safety and the quality of health care delivery. 

(B) The collection and analysis of patient safety work product. 

(C) The development and dissemination of information with respect to improving patient 

safety, such as recommendations, protocols, or information regarding best practices. 

(D) The utilization of patient safety work product for the purposes of encouraging a 

culture of safety and of providing feedback and assistance to effectively minimize 

patient risk. 
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(E) The maintenance of procedures to preserve confidentiality with respect to patient 

safety work product. 

(F) The provision of appropriate security measures with respect to patient safety work 

product. 

(G) The utilization of qualified staff. 

(H) Activities related to the operation of a patient safety evaluation system and to the 

provision of feedback to participants in a patient safety evaluation system. 

(6) Patient Safety Evaluation System (PSES) 

The term "patient safety evaluation system" means the collection, management, or 

analysis of information for reporting to or by a patient safety organization. 

(7) Patient Safety Work Product (PSWP) 

(A) In general 

Except as provided in subparagraph (B), the term "patient safety work product" 

means any data, reports, records, memoranda, analyses (such as root cause 

analyses), or written or oral statements— 

(i) which— 

(I) are assembled or developed by a provider for reporting to a patient safety 

organization and are reported to a patient safety organization; or 

(II) are developed by a patient safety organization for the conduct of patient safety 

activities; and which could result in improved patient safety, health care quality, or 

health care outcomes; or 

(ii) which identify or constitute the deliberations or analysis of, or identify the fact of 

reporting pursuant to, a patient safety evaluation system. 

(B) Clarification 

(i) Information described in subparagraph (A) does not include a patient's medical 

record, billing and discharge information, or any other original patient or provider 

record. 

(ii) Information described in subparagraph (A) does not include information that is 

collected, maintained, or developed separately, or exists separately, from a 

patient safety evaluation system. Such separate information or a copy thereof 

reported to a patient safety organization shall not by reason of its reporting be 

considered patient safety work product. 

(iii) Nothing in this part shall be construed to limit— 
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(I) the discovery of or admissibility of information described in this subparagraph in a 

criminal, civil, or administrative proceeding; 

(II) the reporting of information described in this subparagraph to a Federal, State, or 

local governmental agency for public health surveillance, investigation, or other public 

health purposes or health oversight purposes; or 

(III) a provider's recordkeeping obligation with respect to information described in this 

subparagraph under Federal, State, or local law. 

(8) Provider 

The term "provider" means— 

(A) an individual or entity licensed or otherwise authorized under State law to 

provide health care services, including— 

(i) a hospital, nursing facility, comprehensive outpatient rehabilitation facility, 

home health agency, hospice program, renal dialysis facility, ambulatory surgical 

center, pharmacy, physician or health care practitioner's office, long term care 

facility, behavior health residential treatment facility, clinical laboratory, or health 

center; or 

(ii) a physician, physician assistant, nurse practitioner, clinical nurse specialist, 

certified registered nurse anesthetist, certified nurse midwife, psychologist, 

certified social worker, registered dietitian or nutrition professional, physical or 

occupational therapist, pharmacist, or other individual health care practitioner; or 

(B) any other individual or entity specified in regulations promulgated by the 

Secretary. 

 

 

 

 

 

 

 

 

 

Patient Safety and Quality Improvement Act of 2005  

 



Page 8 of 31 
 

 

The Patient Safety and Quality Improvement Act of 2005 (PSQIA) establishes a 

voluntary reporting system designed to enhance the data available to assess and 

resolve patient safety and health care quality issues.  To encourage the reporting and 

analysis of medical errors, PSQIA encourages reporting of patient safety and healthcare 

quality information to patient safety organizations (PSO) through a patient safety 

evaluation system (PSES) by providing Federal confidentiality and privilege over that 

information, known as patient safety work product (PSWP).  The PSQIA also authorizes 

the Agency for Healthcare Research and Quality (AHRQ) to authorize and list PSOs.  

PSOs are the external experts that collect and review patient safety information. 

Any records assembled or developed by a provider for reporting to a PSO and that are 

reported toa PSO or are developed by a PSO for the conduct of patient safety activities 

and which could result in improved safety, care, and outcomes, are protected as PSWP. 

Those records that are not collected, maintained, or developed separately, or that do 

not exist separately from a PSES are not protected under the privilege. 

The PSQIA authorizes HHS to impose civil money penalties for violations of patient 

safety confidentiality.   
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- RESOURCE -  

PSQIA / PATIENT SAFETY WORK PRODUCT PRIVILEGE 

RECENT CASES: 2017- 2021 

 

In chronological order: 

• Charles v. Southern Baptist Hosp. of Fla., Inc., 209 So. 3d 1199, 2017 - 

Supreme Court of Florida 

 

• Univ. of Ky. v. Bunnell, 532 S.W.3d 658, 2017 Ky. App. LEXIS 697 - Court of 

Appeals of Kentucky 

 

• Edwards v. Thomas, 229 So. 3d 277, 2017 - Supreme Court of Florida 

 

• Daley v Teruel, 2018 IL App (1st) 170891 *; 107 N.E.3d 1028 **; 2018 - 

Appellate Court of Illinois, First District, Fourth Division 

 

• Grider v. Shawnee Mission Med. Ctr., 2018 U.S. Dist. LEXIS 138236 *; 2018 

WL 3862703, 2018 - United States District Court for the District of Kansas 

 

• Shands Teaching Hosp. & Clinics, Inc. v. Azar, 2018 U.S. Dist. LEXIS 223787 

*, 2018 - United States District Court for the Northern District of Florida, 

Gainesville Division 

 

• Hyams v. CVS Health Corp., 2019 U.S. Dist. LEXIS 213796, 2019 - United 

States District Court for the Northern District of California, San Francisco 

Division 

 

• Hite v. Mary Immaculate Hosp., Inc., 105 Va. Cir. 121, 2020 - Circuit Court of 

the City of Newport News, Virginia 

 

• Ungurian v. Beyzman, et al., 2020 PA Super 105, 2020 - Pennsylvania 

Superior Court 

 

• Shands Jacksonville Med. Ctr., Inc. v. Azar, 2020 U.S. Dist. LEXIS 101957 *, 

2020 - United States District Court for the Middle District of Florida, Jacksonville 

Division 

 

• Thompson v. United States, 2020 U.S. Dist. LEXIS 122039 *, 2020 - United 

States District Court for the Southern District of Illinois  
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• Penman v. Correct Care Solutions, 2020 U.S. Dist. LEXIS 131326, 2020 - 

United States District Court for the Western District of Kentucky, Paducah 

Division 

 

• Herriges v. Cty. Of Macomb, 2020 U.S. Dist. LEXIS 146663, 2020 - United 

States District Court for the Eastern District of Michigan, Southern Division 

 

• Rice v. St. Louis Univ., 2020 U.S. Dist. LEXIS 194928 *; 2020 WL 6158029, 

2020 - United States District Court for the Eastern District of Missouri, Eastern 

Division 

 

• McCue v. Integra, 2021 U.S. Dist. LEXIS 92573, 2021 - United States District C 

ourt for the District of Montana, Missoula Division  

 
NOTE:  All legal research should be read thoroughly and updated (shepardized or key cited) before use.  

Consultation with a licensed attorney experienced in health law is recommended 
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- RESOURCE -  

PSWP PRIVILEGE PROTECTION CHECKLISTS 

 

CHECK YOUR PROGRAM 

 Are there detailed, written policies and procedures for 
your Patient Safety/Quality Improvement PSES/PSO 
Program?  If no, establish immediately 

 Is there a defined team of people who work on 
PSES/PSO matters?  If no, establish immediately 

 Are the team members qualified to perform their 
roles, and could your organization defend that in 
court?  If no, change out unqualified team members 

 If team members are healthcare providers, are their 
licenses and certifications up-to-date and in good 
standing (at all times)?  If no, correct the situation 
and do not let them participate in PSES/PSO efforts 
until such correction is made 

 Have all PSES/PSO team members been properly and 
completely trained on their duties, requirements, 
prohibitions, and confidentiality requirements?  If no, 
correct immediately 

 Does your organization have a valid contract with an 
AHRQ-approved PSO? If no, get one immediately 

 Has your organization’s name, address, or other 
identifying information changes since the PSO contract 
was signed?  If yes, see below 

 Have you contacted the PSO in writing to inform it of 
the name or other information change?  If no, do so 
immediately 

 Has the PSO acknowledged the changed 
information in writing?  If no, obtain such a document 
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 Has there been an addendum made to the PSO 
contract noting that the relationship has continued 
from the old information through to the new 
information?  If no, obtain and execute such an 
addendum 

 Has the organization received a formal, written 
acknowledgement from the PSO that the relationship 
is continuing from old name to new name especially 
for any cases that cross-over the name change time 
period?  If no, obtain acknowledgement 

 Is there a policy or requirement that discussion of, or 
reference to anything remotely related to the work or 
documents of the PSES/PSO program are not to be 
mentioned in emails?  If no, create and discourage such 
in emails as they are very difficult to establish as PSWP 

 Is all PSWP securely stored and protected at all times, for 
both physical materials and digital materials?  If no, 
correct immediately 

 Have the organization and all PSES/PSO team members 
been strictly and vigilantly compliant with all laws, 
regulations, internal policies/procedures, and PSO 
policies, procedures, and requirements?  If no, document 
period(s) of complete or partial noncompliance, and 
immediately correct compliance issues 

 Are all Privilege Logs and all PSO Encounter Entry 
Reports consistent with each other? 

 Are all documents, information, materials that are entered 
into the PSES properly marked (on all pages of each): 
Patient Safety Work Product — PSWP created and 
intended solely for reporting to PSO / This document is 
protected from disclosure pursuant to 42 U.S.C. § 299b-
22 ? 
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 Is your organization and the PSES/SO team prepared to 
handle requests or subpoenas for documents with regard 
to PSWP in Section 1983 federal civil rights cases, 
employment discrimination cases, wrongful (employment) 
discharge cases? 

 Documents, information, or materials that concern a 
patient event or other legal matter that occurred before 
the organization was in full and complete compliance with 
the PSQIA may not qualify for such materials to be PSWP 
protected – note any such matters that existed before 
100% strict compliance with PSQIA took place and have 
legal counsel calculate statute of limitations periods on 
each 

 Is there a protocol for engaging with the defense attorney 
handling the matter to coordinate content and accuracy of 
all pleadings, motions, affidavits, planned testimony, etc, 
regarding PSWP?  If no, create one and designate 
PSES/PSO program leader to be the liaison 

 Are requirements for compliance with any state court 
PSWP and/or peer review protections built into the 
policies, procedures, processes, protocols to serve as a 
back-up in the event PSWP status under PSQIA is not 
achieved?  If no, then correct the situation to include 

 

CHECK YOUR DOCUMENTS/INFORMATION 

 IS IT PSWP: 

 What is the document or other material? 

 Why was it created? (peer review, RCA, FMEA, etc.)? 

 Was it created for use in reporting for other external 
requirements?  If yes, then not PSWP 
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 Will it possibly improver patient safety, quality 
improvement, and/or improve healthcare outcomes?  If 
no, then not PSWP 

 Was it/will it be soon collected and protected in the 
PSES?  If no, then not PSWP 

 Does it exist, or has it, or any protected part of it, been 
permitted outside the closed loop system of the PSES 
and PSO?  If yes, then not PSWP 

 Was it generated solely for the purpose of being 
submitted to a PSO? If no, then not PSWP 

 Is the document or information about whether something 
in particular exists (e.g., proof of a meeting, another 
document, analysis, interview reports)?  If yes, it may be 
PSWP depending on how a judge would rule.  Enter it into 
the PSES and the Privilege Log anyway, and submit to 
the PSO for maximum evidence potential 

 Is the document or information about whether a meeting, 
event, interview, etc., was held?  If yes, it may be PSWP 
depending on how a judge would rule 

 Enter it into the PSES and the Privilege Log anyway, 
and submit to the PSO for maximum evidence 
potential 

 Is it surveillance video, surveillance stills, or still 
photographs?  If yes, then not PSWP (unless it is 
photographs taken solely for reporting purposes to the 
PSO) 

 Does the document, information, or material concern a 
patient event or other legal matter that occurred before 
the organization was in full and complete compliance with 
the PSQIA?  If so, PSWP may not attach depending on 
how judge rules 
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 Quantros/Other Healthcare Performance or Patient 
Safety Analytical Reports:  Is the document a Quantros 
or other similar, healthcare performance, or patient safety 
analytical report?  If yes, then treat as PSWP – enter into 
PSES, Privilege Log, and send to PSO 

 Is there any redacted information in reports that are being 
turned over to plaintiff’s counsel?  If yes, see next 
question 

 Is the redacted information solely relating to deliberations 
or analyses of or about reporting to PSES or PSO?  If 
yes, then such explanation must be made for EACH 
redaction 

 Is the redacted information identifying actual reporting to 
PSES or PSO?  If yes, then such explanation must be 
made for EACH redaction 

 Risk Management Worksheets (or similar 
documents):  Were they solely created for submission to 
the PSO, and do they meet the statutory requirements of 
PSWP?  If yes, then treat as PSWP – enter into PSES, 
Privilege Log, and send to PSO 

 Have documents, information, material been submitted to 
PSO before requests have been made for them, and 
before any affidavits have to be signed referencing them? 
(Do not delay in sending to PSO) 

 Is there a procedure in place to ensure that all 
submissions to the PSO are checked for full compliance 
with all organizational policies, procedures, protocols, as 
well as those of PSO, including submission of documents 
in particular file formats or via a particular submission 
method, software, etc? 
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CHECK YOUR DUAL / MULTI ORGANIZATION REPORTING 

SITUATION 

 Where do you have to report this information, or part of 
this information? 

 If you must report this information, document, or material 
to any person or organization outside the PSES/PSO 
closed-loop system (EXTERNAL reporting), then: 

 Determine what information could be used to 
complete the EXTERNAL reporting. 

 Separately, determine what information could be 
used to complete the PSES/PSO reporting. 

 Ensure that the EXTERNAL reporting does not use 
anything that will be generated by the PSES/PSO 
team. 

 Ensure that the EXTERNAL reporting is completed 
by individuals who are not working on the 
PSES/PSO team 

 Complete the EXTERNAL reporting FIRST if 
possible (before anything could even have existed 
that could be PSWP so that no claim can be made 
that it was used in the EXTERNAL reporting) 

 AFTER the EXTERNAL reporting has been 
completed, have the PSES/PSO team complete the 
work necessary for PSES/PSO reporting and 
intended solely for same.  Information used in 
EXTERNAL reporting may be used in the 
PSES/PSO reporting, but not vice versa 

 Store all records for EXTERNAL and PSES/PSO 
reporting separately 

 Do not let teams for either type of reporting comingle or 
discuss their work in any way  

 Immediately enter all PSES/PSO intended work into the 
PSES and the Privilege Log 
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 As soon as is possible, send all PSES information to the 
PSO 

 Put the PSO receipts or reports into the Privilege Log 

 

CHECK YOUR DELIBERATIONS/ANALYSIS 

 Did the deliberations or analysis use PSWP?  If yes, then 
PSWP – enter into PSES, Privilege Log, and send to PSO 

 Did the deliberations or analysis use non-PSWP as 
underlying information?  If yes, then still PSWP – enter 
into PSES, Privilege Log, and send to PSO 

 Was the underlying non-PSWP information specifically 
excluded information (e.g., patient medical records, billing 
discharge and operations records)?  If yes, then not 
PSWP 

 Was underlying information used for any external 
reporting?  If no, then enter into PSES, Privilege 
Log, and send to PSO for maximum chance at being 
covered as PSWP in relation to deliberations and 
analysis 

 Was there a document or information created regarding 
deliberations or analysis as to sole purpose vs dual 
purpose of a document or other material?  If yes, then see 
next question 

 Is the document or information created regarding 
deliberations or analysis as to sole purpose vs dual 
purpose of a document or other material entered into the 
PSES?  If yes, then it is PSWP – enter into Privilege Log, 
and send to PSO 
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CHECK THAT YOU      DIDN’T 

 Did you use PSWP in the creation of an external report or 
work product?  If yes, then PSWP no longer applies 

 Did you make vague statements in an affidavit or reports 
with regard to intention to create PSWP solely for 
reporting to a PSO?  Correct immediately 

 Did you state in an affidavit or report that any documents 
or information may be submitted to a PSO?  Correct 
immediately 

 Over-state or understate on an affidavit?  Correct 
immediately 

 Have additional events, documents or issues arise after 
issuing an affidavit attesting to a defined set of 
statements, events, documents, or issues, and then fail to 
amend the affidavit to include the later statements, 
events, documents, or issues to which affiant can attest 
from first-hand, actual, and complete knowledge?  Correct 
immediately 

 Submit anything to the PSO that is not 100% in 
compliance with organization’s own policies/procedures, 
and the policies, procedures, and other requirements of 
PSO (e.g., submitting in particular file formats [.doc, .pdf, 
.xls, rtf ] or using required forms, formats, abbreviations, 
etc.? 

 Submit anything to PSO containing typos, misspelled 
names, date or fact inconsistencies, or discrepancies of 
any kind? 

 Fail to fix any item on these checklists that is out of 
compliance 
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CHECK WITH LEGAL COUNSEL 

 Has the PSWP privilege been asserted in the legal matter 
with extreme specificity and in complete compliance with 
the requirements of the PSQIA, the organizations’ policies 
and procedures, and the requirements of the PSO? 

 Have materials at issue been submitted to the judge for in 
camera review?   

 Do they meet the definitions of PSWP per the 
checklist above? 

 If so, were they properly marked as being created for 
the sole and singular purpose of being reported to 
the PSO (preferably every page)? 

 Were they entered into the PSES? 

 Have they and their complete contents remained 
100% within the PSES/PSO closed-loop system? 

 Were they timely submitted to the PSO? 

 Were they entered into the Privilege Log? 

 Does the attorney have a copy of the Privilege Log? 

 Were receipts or reports obtained from the PSO 
showing proof of the documents’ submission to the 
PSO? 

 Were the PSO receipts or reports also entered into 
the Privilege Log? 

 Does the attorney have copies of the PSO receipts 
or reports for the documents/information submitted? 

 Is all information contained in affidavits, attestations, and 
planned testimony 100% accurate and match anything 
pled or written in legal documents by attorneys, especially 
dates and document types/names?  If no, then have 
attorney correct to create consistency and cohesion 
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 Have you evaluated the level of familiarity the attorney 
has with the PSQIA, PSWP privilege, and the previous 
five years of case law development?  If not, correct 
immediately and provide the 2017-2021 case law list 
enclosed in the webinar resource booklet to the attorney 

 

CHECK YOUR AFFIDAVIT AND TESTIMONY 

 Has the PSWP privilege been asserted in the legal matter 

with extreme specificity and in complete compliance with 

the requirements of the PSQIA, the organizations’ policies 

and procedures, and the requirements of the PSO? 

 Is an affidavit going to be submitted in the case with 

regard to asserting the PSWP privilege over particular 

documents, information, and materials? 

 Is the head of the PSES/PSO program going to be the 

affiant?  (It must be to meet various court tests) 

 Does affidavit state, and can affiant honestly attest that 
affiant has first-hand experience and knowledge about 
everything to which affiant will be attesting (and later 
testifying)? 

 Does affidavit state, and can affiant honestly attest that 
affiant was the individual who sent the PSWP to the 
PSO? 

 Does affidavit state, and can affiant honestly attest that 

the organization has been in full compliance with all 

requirements of PSQIA and Court decisions re: PSWP 

privilege throughout the entire incident, investigation, and 

reporting process? 
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 Does affidavit state, and can affiant honestly attest that 

affiant and organization were in full compliance with all 

statutory requirements at all times? 

 Does affidavit state, and can affiant honestly attest that 

affiant and organization were in full compliance with all 

requirements of organization’s own internal policies 

regarding intending, designating, and protecting PSWP at 

all times? 

 Does affidavit state, and can affiant honestly attest that 

the organization prepared the documents or other 

information or materials for reporting to a PSO and then 

actually reported them to a PSO?   

 Does affidavit state, and can affiant honestly attest that 

each, specific, individual document or other information or 

material at issue was prepared for the sole and singular 

purpose of reporting to a PSO? 

 Does affidavit state, and can affiant honestly attest that 
PSWP was not released or existed outside of PSES? 

 Does affidavit state, and can affiant honestly attest that 
PSES/PSO team members are qualified to perform the 
functions they perform? 

 Does affidavit state, and can affiant honestly attest that 
PSES/PSO team members were properly licensed and in 
good standing if required? 

 Does affidavit state, and can affiant honestly attest that 
documents/information were sent to the PSO, the identity 
of the PSO, the title of the documents, and a description 
of the documents/information was provided ? 

 Is affiant completely familiar with all related records, 
documents, information, materials, events, statements, 
and other particulars as concerns statements in affidavit? 
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 Does affiant completely understand all particulars, 
specifics, procedures, protocols, process, and 
requirements of the entire PSES/PSO program and could 
testify effectively and competently to same? 

 Has affiant reviewed the contents of the sample affidavit 
provided in the webinar resource booklet before signing 
an affidavit?  
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- RESOURCES - 

PSWP, PSQIA, PSO INTERACTION 
and PATIENT SAFETY WEBSITES 

 
Each of the sites below contains a wide variety of resources, tools, kits, forms, 

case studies, training, and other helpful materials 

▪ Agency for Healthcare Research and Quality (AHRQ) 

AHRQ.gov  

The Agency for Healthcare Research and Quality (AHRQ) is the lead Federal 

agency charged with improving the safety and quality of America's health care 

system. AHRQ develops the knowledge, tools, and data needed to improve the 

health care system and help Americans, health care professionals, and 

policymakers make informed health decisions.  AHRQ authorizes and lists PSOs. 

 

▪ Patient Safety and Quality Healthcare (PSQH) 

PSQH.com 

Patient Safety & Quality Healthcare (PSQH) provides 

insights and analysis on issues related to healthcare 

improvement, quality, and safety, across all settings. Under 

the guidance of our experienced editorial team, PSQH 

provides detailed updates along with first-hand accounts 

from healthcare executives who have effectively improved the 

quality of care at their institutions, while keeping facilities and 

patients safe.  Published daily online, PSQH serves the needs of those dedicated to 

ensuring the highest levels of quality and safety, including the c-suite, quality and 

safety management, and their teams. 

 

▪ PSNet 

PSNet.ahrq.gov 

AHRQ Patient Safety Network (PSNet) is a national web-based resource featuring 

the latest news and essential resources on patient safety. The site offers weekly 

updates of patient safety literature, news, tools, and meetings ("Current Issue"), and 

a vast set of carefully annotated links to important research and other information on 

patient safety ("The Collection"). 

 

▪ Institute for Healthcare Improvement (IHI) 

IHI.org 

For 30 years, the Institute for Healthcare Improvement (IHI) has used improvement 

science to advance and sustain better outcomes in health and health care across 

the world.  We bring awareness of safety and quality to millions, accelerate learning 
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and the systematic improvement of care, develop solutions to previously intractable 

challenges, and mobilize health systems, communities, regions, and nations to  

reduce harm and deaths.  We work in collaboration with the growing IHI community 

to spark bold, inventive ways to improve the health of individuals and populations. 

We generate optimism, harvest fresh ideas, and support anyone, anywhere who 

wants to profoundly change health and health care for the better. 

 

▪ National Quality Forum (NQF) 

qualityforum.org 

The National Quality Forum (NQF) is a not-for-profit, nonpartisan, membership-

based organization that works to catalyze improvements in healthcare.  NQF 

measures and standards serve as a critically important foundation for initiatives to 

enhance healthcare value, make patient care safer, and achieve better outcomes. 

 

▪ National Committee for Quality Assurance (NCQA) 

NCQA.org 

Points the way to health care that science says works. 

Studies how well health plans and doctors provide scientifically recommended care.  

Identifies organizations that are run in ways that make care better.   

 

▪ National Patient Safety Foundation (NPSF) 

NPSF.digitellinc.com/npsf/ 

NPSF partners with patients and families, the health care community, and key 

stakeholders to advance patient safety and health care workforce safety and 

disseminate strategies to prevent harm. 

 

▪ The Joint Commission (TJC) 

Jointcommission.org 

Through leading practices, unmatched knowledge and expertise, we help 

organizations across the continuum of care lead the way to zero harm.  The mission 

of The Joint Commission is to continuously improve health care for the public, in 

collaboration with other stakeholders, by evaluating health care organizations and 

inspiring them to excel in providing safe and effective care of the highest quality and 

value. Its vision is that all people always experience the safest, highest quality, best-

value health care across all settings. 
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- RESOURCE -  

SAMPLE HEALTHCARE PSWP PRIVILEGE LOG  

 

   



Page 26 of 31 
 

 

- RESOURCES -  

SAMPLE ORGANIZATION REPRESENTATIVE AFFIDAVIT 
 

DISCLAIMER:  This is a SAMPLE Affidavit being provided to webinar participants for educational purposes, without knowledge of any 

participant’s/organization’s individual legal situation, and is not intended to, nor does it constitute general or specific legal advice to any 

participant, participant’s organization, or any other user.  This SAMPLE should not be used by any individual or organization without review 

by legal counsel familiar with the related legal issues for which the SAMPLE may be used.  Use of this SAMPLE is at the user’s election and in 

doing so, user agrees to hold drafter harmless for any and all circumstances or issues that may arise because of its use. 

 

AFFIDAVIT OF  
____________________, [DNP, RN, MHA] 

 
 
 

STATE OF _________   ) 
  )  SS: 
COUNTY OF __________  ) 
 
 

 
I, _________________, [DNP, RN, MHA], hereby swear and affirm the following 

as of the date noted below: 
 

1. I am a resident of the State of __________. 
 

2. I am an employee of __________________________ (hereafter, “_______”). 
 

3. I am employed by ___________ as the ____________________________. 
 

4. In that capacity, I am hereby stating and confirming that ___________, its 
corporate offices, and all satellite or otherwise affiliated work sites act as a 
Patient Safety and Quality Improvement Act (“PSQIA”) provider, as that term is 
defined at 42 USC § 299b-21(8); 42 CFR 3.20. 
 

5. I am hereby stating and confirming that __________ is contracted with a properly 
registered, Agency for Healthcare Research and Quality (AHRQ) compliant 
Patient Safety Organization (“PSO”), namely, _______________ (hereafter, 
“_____”). 
 

6. [I am hereby stating and confirming that __________’s contract with its PSO 
contains a confidentiality agreement provision as a condition of membership.] 
 

7. [I am hereby stating and confirming that  XXXXXXX is an identified and 
recognized provider by ______, its PSO, and is recognized as being the new 
name for __________________.] 
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8. [I am hereby stating and confirming that __________ (and its predecessor-in-
interest ____________________) has maintained its PSO contract with _____ 
since 20___.]  
 

9. I am hereby stating and confirming that all __________ clients, professional 
affiliates, and staff are notified of the relationship with the PSO via client/affiliate 
fact sheets and written policies and procedures, and staff are notified of same via 
staff fact sheets, written policies and procedures, and appropriate training 
regarding the requirements and protocols of the PSQIA and this organization. 
 

10. I am hereby stating and confirming that __________ has a compliant Patient 
Safety Evaluation System (“PSES”) in place with its established PSO.   
 

11. I am hereby stating and confirming that __________’s PSES is separate, distinct, 
and resides alongside, but does not replace or comingle other information 
collection activities or systems. 
   

12. I am hereby stating and confirming that __________’s PSES is a closed-loop 
system between __________ and its PSO, and appropriate and compliant 
security and confidentiality measures are maintained at all times, including 
ensuring that all staff involved in PSWP are trained in maintaining the required 
security and confidentiality measures. 
 

13. I am hereby stating and confirming that in the course of providing healthcare 
services, __________ collects or generates data, reports, records, memoranda, 
analyses (such as root cause analyses [and related documents, notes, and 
reports], peer review worksheets and findings, proactive risk assessments, or 
continuous quality improvement [CQI] studies), deliberations (such as mortality 
and morbidity reviews, peer review findings (adverse event/near miss 
reporting/faulty device reporting and related analyses), or written or oral 
statements as information collected and developed for the sole and singular 
purpose of reporting to its PSO, and not to, for, or because it is required or 
needed by any other entity, organization, or governmental unit obligation. 
 

14. [I am hereby stating and confirming that the purpose of __________’s  peer 
review process is to collect, manage, or analyze healthcare professional/provider 
complaints to encourage a culture of safety as well as provide feedback and 
assistance to effectively minimize patient risk, and for reporting to its PSO to 
effectuate this purpose.] 
 

15. I am hereby stating and confirming that any information that has been discussed, 
debated, or deliberated solely with regard to whether or not that information was 
needed to satisfy an external obligation as well as for submission to the PSO, or 
for any purpose other than submission to a patient safety organization (PSO), 
that such discussions, debates, or deliberations are also intended to be 
privileged as PSWP, without regard to the status of the underlying information 
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being considered privileges PSWP, and have been kept secure and confidential 
as if PSWP protected. 
 

16. I am hereby stating and confirming that the aforementioned data, documents, 
information, statements, analyses, notes, reports, records, memoranda, 
worksheets, deliberations, findings, assessments, and studies are collectively 
known as, intended to be, and considered to be confidential and privileged 
Patient Safety Work Product (“PSWP”) pursuant to the provisions of the PSQIA. 
 

17. I am hereby stating and confirming that PSWP is also collected as information 
and documents in these same forms and formats developed by its PSO for the 
sole and singular purpose of conducting patient safety activities that could 
improve patient safety, quality of care, and patient outcomes in compliance with 
42 CFR 3.20.   
 

18. I am hereby stating and confirming that such PSWP may only be collected, 
generated, accessed, or received by properly designated qualified, healthcare 
professional/provider __________ staff members. 
 

19. I am hereby stating and confirming that only properly designated qualified, 
healthcare professional/provider __________ staff members may have access to 
Patient Safety Work Product (PSWP) documents or information, only for reasons 
directly related to PSQIA/PSWP covered activities, and only for the sole and 
singular purpose of reporting to its PSO. 
 

20. I am hereby stating and confirming that information and documentation entered 
into the PSES is solely and singularly intended for PSQIA covered purposes and 
reporting to its PSO, and timely PSO reporting actually takes place in all 
instances for which information and documentation are entered into the PSES 
without being previously removed from the PSES or otherwise disclosed apart 
from the PSES. 
 

21. I am hereby stating and confirming that information and documentation collected 
in the PSES for the sole and singular purpose of submission to the PSO are 
timely submitted to the PSO in compliance with the required formats, processes, 
and procedures of the PSO. 
 

22. I am hereby stating and confirming that in my current employment position and 
capacity I have significant personal knowledge of every submission of PSWP 
created for the sole and singular purpose of submission to the PSO, having 
actually been timely submitted to the PSO in accordance with established PSO 
procedures and requirements. 
 

23. I am hereby stating and confirming that __________ establishes and maintains 
all required confidentiality, accessibility, and privilege protections through well-
entrenched and legally compliant policies, procedures, protocols, systems, and 
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staff training that specifically addresses 1) the maintenance of procedures to 
preserve confidentiality with respect to PSWP, 2) the provision of appropriate 
security measures with respect to PSWP, and 3) utilization of qualified, 
healthcare professional/provider staff with regard to the collection, development, 
analysis, interpretation, discussion, or deliberation of PSWP. 
 

24. I am hereby stating and confirming that with regard to the ________ matter at 
hand,  __________ is and has been in complete compliance with the 
requirements of the PSQIA and its own internal policies, protocols, procedures, 
and processes with regard to intending, designating, and protecting PSWP. 
 

25. I am hereby stating and confirming that in compliance with 42 USC 299b-21(5)(a-
h), __________’s PSWP policies, procedures, protocols, systems, and staff 
training also exist in support of 1) its efforts to collect permissible and covered 
PSWP for the purpose(s) of efforts to improve patient safety and the quality of 
health care delivery, 2) the collection and analysis of PSWP, 3) the development 
and dissemination of information regarding patient safety, such as 
recommendations, protocols, or information regarding best practices, 4) the 
utilization of PSWP for the purposes of encouraging a culture of safety as well as 
providing feedback and assistance to effectively minimize patient risk, and 5) 
activities related to the operation of a PSES and to the provision of feedback to 
participants in a PSES. 
 

26. I am hereby stating and confirming that with regard to the __________ matter, 

information and documentation collected in the PSES was for the sole and 

singular purpose of submission to the PSO, was collected in a PSQIA proper and 

compliant manner, for covered purposes, was never shared or revealed outside 

of the PSES in any fashion, and was at all times intended to be PSWP under the 

PSQIA. 

 
27. I am hereby stating and confirming that I have significant and personal 

knowledge that the PSWP that was entered into __________’s PSES concerning 
the ________________ matter was prepared and collected for the purposes of 
submitting to its PSO, and I personally submitted it to its PSO on the following 
date(s):_____________________________________________________. 
 

28. I am hereby stating and confirming that __________ has complied fully and 
absolutely with any requirements its PSO has for collecting, storing, and 
submitting documents to it, including but not limited to, requirements concerning  
file formats, file sizes, naming conventions, and others. 
 

29. I am hereby stating and confirming that each PSO Encounter Entry Report was 
generated specifically for ______________’s reporting of information to its PSO, 
and not for any other purpose, and the PSO Encounter Entry Reports are also 
intended to be, and protected as PSWP, by _______________. 
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30. I am hereby stating and confirming that pursuant to HIPAA, 42 CFR 3.204(a)(4), 

and the text of 42 CFR 3.206(a), the PSWP privilege and confidentiality 
protections cannot be waived, and __________ has not waived them at any time 
with regard to the matter for which this affidavit has been signed, or any other 
matter. 
 
Further Affiant sayeth not. 
 
 
 

________________________________ 
_________________, [DNP, RN, MHA] 
TITLE 

 
 

Subscribed and sworn to before me 
this _____  day of _____________, 20_____. 
 
_________________________________ 
                      , Notary Public, State of ________________ 
 
My Commission Expires:   
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TOOLS & TOOLKITS 
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Patient Safety Essentials Toolkit 
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IHI’s Patient Safety Essentials Toolkit is a helpful companion for you and your organization on the 
journey to delivering safe, reliable care every time, for every patient. Each of the nine tools in the toolkit  
includes a short description, instructions, an example, and a blank template. 

• Action Hierarchy (part of RCA2)
• Ask Me 3®

• Cause & Effect Diagram
• Developing Reliable Processes
• 5 Whys
• Flowchart
• FMEA
• Huddles
• SBAR
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Upcoming Programs 
The Institute for Healthcare Improvement (IHI) is pleased to offer a diverse portfolio of programs to help accelerate 
measurable and continued progress. Find new ideas, get results in a particular area, or take your organization to a new 
level. All courses offer continuing education credits. 

Conference 
IHI Patient Safety CongressU34T 

Every May 
This annual meeting brings together people who are passionate about ensuring safe care equitably for all across the globe. 
It is the must-attend event for committed health care professionals who continue to shape smarter, safer care for patients 
wherever it’s provided – from the hospital to outpatient settings to the home. 

In-Person Training 
Patient Safety Executive Development ProgramU34T 

Every Spring and Fall 
Boston, MA 
This intensive, week-long program allows those responsible for implementing and maintaining a patient safety program in 
an organization, hospital, department, or inpatient or outpatient facility at locations across the globe to develop a robust 
plan for safe and reliable care. 

Certification 
CPPS: Certified Professional in Patient SafetyU34T 
More than 2,500 professionals have earned the CPPS credential, representing all 50 US states and 10 countries. It is 
earned by professionals who have demonstrated a high level of proficiency in the core standards of patient safety. This 
credential is awarded through a thorough examination covering five patient safety domains and provides a means to 
demonstrate proficiency and skill in the discipline. 

Membership 
IHI Patient Safety & Quality CoalitionU34T 
The IHI Patient Safety & Quality Coalition is a diverse group of stakeholders that share a commitment to the delivery of 
safe patient care. It is designed to accelerate visibility, opportunity, and thought leadership for solutions providers, 
vendors, associations, and advocacy groups. 

IHI Open School 
IHI Open School: Patient Safety CurriculumU34T 

The IHI Open School offers more than 30 self-paced, online courses. Through narrative, video, and interactive  
discussion, the courses create a dynamic learning environment to inspire students and health professionals of all  
levels. Explore 50+ new videos from leading experts and 200-level modules for health care leaders, both part of the 
redesigned Patient Safety curriculum. 

For more information, see ihi.org/Education  

 

http://www.ihi.org/Congress
http://www.ihi.org/PSE
http://www.ihi.org/CPPS
http://www.ihi.org/Coalition
http://www.ihi.org/IHIOpenSchool
http://www.ihi.org/Education


 

 

 

 

 

	

	

	

	

	

Patient Safety Essentials Toolkit: 

Ask Me 3® 
Ask Me 3® is an educational program that encourages patients and families to ask three specific questions of their 
providers to better understand their health conditions and what they need to do to stay healthy. Providers should 
plan to discuss each question, and ensure their patient or advocate understands the answers: 
 

1. What is my main problem? 
2. What do I need to do? 
3. Why is it important for me to do this? 
 

Designed by health literacy experts, Ask Me 3 is intended to help patients become more active members of their 
health care team and to provide a critical platform to improve communications between patients, families, and 
health care professionals. 
 
 
 
 
 
 
 

 
 
 
 
Copyright © 2019 Institute for Healthcare Improvement. All rights reserved. Individuals may photocopy these materials for educational, not-for-profit uses, provided that 
the contents are not altered in any way and that proper attribution is given to IHI as the source of the content. These materials may not be reproduced for commercial, 
for-profit use in any form or by any means, or republished under any circumstances, without the written permission of the Institute for Healthcare Improvement.

IHI’s Patient Safety Essentials Toolkit is a helpful companion for you and your organization on the 
journey to delivering safe, reliable care every time, for every patient. Each of the nine tools in the toolkit  
includes a short description, instructions, an example, and a blank template. NOTE: Before filling out the 
template, first save the file on your computer. Then open and use that version of the tool. Otherwise, your 
changes will not be saved. 

• Action Hierarchy  
(part of RCA2) 

• Ask Me 3® 
• Cause & Effect  

• Developing Reliable 
Processes 

• Five Whys 
• Flowchart  

• FMEA 
• Huddles 
• SBAR 
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Instructions 
Encourage your patients or their advocates to ask the three questions when they see a health care 
provider, prepare for a medical procedure, or receive a medication. Talk to your patients and 
distribute Ask Me 3 materials at your organization.  

You can also help improve communication with patients by taking these steps: 

Adopt universal precautions. 

Be aware of red-flag behaviors, such as patients failing to complete registration forms or being 
unable to explain a medication’s purpose, which may indicate low health literacy. However, the 
absence of these cues should not be assumed to mean adequate health literacy. 

Most adults struggle with low health literacy at some point in their lives. Use clear communication 
strategies with all patients, regardless of their apparent health literacy skills. 

Slow down for better understanding. Remember that patients may not ask you to slow down. 

Limit information and repeat it to promote retention of critical information. Focus on a few 
key points. 

Avoid medical jargon. Use simple, non-medical terms: for example, consider saying “heart” 
instead of “cardiac,” “harmless” instead of “benign,” and “not a brand name” instead of “generic.” 

Use illustrations to explain important ideas. Pictures and graphs can reinforce key concepts and 
actions. 

Use easy-to-read written materials for all patients. 

Use active voice and simple terms. 

Break up information with headings, subheadings, and bulleted lists. 

Make visits interactive. Encourage patients to ask questions throughout the visit, not only at 
the end. 

Use “teach-back” to gauge comprehension. Ask the patient to repeat the information 
shared. If the patient cannot explain what they have been told, assume you have not clearly 
communicated the information, begin a new explanation of the topic, and then ask the patient to 
“teach-back” the information again. 

Remind patients they are not alone. Everyone wants help with health information. Asking 
questions helps people understand how to stay well or to get better. 
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Example: Ask Me 3 
Read how Joe Jensen and his daughter, Rose, use the Ask Me 3 questions with Dr. Taylor, or view a video of the exchange 
online: 

• Dr. Taylor: Joe, I think your shortness of breath and swelling are caused by congestive heart failure. We 
need to schedule an echocardiogram to find out what the cause is. The echocardiogram will determine your 
ejection fraction and if there are any underlying issues with your heart valves.
In the meantime, I'm going to start you on a couple of prescription medications for your high blood pressure 
and for the swelling.

• Joe Jensen: Okay.

• Dr. Taylor: Do either of you have any questions?

• Joe Jensen: So, I have high blood pressure. Is that my main problem?

• Dr. Taylor: No, high blood pressure is not your main problem.
Your main problem is congestive heart failure. This condition causes your heart to be weaker and have to 
work harder to pump blood through your body. It can cause swelling in your legs and it can cause shortness of 
breath.

• Joe Jensen: Okay, I think my brother may have the same condition. What do I need to do?

• Dr. Taylor: First, before you leave, let's schedule an appointment for your test. After you leave you need to 
get your two prescriptions filled. And finally, you need to take your Lotensin and Lasix. I'm going to suggest 
that your daughter write up a schedule for your medications.

• Rose Jensen: A written schedule of my father's medications will help. Why is it so important for him to 
have the test and take these medications?

• Dr. Taylor: Those are really good questions. The echocardiogram will hopefully tell us exactly what's 
causing the heart failure. The test will also help us find out how far along the heart failure is. It's important to 
take your medications because you're helping your heart not work as hard. The swelling will decrease or 
disappear, and you're slowing down the disease. Does that help you understand why the test and medications 
are important?

• Joe Jensen: Yes. Yes, I understand. I'll make sure to schedule my test and take my medications.

https://www.youtube.com/watch?v=B3EB-icaNKQ
https://www.youtube.com/watch?v=B3EB-icaNKQ
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Before filling out this template, first save the file on your computer. Then open and use that version of the tool. Otherwise, 
your changes will not be saved. 

Template: Ask Me 3 
Download Ask Me 3 posters and brochures in English, French, and Spanish for your organization. These materials provide 
an overview of the Ask Me 3 program and encourage patients to ask their health care providers the three main program 
questions every time they talk with a health care provider and write down the answers: 

1. What is my main problem?  ______________________________________________________ 

2. What do I need to do? ___________________________________________________________ 

3. Why is it important for me to do this? _______________________________________________ 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

http://www.ihi.org/resources/Pages/Tools/Ask-Me-3-Good-Questions-for-Your-Good-Health.aspx
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Resources 
CDC (Centers for Disease Control and Prevention). Health Literacy—A Public Health Priority. In: 
Health Literacy for Public Health Professionals. 
http://www.cdc.gov/healthliteracy/training/page215.html 

HRSA (U.S. Department of Health and Human Services, Health Resources and Services 
Administration). Health Literacy.  
https://www.hrsa.gov/about/organization/bureaus/ohe/health-literacy/index.html 

The Joint Commission. "What Did the Doctor Say?" Improving Health Literacy to Protect Patient 
Safety. A Health Care at the Crossroads Report. 
http://www.jointcommission.org/What_Did_the_Doctor_Say/ 

Koh H, Berwick D, Clancy C, et al. New federal policy initiatives to boost health literacy can help 
the nation move beyond the cycle of costly “crisis care.” Health Affairs. 2012;31(2):434–443. 
http://content.healthaffairs.org/content/early/2012/01/18/hlthaff.2011.1169.abstract 

Roter D. Oral literacy demand of health care communication: challenges and solutions. Nursing 
Outlook. 2011;59(2):79–84. http://www.ncbi.nlm.nih.gov/pubmed/21402203 

U.S. Department of Health and Human Services, Office of Disease Prevention and Health 
Promotion. National Action Plan to Improve Health Literacy. Washington, DC. 2010. 

U.S. Department of Health and Human Services. Healthy People 2010. Washington, DC: U.S. 
Government Printing Office. 2000. Originally developed for Ratzan SC, Parker RM. Introduction. 
In National Library of Medicine Current Bibliographies in Medicine: Health Literacy. Selden CR, 
Zorn M, Ratzan SC, Parker RM, Editors. NLM Pub. No. CBM 2000-1. Bethesda, MD: National 
Institutes of Health, U.S. Department of Health and Human Services. 2000. 

 

Ask Me 3 Materials: Terms and Conditions for Use 
 

Trademark 

Ask Me 3® is a registered trademark licensed to the Institute for Healthcare Improvement. 

 

Complimentary Materials and Resources Available 

IHI provides, through a non-exclusive, non-transferable license, certain Ask Me 3 materials and 
resources for download and distribution free of charge to aid in the promotion of health 
communication, including health literacy, and increased patient safety. 

We request that individuals who download and distribute Ask Me 3 materials and resources, 
representing themselves or organizations, please abide by the terms and conditions for use of these 
materials.  
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Patient Safety Essentials Toolkit: 

Cause and Effect Diagram  
A common challenge for improvement teams is determining what changes they can test to improve a process. A 
cause and effect diagram is an organizational tool that helps teams explore and display the many causes 
contributing to a certain effect or outcome. It graphically displays the relationship of the causes to the effect and to 
each other, helping teams identify areas for improvement. 

The cause and effect diagram is also known as an Ishikawa diagram, for its creator, or a fishbone diagram, for its 
resemblance to the bones of a fish. Teams list and group causes under the categories of Materials, Methods, 
Equipment, Environment, and People. 
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Instructions 
1) Write the effect you wish to influence in a box on the right-hand side of the page. 

2) Draw a horizontal line across the page to the left, starting at the box you just drew. 

3) Decide on five or six categories of causes for the effect. The standard categories in a classic 
cause and effect diagram are Materials, Methods, Equipment, Environment, and People.  

4) Draw diagonal lines above and below the horizontal line to create “fishbones,” and label each 
line at the end with one of the categories you have chosen. Draw a box around each label. 

5) For each category, generate a list of the causes that contribute to the effect. List the causes by 
drawing “branch bones.” As necessary, draw additional branch bones from the causes to show 
sub-causes.  

o Tip: Develop the causes by asking “Why?” until you have reached a useful level of detail — 
that is, when the cause is specific enough to be able to test a change and measure its effects.
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Example: Cause and Effect Diagram 
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Before filling out this template, first save the file on your computer. Then open and use that version of the tool. Otherwise, your changes will not be saved. 
 

Template: Cause and Effect Diagram 

People Environment 

Materials Methods Equipment 



 

 

 

 

 

	

	

	

	

	

Patient Safety Essentials Toolkit: 

Developing Reliable Processes 
Reliable processes and systems can reduce defects, increase consistency, and improve patient outcomes — all desirable goals 
within a health care organization. Creating and sustaining reliable processes, however, requires thoughtful planning and 
execution. This checklist of four steps — segmentation, visualization, standardization/simplification, and back-up planning — 
will help ensure your systems are designed with reliability in mind.   
 

• The first step — segmentation — requires you to select a segment of the population to begin testing a process. 
(Starting with a segment of a population allows teams to design reliable processes they can then spread and 
customize, if necessary, to other segments.) Population segments should be easy to identify, should engage staff 
willing to participate, and should have high enough volume to enable daily tests of change. 

 
• The second step — visualization, ideally via a flowchart — provides representation of the sequence of steps in a 

process you want to make more reliable for the segment of the population you have identified. Understanding a 
process and its potential defects is critical to improving that process.  

 
• Next, standardize and simplify. The goal of this step is to ensure that the process steps are simple, easy, and based on 

roles (not dependent on specific individuals). 
 

• Lastly, step four requires you to develop a back-up plan. Even after you have standardized all steps in your process 
and corrected any defects, there may still be occasions when the process you have designed doesn’t work. A back-up 
plan creates some redundancy and resilience in the process and creates a safeguard to protect patients and staff.  

 
One important note: This methodology should be used only for non-catastrophic events, i.e., events in which patients will not 
be severely harmed in the next 3–4 hours. 
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Instructions 

Segment 
1) Identify the entire population of patients that are affected by the process that you are trying to 

make more reliable (e.g. all surgical patients). 

2) Select a segment of the whole population where patients are easy to identify, where staff are 
willing to engage, and where the patient volume is sufficient to allow daily tests of change 
(e.g., the larger population includes all surgical patients; the subset can be patients 
undergoing knee and hip replacement surgery). 

Visualize (via a high-level flow diagram of 3 to 5 boxes) 
1) Get the “right” people in the room — those who know the process best. 

2) Start by defining the first and the last step in the process — so that everyone has a shared 
understanding of where the process you’re working on begins and ends. 

3) Using a high-level flow diagram, fill in all the steps in the process from first to last. Show the 
process as it actually works (not as it should work). 

4) Review the flow diagram to check for accuracy and completeness. 

5) Identify all potential defects and prioritize those that might lead to other defects or that pose 
the most significant risk. 

6) Identify the defect that you intend to fix first. 

Standardize and Simplify 
1) Determine which defect you want to standardize and why. 

2) Ask people who do the work to contribute ideas. 

3) Standardize the processes by answering the following questions: 

a. Who will complete the task? (Answer with a named role, not a named individual.) 

b. What is the task they will complete? 

c. When will they complete the task? (Try to make it part of normal or existing workflow 
if possible.) 

d. Where will they complete the task? (Answer in terms of physical location.) 

e. How will they complete the task? (Answer in practical terms: What will the person 
physically do to complete the task?) 

f. What will they use to complete the task? (Is there a tool, template, or checklist needed 
to support completion of the task?) 
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Develop a Back-up Plan 
1) Identify which process steps require a back-up plan. 

2) Develop your back-up plan using the principles described above (standardization and 
simplification) by answering the following questions: 

a. Who will complete the task? (Answer with a named role, not a named individual.) 

b. What is the task they will complete? 

c. When will they complete the task? (Try to make it part of normal or existing workflow 
if possible.) 

d. Where will they complete the task? (Answer in terms of physical location.) 

e. How will they complete the task? (Answer in practical terms: What will the person 
physically do to complete the task?) 

f. What will they use to complete the task? (Is there a tool, template, or checklist needed 
to support completion of the task?) 

3) Incorporate your back-up plan into the existing workflow. 
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Example: Developing Reliable Processes 
Problem: A primary care practice identified that many of its teenage patients were not receiving nutrition literature during 
a visit to the office. The improvement team developed a clear aim: At least 95 percent of the teenage patients (the segment 
of the population) will receive nutrition literature during their next visit. 

They visualized the process (via a flow chart): 

 

 

 

 

Next, they standardize the process: 

Who: Medical assistant 
What: Gives patient nutritional information 
Where: In the exam room 
When: When the patient is roomed 
How: Handing nutrition literature to the patient 
With what: (There is no tool to complete this task)  
 
After testing and standardizing this process, the improvement team discovered that the process worked between 80 and 
90 percent of the time. (The biggest defect was that, occasionally, the medical assistant did not leave behind the 
literature.) It was time to move to Step 4, developing a back-up plan.  
 
The team collected several suggestions to build an effective back-up plan. Because every patient has to check out with the 
office secretary, the improvement team decided to test using the secretary as the back-up plan. As a patient is exiting the 
office, the secretary will ask the patient if he or she received nutrition literature. If the response was “yes,” there was no 
action to take. If the response was “no,” the secretary would contact one of the nurses to remedy the defect (not receiving 
the literature). 
 
They standardized the back-up plan: 
 
Who: The office secretary 
What: Ask teenage patient if he or she received nutrition literature 
When: At checkout, prior to patient exiting office 
Where: Checkout desk 
How: Ask patient  
With what: (There is no tool to complete this task)  
 
This added process was part of a function that the secretary easily added to his workflow. As a result, the team achieved its 
aim of 95 percent of teenage patients receiving nutrition literature. The team is now meeting to determine whether to roll 
out the process to all patients in the practice. 

  

Patient 
roomed by 
the nurse 

Medical 
assistant 

collects vital 
signs and 

leaves nutrition 
literature 

Physician 
examines the 

patient  

Exam 
complete 

Patient 
checks out 
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Before filling out this template, first save the file on your computer. Then open and use that version of the tool. Otherwise, 
your changes will not be saved. 

Template: Developing Reliable Processes 

Standardize and Simplify 
1) Determine which defect you want to standardize and why. 
2) Ask people who do the work to contribute ideas. 
3) Standardize the processes by answering the following questions: 
 

a. Who will complete the task? (Answer with a named role, not a named individual.) 
_______________________________________________________ 

b. What is the task they will complete? 
_______________________________________________________ 

c. When will they complete the task? (Try to make it part of normal or existing workflow if possible.) 
_______________________________________________________ 

d. Where will they complete the task? (Answer in terms of physical location.) 
_______________________________________________________ 

e. How will they complete the task? (Answer in practical terms: What will the person physically do to 
complete the task?) 
_______________________________________________________ 

f. With what will they complete the task? (Is there a tool, template, or checklist needed to support 
completion of the task?) 
_______________________________________________________ 

Develop a Back-up Plan 
1) Identify which process steps require a back-up plan. 
2) Develop your back-up plan using the principles described above (standardization and simplification) by answering 

the following questions: 
 

a. Who will complete the task? (Answer with a named role, not a named individual.) 
_______________________________________________________ 

b. What is the task they will complete? 
_______________________________________________________ 

c. When will they complete the task? (Try to make it part of normal or existing workflow if possible.) 
_______________________________________________________ 

d. Where will they complete the task? (Answer in terms of physical location.) 
_______________________________________________________ 

e. How will they complete the task? (Answer in practical terms: What will the person physically do to 
complete the task?) 
_______________________________________________________ 

f. With what will they complete the task? (Is there a tool, template, or checklist needed to support 
completion of the task?) 
_______________________________________________________ 
 

3) Incorporate your back-up plan into the existing workflow. 



PATIENT SAFETY ESSENTIALS TOOLKIT 

Institute for Healthcare Improvement  ∙  ihi.org 



 

 

 

 

 

	

	

	

	

	

Patient Safety Essentials Toolkit: 

5 Whys: Finding the Root Cause of 
a Problem 
The key to solving a problem is to first truly understand it. Often, our focus shifts too quickly from the problem to the solution, 
and we try to solve a problem before comprehending its root cause. What we think is the cause, however, is sometimes just 
another symptom.  

One way to identify the root cause of a problem is to ask “Why?” five times. When a problem presents itself, ask “Why did this 
happen?” Then, don’t stop at the answer to this first question. Ask “Why?” again and again until you reach the root cause.  

This simple tool can be surprisingly insightful in helping you figure out what is really going on and can help you avoid quick 
fixes. It is especially useful for tackling chronic problems that show up over and over again in a complex system.  

The technique is attributed to Taiichi Ohno, father of the Toyota Production System, which revolutionized automobile 
manufacturing with methods now known as Lean. It’s important to note that there may be multiple root causes of a problem, 
and that different people who see different parts of the system may answer the questions differently. For a more comprehensive 
tool, please see RCA2: Improving Root Cause Analyses and Actions to Prevent Harm. 
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Instructions 
1) Gather a group of interprofessional stakeholders who are familiar with the problem or event 

you are exploring. 

2) Define the problem or event in clear, plain language. 

3) Define the problem as a pattern and not just as an isolated event.  

4) Ask “why” five times (at least) until you get to the root cause of the problem. 

5) Explore the best way to solve the problem and make the subsequent changes to the system to 
ensure it doesn’t happen again. 
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Example: 5 Whys 
A patient received the wrong medication.  

1) Why did the patient receive the wrong medication?  

The nurse did not complete patient identification.  

2) Why did the nurse not complete patient identification?  

The patient did not have a wristband.  

3) Why did the patient not have a wristband?  

The wristband had been removed for a procedure and not replaced.  

4) Why was the wristband not replaced?  

The printer for the wristbands was not working.  

5) Why was the printer not working?  

The staff needed to support IT had been reduced and was overworked. 
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Before filling out this template, first save the file on your computer. Then open and use that version of the tool. Otherwise, 
your changes will not be saved. 

Template: 5 Whys 
EVENT. What happened? Define the problem as an event: 

 
PATTERN. What’s been happening? Define the problem as a pattern by selecting a poor performance factor: 

 
STRUCTURE. Why is it happening? What are the tangible and intangible structures determining the results we see? 

  
 

  
 

  
 

 
 

 
ACTION. What are the implications for action? What can you do to change the results? 

 

1. 
Why is that? 

2. 
Why is that? 

3. 
Why is that? 

4. 
Why is that? 

5. 



 

 

 

 

 

	

	

	

	

	

Patient Safety Essentials Toolkit: 

Flowchart 
A flowchart — also known as a “process map” — is a visual representation of the sequence of steps in a process. 
Understanding the process as it currently operates is an important step in developing ideas about how to improve 
it. This makes flowcharts especially useful in the early phases of improvement work.  

To create a flowchart, teams brainstorm all the steps in the process as it currently exists. Teams write each process 
step in a box (or on a sticky note). In addition to the steps themselves, they use a diamond shape (or sticky note 
turned on its corner) to indicate points in the process where a decision needs to be made. For decision steps, the 
team writes a yes/no question. Then they use lines to show the connections between the boxes and diamonds. 

Having a shared understanding of the current process helps teams identify problems or bottlenecks, focus 
discussions, and identify resources. For example, teams can identify steps in the process that do not add value, 
such as delays; unnecessary work, duplication, or expense; and breakdowns in communication. It is at these 
points where the improvement work can start. 
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Instructions 
1) Get the “right” people in the room — those who know the process best. 

2) Start by defining the first and the last step in the process — so that everyone has a shared 
understanding of where the process you’re working on begins and ends.  

3) Using the shapes below, fill in all the steps in the process from first to last. Show the process as 
it actually works (not as it should work).  

o Tip: Use sticky notes (one for each step) to create a flowchart. This allows you to add steps 
and move steps around as you depict the process. 

o Tip: Note that some steps are parallel — that is, they happen at the same time.  

4) Review the flowchart to check for accuracy and completeness.   

5) Assign action items to team members to fill in unfamiliar steps and verify accuracy. 

6) When the flowchart is complete and accurate, analyze it, use it, revisit it, and keep it up to date.  

 

 



PATIENT SAFETY ESSENTIALS TOOLKIT: Flowchart 

Institute for Healthcare Improvement  ∙  ihi.org 

Example: Flowchart 
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Template: Flowchart 
Use the symbols on the previous page to map out your system. 



 

 

 

 

 

	

	

	

	

Patient Safety Essentials Toolkit: 

Failure Modes and Effects Analysis 
(FMEA) 
Failure Modes and Effects Analysis (FMEA) is a tool for conducting a systematic, proactive analysis of a process in 
which harm may occur. In an FMEA, a team representing all areas of the process under review convenes to predict 
and record where, how, and to what extent the system might fail. Then, team members with appropriate expertise 
work together to devise improvements to prevent those failures — especially failures that are likely to occur or 
would cause severe harm to patients or staff. 
The FMEA tool prompts teams to review, evaluate, and record the following: 

• Steps in the process  

• Failure modes (What could go wrong?) 

• Failure causes (Why would the failure happen?) 

• Failure effects (What would be the consequences of each failure?) 
Teams use FMEA to evaluate processes for possible failures and to prevent them by correcting the processes 
proactively rather than reacting to adverse events after failures have occurred. This emphasis on prevention may 
reduce risk of harm to both patients and staff. FMEA is particularly useful in evaluating a new process prior to 
implementation and in assessing the impact of a proposed change to an existing process. 
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Instructions 
1) Select a process to evaluate with FMEA.

Evaluation using FMEA works best on processes that do not have too many sub-processes.

If you’re hoping to evaluate a large and complex process, such as medication management in a
hospital, divide it up. For example, do separate FMEAs on medication ordering, dispensing,
and administration processes.

2) Recruit a multidisciplinary team.

Be sure to include everyone who is involved at any point in the process. Some people may not
need to be part of the team throughout the entire analysis, but they should certainly be
included in discussions of those steps in the process in which they are involved. For example, a
hospital may utilize couriers to transport medications from the pharmacy to nursing units. It
would be important to include the couriers in the FMEA of the steps that occur during the
transport itself, which may not be known to personnel in the pharmacy or on the nursing unit.

3) Have the team list all of the steps in the process.

Working with a team that represents every point in the process you’re evaluating, establish a
mutually agreed upon, ordered list of all the steps in the process.

o Tip: Flowcharting can be a helpful tool for visualizing a process. Learn more at
http://www.ihi.org/resources/Pages/Tools/Flowchart.aspx.

Draw a nine-column table as shown below. 

Steps in 
the 

Process 

Failure 
Mode 

Failure 
Causes 

Failure 
Effects 

Likelihood 
of Occurrence 

(1-10) 

Likelihood 
of Detection 

(1-10) 

Severity 
(1-10) 

Risk Profile 
Number 
(RPN) 

Actions to 
Reduce 

Occurrence of 
Failure 

1 

2 

3 

http://app.ihi.org/Workspace/tools/fmea/
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4) Fill out the table with your team.

In the left-most column, input the numbered list of the steps in the process. Then, working
with the members of the team who are involved in specific steps, fill out the remaining
columns as follows:

o Failure Mode [What could go wrong?]: List anything that could go wrong during that
step in the process.

o Failure Causes [Why would the failure happen?]: List all possible causes for each of the
failure modes you’ve identified.

o Failure Effects [What would be the consequences of the failure?]: List all possible
adverse consequences for each of the failure modes identified.

o Likelihood of Occurrence (1–10): On a scale of 1-10, with 10 being the most likely,
what is the likelihood the failure mode will occur?

o Likelihood of Detection (1-10): On a scale of 1-10, with 10 being the most likely NOT 
to be detected, what is the likelihood the failure will NOT be detected if it does occur?

o Severity (1-10): On a scale of 1-10, with 10 being the most likely, what is the likelihood
that the failure mode, if it does occur, will cause severe harm?

o Risk Profile Number (RPN): For each failure mode, multiply together the three scores
the team identified (i.e., likelihood of occurrence x likelihood of detection x severity). The
lowest possible score will be 1 and the highest 1,000. To calculate the RPN for the entire
process, simply add up all of the individual RPNs for each failure mode.

o Actions to Reduce Occurrence of Failure: List possible actions to improve safety
systems, especially for failure modes with the highest RPNs.

a) Tip: Teams can use FMEA to analyze each action under consideration. Calculate how
the RPN would change if you introduced different changes to the system.

5) Use RPNs to plan improvement efforts.

Failure modes with high RPNs are probably the most important parts of the process on which
to focus improvement efforts. Failure modes with low RPNs are not likely to affect the overall
process much, even if eliminated completely, and they should therefore be at the bottom of the
list of priorities.

Identify the failure modes with the top 10 highest RPNs. These are the ones the team should
consider first as improvement opportunities.

o Use FMEA to plan actions to reduce harm from failure modes.

a) If the failure mode is likely to occur:

- Evaluate the causes and see if any or all of them can be eliminated.

- Consider adding a forcing function (that is, a physical constraint that makes
committing an error impossible, such as medical gas outlets that are designed to 
accept only those gauges that match). 

- Add a verification step, such as independent double-checks, bar coding on 
medications, or alert screens. 

- Modify other processes that contribute to causes. 
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b) If the failure is unlikely to be detected: 

- Identify other events that may occur prior to the failure mode and can serve as 
“flags” that the failure	mode might happen. 

- Add a step to the process that intervenes at the earlier event to prevent the failure 
mode. For example, add pharmacy rounds to remove discontinued medications 
from patient care units within 1 hour of discontinuation, to decrease the risk that 
the medications will still be available for use (the failure mode). 

- Consider technological alerts such as devices with alarms to alert users when 
values are approaching unsafe limits. 

c) If the failure is likely to cause severe harm: 

- Identify early warning signs that a failure mode has occurred, and train staff to 
recognize them for early intervention. For example, use drills to train staff by 
simulating events that lead up to failure, to improve staff ability to recognize these 
early warnings. 

- Provide information and resources, such as reversal agents or antidotes, at points 
of care for events that may require immediate action. 

o Use FMEA to evaluate the potential impact of changes under consideration. 

Teams can use FMEA to discuss and analyze each change under consideration and 
calculate the change in RPN if the change were implemented. This allows the team to 
“verbally simulate” the change and evaluate its impact in a safe environment, prior to 
testing it in a patient care area. Some ideas that seem like great improvements can turn 
out to be changes that would actually increase the estimated RPN. 

o Use FMEA to monitor and track improvement over time. 

Teams should consider calculating a total RPN for the process as described above and 
then set a goal for improvement. For example, a team may set a goal of decreasing the 
total RPN for the medication ordering process by 50% from the baseline. 
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Example: Failure Modes and Effects Analysis (FMEA) –  
Medication Dispensing Process 

Steps in the 
Process Failure Mode Failure Causes Failure Effects 

Likelihood of 
Occurrence 

(1-10) 

Likelihood 
of Detection 

(1-10) 

Severity 
(1-10) 

Risk Profile 
Number 
(RPN) 

Actions to 
Reduce 

Occurrence of 
Failure 

Orders are written for 
new medications. 

The first dose may 
be given prior to 
pharmacist review of 
the orders. 

Medication ordered may 
be available and easily 
accessed in the 
dispensing machine. 

Patient may 
receive incorrect 
medication, 
incorrect dose, or 
a dose via 
incorrect 
route. 

6 5 1 30 Assign clinical 
pharmacists to 
patient care units so 
that all medication 
orders can be 
reviewed as they 
occur. 

Orders are written to 
discontinue a 
medication or change 
the existing order. 

Orders to change or 
discontinue 
medication may take 
hours to process. 

All doses needed for a 
24-hour period are 
delivered to the drawer. 
Drawer is not changed 
until next routine delivery. 
 
24-hour supply of 
refrigerated medications 
is delivered. 
 
Multi-dose vials may be 
kept in the patient-
specific drawer. 
Medications are available 
in dispensing machine. 

Patients may 
receive 
medications that 
have been 
discontinued or the 
incorrect dose of a 
medication that has 
been changed. 

10 5 5 250 Schedule pick-ups 
of discontinued 
medications, 
including 
refrigerated 
medications, twice 
per day. 
 
Use dispensing 
machine screen to 
verify all information 
regarding current 
and discontinued 
medications prior to 
each administration. 
 

Orders are written for a 
non-standard dose of a 
medication. 

Nursing staff may 
prepare an incorrect 
dose when 
manipulating the 
medication. 

Staff prepare the dose 
using medications from 
the dispensing machine 
and manipulate them to 
get the dose ordered. 

Patient may receive 
an incorrect dose. 

3 5 4 60 Prepare all non- 
standard doses in 
the pharmacy and 
dispense each as a 
patient-specific unit 
dose. 
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Steps in the 
Process Failure Mode Failure Causes Failure Effects 

Likelihood of 
Occurrence 

(1-10) 

Likelihood 
of Detection 

(1-10) 

Severity 
(1-10) 

Risk Profile 
Number 
(RPN) 

Actions to 
Reduce 

Occurrence of 
Failure 

Pharmacy staff fill 
dispensing and storing 
devices with 
medications. 

Errors may occur 
during filling and 
medications may be 
placed in incorrect 
bins. 

Many medications are 
placed in the dispensing 
machine at one time. 
 
Multiple medications and 
doses are placed in 
patient-specific drawers. 

Patient may receive 
a medication that 
has not been 
prescribed. 

3 5 5 75 Use bar code 
scanning for all 
medications to 
verify information 
prior to 
administration. 
 
Involve patients and 
families in 
verification before 
each administration. 

Medications requiring 
refrigeration and 
intravenous solutions 
are stored separately. 

The wrong 
medication may be 
selected. 

Medications are stored 
together and may not be 
in patient-specific bins, so 
it is easy to select the 
wrong one. 

Patient may receive 
an incorrect 
medication, 
incorrect dose, or 
via incorrect route. 

3 5 5 75 Use bar code 
scanning for all 
medications to 
verify information 
prior to 
administration. 
 
Involve patients and 
families in 
verification before 
each administration. 

Medications packaged 
in multi-dose vials are 
available. 

The incorrect dose 
may be drawn from 
the vial. 

Staff must draw each 
dose prior to 
administration without a 
double-check. 

Patient may receive 
an incorrect 
medication, 
incorrect dose, or 
via incorrect route. 

4 5 7 140 Prepare each dose 
in pharmacy and 
dispense each as a 
single-unit dose.  
 
Remove multi-dose 
vials from 
dispensing 
machines. 
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Steps in the 
Process Failure Mode Failure Causes Failure Effects 

Likelihood of 
Occurrence 

(1-10) 

Likelihood 
of Detection 

(1-10) 

Severity 
(1-10) 

Risk Profile 
Number 
(RPN) 

Actions to 
Reduce 

Occurrence of 
Failure 

Nursing staff access 
medications for 
administration from 
storage device. 

Nursing staff may 
bypass proper 
procedure to access 
medications. 

Nursing bypass of 
procedure may depend 
on proximity of machines 
to patient rooms, as 
nurses may want to 
decrease time traveling 
back and forth. 

Patient may receive 
an incorrect 
medication, 
incorrect dose, or 
via incorrect route. 

7 5 8 280 Use bar code 
scanning for all 
medications to 
verify information 
prior to 
administration. 
 
Involve patients and 
families in 
verification before 
each administration. 

Staff access narcotics 
for administration. 

Staff with substance 
abuse problems may 
be diverting 
narcotics. 

System for access may 
allow incorrect 
information to be entered 
(e.g., staff may be able to 
enter names of other 
staff). 

Clinical staff may be 
working in an 
impaired state. 

5 5 10 250 Use individually 
assigned 
identification cards 
that must be swiped 
through a card 
reader or use 
thumbprint readers 
to access narcotics. 
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Before filling out the template, first save the file on your computer. Then open and use that version of the tool. Otherwise, your changes will not be saved. 
Template: Failure Modes and Effects Analysis (FMEA) 

Steps in the 
Process Failure Mode Failure Causes Failure Effects 

Likelihood 
of Occurrence 

(1-10) 

Likelihood of 
Detection 

(1-10) 

Severity 
(1-10) 

Risk Profile 
Number (RPN) 

Actions to Reduce 
Occurrence of 

Failure 

1         

2         

3         

4         

5         

6         

7         

8         

9         

10         

11         

12         

13         

14         

15         

       Total RPN 
(sum of all RPNs):  

Failure Mode: What could go wrong? 
Failure Causes:  Why would the failure happen? 
Failure Effects: What would be the consequences of failure? 
Likelihood of Occurrence: 1–10 [10 = very likely to occur] 
Likelihood of Detection: 1–10 [10 = very unlikely to detect] 
Severity: 1–10 [10 = most severe effect] 
Risk Priority Number (RPN): Likelihood of Occurrence × Likelihood of Detection × Severity



 

 

 

 

 

	

	

	

	

	

Patient Safety Essentials Toolkit: 

Huddles 
A huddle is a short, stand-up meeting — 10 minutes or less — that is typically used once at the start of each 
workday or shift in a clinical setting.  

In ambulatory surgery centers, huddles occur once per day in each unit (for example, with the operating room 
staff). In primary care, staff can huddle in the morning to discuss scheduled patients as a team.  

The daily huddle gives teams a way to proactively manage quality and safety, including a review of important 
standard work such as checklists. Often, standard work will be the output of previous quality improvement 
projects, and huddles provide a way to ensure process improvements stick. Huddles enable teams to look back to 
review performance and to look ahead to flag concerns proactively.  
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Instructions 
Teams can adapt the following standard five-item huddle agenda to their own needs and choose 
the flow that works best for them. See the last page for a blank template. 

1) Safety and quality concerns and successes in the past day or shift 

o The huddle leader shares and invites successes from the team to celebrate. 

o The huddle leader invites concerns from the team related to patients, staff, or physicians 
while everyone else listens. This includes report-outs on the use of safety and quality 
tools, such as checklists or structured communication techniques for speaking up about 
safety. 

o The designated recorder notes any concerns that need follow-up on the visual 
management board, and the team strikes through items as they are completed during the 
day. The board includes any follow-up with physicians. 

o If the supervisor observed standard work the previous day, she or he provides feedback 
on what went well and what can be improved. 

2) Safety and quality issues for patients on today’s schedule 

o One person previews patients for the day, identifying any issues and the plans to address 
them. Review is faster and easier to reference during the shift if there is a list of patients 
and issues noted on the visual management board. (Be sure to adhere to the patient 
privacy standards in your health care system.) 

o The team notes any issues about equipment or patient rooms that affect quality and 
safety. 

3) Review of tracked issues 

o The team provides updates on previously identified issues that are tracked on the visual 
management board. 

4) Inputs on other safety and quality issues 

o The huddle leader invites the team to raise any other issues that may affect quality or 
safety today. 

5) Announcements and information to share 

o The huddle leader and team identify safety and quality issues relevant to other areas that 
the huddle leader will share with appropriate individuals (e.g., head of another unit). 
Consider holding huddles among relevant leadership groups (e.g., department heads, 
organizational leadership) to review such concerns. 

o Close with critical announcements and schedule changes. You can save time if 
announcements and schedule changes are posted on the visual management board for 
staff reference, and the supervisor can simply point out changes and direct staff to read 
the announcement. 

Note: An approach similar to huddles involves convening staff for safety briefings (beginning of 
the shift) as well as debriefings (end of the shift). Like huddles, safety briefings and debriefings 
consist of short, frequent meetings to discuss safety and quality concerns in a nonpunitive manner.   
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Example: Huddles 
1) Safety and quality concerns and successes in the past day 

• The designated recorder points out that yesterday a nurse reported she planned to follow up with two 
physicians about whether their patients with urinary catheters were ready to have them removed. The team 
learns that the physicians indicated that all these patients should have their catheters removed. After 
confirming that the catheters were discontinued, the team updates the visual management board. 

2) Safety and quality issues for patients on today’s schedule 
• A nurse notes that two patients on the unit are receiving medications that may make them drowsy. She asks 

the team to be on the alert for increased fall risks. 
• A nursing assistant notes that the call button in Room 3A is in the process of being repaired. 

3) Review of tracked issues 
• The team reviews the visual management board and reminds everyone that there are still two patients with 

similar last names on the unit, but one of them is scheduled for discharge later in the day. 
4) Inputs on other safety and quality issues 

• The huddle leader notes that the nursing staff identified that they are receiving a lot of orders for medications 
that must be cut in half, increasing the risk of incorrect doses. The huddle leader will share this information 
with the pharmacy so they can order tablets in the dosages that are needed to eliminate the need for splitting.  

5) Announcements and information to share 
• A list of high-alert medications is now available on all the unit’s medication carts. The latest schedule changes 

are on the visual management board. 
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Template: Huddles 
Print this huddle agenda and post it on your visual management board as a reminder to the huddle team. 

1) Safety and quality concerns and successes in the past day 

• Patients 

• Staff 

• Physicians 
2) Safety and quality issues for patients on today’s schedule 
3) Review of tracked issues 
4) Inputs on other safety and quality issues 
5) Announcements and information to share 

 

 

 

 

 

 

 

 

 

 

 

 

 

  



 

 

 

 

 

	

	

	

	

	

Patient Safety Essentials Toolkit: 

Action Hierarchy (part of RCA2) 
Root cause analysis (RCA) is a process widely used by health professionals to learn how and why errors occurred, 
but these investigations have had inconsistent results. Prevention of future harm requires action. To emphasize 
this point, IHI has renamed the process Root Cause Analyses and Actions, or RCA2 (“RCA squared”).  

The purpose of an RCA2 review is to identify system vulnerabilities and implement strong actions that will 
eliminate or mitigate those vulnerabilities. Review teams strive to identify actions that prevent or minimize the 
chances of the event recurring and reduce the severity or consequences if it should recur. After a comprehensive 
investigation of root causes, including assessment of human factors and cognitive thinking, a tool such as this 
Action Hierarchy will assist teams in identifying which actions will have the strongest effect for successful and 
sustained system improvement. 

 
Action Hierarchy levels and categories are based on Root Cause Analysis Tools from the VA National Center for 
Patient Safety. 
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Instructions 
After completing the RCA2 investigation and analysis process, RCA2 teams work to identify 
corrective actions to mitigate root causes of the adverse event using the following steps:  

1) Review and clarify causal statements for all identified contributing factors.  

Note: Focus contributing factors and causal statements on system-level issues and do not 
assign blame to individuals. The RCA2 process is not recommended for blameworthy events 
as defined by the organization (e.g., criminal or deliberately unsafe acts); administrative or 
human resources systems are the appropriate avenues in such cases.  

2) For each causal statement, brainstorm actions that could mitigate the cause and minimize the 
chances of the event recurring and reduce the severity or consequences should it recur. 
Patients and families may provide valuable insight and suggestions to identify actions as well 
as causal factors.   

3) Rank the strength of each action using a tool like the Action Hierarchy (see template). 

4) Identify at least one strong or intermediate action for each identified cause, focusing on actions 
that contribute to effective and sustained system improvement.  

Note: In some cases, it may be necessary to recommend “weaker” actions as temporary 
measures until stronger actions can be implemented. Actions classified as weaker, such as 
training and policy changes, are often necessary to establish proficiency and expectations, 
but when used alone are unlikely to be sufficient for sustained improvement.  

5) Present the findings of the RCA2 process, including each recommended action, to a member of 
the organization’s senior leadership team for approval. If an action isn’t approved, document 
the reason and select a replacement action, as needed. Use an established method like the 
Model for Improvement to develop and test changes. 

6) Assign an individual (could be outside of the RCA2 team) responsible for implementation and 
measurement of each corrective action and set a date by which each action must be completed. 
Monitor implementation on an ongoing basis to ensure that changes achieve the desired 
results.  

http://www.ihi.org/resources/Pages/HowtoImprove/default.aspx


PATIENT SAFETY ESSENTIALS TOOLKIT: Action Hierarchy Tool (part of RCA2) 

Institute for Healthcare Improvement  ∙  ihi.org 

Example: Action Hierarchy Tool 
Case Example 1: The nursing staff was providing the patient with routine morning care. This consisted of showering the 
patient in the shower room on the ward. The patient was seated in a chair being washed when he slid off the chair and hit 
his face, hip, and shoulder. The doctor examined the patient at 7:55 AM and ordered x-rays and head imaging. No 
fractures or bleeding were noted. Checks of vital signs, neurological status, pain, and mobility were initiated as per policy 
and reported as normal. The patient was assisted with mobility in the day following the fall to ensure he was stable. 
     

Stronger Action: Require and implement use of a shower chair with secure straps that prevent sliding. 
Intermediate Action: Identify patients at risk for falling and have additional staff help with showering. 
Weaker Action: Retrain nursing staff on the required procedure for showering patients. 

 
Case Example 2: An inpatient with pneumonia has an abnormal finding on chest x-ray with recommended repeat chest 
x-ray in three months. She is released home, and her primary care doctor is not aware of the chest x-ray result. She returns 
in one year with advanced lung cancer. 
 

Stronger Action: Automatically include and flag test results that require follow-up in the discharge 
documentation that goes to the primary care doctor and require acknowledgment and follow-up.  
Intermediate Action: Develop and implement standard communication with patients who receive a chest x-
ray, including explaining the need for follow-up and providing written contact information if the patient has 
questions or is not reached within a defined timeframe.  
Weaker Action: Update a policy on appropriate test result communication and follow-up. 
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Before filling out the template, first save the file on your computer. Then open and use that version of the tool. Otherwise, your changes will not be saved. 
Note that you do not need to fill in every action; we recommend that you have at least one strong or intermediate action for every RCA. 

Template: Action Hierarchy Tool 

 
The full RCA2 tool is available here: http://www.ihi.org/resources/Pages/Tools/RCA2-Improving-Root-Cause-Analyses-and-Actions-to-Prevent-Harm.aspx



 

 

 

 

 

	

	

	

	

	

Patient Safety Essentials Toolkit: 

SBAR: Situation-Background-
Assessment-Recommendation 
The SBAR (Situation-Background-Assessment-Recommendation) technique provides a framework for 
communication between members of the health care team about a patient's condition. SBAR is an easy-to-
remember, concrete mechanism useful for framing any conversation, especially critical ones, requiring a 
clinician’s immediate attention and action. It allows for an easy and focused way to set expectations for what will 
be communicated and how between members of the team, which is essential for developing teamwork and 
fostering a culture of patient safety.  
 
This tool includes: 

• SBAR Guidelines (“Guidelines for Communicating with Physicians Using the SBAR Process”): 
Explains in detail how to implement the SBAR technique 

• SBAR Worksheet: A worksheet/script that a provider can use to organize information in preparation 
for communicating with a physician about a critically ill patient (includes both an example and a 
blank SBAR Worksheet template) 

Both the worksheet and the guidelines use the physician team member as the example; however, they can be 
adapted for use with all other health professionals. 
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Guidelines for Communicating with 
Physicians Using the SBAR Process  
1) Use the following modalities according to physician preference, if known. Wait no longer than 

five minutes between attempts.  

o Direct page (if known)  

o Physician’s Call Service  

o During weekdays, the physician’s office directly  

o On weekends and after hours during the week, physician’s home phone  

o Cell phone  

Before assuming that the physician you are attempting to reach is not responding, utilize all 
modalities. For emergent situations, use appropriate resident service as needed to ensure safe 
patient care. Start by defining the first and the last step in the process — so that everyone has 
a shared understanding of where the process you’re working on begins and ends.  

2) Prior to calling the physician, follow these steps:  

o Have I seen and assessed the patient myself before calling?  

o Has the situation been discussed with resource nurse or preceptor?  

o Review the chart for appropriate physician to call.  

o Know the admitting diagnosis and date of admission.  

o Have I read the most recent MD progress notes and notes from the nurse who worked the 
shift ahead of me?  

o Have available the following when speaking with the physician:  

- Patient’s chart  

- List of current medications, allergies, IV fluids, and labs  

- Most recent vital signs  

- Reporting lab results: provide the date and time test was done and results of previous 
tests for comparison  

- Code status 

3) When calling the physician, follow the SBAR process:  

(S) Situation: What is the situation you are calling about?  

o Identify self, unit, patient, room number.  

o Briefly state the problem, what is it, when it happened or started, and how severe.  

(B) Background: Pertinent background information related to the situation could include 
the following:  

o The admitting diagnosis and date of admission  

o List of current medications, allergies, IV fluids, and labs  
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o Most recent vital signs  

o Lab results: provide the date and time test was done and results of previous tests for 
comparison  

o Other clinical information  

o Code status  

(A) Assessment: What is the nurse’s assessment of the situation?  

(R) Recommendation: What is the nurse’s recommendation or what does he/she want? 
Examples:  

o Notification that patient has been admitted  

o Patient needs to be seen now  

o Order change  

4) Document the change in the patient’s condition and physician notification. 

 

 Example 1: SBAR Report to Physician about a Critical Situation 

S Situation  
Dr. Jones, this is Sharon Smith calling from the CCU. I have Mr. Holloway in Room 217, a 55-
year-old man who looks pale and sweaty, feels confused and weak, and is complaining of chest 
pressure. 

B Background 
• He has a history of HTN.  
• He was admitted for a GI bleed, received 2 units. 
• His last crit two hours ago was 31. 
• His vital signs are BP 90/50, pulse 120. 

A Assessment 
I think he’s got an active bleed and we can’t rule out an MI, but we don’t have a troponin or a 
recent H&H. 

R Recommendation 
I’d like to get an EKG and labs, and I need for you to evaluate him right away. 
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 Example 2: SBAR Report to a Primary Care Physician 

S Situation  
Patient arrived for appointment on wrong day. 

B Background 
• Patient arrived for 11:00AM appointment today. 
• Appointment is scheduled for 11:00AM tomorrow. 
• Patient comes from 40 miles away and needed to have friend drive them to 

appointment. 
• Doctor has 1+ appointment available on schedule. 
• Doctor’s hall partner has some open times. 

• We don’t know if the mistake was with the patient or the call center. 

A Assessment 
We should see the patient today. 

R Recommendation 
I recommend that we use the 1+ time or have your hall partner see this patient. 
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Before filling out the template, first save the file on your computer. Then open and use that version of the tool. Otherwise, your changes will not be saved. 

Template: SBAR 

S Situation: What is the situation you are calling about? 
• Identify self, unit, patient, room number.  
• Briefly state the problem, what is it, when it happened 

or started, and how severe. 
 

B Background: Pertinent background information related to 
the situation could include the following:  

• The admitting diagnosis and date of admission  
• List of current medications, allergies, IV fluids, and labs  
• Most recent vital signs  
• Lab results: provide the date and time test was done 

and results of previous tests for comparison  
• Other clinical information  

• Code status 

 

A Assessment: What is the nurse’s assessment of the 
situation?  

 

R Recommendation: What is the nurse’s recommendation 
or what does he/she want? Examples:  

• Notification that patient has been admitted  
• Patient needs to be seen now  

• Order change 
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UNIVERSITY OF KENTUCKY, Petitioner v.
Honorable Kimberly BUNNELL, Judge, Fayette
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Administratrix of the Estate of Anthony Haggard,
Real Party in Interest

ACREE, JUDGE

ATTORNEYS FOR PETITIONER: Wesley R.
Butler, Holly R. Iaccarino, Lexington, Kentucky,
William E. Thro, Margaret Pisacano, Lexington,
Kentucky. ATTORNEYS FOR REAL PARTY IN
INTEREST: J. Dale Golden, Mary Lauren Melton,
Kellie M. Collins, Lexington, Kentucky.

ATTORNEYS FOR PETITIONER: Wesley R.
Butler, Holly R. Iaccarino, Lexington, Kentucky,
William E. Thro, Margaret Pisacano, Lexington,
Kentucky.

ATTORNEYS FOR REAL PARTY IN
INTEREST: J. Dale Golden, Mary Lauren Melton,
Kellie M. Collins, Lexington, Kentucky.

BEFORE: ACREE, DIXON, AND J. LAMBERT,
JUDGES.

OPINION AND ORDER

ACREE, JUDGE:

Petitioner, University of Kentucky acting on
behalf of the health care provider, UK HealthCare
("hospital"), filed a petition with this Court for a
writ to prohibit the Respondent, Fayette Circuit

Court Judge Kimberly Bunnell, from enforcing an
order compelling the Petitioner, as a witness, to
produce a document the hospital identifies as an
"event report" and which the Real Party in
Interest, Phyllis Flowers as Administratrix of the
Estate of Anthony Haggard (Flowers), seeks to
discover in a medical negligence and wrongful
death action. The information was sought by
means of a subpoena duces tecum. In addition to
the event report, the subpoena compelled
production of "any other investigative notes and/or
data regarding the treatment of [sic] care/death of
Anthony Haggard[.]" The Petitioner asserts the
targeted information is not subject to production
based on the privilege afforded by the Patient
Safety and Quality Improvement Act of 2005 (the
Patient Safety Act, or the Act), 42 U.S.C.  §
299b–21 et seq. We agree with Petitioner and, for
the reasons stated below, the petition is
GRANTED.

1

1 United States Code.

I. Standard for granting a writ

As applicable to this case, "[a] writ of prohibition
may be granted upon a showing ... that the lower
court is acting or is about to act erroneously,
although within its jurisdiction, and there exists no
adequate remedy by appeal or otherwise and great
injustice and irreparable injury will result if the
petition is not granted." Hoskins v. Maricle , 150
S.W.3d 1, 10 (Ky. 2004). When a circuit court
allows discovery in error, a party will not have an
adequate remedy by appeal because "once the
information is furnished it cannot be *663

recalled." Bender v. Eaton, 343 S.W.2d 799, 801
663

1

https://casetext.com/statute/united-states-code/title-42-the-public-health-and-welfare/chapter-6a-public-health-service/subchapter-vii-agency-for-healthcare-research-and-quality/part-c-patient-safety-improvement/section-299b-21-definitions
https://casetext.com/_print/doc/univ-of-ky-v-bunnell-1?_printIncludeHighlights=false&_printIncludeKeyPassages=false&_printIsTwoColumn=true&_printEmail=&_printHighlightsKey=#N196628
https://casetext.com/case/hoskins-v-maricle#p10
https://casetext.com/case/bender-v-eaton#p801


(Ky. 1961). Petitioner alleges discovery was
allowed in error and contrary to Petitioner's right
to a claim of privilege regarding the targeted
documents; therefore, Petitioner made the required
showing of an absence of an adequate remedy by
appeal or otherwise and that great injustice and
irreparable injury will result if the petition is not
granted. O'Connell v. Cowan , 332 S.W.3d 34, 38–
39 (Ky. 2010).

II. Background and analytical approach

In three separate opinions over the past three
years, our Supreme Court has grappled with the
"thorny questions raised" by the interaction
between the federal Patient Safety Act and
Kentucky laws applicable to medical providers.
Frankfort Regional Medical Center v. Shepherd ,
2015–SC–000438–MR, 2016 WL 3376030, at *9
(Ky. June 16, 2016) (referring to "thorny questions
raised by the application of Tibbs and this
regulation"); Baptist Health Richmond, Inc. v.
Clouse , 497 S.W.3d 759, 767 (Ky. 2016)
(Hughes, J., concurring (noting U.S. Department
of Health and Human Services (HHS)
commentary regarding "the thorny question[s]"));
see also Tibbs v. Bunnell , 448 S.W.3d 796 (Ky.
2014) (plurality opinion; first opinion rendered in
this series of three).  At the heart of each of these
cases, and the many issues they raise, is the
following question: does 902 KAR  20:016 § 3(3)
(a) require hospitals to make or submit to the
Kentucky Cabinet for Health and Family Services
reports of adverse medical events, thereby
excepting such information from the protection of
the privilege created by the Patient Safety Act?

2

3

2 Tibbs is not precedent because it only

represents the opinion of a plurality of the

Court. Frankfort Regional is not precedent

by rule. Kentucky Rule of Civil Procedure

(CR) 76.28(4)(c). We cite both cases as

part of the jurisprudential history of

interpreting 902 Kentucky Administrative

Regulations (KAR) 20:016 § 3(3)(a). An

argument can be made, however, that

Frankfort Regional is more persuasive than

Tibbs . First, it is more recent; second it

expresses a view of a majority of the

Supreme Court; and third, "[w]hile

unpublished opinions may, by rule or

tradition, lack the precedential authority

accorded published decisions, unless the

issuing courts have simply ruled

incorrectly, these opinions should be

considered correct in their expressions of

law or application of law to facts." J.

Thomas Sullivan, Unpublished Opinions

and No Citation Rules in the Trial Courts ,

47 Ariz. L. Rev. 419, 445 (2005).

3 Kentucky Administrative Regulations.

Reading these Supreme Court cases together and
in sequence, we conclude that the answer has not
yet been provided. Consequently, and particularly
in light of this regulation, circuit courts remain
uncertain how to proceed when a medical provider
seeks application of the privilege under the Patient
Safety Act. This is a problem for all involved. As
Respondent said when struggling to apply this
jurisprudence:

I expect a writ. I mean, I'm not
encouraging it ... But yeah. And while they
have it, if they could go ahead and address
the rest of the issues, that would be nice.
But yeah, I'm looking for guidance. I've
got a feeling Judge Clouse would like to
see a little guidance. Judge Shepherd over
in Frankfort would like to see a little
guidance.... [T]here's a list of, I guess, I
don't know, four or five things. Just tell us.
Hospitals would like to know. Plaintiffs
would like to know. And that's the only
way I figure we can get some guidance.

Transcript of Hearing at 60–61 (Fayette Cir. Ct.
No. 15–CI–04544). As the Supreme Court of the
United States put it, "[a]n uncertain privilege, or
one which purports to be certain but results in
widely *664 varying applications by the courts, is
little better than no privilege at all." Upjohn Co. v.
United States , 449 U.S. 383, 393, 101 S.Ct. 677,
684, 66 L.Ed. 2d 584 (1981).

664
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4 This quote introduced a student note

critical of Tibbs . Zara Airapetian, Federal

Privilege Under Patient Safety and Quality

Improvement Act: The Impact of Tibbs v.

Bunnell , 11 J. Health & Biomedical L.

345, 345 (2016). As the note's author said,

"The decision [in Tibbs ] caused much

concern among patient safety advocates

and healthcare providers, who contended

that the decision ran contrary to the Patient

Safety Act and would have a chilling effect

on patient safety efforts."Id. at 347–48. On

the other hand, in an article published in

the American Association for Justice

magazine, Trial, Tibbs was lauded. That

author said, "If your state has reporting

requirements for adverse medical incidents,

citing Tibbs along with those statutes will

further support your arguments against

privilege. The Tibbs defendants' petition

for certiorari to the U.S. Supreme Court

was denied. In an amicus brief on the

government's behalf, the U.S. solicitor

general argued that the petition should be

denied because the Kentucky Supreme

Court correctly decided the issue. Cite the

solicitor general's amicus brief as

persuasive guidance in your motions."

Nicholas C. Johnson, Compelling

Production of Adverse Incident Reports

Hospitals Fight Tooth and Nail to Avoid

Producing Adverse Incident Reports. Learn

How to Craft A Motion That Will Survive

Their Opposition , Trial, May 2017, at 26,

28 (2017). But see footnote 63, infra,

explaining that the Solicitor General's

opposition was based on the Kentucky

Supreme Court's short-lived belief

expressed in Tibbs that state law,

specifically 902 KAR 20:016 § 3(3)(a),

required the hospital to create the subject

report.

In addition to the meaning and import of 902 KAR
20:016 § 3(3)(a), this case presents several, if not
all, of the issues for which Respondent seeks
guidance. This Opinion and Order may be more
comprehensive than typical of our past efforts in

this area. However, the necessary depth of its
analysis reflects this panel's heeding of
Respondent's call for guidance, as well as our
attempt to harmonize what, in appearance only,
are dissonant elements of our jurisprudence.

Normally, to answer the questions before us, we
would begin with the available jurisprudence.
However, of the three Supreme Court decisions
touching upon the questions, only Baptist Health ,
the third case, has precedential value. The first
case, Tibbs , was only a plurality opinion and the
second, Frankfort Regional Medical Center v.
Shepherd , 2015–SC–000438–MR, 2016 WL
3376030 (Ky. June 16, 2016), was deemed by the
Supreme Court as not being worthy of publication.

That third case, Baptist Health , does not resolve
the meaning of 902 KAR 20:016 § 3(3)(a). This is
apparent from a review of the case's procedural
history. The circuit court had ruled that the
regulation did mandate that hospitals report
adverse medical events to the Cabinet. However,
the Supreme Court vacated that ruling and
remanded the case with instructions to reassess the
information claimed to be privileged, in
accordance with the opinion, to determine whether
there was any unmet, state-mandated reporting
requirement of the hospital. Baptist Health , 497
S.W.3d at 766. Remand would have been
unnecessary if the circuit court had applied the
correct rationale. The opinion could have
addressed the regulation's role directly and clearly,
but it did not. Our more thorough analysis of
Baptist Health , later in this opinion, confirms our
conclusion that whether the regulation, for certain,
mandates recordkeeping or reporting by a hospital
has not been determined until now.

Because the jurisprudence does not answer the
question, our approach is to begin with the Act
and the federal administrators' official guidance
regarding the Act, with special focus on the
concept of a hospital's "external obligations"; that
is, we address the three kinds of medical *665

provider recordkeeping and reporting obligations
665
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which the Secretary of the U.S. Department of
Health and Human Services (HHS) identifies as
being outside the privilege created by the Act.
Within that context, we next analyze Kentucky
medical provider laws (with special emphasis on
902 KAR 20:016 § 3(3)(a)) to determine if
compliance with those laws fits within those kinds
of excepted recordkeeping, thereby defeating a
medical provider's claim to the privilege under the
Act. Lastly, we discuss how our conclusions are
consistent with Kentucky jurisprudence as
articulated in Tibbs , Frankfort Regional , and
Baptist Health .

5

5 As fully discussed below, those three kinds

of external obligations are: (1) patient

records; (2) reporting or recordkeeping

mandated by the exercise of a local, state

or federal government's police powers or

that are mandatory conditions of a

hospital's participation in a government-

sanctioned, voluntary program other than

the Patient Safety Act; and (3) business

records voluntarily created because the

hospital's governing authority deems the

establishment, maintenance and utilization

of such records outside its PSES to be

necessary to hospital operations.

III. The Patient Safety Act and its privilege

The Patient Safety Act is the cornerstone of a
congressional scheme, overseen by HHS, of
conglomerating and analyzing data identified as
patient safety work product (PSWP) to improve
patient healthcare generally and nationwide.
Because we learn best from our mistakes, the
scheme seeks "to encourage the reporting and
analysis of medical errors," a process known
generally as root cause analysis.  Tibbs , 448
S.W.3d at 801. But Congress appreciated the
reluctance of medical providers to volunteer such
information, even for a good cause such as this.
Therefore, the Act created a comprehensive
privilege to protect PSWP from discovery. Using
the language of federal preemption, the privilege
states in full:

6

6 "Root cause analysis" should not be

mistaken as a term of art of, or exclusively

used by, medical providers. It simply refers

to any undertaking to identify the source of

shortcomings or other unintended

consequences of any program, enterprise or

effort. It is applied to reveal better ways of

accomplishing the programs of, for

example, the Department of Defense and

the Department of Energy. See, e.g. , 10

U.S.C. § 2438(d) (root cause analysis "with

respect to a major defense acquisition

program is an assessment of the underlying

cause or causes of shortcomings in cost,

schedule, or performance of the program");

50 U.S.C. § 2753(c)(3) ("(c) Notification of

... root cause analyses ... [T]he

Administrator [of Nuclear Security] or the

Secretary [of the Department of Energy],

as applicable, shall ... submit to the

congressional defense committees an

assessment of the root cause or causes of

the growth in the total cost of the project,

including the contribution of any

shortcomings in cost, schedule, or

performance of the program."). The phrase

was first used in federal jurisprudence

relating to an adverse event at a nuclear

chemical processing facility when one

analysis "determined that operator error

was the root cause of the incident" while

another "determined the root cause to be

the inoperable valve...." Bradley v.

Sequoyah Fuels Corp. , 847 F.Supp. 863,

866 (E.D. Okla. 1994). That same year, for

the first time in any state's jurisprudence,

Texas referenced the costs of a "root cause

analysis" relative to the "imprudence in the

construction and management of" a nuclear

power plant. Texas Utilities Elec. Co. v.

Public Utility Com'n , 881 S.W.2d 387,

405–06 fn 32 (Tex. App. 1994), aff'd in

part, rev'd in part sub nom. Public Utility

Com'n of Texas v. Texas Utilities Elec. Co. ,

935 S.W.2d 109 (Tex. 1997). The

techniques applied in root cause analysis

"ensure successful application in almost

any situation." Paul F. Wilson, Larry D.

4
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Dell & Gaylord F. Anderson, Root Cause

Analysis: A Tool for Total Quality

Management , vii (ASQ Quality Press

1993).

Notwithstanding any other provision of
Federal, State, or local law, and subject to
subsection (c) of this section [setting out
exceptions to the availability of the

*666666

privilege  ], patient safety work product
[PSWP] shall be privileged and shall not
be— 

(1) subject to a Federal, State, or local
civil, criminal, or administrative subpoena
or order, including in a Federal, State, or
local civil or administrative disciplinary
proceeding against a provider; 

(2) subject to discovery in connection with
a Federal, State, or local civil, criminal, or
administrative proceeding, including in a
Federal, State, or local civil or
administrative disciplinary proceeding
against a provider; 

(3) subject to disclosure pursuant to
section 552 of Title 5 (commonly known
as the Freedom of Information Act) or any
other similar Federal, State, or local law; 

(4) admitted as evidence in any Federal,
State, or local governmental civil
proceeding, criminal proceeding,
administrative rulemaking proceeding, or
administrative adjudicatory proceeding,
including any such proceeding against a
provider; or 

(5) admitted in a professional disciplinary
proceeding of a professional disciplinary
body established or specifically authorized
under State law.

7

7 We categorically discuss exceptions to

patient safety work product (PSWP) and,

therefore, exceptions to a claim of the

privilege, in Sections V through VIII ,

below.

42 U.S.C. § 299b–22(a). To be entitled to the
privilege under the federal Act, medical providers
must "voluntarily associate and communicate
privileged patient safety work product (PSWP)
among themselves through in-house patient safety
evaluation systems (PSES)    and with and
through affiliated patient safety organizations
(PSO)   ...." Tibbs , 448 S.W.3d at 800. Tibbs
suggests "the first analysis to undertake when a
party asserts the Act's privilege is to determine
whether the information satisfies the statutory
definition for patient safety work product as
established by the Act [.]" Id. at 803. We follow
that suggestion.  *667  IV. Patient Safety Work
Product (PSWP)

[ 8 ]

[ 9 ]

10667

8 "The term 'patient safety evaluation system'

means the collection, management, or

analysis of information for reporting to or

by a patient safety organization [PSO]." 42

U.S.C. § 299b–21(6) ; "Patient safety

evaluation system means the collection,

management, or analysis of information for

reporting to or by a PSO." 42 Code of

Federal Regulations (C.F.R.) § 3.20.

9 A patient safety organization, or PSO, is "a

private or public entity or component

thereof that is listed by the Secretary [of

Health and Human Services] pursuant to

section 299b–24(d)...." 42 U.S.C. § 299b–

21. The criteria for PSOs is set out in 42

U.S.C. § 299b–24(b). Those criteria assure

the independence and integrity of the PSO

equally as much as the security and

confidentiality of the records. 42 U.S.C. §

299b–24(b) (setting out criteria to qualify

as a PSO). The data compiled by the

various PSOs is eventually reported to the

Secretary for Health and Human Services

who has "facilitate[d] the creation of, and

maintain[ed], a network of patient safety

5
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databases that provides an interactive

evidence-based management resource for

providers, patient safety organizations, and

other entities." 42 U.S.C. § 299b–23(a).

10 Only the plurality in Tibbs (Scott,

Cunningham, and Venters, JJ.) agreed that

this is where a circuit court should start

when deciding this kind of discovery

question. Tibbs , 448 S.W.3d at 803. In

Baptist Health , three different justices

(Minton, C.J., Hughes and Wright, JJ.)

suggested a different starting point. They

said: "First, the trial court should determine

whether any of the documents and reports

requested (and, obviously, relevant to the

case before it) qualify as 'original provider

records' under ... Federal, state, or local

public health or health oversight

requirements." Baptist Health , 497 S.W.3d

at 767 (Hughes, J., concurring). Neither of

these suggested starting points was

supported by a majority of the Supreme

Court justices. Therefore, even the question

where to start remains open. Following

Tibbs in this opinion allows a sequential

analysis of the Act which defines PSWP

before discussing original provider records

as exceptions to PSWP.

Relevant to our analysis, the Patient Safety Act
defines PSWP as:

[1] any data, reports, records, memoranda,
analyses ..., or written or oral statements ...
[2] assembled or developed by a provider
for reporting to a patient safety
organization and are reported to a patient
safety organization ... and [3] which could
result in improved patient safety, health
care quality, or health care outcomes....

42 U.S.C. § 299b–21(7)(A)(i)(I), (II)  (numbers
added for purpose of analysis). Whether
something generated by a provider qualifies as
PSWP depends then on the answers to three
question: [1] what is it?; [2] why was it
generated?; and [3] might it improve overall
patient care?

11

11 Not relevant to our analysis is PSWP

comprised of "data, reports, records,

memoranda, analyses (such as root cause

analyses), or written or oral statements ...

developed by a patient safety organization

[.]" 42 U.S.C. § 299b–21(7)(A)(i)(II)

(emphasis added).

First, as stated in [1], the statute defines the
attributes of patient safety work product—what is
it? It must be data, reports and the like, including
even oral reports or statements; for ease of
understanding, we refer in this opinion to the
various potential patient safety work products
simply as reports or information. What does the
Petitioner here claim is privileged PSWP? It is a
ten-page event report chronicling a "wrong-site
procedure" performed at Petitioner's hospital.
Certainly, the report fits this first part of the
definition of PSWP.

12

12 In this case, Anthony Haggard presented

for a medical procedure to be conducted on

one side of his chest; unfortunately, the

procedure was performed on the wrong

side of his chest. Shortly thereafter,

Haggard died. The Agency for Healthcare

Research and Quality (AHRQ), a sub-

agency of the U.S. Department of Health

and Human Services (HHS), has said this

about "wrong-site procedures":

6
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U.S. Department of Health and Human

Services, Agency for Health Care Research

and Quality, Wrong–Site, Wrong–

Procedure, and Wrong–Patient Surgery.

https://psnet.ahrq.gov/primers/primer/18/w

rong-site-wrong-procedure-and-wrong-

patient-surgery (last visited Aug. 14, 2017).

"Few medical errors are as vivid

and terrifying as those that

involve patients who have

undergone surgery on the wrong

body part.... These 'wrong site ...

errors' (WSPEs) are rightly

termed never events—errors that

should never occur and indicate

serious underlying safety

problems." U.S. Department of

Health & Human Services,

AHRQ Patient Safety Network,

Wrong Site, Wrong Procedure,

Wrong Patient Surgery

https://psnet.ahrq.gov/primers/pri

mer/18 (last updated, June 2017).

"The term 'Never Event' was first

introduced in 2001 by Ken Kizer,

MD, former CEO of the National

Quality Forum (NQF), in

reference to particularly shocking

medical errors (such as wrong-

site surgery) that should never

occur." U.S. Department of

Health & Human Services,

AHRQ Patient Safety Network,

Never Events

https://psnet.ahrq.gov/primers/pri

mer/3 (last updated, July 2016).

The Act also identifies PSWP as "written or oral
statements ... which identify or constitute the
deliberations or analysis of, or identify the fact of
reporting [to a PSO] pursuant to, a patient safety
evaluation system." 42 U.S.C. § 299b–21(7)(A)
(ii). Therefore, to the extent the description in
Flowers's subpoena duces tecum of "other
investigative notes" is found to target these kinds
of written or oral statements that form the basis of

the event report submitted to the PSO, the
privilege may also apply.  *668 Second, under [2],
the provider must have created the report with the
intention that it be part of the provider's voluntary
participation in the congressional scheme under
the Act. When a provider participates in this
voluntary program, the data it generates for that
program must be superfluous to the
documentation necessary for patient care or
regulatory compliance.  It must be created in the
context of the hospital's PSES with the intention
that the report be sent to a PSO for analysis.
Additionally, the report eventually must be
submitted, in fact, to a PSO, whereupon it will be
permanently unavailable for the separate purpose
of complying with government regulation of the
provider's activities.

13668

14

15

13 In this original action, the parties say

nothing about these tangential discovery

targets, focusing on the event report itself.

14 "[T]he Patient Safety Act encourages

providers to prepare, analyze, and share

information beyond what they are

mandated to do...." Patient Safety and

Quality Improvement Act of 2005—HHS

Guidance Regarding Patient Safety Work

Product and Providers' External

Obligations, 81 Fed. Reg. 32655–01,

32659 (Guidance).

15 "... except in accordance with the

disclosure permissions described in the

Patient Safety Act and Patient Safety

Rule." Guidance at 32659 (citing 42 U.S.C.

§ 299b–22(c) ; 42 C.F.R. § 3.204(b),

3.206(b) ).

The Petitioner's event report satisfies the
preceding criterion. No evidence in the record
contradicts the affidavit of the Petitioner's Director
of Risk Management, Margaret M. Pisacano. She
stated that the report in question was:

7
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generated within and maintained within
UK HealthCare's patient safety evaluation
system [PSES] ... on March 8, 2015 in
accordance with [its] Policy on Patient
Safety Evaluation System and was
submitted to [its] patient safety
organization [PSO] on June 21, 2015....
[and] do[es] not exist separately from UK
HealthCare's patient safety evaluation
system.

(Petition, Exhibit D, Director's affidavit, p. 2, ¶ 13,
13a, 16). This satisfies the second part of the
definition of PSWP.

Under [3], there must be the possibility that the
report will "improve [ ] patient safety, health care
quality, or health care outcomes[.]" The report,
therefore, must relate to events impacting patient
medical care and not, for example, ethical
breaches of a physician-patient relationship. In
this case, the report identifies the patient by a
unique alpha-numeric code and includes "patient
demographics, basic event details including the
reporter's assessment of the circumstances
prompting the report, basic analyses, and manager
reviews" of a wrong-site procedure. (Director's
Affidavit, p. 2, ¶ 13a). Without question, within
the purpose and control of the program overseen
by the Secretary, HHS, this report could result in
improved patient safety, health care quality, or
health care outcomes. The third part of the
definition of PSWP is satisfied.

Applying these criteria, we see nothing in this
record, and neither Flowers nor Respondent has
cited evidence, that would contradict the
Petitioner's proof that the event report is PSWP.

Additionally, our analysis is consistent with HHS's
most recent elucidation of the Act, expressed in its
Patient Safety and Quality Improvement Act of
2005—HHS Guidance Regarding Patient Safety
Work Product and Providers' External Obligations,
81 FR  32655–01 (May 24, 2016) (Guidance).
This direction from HHS was intended as
"guidance for patient safety organizations (PSOs)

and providers" and *669 not directly to assist courts
in their interpretation of the Act. Id. at 32655. But,
one way or the other, the understandings of the
legal and medical communities must be in accord.

16 17

669

16 Federal Register.

17 This guidance was issued by the Agency

for Healthcare Research and Quality

(AHRQ), Office for Civil Rights (OCR),

Department of Health and Human Services

(HHS).

As applicable to the PSWP in the case now before
us, HHS says:

The definition of PSWP sets forth three
basic ways that certain information can
become PSWP[. Only the first is relevant
here, and that is when t]he information is
prepared by a provider for reporting to a
PSO and it is reported to the PSO.... Th[is]
first way—sometimes referred to as the
"reporting pathway"—is how providers
generally create most of their PSWP.
According to the Patient Safety Act, in
order for information to become PSWP
through the reporting pathway, it must be
information that could improve patient
safety, health care quality, or health care
outcomes and be assembled or developed
by a provider for reporting to a PSO and
be reported to a PSO. Another way of
saying that the information is assembled or
developed for reporting to a PSO is that
the information is prepared for the purpose
of reporting it to the PSO.

Guidance at 32656. If a provider's report of
medical error, knowledge of which could improve
health care, is submitted to a PSO, then that report
is PSWP and it is privileged under the Act. Those
are the facts of this case.

In fact, the event report here was privileged under
the Act even before it was submitted to the PSO,
provided it was not subject to any applicable

8
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exception to PSWP discussed below. According to
the Guidance:

Under the Patient Safety Rule,    the
reporting pathway allows for information
documented as collected within the
provider's PSES to be PSWP and thus
privileged and confidential before it is
reported to a PSO.

[ 18 ]

18 42 C.F.R. Part 3.

Id. (emphasis added). It is clear that what affords
the protection of the Act's privilege is the
provider's intent to submit the information to a
PSO.  Id. at 32656 fn 12 (quoting Patient Safety
and Quality Improvement, 73 Fed. Reg. 70732–01
at 70741–42 ("a provider should not place
information into its patient safety evaluation
system unless it intends for that information to be
reported to the PSO.")). As the Guidance says,
"uncovering the purpose for which information is
prepared can be a critical factor in determining
whether the information is PSWP." Id. at 32656.
Clearly, HHS intends this focus on the intended
purpose for the report to remain at the fore of any
analysis under the Act.

19

19 If the purpose was to satisfy an obligation

that already exists, apart from the

congressional program designed by the

Act, the privilege will not apply and the

report and its information will be

discoverable. We discuss these pre-existing

obligations below in Section VII.A.

Under 42 U.S.C. § 299b–21(7)(A) alone, the
report under review has been PSWP and
privileged since its collection within the
Petitioner's PSES. However, we must determine
whether any statutory exception to PSWP applies.
Tibbs , 448 S.W.3d at 803. If it does, the privilege
still will protect the report itself because it has
been sent to the PSO, but the information it
contains will be discoverable to the extent
necessary to satisfy the exception to PSWP. We
conclude that no exception applies.

V. Exceptions to PSWP

"Nothing in this part[, i.e. , the entirety of 42
U.S.C. § 299b–21,] shall be construed to limit ...
the discovery of or admissibility of information
described in this subparagraph *670 [ 42 U.S.C. §
299b–21(7)(B) identifying exceptions to PSWP]
in a criminal, civil, or administrative proceeding."
42 U.S.C. § 299b–21(7)(B)(iii)(I). Therefore, the
exceptions to PSWP are the kinds of "information
described in" 42 U.S.C. § 299b–21(7)(B). This
subparagraph of the Act, as well as the Guidance
addressing these exceptions, could have been
clearer.

670

The concepts of subparagraph (B) are better
understood if both that subparagraph and the
Guidance are broken down into their component
parts to account for overlapping and implied
cross-referencing. We begin by reading the
subparagraph in its entirety. It states:

9
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(B) Clarification  

(i) Information described in subparagraph
(A) [defining PSWP] does not include a
patient's medical record, billing and
discharge information, or any other
original patient or provider record. 

(ii) Information described in subparagraph
(A) does not include information that is
collected, maintained, or developed
separately, or exists separately, from a
patient safety evaluation system. Such
separate information or a copy thereof
reported to a patient safety organization
shall not by reason of its reporting be
considered patient safety work product. 

(iii) Nothing in this part shall be construed
to limit— 

(I) the discovery of or admissibility of
information described in this subparagraph
in a criminal, civil, or administrative
proceeding; 

(II) the reporting of information described
in this subparagraph to a Federal, State, or
local governmental agency for public
health surveillance, investigation, or other
public health purposes or health oversight
purposes; or 

(III) a provider's recordkeeping obligation
with respect to information described in
this subparagraph under Federal, State, or
local law.

42 U.S.C. § 299b–21(7)(B).

The statute's denomination of this subparagraph as
"clarification" might be considered a misnomer.
HHS twice found it necessary to explain the
statute for providers and PSOs in what, no doubt,
HHS believed to be clearer terms. See Patient
Safety and Quality Improvement, 73 Fed. Reg.

70732–01, 70742–43 ; Guidance at 32656. The
case under review shows us that some confusion
still exists.

The Guidance seeks to simplify the concepts
contained in the language of the subparagraph's
subsections (i) through (iii) by discussing how
some information described in the statute is "
[s]pecifically excluded" while the remainder of the
exceptions falls in the more general category of
"information prepared for purposes other than
reporting to a PSO[.]" Guidance at 32656. The
Guidance then notes there is a subcategory "
[w]ithin the category of information prepared for a
purpose other than reporting to a PSO" identifying
information prepared to satisfy "external
obligations[.]"  Id. That leaves a subcategory of
information prepared other than for submission to
a PSO, but also not created to satisfy an external
obligation. That is to say, it is a record created for
no other reason than that hospital management
deemed it necessary or helpful to the operation of
the hospital as a business.

20

20 The phrase, "external obligations," does

not appear in the United States Code or the

Code of Federal Regulations but was

coined and defined by HHS only in its

Guidance.

We have attempted to follow the roadmap HHS
prepared. Frankly, however, we *671 find it has its
own flaws, particularly in its overlapping
descriptions of categories of information excepted
from PSWP. After carefully examining the statute
and the Guidance, we reach the conclusion that all
the exceptions are subsumed by the single
overarching category—"information prepared for
a purpose other than reporting to a PSO." Under
that umbrella are three kinds of information that
will not qualify as PSWP, each of which possesses
characteristics that distinguish it from the others:

671
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Exceptions of the first kind:  

"patient's medical record, billing and
discharge information, or any other
original patient ... record." [ 42 U.S.C. §
299 b–21(7)(B)(i) ]; and 

Exceptions of the second kind:  

hospital records created because they
satisfy an "external obligation," i.e. ,
information kept internally or reported
externally that is either mandated by law
or is a mandatory condition of
participation in a government-sanctioned,
voluntary program [ 42 U.S.C. § 299b–
21(7)(B)(iii)(II) ("report[s] of information
... to a Federal, State, or local
governmental agency...."); or (7)(B)(iii)
(III) ("recordkeeping obligation ... under
Federal, State, or local law.") ]; and 

Exceptions of the third kind:  

business records existing outside a PSES
that are neither required by law nor as a
mandatory condition of voluntary
participation in a government-sanctioned
program, but which the hospital's
governing authority  nevertheless deems
necessary to be kept in the ordinary course
of its business.  [ 42 U.S.C. § 299b–21(7)
(B)(i) ("other ... provider records"); (7)(B)
(ii) ( "exist[ing] separately, from a patient
safety evaluation system") ].

21

22

21 " 'Governing authority' means the

individual, agency, partnership, or

corporation, in which the ultimate

responsibility and authority for the conduct

of the institution is vested." 902 KAR

20:016 § 1(3). The "governing authority ...

has overall responsibility for the

management and operation of the hospital

and for compliance with federal, state, and

local law pertaining to its operation...." 902

KAR 20:016 § 3(1)(a).

22 The governing authority thus obligates the

hospital to make reports in the ordinary

course of business; it is irrelevant whether

they are better called internal, rather than

external, obligations. We undertake

analysis of the Act within the framework

and nomenclature offered by HHS.

We next examine each of these categories, relating
our analysis back to the statute and the Guidance,
to determine if any of these exceptions to PSWP
apply.

VI. Exceptions of the first kind to PSWP—patient
records

The event report in question will be excepted from
PSWP and not privileged if it is "a patient's
medical record, billing and discharge information,
or any other original patient ... record[.]"  42
U.S.C. § 299b–21(7)(B)(i). There is no reason to
conclude that the report constitutes Anthony
Haggard's medical record, or billing and discharge
information. That leaves, under subparagraph (B)
(i), documents constituting "other original patient
... record[s]."

23

23 In Kentucky, "[a] medical record shall be

maintained, in accordance with accepted

professional principles, for every patient

admitted to the hospital or receiving

outpatient services." 902 KAR 20:016 §

3(11)(a). Although HHS calls patient

medical records a "specific exclusion"

under the Act, it quite obviously also fits

HHS's definition of an "external

obligation" because it is mandated by state

law. This is an example how HHS's

categorization of exceptions overlaps.

In addition to the already broad scope of original
patient records expressly identified in
subparagraph (B)(i) to include a *672 patient's
medical record, and billing and discharge
information, there is a catch-all provision for

672
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"other original patient ... record[s]." Id. (emphasis
added). We are given no definition that would tell
us, exclusive of the specific listing in the statute,
what this means. Still, it seems to be self-evident
enough. For example, "hospital[s] shall maintain a
patient admission and discharge register [and, i]f
applicable, a birth register and a surgical register
shall also be maintained." 902 KAR 20:016 § 3(3)
(b). A hospital may elect to create other records
not required by law, but which its governing
authority deems necessary or useful to patient care
(perhaps, for example, a log documenting patient
visitors). Both the original of these other patient
records and the information they contain will be
excepted from PSWP.24

24 Again, this overlapping of the Guidance's

categorizations is reflected in the first

example of "other patient records" that we

suggest might exist; it is mandated by

regulation and so it is equally appropriate,

under the Guidance, to place it in the "

[s]pecifically excluded" category or the

more general category of "information

prepared for purposes other than reporting

to a PSO," Guidance at 32656, i.e. ,

compliance with a state regulation, an

exception of the second kind to PSWP. As

for the second example, one could easily

argue that a patient visitor log (or other

such non-mandated patient records the

hospital decides to create), rather than

being construed as a specific exception of

the first kind, is just as properly

categorized with other exceptions of the

third kind—i.e. , hospital records created

voluntarily, deemed necessary by the

hospital's governing authority for business

purposes but maintained separately from

the hospital's PSES. Our categorization of

these records seeks to reconcile the

overlaps in the statute and the Guidance

while also honoring the definitions and

nomenclature of both. In the final analysis,

it is irrelevant which kind of exception

from PSWP such records might fall under;

each of these examples fits either or both.

The record Flowers seeks in this case, a record
created post-care for the specific purpose of
submission to a PSO, is not a record that was or
could have been necessary or useful to Anthony
Haggard's medical care. Its subject matter is the
event, not the patient identified in the report only
by an alpha-numeric code to distinguish this event
from others. The event report does not constitute
the patient's records or any "other original patient
record."

VII. Exceptions of the second kind to PSWP
—"external obligations"

The statute does not include the term "external
obligations." HHS coined the term. Attempting to
distinguish information "specifically excluded" by
the Act from other information, the Guidance
discusses the part of subparagraph (B)(i)
identifying "other original ... provider records." It
says:

HHS interprets 'original provider records'
[which HHS previously included among
"specific exclusions" from PSWP  ] to
include: ... Original records

25

25 Again there is category overlap as the

Guidance first discusses these "other

original ... provider records" as being "

[s]pecifically excluded[.]" Guidance at

32656 ("Specifically excluded from the

definition of PSWP is, '... any other

original ... provider information.' "). Later,

the Guidance refers to the same "other

original provider records" not as

"specifically excluded," but as "external

obligations" and calling them a

subcategory of the general category of

information prepared for a purpose other

than reporting to a PSO. Id. ("Within the

category of information prepared for a

purpose other than reporting to a PSO,

information that is prepared for external

obligations has generated many questions.

External obligations include, but are not

limited to, mandatory requirements placed

upon providers by Federal and state health
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regulatory agencies."). This should not

confound or distress those attempting to

find an exception to the privilege; it does

not matter what kind of exception—the

first kind because it is described as specific

or the second kind because it satisfies an

external obligation). Whichever kind of

exception we call it—an exception applies

and the subject information is not PSWP.

*673673

(e.g. , reports or documents) that are
required of a provider to meet any Federal,
state, or local public health or health
oversight requirement regardless of
whether such records are maintained inside
or outside of the provider's PSES[.]   [ 26 ]

26 This concept that "[o]riginal records ...

required to meet any ... oversight

requirement[,]" i.e. , an external obligation,

will be excepted from PSWP "regardless of

whether such records are maintained inside

or outside of the provider's PSES [,]"

Guidance at 32658 (emphasis added), read

together with the statement that "external

obligations must be met with information

that is not patient safety work product[,]"

id. at 32656, highlights the importance of

focusing on the provider's original

intention for gathering information or

creating the report. If information was

gathered, or a report was created, with a

purpose, to satisfy an existing external

obligation, it can never become PSWP no

matter where it exists. However, if a report

was intended from its inception to be

developed within a PSES for submission to

a PSO, it qualifies as PSWP. As discussed

in Section VII.A.5. , if the report has not yet

been submitted to the PSO, the provider

may choose to "drop out" the report from

its PSES to satisfy an external that has

arisen after the report's creation,

whereupon the privilege will be lost. Once

the information or report is submitted to

the PSO, however, its characterization as

PSWP will be immutable.

Guidance at 32658. It is in this context that the
Guidance introduces the term "external
obligations." Id. at 32655; see also Patient Safety
and Quality Improvement, 73 Fed. Reg. 70732 at
70740 (where the term was first used).
Conceptualizing and explaining other "original
provider records" and "external obligations" for
application by Kentucky's circuit courts has
presented some challenges. See generally Tibbs ;
see also Baptist Health , 497 S.W.3d at 761–62.

The Guidance tells us that external obligations
broadly include "information collection activities
mandated by laws, regulations, and accrediting
and licensing requirements as well as voluntary
reporting activities that occur for the purpose of
maintaining accountability in the health care
system." Guidance at 32657 (emphasis added)
(footnote omitted). Examples include: "state
incident reporting, adverse drug event reporting to
the Food and Drug Administration (FDA),
certification or licensing recordkeeping,   
reporting to the National Practitioner Data Bank,
and disclosing information to comply with CMS'
CoPs    or conditions for coverage." Guidance at
32656 fn 16.

[ 27 ]

[ 28 ]

27 The inclusion of "recordkeeping" among

these examples comports with the

requirement of subparagraph (7)(B)(iii)(III)

and indicates that external obligations are

not limited exclusively to reporting or

disclosure obligations.

28 "CMS' CoPs" means the Center for

Medicare & Medicaid Services, HHS,

Conditions of Participation.

To fully appreciate the Guidance's explanation of
the concept of an external obligation, we must
recognize that it lumps together, both in its
description and its examples, mandatory external
obligations and external obligations undertaken
voluntarily , calling both simply "external
obligations." To better understand these particular
exceptions to PSWP, in the context of the
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Guidance, we will discuss these mandatory
external obligations and voluntary external
obligations separately.

A. Mandatory external obligations—compelled by
police powers

Obviously, if a law requires a hospital's
recordkeeping or reporting of information, for any
reason, that requirement is an external obligation.
This type of *674 external obligation is compelled
by a government's exercise of its police powers in
licensing and regulating hospitals.  "For example,
a provider may have an external obligation to
maintain certain records about serious adverse
events that result in patient harm. The document
the provider prepares to meet its requirement
about such adverse events is not PSWP." Guidance
at 32655.

674

29

29 There is a "constitutional right of one to

engage in a lawful avocation or profession

which involves the doing of any and all

things, not immoral...." Reynolds v. Walz ,

278 Ky. 309, 128 S.W.2d 734, 736 (1939).

That includes the operation of a hospital.

However, "[t]he right to conduct a business

[including a hospital] is subordinate to

police powers when th [ose powers] are

exercised in a reasonable manner in the

public interest." Boyle County Stockyards

Co. v. Commonwealth, Dept. of Agriculture

, 570 S.W.2d 650, 653 (Ky. App. 1978).

Our legislature has exercised restraint

when passing laws requiring hospitals to

release to the public or submit to the

government data it has generated in

conducting its business. As explained in

Section VII.A.1. , that includes refraining

entirely from requiring, by statute or rule,

disclosure of what have been variously

referred to as "incident reports," "event

reports," "sentinel reports" and the like.

Whether any sort of external obligation exists
depends on each state's medical provider licensure
laws. We begin consideration of mandatory
external obligations in this Section VII.A. by

addressing a specific sort to which we just referred
—adverse medical event reporting. We conclude
that Kentucky does not mandate the reporting by
providers of adverse medical events.

1. Mandatory external obligations generally;
absence of adverse event reporting requirement in
Kentucky

State mandated "external obligations" vary
significantly from state to state, especially when it
comes to requiring adverse incident reporting. The
Guidance notes that "more than half of the states
operat[e] adverse event reporting systems."
Guidance at 32655. Kentucky is not among them.
However, because Flowers insists that reporting of
adverse medical events is required under the
Supreme Court's interpretation of 902 KAR
20:016 § 3(3)(a), a more detailed explanation of
the absence of any external obligation of
Kentucky hospitals to report adverse medical
events is necessary.

In 2004, the Kentucky legislature considered
enacting legislation to create a state adverse
medical event reporting system. That year,
Senators Mongiardo and Scorsone filed Senate
Bill 90, "AN ACT relating to medical errors." SB
90, 2004 Reg. Sess. (Ky. 2004) (not enacted).
Much like the Patient Safety Act enacted a year
later, SB 90's inspiration was the National
Academy of Medicine's  1999 report, "To Err is
Human ," calling for a national effort to make
healthcare safer. Compare SB 90 § 1(1) (citing
L.T. Kohn, et al. (Institute of Medicine), To Err is
Human: Building a Safer Health System
(Washington, DC: National Academy Press,
2000)), with Guidance at 32655 fn1 (citing To Err
is Human ). Just as with the federal Patient Safety
Act, a hospital's participation in the program SB
90 would have created was to be "[o]n a voluntary
basis[.]" SB 90, § 4(1). The data would have been
submitted to a new entity created by the bill,
called the Kentucky Academy for Health Care
Improvement and Cost Reduction,  which *675

would have performed the functions on a state
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level that are now performed under the federal
Patient Safety Act by the various PSOs and the
Secretary, HHS. As the Patient Safety Act now
does, SB 90 would have created a privilege for a
hospital's "report of a medical error, adverse
medical event, sentinel event    and other patient
safety data[.]" SB 90, § 4(6), (7). The bill was
referred to the Senate Committee on State and
Local Government where it died.

[ 32 ]

30 The report was authored by the Institute of

Medicine (IoM) which, in 2015,

reconstituted and changed its name to the

National Academy of Medicine (NAM),

and is part of the National Academy of

Sciences, Engineering and Medicine.

31 The Academy would have been "jointly

establish[ed] and operate [d] by the

University of Kentucky and the University

of Louisville." SB 90, § 3(1).

32 A "sentinel event" was defined in the bill

as "an unexpected occurrence involving

death or serious physical or psychological

injury or the risk thereof...." SB 90 § 2(6).

There have been no subsequent serious legislative
efforts to create a state adverse medical event
reporting system and, today, there remains no
external obligation on the part of hospitals to
report adverse medical events to the Cabinet. This
has been borne out by national surveys of state
adverse medical reporting requirements. Two such
studies are noteworthy.

In 2008, the Office of the Inspector General, HHS,
undertook a study "[t]o identify and describe State
adverse event reporting systems and how States
use the reported information." Department of
Health and Human Services, Office of the
Inspector General, Adverse Events in Hospitals:
State Reporting Systems at 1 (December 2008).
The report surveyed "[s]tate adverse event
reporting systems as of January 2008 in all 50
States and the District of Columbia...."; Kentucky
is not identified as a state that has an adverse event
reporting requirement. See generally id.

In 2015, the National Academy for State Health
Policy (NASHP) published its own study. Carrie
Hanlon, Kaitlin Sheedy, Taylor Kniffin, Jill
Rosenthal, 2014 Guide to State Adverse Event
Reporting Systems (National Academy for State
Health Policy, January 2015). NASHP "surveyed
all 50 states and the District of Columbia to
develop insight into the nation's monitoring,
regulation and promotion of patient safety, with a
focus on adverse event reporting systems." Id. at
2. "An official from each known state adverse
event reporting system completed NASHP's
survey, for a total of 27 responses." Id. Kentucky
was not among those 27 states. NASHP
additionally conducted "a separate one-question
electronic survey of health care licensing and
certification officials in the remaining 23 states
[including Kentucky] to verify that they currently
do not have an adverse event reporting system.
Each of these 23 states confirmed that it does not
have an adverse event reporting system." Id. ; see
also id. at 5 (map of states with adverse event
reporting systems indicating Kentucky is not
among them).

Contrary to Flowers's assertions, neither the
Kentucky legislature nor the Cabinet has utilized
police powers to require adverse medical event
reporting by Kentucky medical providers.

2. Other mandatory external obligations under
Kentucky law

This is not to say that Kentucky medical providers
have no mandatory external obligations (i.e. ,
those compelled by police powers through statute
or regulation) to keep records or report certain
data. They do.  *676 As recently as 2006, after
recognizing that "the medical profession is one of
the most pervasively regulated industries in the
Commonwealth[,]" our Supreme Court offered a
list of mandatory external obligations imposed
upon medical providers. Williams v.
Commonwealth , 213 S.W.3d 671, 675 fn3 (Ky.
2006). The list included the following event-
prompted reporting requirements:

33676
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33 Obviously, to operate a business in the

health care field, the regulations

unequivocally state that every "health

facility shall complete and submit to the

Office of the Inspector General the

appropriate application" which for a

hospital is the "Application for License to

Operate a Hospital...." 902 KAR 20:008 §

2(3)(c) (emphasis added). On an even more

basic level, all businesses, including

hospitals, have an external obligation to

file an annual report with the Secretary of

State. KRS 14A.6–010(1) ("Each entity ...

authorized to transact business in this

Commonwealth shall deliver to the

Secretary of State for filing an annual

report...."). According to Secretary of

State's records, Petitioner's most recent

compliance was May 4, 2017.

https://app.sos.ky.gov/ftshow/(S(43awmrno

o3bwlq0z3nkhapfy))/default.aspx?

path=ftsearchI&id=0809505&ct=09&cs=9

9998 (last visited Aug. 29, 2017).

KRS   § 215.590 (cases of active
tuberculosis must be reported to state
authorities); KRS § 620.030 (duty to report
suspected child abuse or neglect); KRS §
258.065 (duty to report animal bites to
state authorities); 902 KAR 2:020 (duty to
report an array of ailments, including HIV,
syphilis, plague, and gonorrhea ).

[ 34 ]

34 Kentucky Revised Statutes.

Id. Adverse medical event reporting would be of
this event-prompted type if it were required. And,
if it were required, it likely would have appeared
on the Supreme Court's list, but it does not.
Notably, 902 KAR 20:016 is not cited either.

However, not all mandatory reporting is event-
based. An entire Part of KRS Chapter 216
addresses "Health Data Collection." KRS
216.2920, et seq. , and it requires that providers
report certain data on every patient.

Enacted as part of HB 250 (Ky. 1994), KRS
216.2920, et seq. , require that the "Cabinet for
Health and Family Services shall establish ... those
data elements required to be submitted to the
cabinet by all licensed hospitals.... regarding the
charge for and quality of the procedures and
health-care services performed...." KRS
216.2925(1). Normally, the raw data is "kept in a
secure location and under lock and key[,]" KRS
216.2927(5), and it "shall not be published or
otherwise released by the cabinet or its staff and
shall not be subject to inspection under KRS
61.870 to 61.884 [.]" KRS 216.2927(1). However,
a party to a legal action, Flowers for example,
could obtain the raw data from the Cabinet "by
court order[.]" Id.

The Cabinet's duty under the legislation is to
"analyze, and disseminate information in a timely
manner on the cost, quality, and outcomes of
health services provided by health facilities and
health-care providers in the Commonwealth."
KRS 216.2921(1). To carry out the legislative
mandate imposed upon it, the Cabinet
promulgated a regulation, 900 KAR 7:030. The
regulation incorporates the 164–page Kentucky
Inpatient and Outpatient Data Coordinator's
Manual for Hospitals (referred to as "IPOP" and
prepared by the Cabinet) to which the data
coordinators of all Kentucky hospitals adhere and,
by doing so, report a wealth of information to the
Cabinet. The information is provided
electronically to the Cabinet by means of an
"online system that securely allows for the
submission, collection, and editing of all inpatient
and all outpatient case level data from facilities, as
required by statute and administrative regulation,
to the Commonwealth of Kentucky." IPOP at 3.

The regulation and the incorporated IPOP
"establish[ ] the required data elements, forms, and
timetables for submission of data to the cabinet
and fines for noncompliance." 900 KAR 7:030
(Historical notes). In a section with the heading
"State Mandates and Data Uses," the IPOP says:
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*677677

This manual was developed according to
mandated data reporting requirements set
forth in the following statues [sic] and
regulations: 

• KRS 216.2920 –2929 which authorizes
the Kentucky Cabinet for Health and
Family Services to collect and analyze
health care data ... to develop the Cabinet's
mandated legislative reports and public
information focusing on the cost, quality,
and outcomes of health services provided
in the Commonwealth.... 

• KRS 211.651 –670 authoriz[ing] the
Department for Public health to establish
and maintain the Kentucky Birth
Surveillance Registry (KBSR) for tracking
birth defects in children under 5.... 

• Administrative Regulation 902 KAR
19:010 establish[ing] uniform procedures
for the KBSR to collect data....

IPOP at 4. There is no reference to 902 KAR
20:016 or any other law as expressing "mandated
data reporting requirements."

Apart from mandatory data collection and
reporting pursuant to KRS 216.2920, et seq. , each
hospital must comply with another reporting
statute. Under KRS 216B.155, each hospital is
required to inform the public of the efforts it
undertakes to assure and improve the quality of its
care. Every hospital must create an "internal
quality assurance or improvement program [.]"
KRS 216B.155(1)(a) (emphasis added). Parts of
the program must be in writing and available to
the public upon request. The written program must
include a description of its structure and its
guidelines for quality care studies and monitoring
(i.e. , how the program works), how the hospital

gathers and assesses data, and a summary of
process outcomes and follow-up actions related to
the overall program. KRS 216B.155(1)(a)-(g).35

35 The entirety of the section of KRS

216B.155 requiring the quality

improvement program is as follows:
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KRS 216B.155(1).

(1) All health care facilities and

services licensed under this

chapter, with the exception of

personal care homes, family care

homes, and boarding homes, shall

develop comprehensive quality

assurance or improvement

standards adequate to identify,

evaluate, and remedy problems

related to the quality of health

care facilities and services. These

standards shall be made available

upon request to the public during

regular business hours and shall

include: 

 

(a) An ongoing written internal

quality assurance or improvement

program; 

 

(b) Specific, written guidelines

for quality care studies and

monitoring; 

 

(c) Performance and clinical

outcomes-based criteria; 

 

(d) Procedures for remedial

action to correct quality

problems, including written

procedures for taking appropriate

corrective action; 

 

(e) A plan for data gathering and

assessment; 

 

(f) A peer review process; and 

 

(g) A summary of process

outcomes and follow-up actions

related to the overall quality

improvement program for the

health care facility or service.

Current federal or state

regulations which address quality

assurance and quality

improvement requirements for

nursing facilities, intermediate

care facilities, and skilled care

facilities shall suffice for

compliance with the standards in

this section.

Nothing in KRS 216B.155 or the regulations
promulgated thereunder requires the creation or
separate record-keeping of patient-specific or
event-specific reports of adverse medical events. It
may be that the data upon which a hospital bases
its program and summary of process outcomes are
simply the cumulation of patient records. Under
42 U.S.C. § 299b–21(7)(B)(i), these patient
records would not be privileged, although they
could be confidential *678 under other law not
relevant to our analysis.

678
36

36 As more fully discussed below in Section

VIII , a hospital's governing authority may

elect to do more than amass patient records

as the source data for compliance with

KRS 216B.155(1). This is their option

under 902 KAR 20:016 § 3(3)(a). As

contemplated by the Cabinet's regulation, "

[i]nspection reports; ... [i]ncident

investigation reports; and ... [o]ther

pertinent reports" could be "established,

maintained and utilized as necessary to

guide the operation, measure productivity,

and reflect the programs of the facility...."

902 KAR 20:016 § 3(3)(a)(4)–(6). If the

hospital does create such reports to comply

with KRS 216B.155(1), that information

would have a purpose distinctly

independent from the congressional

scheme established by the Patient Safety

Act; it would be separate and apart from

any PSES information created or collected

for submission to a PSO. In other words,

the information would not be privileged if

collected for the purpose of describing a

hospital's summary of process outcomes

and follow-up actions related to the overall
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program undertaken pursuant to KRS

216B.155 ; however, the same information

created or collected solely within the PSES

for submission to the PSO would be PSWP

and privileged.

However, a hospital can comply with KRS
216B.155 in another way. The legislature
determined that a hospital's compliance with other
"federal or state regulations which address quality
assurance and quality improvement requirements
... shall suffice for compliance with the standards
in this section." KRS 216B.155(1). In this way, the
legislature sanctioned and deferred to the quality
assurance and quality improvement standards of
other programs. As examples, we note the
Medicare program, the accreditation program of
The Joint Commission,  and even the program
established by the Patient Safety Act.

37

37 The Joint Commission was formerly the

Joint Commission on Accreditation of

Healthcare Organizations, or JCAHO.

Participation in these programs, while an
acceptable substitute for compliance with KRS
216B.155, does not mean that adverse event
reporting has been added to the external
obligations of a Kentucky hospital. As we discuss
below, neither of the first two programs requires
reports of adverse medical events.

On the other hand, reporting adverse medical
events is part and parcel of the program
established by the Patient Safety Act. Still, this
does not make the report created pursuant to the
Act an original provider record needed to satisfy
an external obligation that would disqualify it as
PSWP and except it from the protection of the
Act's privilege. That circular argument is easily
dispatched because the moment a report is created
within a hospital's PSES with the intent to submit
it to a PSO for purposes of the Patient Safety Act,
any adverse event reporting requirement one
might interpret KRS 216B.155 as creating will
have been met. Participation in the Act's program

satisfies the requirements of KRS 216B.155, so
there would never be an unmet external obligation
to the state.

Furthermore, by definition, the event report
Petitioner created within the PSES will not exist
separately and apart from the PSES, nor does KRS
216B.155 require the report to exist separately
from or outside the PSES. Finally, it would be
absurd to say that the same state-sanctioned
participation in the Patient Safety Act that entitles
a hospital to claim the privilege, simultaneously
defeats the privilege. Our Supreme Court has
struggled mightily to avoid that absurdity, and
certainly has succeeded in doing so, in Tibbs and
Frankfort Regional and Baptist Health , as
discussed below in Section IX.

Based on the record in this case, we conclude no
law mandates that the hospital report adverse
medical events. Nor, as discussed in Section VII.B.
, is there any proof *679 that the hospital's
participation in any government-sanctioned
program is conditioned upon submission of such
reports, other than to the hospital's PSO in
conformity with the Patient Safety Act.

679

Notwithstanding our analysis and conclusion that
there is no adverse medical event reporting
requirement under state law, Flowers insists that
902 KAR 20:016 § 3(3)(a) specifically does
require such reporting, or at least such
recordkeeping. She points to the Tibbs plurality's
indication that the regulation created a reporting
requirement and to Baptist Health's holding that,
"to the extent information collected in the
provider's internal patient safety evaluation system
is needed to comply with [any] state requirements,
it is not privileged." Baptist Health , 497 S.W.3d
at 766. Relying on this authority, she argues the
regulation required the Petitioner to submit to the
Cabinet the event report it created of the wrong-
site procedure performed on Anthony Haggard,
irrespective of the hospital's compliance with KRS
216B.155 by its participation in the legislative
scheme embodied in the Patient Safety Act.
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Because we disagree, and because this is the most
pointed of those "thorny questions," we will take
an especially close look at that regulation.

3. 902 KAR 20:016 § 3(3)(a) does not constitute a
mandatory external obligation

Flowers draws special attention to 902 KAR
20:016, captioned "Hospitals; operations and
services." The regulation relates to numerous
statutes, including KRS 216B.155.  Flowers
points us especially to section 3 which states:

38

38 The historical notes to this regulation do

not reflect that it relates to the reporting

requirements of KRS 216.2920, et seq.

Rather, the regulation relates to: KRS

214.175 (anonymous surveys of substance

abuse during pregnancy), KRS 216.2970

(auditory screening of infants), KRS

216B.010 (legislative findings and

purposes), KRS 216B.015 (definition),

KRS 216B.040 (functions of cabinet), KRS

216B.042 (licenses; authority to enter upon

premises; authority for administrative

regulations), KRS 216B.045 (actions of

cabinet to be in writing and of record),

KRS 216B.050 (enforcement powers of

cabinet), KRS 216B.055 (notices of

decisions and orders of cabinet), KRS

216B.075 (administrative regulations

governing application and review

procedures to be promulgated), KRS

216B.085 (administrative hearing

procedures), KRS 216B.105 –216B.125

(licensing procedures; appeals of licensing

decisions; judicial enforcement), KRS

216B.140 –216B.250 (addressing various

topics, including development of quality

assurance standards for health care

facilities under KRS 216B.155 ), KRS

216B.990 (penalties), KRS 311.241 –

311.247 (repealed), KRS 311.560

(practicing medicine or osteopathy without

license), KRS 311.992 (penalty for

violation of KRS 311.715 ), KRS

314.011(8) (advanced practice registered

nursing), KRS 314.042(8) (advanced

practice registered nursing pre-requisites),

KRS 320.210(2) (definitions for

optometrists legislation), KRS 333.030

(licensing for medical laboratories), 29

C.F.R. 1910.1030(d)(2)(vii) (handling

contaminated needles), 42 C.F.R. 405,

412.23(e) (Medicare requirements for long-

term care hospitals).

Section 3. Administration and Operation. 
 
.... 
 
(3) Administrative records and reports. 
 
(a) Administrative reports shall be
established, maintained and utilized as
necessary to guide the operation, measure
productivity, and reflect the programs of
the facility. Administrative reports shall
include: 
 
1. Minutes of the governing authority and
staff meetings; 
 
2. Financial records and reports; 
 
3. Personnel records; 
 
4. Inspection reports; 
 
5. Incident investigation reports; and

*680680

6. Other pertinent reports made in the
regular course of business.

902 KAR 20:016 § 3(3)(a).

This section 3(3) of 902 KAR 20:016 outlines
what the Cabinet expects regarding
"Administration and Operation" of a hospital's
business. Subsection (3) of section 3 identifies the
business records the hospital administrator will
maintain. The section presupposes that a hospital,
like any business, will keep all these records "in
the regular course of business" just as the qualifier
says at the end of subsection (3)(a).
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However, Flowers claims this regulation demands
even more than simply keeping business records.
She argues that 902 KAR 20:016 § 3(3)(a)5
requires that incidents of patient harm attributable
to the hospital or its agents be reported to the
Cabinet, or at least that such reports be maintained
internally and separately from the program created
by the Act.  We cannot agree with this argument.
In fact, such an argument reads quite a lot into the
regulation, and reads important qualifying
language—"as necessary"—out of it.

39

39 At times, Flowers argues these incident

investigation reports must be reported to

the Cabinet, not simply maintained

internally. Unless she takes the position

that all the other business records described

in 902 KAR 20:016 §§ 3(3)(a)1–4 and 3(3)

(a)6 (minutes of its various staff meetings,

or financial records or personnel records,

etc.) must also be submitted to the Cabinet,

the argument lacks logical integrity. If we

were to hold that 902 KAR 20:016 § 3(3)

(a)5 constitutes a reporting requirement,

which we do not, we would have to hold

identically as to all business records

identified in 902 KAR 20:016 § 3(3)(a).

Flowers's argument presumes § 3(3)(a)5 must
refer to adverse medical incidents involving
patients. But it does not explicitly say that. If it
did, or if we interpreted it as saying so, this
subsection would be the only one of the six
focusing specifically on patients, whereas each of
the other five subsections could refer generally to
the records of virtually any business. It is a bit
parochial to presume that, because the regulated
business is a hospital, § 3(3)(a)5 must refer to
adverse medical events rather than workplace
incidents such as an employee injury or sexual
harassment, etc. Furthermore, the Cabinet, in
promulgating this regulation chose to include
incident investigation reports in the section that
addresses the hospital's "Administration and
operation" and, specifically, " Administrative
records and reports." Flowers's argument would be
more persuasive if we found reference to incident

investigation reports in the section addressing
"Medical and other patient records" found at 902
KAR 20:016 § 3(11) alongside or within
subsections on: "final diagnosis[,]" § 3(11)(d)13;
"Discharge summary[,]" § 3(11)(d)14; or "In case
of death[,]" § 3(11)(d)15.

However, even if we indulge in Flowers's
presumption, there is more than enough reason to
conclude that this regulation is not an adverse
medical event reporting requirement as Flowers
claims. The subsection of the regulation does not
possess the characteristically unequivocal mandate
we know the Cabinet is capable of expressing
when regulating a business. The most obvious
example comes from the same regulation where
the Cabinet said: "[a] medical record shall be
maintained , in accordance with accepted
professional principles, for every patient admitted
to the hospital or receiving outpatient services."
902 KAR 20:016 § 3(11)(a) (emphasis added).

Another clear example of the Cabinet's ability to
use unequivocal language of compulsion is in its
requirement for licensure and licensure renewal:
"An applicant for *681 ... annual renewal of
licensure as a health facility shall complete and
submit to the Office of the Inspector General the ...
Application for License to Operate a Hospital...."
902 KAR 20:008 § 2(3)(c) (emphasis added).

681

40

40 Another basic example is the obligation

that a "hospital participating in the

Medicaid Program shall submit to the

department [for Medicaid services of the

Cabinet] a copy of each Medicare cost

report it submits to CMS [and which] cost

report shall be submitted ... [w]ithin five

(5) months after the close of the hospital's

fiscal year." 907 KAR 10:815 § 10(1)(a)2

(emphasis added). See also, 900 KAR

6:125 § 2(5) ( "The following entities shall

submit annual surveys: ... Licensed

hospitals...."; emphasis added). The

Cabinet does not equivocate, leaving out
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qualifiers such as "as necessary" when it

identifies mandatory external obligations

for hospitals to submit or make reports.

When the Cabinet regulated child care centers, it
devoted a separate regulatory section to "Reports,"
promulgating a disclosure requirement that: "The
following shall be reported to the cabinet ... within
twenty-four (24) hours ...: [a]n accident or injury
to a child that requires medical care...." 922 KAR
2:110 § 6(1)(b) (emphasis added); see also 922
KAR 2:100 § 19(10)(a)(2) (regulating family
child-care homes) ("provider shall ... [r ]eport t ...
[t]he following to the cabinet within twenty-four
(24) hours ...: [a]n accident or injury to a child that
requires medical care"; emphasis added).

There is no ambiguity in these regulations.
Although the Cabinet's promulgations repeatedly
demonstrate its ability to eliminate all ambiguity
when expressing a mandate, the Cabinet elected
far more flexible, far less mandatory language in
902 KAR 20:016 § 3(3)(a).

Other Kentucky agencies that regulate businesses
affecting the health or safety of Kentuckians are
just as clear when requiring adverse incident
reporting. The Board of Dentistry requires that "
[a] dentist shall report to the board, in writing, any
death caused by ... anesthesia within seven (7)
days [and] any incident that resulted in hospital in-
patient admission caused by ... anesthesia within
thirty (30) days"; the regulation even sets out the
specific contents of the incident report. 201 KAR
8:550 § 23(1)–(4) (emphasis added). Even the
Commissioner of Agriculture, who regulates
amusement attraction businesses, unambiguously
requires that: "[a] written report shall be filed ... if
any of the following occurs as a result of an
accident or incident involving an amusement ride
or amusement attraction or equipment: (1) The
events listed in KRS 247.233(2) ["(a) Death; (b)
Injury requiring ... transport to a hospital...."]. 302
KAR 16:070 § 2 (emphasis added).

Given all that we have seen in the legislative and
regulatory enactments affecting the health and
safety of Kentuckians, we cannot read into the
language of 902 KAR 20:016 § 3(3)(a) the
mandatory external obligation Flowers claims is
there. Furthermore, we cannot read out of the
regulation certain language the Cabinet expressly
included that clearly allows the hospital discretion
in the establishment, maintenance and utilization
of these business records. That language is the
phrase "as necessary" and it has given pause to our
appellate courts in their discussion of the
regulation.  Tibbs , 448 S.W.3d at 804, 808, 809
(quoting the phrase "as necessary" *682 from the
regulation but omitting any explanation of its
import); Frankfort Regional , 2016 WL 3376030,
at *8 fn6 (asking "who is to determine what is
necessary in this context? .... [I]t is the hospital
that dictates whether the report is generated, not a
government regulation."); see also Lindon v.
Kakavand , CIV.A. 5:13-026-DCR, 2014 WL
4063821, at *2 (E.D. Ky. Aug. 15, 2014)
(finding no mandate because the regulation says
"administrative reports shall be made and
maintained 'as necessary ' "; emphasis in original).
We address the challenges the phrase presented in
our analysis of the trio of Supreme Court cases in
Section IX , below.

41

682

42

41 In regulating other health care providers,

the Cabinet used the identical language,

including the "as necessary" qualifier,

contained in 902 KAR 20:016 § 3(3)(a) to

regulate hospitals. See 902 KAR 20:150 §

3(3)(a) regulating alternative birth centers

and 902 KAR 20:240 § 2(3)(a) regulating

comprehensive physical rehabilitation

hospital services. However, the Cabinet's

regulation of rehabilitation agency services

leaves out the qualifier "as necessary." 902

KAR 20:190 § 3(3)(a) ( "Administrative

reports shall be established, maintained and

utilized to guide the operation[,] measure

productivity and reflect the programs of the

facility. The reports shall include: ...

incident investigation reports....").
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42 In accordance with Federal Rule of

Appellate Procedure (FRAP) 32.1, "A

court may not prohibit or restrict the

citation of federal judicial opinions, orders,

judgments, or other written dispositions

that have been: (i) designated as

'unpublished' ... and (ii) issued ... after

January 1, 1997." While Kentucky courts

are not bound by FRAP 32.1 or federal

cases interpreting Kentucky law, the

federal judiciary has determined that all its

opinions rendered after January 1, 1997,

have equally persuasive import without

regard to their designation as unpublished.

We should take no less a view of post–

1996 unpublished federal opinions than we

do of published federal opinions.

We reached our conclusion that the report in
question was not mandated by state or federal laws
or regulations by applying the Patient Safety Act's
concept of "external obligations" to Kentucky's
statutory and regulatory obligations. Our
confidence that we have reached the correct result
is bolstered by the Cabinet's explanation of the
Petitioner's external obligations.

4. Cabinet's guidance regarding Petitioner's
external obligations

We begin by stating a rule, reiterated recently in
the context of the Supreme Court's analysis of the
Patient Safety Act. The Court said:

As a rule, courts give deference to agency
interpretations of the statutes which they
administer. Chevron, U.S.A., Inc. v.
Natural Res. Def. Council, Inc. , 467 U.S.
837, 844, 104 S.Ct. 2778, 81 L.Ed.2d 694
(1984) ("We have long recognized that
considerable weight should be accorded to
an executive department's construction of a
statutory scheme it is entrusted to
administer, and the principle of deference
to administrative interpretations." (footnote
omitted)). Moreover, an agency's
interpretation of its own regulations is
controlling unless it is "plainly erroneous
or inconsistent with the regulation." Auer
v. Robbins, 519 U.S. 452, 461, 117 S.Ct.
905, 137 L.Ed.2d 79 (1997) (citations
omitted).

Tibbs , 448 S.W.3d at 804–05.

An agency has occasion to interpret its rules when
asked to do so by an affected entity.  In the
Guidance document, HHS suggested it is a good
idea for providers to make such inquiries, given
the lack of clarity in some regulations. As the
Guidance tells us:

43

43 For a discussion of a Kentucky agency's

authority to issue an advisory opinion or

declaratory ruling, in the context of the

nondelegation doctrine, see Baker v.

Commonwealth , 2005–CA–001588–MR,

2007 WL 3037718, at *31–*35 (Ky. App.

Oct. 19, 2007) (citing Board of Trustees of

Judicial Form Retirement System v.

Attorney General of the Commonwealth of

Kentucky , 132 S.W.3d 770, 781–82, 784

(Ky. 2003) ).

It is the provider's ultimate responsibility
to understand what information is

*683683
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required to meet all of its external
obligations. If a provider is uncertain what
information is required of it to fulfill an
external obligation, the provider should
reach out to the external entity to clarify
the requirement .... [S]ome requirements
are more ambiguous or broad, thus
creating uncertainty about the information
required to satisfy them. Particularly
where laws or regulations may be vague, it
is imperative that the regulators work with
providers so that the regulators obtain the
information they need, and that providers
sufficiently understand what is required of
them so that they can satisfy their
obligations and voluntarily report
additional information to a PSO.

Guidance at 32559 (emphasis added). In this case,
the Petitioner did precisely what HHS
recommended. It reached out to the entity that
could answer the question: does 902 KAR 20:016
§ 3(3)(a)5 create an external obligation?

In response to the Petitioner's request "concerning
the application of 902 KAR 20:016 Section 3(3)
(a) to a licensed hospital[,]" the Cabinet's Office of
Inspector General said:

The plain meaning of 902 KAR 20:016
Section 3(3)(a) is that a licensed hospital
is not required to affirmatively or regularly
submit, transmit, or otherwise provide to
the OIG [Office of the Inspector General]
an incident investigation report. A licensed
hospital is expected to demonstrate it
follows an effective and meaningful
process for "establish[ing], maintain[ing]
and utiliz[ing]" incident investigation
reports under the regulation, but the
regulation does not require each licensed
hospital to adhere to the same process or
that a hospital automatically submit such
reports to OIG.

(Petition, Exhibit I, Letter, Maryellen B. Mynear,
Inspector General, CHFS, to Margaret M.
Pisacano, December 1, 2015 (OIG letter);
emphasis added; double emphasis in original).
Therefore, our conclusion is consistent with the
Cabinet's interpretation of its regulation—there is
no external obligation requiring creation or
disclosure of the report which is the subject of this
writ petition.

5. When external obligation arises after report
exists in a PSES

We would be remiss if we did not add that both
the Guidance and the OIG recognize that
circumstances can change and what was not
originally an external obligation could become
one. The Guidance says:

HHS is aware that situations could arise
where a provider has collected information
for reporting to the PSO and where the
records at issue were not required by any
external obligation at the time they were
created, but where a regulator later seeks
the same information as part of its
oversight or investigatory responsibilities.
The information at issue would be PSWP
and would be privileged and confidential,
but the provider may still have several
options to satisfy its obligation [i.e. , to
satisfy requirements of the state regulator].

Guidance at 32659–32660. Reflecting this very
concept, the Cabinet's inspector general, in her
letter to the Petitioner, said:

The OIG may request pertinent documents,
including documents that might be
characterized as incident investigation
reports, from a licensed hospital on a case-
by-case basis as a consequence of any
survey by this agency. However, the
regulation does not require a licensed
hospital to disclose any record deemed

*684684
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confidential by 42 U.S.C. § 299b–22(a).  [ 44

]

44 Although the inspector general refers to a

"record deemed confidential[,]" she cites

subsection (a) establishing the privilege

rather than subsection (b) declaring the

record confidential. Compare 42 U.S.C. §

299b–22(a) with 42 U.S.C. § 299b–22(b).

(OIG letter; citing 902 KAR 20:008 § 2(4)3a
(2015), now 902 KAR 20:008 § 2(12)(b)3a
(describing OIG's access to health facility)).

The Guidance suggests a process to address the
circumstance of an external obligation arising after
the report already exists in the PSES, but before it
is submitted to the PSO, saying:

This process, sometimes referred to as the
"drop out" provision, provides that PSWP
"assembled or developed by a provider for
reporting to a PSO may be removed from"
a PSES and no longer be considered
PSWP if: "[t]he information has not yet
been reported to a PSO" and "[t]he
provider documents the act and date of
removal of such information from the"
PSES. Once removed from the PSES
following this procedure, the information
could be used for other purposes, such as
to meet state law obligations.... [I]f the
provider ... determines the information
within its PSES that had originally been
assembled or developed for reporting to a
PSO will be instead used for an external
obligation, it is removed from the PSES
and is no longer PSWP. This means it is no
longer privileged or confidential under the
Patient Safety Act and Patient Safety Rule.

Guidance at 32659 (quoting 42 C.F.R. 3.20(2)(ii)
). The record indicates that the Cabinet has not
demanded a report regarding Haggard; i.e. , no
external obligation has arisen since the report
sought by Flowers was created within the PSES.

If the Cabinet had caused an external obligation to
arise in this case, the "drop out" provision would
not have been available because the report already
has been submitted to the PSO. However, there is
a solution even after the data is submitted to a
PSO. In such circumstances, "the Patient Safety
Act indicates that a provider could conduct a new
analysis with non-PSWP to satisfy the
requirement, regardless of whether such additional
analysis involves issues identical to or similar to
those for which information was reported to or
assessed by a PSO or PSES." Guidance at 32660
(citation and internal quotation marks omitted).
Similarly, HHS said in its earlier guidance
document, "The Patient Safety Act does not
relieve a provider of its responsibility to respond
to [local, state and federal regulatory authority]
requests for information or to undertake or provide
to external authorities evaluations of the
effectiveness of corrective action, but the provider
must respond with information that is not patient
safety work product." Patient Safety and Quality
Improvement, 73 Fed. Reg. 70732–01 at 70740.

While both the Guidance and the OIG recognize
the possibility of changed circumstances, there is
nothing to indicate such a change has occurred in
this case, or that the Petitioner has had a need to
resort to suggestions offered in the Guidance for
addressing such a change.

In summarizing our analysis of this section, we
hold that there exists no mandatory external
obligation, i.e. , no required reporting obligation
imposed by any local, state or federal
government's exercise of police powers upon the
Petitioner relative to the report Petitioner provided
to its PSO. This does not end our analysis under
the Patient Safety Act.

External obligations compelled by the exercise of
police powers are not the only *685 external
obligations that will except information from
PSWP and prevent the claim of privilege. We refer

685
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to information that must be recorded or reported as
a condition of participation in government-
sanctioned programs.

B. Voluntary external obligations—conditions of
program participation

When a provider voluntarily participates in a
certification program or accreditation process,
there will be obligations imposed as a condition of
that voluntary participation. These requirements
constitute external obligations for purposes of the
Act. Expressed slightly differently, if the hospital's
governing authority deems it necessary to the
hospital's business model to voluntarily participate
in a program, the recordkeeping or reporting
conditions of that voluntary participation are
external obligations.

For example, hospitals are not required to
participate in Medicare and Medicaid Services
programs; they do so on a voluntary basis.
However, under federal law, there are mandatory
conditions hospitals must meet if they choose to
participate. One condition of participation in these
federal programs is expressed in language similar
to Kentucky's requirements under KRS 216B.155.
It is the requirement to:

develop, implement, and maintain an
effective, ongoing, hospital-wide, data-
driven quality assessment and performance
improvement program.... Performance
improvement activities must track medical
errors and adverse patient events, analyze
their causes, and implement preventive
actions and mechanisms that include
feedback and learning throughout the
hospital ... and [assure] that all
improvement actions are evaluated.

42 C.F.R. § 482.21(c)(2), (e)(2).  Under a section
of the rule entitled "Program data[,]" it is the
hospital, not the government, that specifies "[t]he
frequency and detail of data collection...." 42
C.F.R. § 482.21(b)(3). HHS expressly states:

45

45 "[T]he hospital must ... document what

improvement projects are being

conducted"; however, there is significant

flexibility regarding how this requirement

is satisfied. 42 C.F.R. § 482.21(d) ("A

hospital is not required to participate in a

Q[uality] I[mprovement] O[rganization]

cooperative project, [provided] its own

projects are ... of comparable effort.").

CMS [the Center for Medicare and
Medicaid Services] does not require
submission of a PSWP, and hospitals have
choices with regard to what to place in a
patient safety evaluation system as a
PSWP, to what extent the hospital will use
any of the exceptions provided in the
PSQIA [the Act] as noted above, and to
what extent the hospital will seek to
demonstrate compliance with the CoPs
[Conditions of Participation] through the
provision of other information.

Medicare Program,  79 FR 49854–01 at 50340.
In short, the Medicare regulations sanction and
defer to the Patient Safety Act on this point of
compliance with 42 C.F.R. § 482.21. There is no
direct mandatory reporting, disclosure or
recordkeeping obligation as a condition of
participation in the Medicare and Medicaid
Services *686 programs.  In this way, the
Medicare participation program is very much the
model for Kentucky's law that implicitly sanctions
participation in the Patient Safety Act program
and allows that such participation "shall suffice for
compliance with the standards in this section."
KRS 216B.160.

46

686 47

46 The full title is: Medicare Program;

Hospital Inpatient Prospective Payment

Systems for Acute Care Hospitals and the

Long–Term Care Hospital Prospective

Payment System and Fiscal Year 2015

Rates; Quality Reporting Requirements for

Specific Providers; Reasonable

Compensation Equivalents for Physician

Services in Excluded Hospitals and Certain
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Teaching Hospitals; Provider

Administrative Appeals and Judicial

Review; Enforcement Provisions for Organ

Transplant Centers; and Electronic Health

Record (EHR) Incentive Program."

47 Compare these requirements with the

federal requirement to "submit a report to

us [Food and Drug Administration, HHS]

as soon as practicable but no more than 10

work days after the day that you become

aware of information, from any source, that

reasonably suggests that a device has or

may have caused or contributed to the

death of a patient of your facility." 21

C.F.R. § 803.30(a) (1).

The federal mandate under the Medicare Act, like
the state mandate under KRS 216B.155, is for
hospitals to establish a process for self-
examination and improvement. This federal
external obligation is satisfied when the hospital
assures the Centers for Medicare & Medicaid
Services, HHS, that its "quality assessment and
performance improvement program" is established
and in operation. From the time the Medicare
program was created in 1965, hospitals have
provided this assurance by participating in another
voluntary program, the accreditation program for
medical providers operated by The Joint
Commission. Those hospitals and other providers
accredited by The Joint Commission are
automatically deemed to comply with Medicare
certification standards. See 42 U.S.C. § 1395bb(a)
; see also 42 C.F.R. § 488.5.

Not only does participation in The Joint
Commission's accreditation program satisfy the
conditions of voluntary participation in the
Medicare and Medicaid programs, such
participation also is an acceptable substitute for
hospital licensure compliance in Kentucky. KRS
216B.185(1). The record indicates that the
Petitioner does participate in The Joint
Commission's accreditation program. Therefore,
that participation satisfies two external

obligations: (1) the licensure requirements under
Kentucky law, and (2) Medicare compliance under
federal law.

However, Flowers argues participation in The
Joint Commission's program is itself a reason the
report is not privileged. Her argument is as
follows.

Flowers claims making adverse incident reports,
or what The Joint Commission calls "sentinel
events," is a condition of voluntary participation in
its program; i.e. , she claims adverse incident
reporting to The Joint Commission is an external
obligation. If we take this premise as true, the next
step in her argument is that we should infer that a
report to The Joint Commission about Haggard
must have been "developed ... or exists separately,
from a patient safety evaluation system[.]" 42
U.S.C. § 299b–21(7)(B)(ii). If it does not so exist,
she claims, it should have been and, therefore, the
report Petitioner submitted to the PSO must be
withdrawn from the PSES and provided to her.

We reject her argument for several reasons. First,
the evidence contradicts Flowers's assertion that
the report exists separate from the PSES.
Furthermore, Flowers's solution—using PSWP
that has been sent to a PSO to satisfy an external
obligation—is not permitted under the Patient
Safety Act. Finally, sentinel event reporting to The
Joint Commission is not a condition of
participation; that underlying premise is false.

To elaborate, the urged inference contradicts the
only evidence on this point in the record—that the
report "do[es] not exist separately from UK
HealthCares' patient safety evaluation system ...
and was submitted to [its] patient safety organiza 
*687 tion...." (Director's affidavit, p. 3 ¶ 17; p. 2 ¶
13a). Flowers offers no evidence to the contrary.

687

Second, as we noted in Section IV , the privilege
took effect when information was collected in the
Petitioner's PSES. If the Petitioner deliberated the
question whether that information was needed to
satisfy an external obligation or for any purpose
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Notice of Proposed Rulemaking (NPRM),

73 FR 8112–01 at 8122.

other than submission to a PSO, those
deliberations were also privileged.  See Notice of
Proposed Rulemaking (NPRM), 73 FR 8112–01 at
8122–8123 (cited in Guidance at 32656). When
the report, in fact, was submitted to the PSO,
thereby eliminating the factual question of the
hospital's intended purpose, the report became
perpetually PSWP. Id. at 8122. And, "[a]s the
Patient Safety Act states more than once, these
external obligations [if any exist] must be met
with information that is not patient safety work
product.... HHS repeatedly stated that PSWP
cannot be used to fulfill external obligations."
Guidance at 32656 (citations and internal
quotation marks omitted).

48

48 Although the Guidance says "a provider

should only place information in its PSES

if it intends to report that information to the

PSO [,]" Guidance at 32656, the

administrators are pragmatists and

recognize the possibility that "the provider

is unsure at the time the information is

prepared for reporting to the PSO whether

that information may be required in the

future to fulfill a state law obligation. Id. at

32659. The Guidance refers to the Notice

of Proposed Rulemaking (NPRM) on this

point which says:

[T]he statutory protections for

deliberations and analysis in a

patient safety evaluation system

apply without regard to the status

of the underlying information

being considered (i.e., it does not

matter whether the underlying

information being considered is

patient safety work product or

not). A provider can fully protect

internal deliberations in its patient

safety evaluation system over

whether to report information to a

PSO. The deliberations and

analysis are protected, whether

the provider chooses to report the

underlying information to a PSO

or not. However, the underlying

information, separate and apart

from the analysis or deliberation,

becomes protected only when

reported to a PSO. See section

921(7)(A)(i)(1) of the Public

Health Service Act, 42 U.S.C.

299b–21(7)(A)(i)(1).

As HHS sees it, there are three different ways of
saying that Flowers cannot obtain the report once
it was submitted to the PSO: (1) the "drop out"
provision for satisfying any supposed external
obligation became unavailable, see Section
VII.A.5., supra ; (2) the report permanently
became PSWP, 42 U.S.C. 299b–21(7)(A)(i)(1) ;
and (3) the report became unavailable for the
satisfaction of any external obligation. Guidance
at 32656. Assuming arguendo the validity of
Flowers's premise of an unmet external obligation
(such as a condition of participation in The Joint
Commission's accreditation program), the
Petitioner would have to "conduct a new analysis
with non-PSWP to satisfy the requirement,
regardless of whether such additional analysis
involves issues identical to or similar to those for
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which information was reported to ... a PSO...."
Guidance at 32660 (citation and internal quotation
marks omitted).

But the reality is that no such external obligation
exists. Flowers's premise that it does is a false
premise. Just as Kentucky's hospital licensure laws
do not require reports of adverse medical events or
"sentinel events," neither does The Joint
Commission. Frankfort Regional Medical Center
v. Shepherd , 2015–SC–000438–MR, 2016 WL
3376030, at *8 fn6 (Ky. June 16, 2016) ("
[R]eporting to The Joint Commission is
voluntary[.]"). The Joint Commission's
accreditation manual, a copy of which Flowers
herself submitted to the Court, says: "Each
hospital is strongly *688 encouraged, but not
required , to report to The Joint Commission any
patient safety event that meets The Joint
Commission definition of sentinel event."
(Response, Appendix 7, p. SE–7) (emphasis
added).  As with the state's licensure laws and the
Medicare Act, it is more important that the
hospital have and utilize a process to identify the
cause of sentinel or other adverse medical events
and to take corrective action to avoid repeated
occurrences. As The Joint Commission says, "The
fact that a hospital has experienced a sentinel
event will not impact its accreditation decision.
However, willful failure to respond appropriately
... could have such an impact." (Id. (emphasis
added)).

688

49

49 The Joint Commission's website also says

adverse medical event reporting "is

strongly encouraged, but not required...."

The Joint Commission, Sentinel Event

Policy and Procedures,

https://www.jointcommission.org/sentinel_

event_policy_and_procedures/ (last visited

Aug. 11, 2017).

Summarizing our analysis to this point, a hospital
must establish, maintain and utilize reporting or
recordkeeping of patient records necessary to
satisfy the external obligation of complying with
902 KAR 20:016 § 3(11). Such records are not

PSWP and not entitled to the claim of privilege
under the Patient Safety Act. See discussion in
Section VI, supra. Reporting or recordkeeping
also must be established, maintained and utilized
as necessary: (1) to comply with all other
mandates by government or (2) to fulfill a
condition of voluntary participation in a
government, or government-sanctioned, program
other than that created under the Patient Safety
Act. Such records are not PSWP and not entitled
to the claim of privilege under the Act. See
discussion in Section VII.A. and this Section VII.B.
, respectively, supra.

In Section VIII to follow, we explain that reporting
and recordkeeping, other than for these purposes,
may still fall outside the privilege of the Act;
provided, however, that such reporting or
recordkeeping is a business record "established,
maintained and utilized as necessary to guide the
operation, measure productivity, and reflect the
programs of the facility[,]" 902 KAR 20:016 §
3(3)(a), and further provided that it "is collected,
maintained, or developed separately, or exists
separately, from a patient safety evaluation
system." 42 U.S.C. § 299b–21(7)(B)(ii). As with
the other kinds of exceptions to PSWP, such
records as these are not PSWP and not privileged
under the Patient Safety Act.

VIII. Exceptions of the third kind to PSWP—
business records

In Section VII.A. , supra , we took for granted that
"regulation of public health and the cost of
medical care are virtual paradigms of matters
traditionally within the police powers of the state."
Medical Soc. of State of N.Y. v. Cuomo , 976 F.2d
812, 816 (2d Cir. 1992) (citing Hillsborough
County v. Automated Medical Lab. Inc., 471 U.S.
707, 719, 105 S.Ct. 2371, 2375, 85 L.Ed.2d 714
(1985) ). Exercise of those police powers over
healthcare practitioners is pervasive, so much so
we must remind ourselves that, unlike other
commonwealths,  our government has yet to
subsume the healthcare industry. We must guard

50
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against the subconscious notion that the
Commonwealth of Kentucky engages in
"regulatory oversight of its healthcare facilities."
Tibbs , 448 S.W.3d at 809 (emphasis added). In a
capitalist economy, *689 the operation of a hospital
is still free enterprise.

689
51

50 "[T]he state-run National Health Service

(NHS) is the ... primary healthcare provider

in Great Britain and Northern Ireland." Dr.

Richard Goldberg, Medical Malpractice

and Compensation in the UK , 87 Chi.–

Kent L. Rev. 131, 131–32 (2012).

51 We acknowledge that, "notwithstanding the

fact that [the University of Kentucky

Medical Center] competes with private

hospitals, its essential role in the teaching

mission of the University of Kentucky

College of Medicine rendered its activities

governmental." Breathitt County Board of

Education v. Prater , 292 S.W.3d 883, 887

(Ky. 2009). Therefore, from the perspective

of the Commonwealth of Kentucky's cloak

of immunity, perhaps it could be said that

this hospital is one of its healthcare

facilities. However, the issue before us is

not immunity. The issue before us affects

every Kentucky healthcare facility as a

business and the broader applicability of

our analysis to this hospital and all

Kentucky hospitals as businesses is

intentional. Our opinion in no way runs

afoul of our jurisprudence identifying the

University of Kentucky Medical Center as

part of a state agency entitled to the

protection of immunity. Withers v.

University of Kentucky , 939 S.W.2d 340,

342, 343 (Ky. 1997) (As to "whether the

University of Kentucky is entitled to

immunity from claims of medical

negligence at its medical center ..., [the

Supreme Court said] we have no reluctance

to answer in the affirmative.").

That point has been well made and often. For
example, the Supreme Court recently remarked
that, like any business, a hospital will develop
"general business policies, such as those aimed at

reducing waste or hiring qualified employees...."
Collins v. Braden , 384 S.W.3d 154, 160 (Ky.
2012). In University Medical Center, Inc. v. Beglin
, the Supreme Court noted that the University of
Louisville Hospital utilized "standardized forms
[including an] 'occurrence report.' ... used by
employees in the ordinary course of business
when significant events occur to document their
experience and observations for subsequent
review by the hospital's risk management staff in
assessing legal liability issues."  375 S.W.3d 783,
786–87 (Ky. 2012).

52

52 To help avoid the confusion of information

that may have dual uses, the Guidance

suggests "a provider should maintain at

least two systems or spaces: A PSES for

PSWP and a separate place where it

maintains records for external obligations."

Guidance at 32659. We would add that the

practice is a good idea even where there is

no external obligation, but where, as

discussed in this Section VIII , the

provider's governing authority decides it is

appropriate to its operations to create such

reports for a purpose other than

participation in the Patient Safety Act

program.

In a similar vein, although submitting a sentinel
report to The Joint Commission, as discussed in
Section VII.B. , is not a condition of participation
in its accreditation program, a hospital could make
the business decision that it should. An example of
a hospital making such a business decision is
found in Frankfort Regional where information
was gathered immediately after a problem
childbirth "as part of the hospital's standard
business procedures in generating a document
titled Root Cause Analysis, which is submitted to
The Joint Commission[.]" 2016 WL 3376030, at
*1. The information was established, maintained
and utilized as the hospital deemed necessary to
guide its operations, and the information was
developed and existed separately from any PSES,
apparently never intended for submission to a
PSO. The circuit court declared the information
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discoverable and ordered its production. That
ruling was sound. Although the privilege claimed
was not the privilege created by the Act, that
privilege would not have been available under our
analysis had it been claimed. Guidance at 32656
("Not PSWP if prepared ... [f]or internal risk
management (claims and liability purposes")).

In the case before us, there is no evidence that
Petitioner made this kind of business decision.
There is no evidence that Petitioner submitted the
subject report to The Joint Commission and no
evidence that the report exists separately *690 from
its development and analysis within Petitioner's
PSES, until its submission to the PSO. The report,
as demonstrated by the record before us, was
created for the sole purpose of submission to its
PSO in accordance with the Act and for no other
use whatsoever. Petitioner is entitled to claim the
Act's privilege.

690

IX. Kentucky jurisprudence is consistent with this
analysis

As noted, and as recognized by the Respondent,
our Supreme Court has struggled three times with
the concepts which are, again, squarely before us.
Only one of the high court's cases is precedent, but
we can learn from all three.

However, before considering those cases, we note
that prior to any of them, one of Kentucky's
federal courts applied Kentucky law to analyze
902 KAR 20:016 § 3(3)(a) in the context of the
Act. It was a medical malpractice action in which
the plaintiff relied on the regulation "to compel the
University of Kentucky Medical Center
('UKMC'), a non-party, to produce documents
generated after the [adverse medical] event...."
Lindon v. Kakavand , 5:13–CV–26–DCR–REW,
2014 WL 12648464, at *1 (E.D. Ky. Apr. 29,
2014). After the federal magistrate entered the
non-dispositive order denying the motion, the
plaintiff objected before the district court. The
objection was overruled. The district court said:

[P]laintiff's reliance on the cited Kentucky
Administrative Regulations is overstated.
She again fails to identify any regulation
that either: (i) sets forth criteria for the
preparation of an incident investigation
report ...; or (ii) affirmatively requires
UKMC to prepare such incident reports for
cases like [real party in interest] MLJ's.
(See 902 KAR 20:016 § 3(3)(a)) (stating
that administrative reports shall be made
and maintained "as necessary ").... Thus,
the plaintiff's argument that UKMC was
required by state law to record the incident
and to report the events is not supported by
§ 3(3)(a).

Lindon v. Kakavand , CIV.A. 5:13-026-DCR, 2014
WL 4063821, at *2 (E.D. Ky. Aug. 15, 2014)
(emphasis in original). This federal case is
noteworthy because it reaches the same conclusion
we reach. It reached that same conclusion prior to
Tibbs . And it reached that same conclusion far
more directly and concisely.

About a week after the federal court rendered
Lindon , the Kentucky Supreme Court published
Tibbs v. Bunnell , 448 S.W.3d 796 (Ky. 2014), a
plurality opinion.  The Court first noted the
breadth of the privilege stating, "The Patient
Safety Act announces a more general approval of
the medical peer review process and more
sweeping evidentiary protections for materials
used therein." Id. at 800 (quoting Dep't of Fin. &
Prof'l Regulation v. Walgreen Co., 361 Ill.Dec.
186, 970 N.E.2d 552, 557 (Ill. App. Ct. 2012)
(internal quotation marks and citations omitted)).
Then, the three justices in the plurality apparently
disagreed with the federal court's interpretation of
the regulation in Lindon , holding instead that,
under 902 KAR 20:016 § 3(3)(a), hospitals were
required to make reports of adverse incidents. The
Court said:

53

53 "Justice Scott wrote the plurality opinion,

in which Justices Venters and, [sic]

Cunningham fully concurred. Justice Noble

concurred in result only without separate
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opinion and Justice Hughes wrote a

dissenting opinion which Chief Justice

Minton joined. Justice Keller did not sit

because she had presided over the Court of

Appeals panel that granted the requested

writ." Baptist Health , 497 S.W.3d at 762

fn 1.

Kentucky Administrative Regulations
relating to Kentucky hospitals provide
that: "administrative reports shall be

*691691

established, maintained and utilized as
necessary to guide the operation, measure
of productivity and reflect the programs of
the facility." 902 KAR 20:016 § 3(3)(a)
(emphasis added). These reports "shall
include: ... (5) [i]ncident investigation
reports; and (6) [o]ther pertinent reports
made in the regular course of business." Id.
Such required documents also include peer
review and credentialing records. See 902
KAR 20:016 § 8(b)(1)–(2).    Under
Kentucky law, these types of reports are
required in the regular course of the
hospital's business, are hospital records,
and, thus, are generally discoverable.

[ 54 ]

54 902 KAR 20:016 has only five sections.

Specifically, there is no regulation 902

KAR 20:016 § 8(b)(1)–(2). We are at a loss

as to which authority the Court intended to

cite.

Id. at 804.  The opinion received mixed reviews
and has been grossly misinterpreted by at least one
other court.

55 56

57

55 In footnote 6 at the end of this passage, the

Supreme Court discussed the accreditation

process of The Joint Commission. The

Court would revisit that concept in,

coincidentally, footnote 6 in its opinion in

Frankfort Regional , and for good reason.

The Tibbs footnote cites authority that said:

"Through its accreditation activities, The

Joint Commission promotes patient safety

by requiring member organizations to

report serious adverse patient health events

...." Tibbs , 448 S.W.3d at 800 fn6 (quoting

Frederick Levy, et al., The Patient Safety

and Quality Improvement Act of 2005:

Preventing Error and Promoting Patient

Safety, 31 J. Legal Med. 397, 406 (2010) ).

Our examination of the requirements of

accreditation by The Joint Commission, as

brought to our attention by Flowers,

convinces us that the author of that article,

an article relied upon by our Supreme

Court, is not correct. As discussed in

Section VII.B. , supra , reporting adverse

medical events "is ... not required...." See

footnote 49, supra.

56 See footnote 4, supra.

57 The New Mexico federal district court in

Quimbey by Faure v. Community Health

Systems Professional Services Corporation

went even further, citing Tibbs as

"reasoning that incident information was

not entitled to protection under the PSQIA

[the Act] because it was collected and

maintained by the State as part of its

regulatory oversight [.]" 222 F.Supp.3d

1038, 1043 (D.N.M. 2016) (emphasis

added). That is unquestionably incorrect.

The state does not collect and maintain

such reports.

We cannot ignore that Tibbs interpreted 902 KAR
20:016 § 3(3)(a) as being what HHS terms an
external obligation. However, this Court is not
bound to follow Tibbs because, although
published, it was a mere plurality opinion and not
precedent. In any event, that interpretation was
quickly called into question by the Supreme Court
itself.

Less than a year after Tibbs , the Supreme Court
had an opportunity to clarify the meaning of 902
KAR 20:016 § 3(3)(a). In Frankfort Regional
Medical Center v. Shepherd , the privilege the
hospital claimed did not arise under the Patient
Safety Act. 2015–SC–000438–MR, 2016 WL
3376030 (Ky. June 16, 2016). In fact, the Act is
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not mentioned at all. The regulation arose, instead,
in the context of the attorney-client privilege.
Nevertheless, the interpretation of 902 KAR
20:016 § 3(3)(a) was central to the decision.

Frankfort Regional was a medical negligence
action in which physicians and the hospital were
co-defendants. When the defendant physicians
sought to discover from the defendant hospital
certain notes compiled by the hospital's risk-
management director following and regarding an
adverse medical event, the defendant hospital
claimed the notes were created in anticipation of
litigation and, therefore, were subject to the
attorney-client privilege and/or the work-product
doctrine. Id. at *1–2. The physicians challenged
the hospital's claim, and the circuit court agreed
with their *692 argument that the privilege did not
apply because the hospital "was legally required to
create these documents ... in the regular course of
business, as required by 902 KAR 20:016, §§ 3(3)
(A)(5)–(6)...." Id. at *3. The hospital sought a writ
of prohibition in this Court which we denied; we
"agreed with the circuit court ... that Kentucky's
administrative regulations required hospitals to
generate incident reports...." Id. at *4.

692

The Supreme Court affirmed our order denying
the writ. However, the high court cast significant
doubt on the reasoning upon which the circuit
court denied the privilege, and on which we
denied the writ. According to the Court:

The physicians make much of the trial
court's conclusion that [the risk-
management director]'s investigation was
undertaken, at least in part, to facilitate the
production of a report purportedly
required by law. The law in question is 902
KAR 20:016 § 3(3) , which regulates
hospital operations and states that
"administrative reports shall be
established, maintained and utilized as
necessary to guide the operation, measure
of productivity and reflect the programs of
the facility." Id. § 3(3)(a). Those reports
"shall include ... [i]ncident investigation
reports; and ... [o]ther pertinent reports
made in the regular course of business." Id.
§§ 3(3)(A)(5)–3(3)(A)(6). A plurality of
this Court recently suggested that this
regulation extends to reports sent to
accreditation entities, like the Joint
Commission. See Tibbs v. Bunnell, 448
S.W.3d 796, 804 (Ky. 2014).... It does not
necessarily follow that the regulation
required the interviews and other
investigative steps undertaken ....

Id. at *8 (emphasis added). The Court further said
"it is questionable whether the Root Cause
Analysis    is legally compelled by the
administrative regulations [ 902 KAR 20:016 §
3(3)(a)(5)–(6) ] cited by the trial court." Id. at *13.

[ 58 ]

58 See footnote 6, supra.

More illumination can be found in the footnote
that ends the passage block quoted above. That
footnote places in doubt Tibbs's conclusion that
902 KAR 20:016 § 3(3)(a) requires incident
reporting. Reference in that footnote is to The
Joint Commission's accreditation program. The
Court said:
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Tibbs's suggestion that accreditation
reports are required by the regulation is
also questionable. As the hospital notes,
the regulation qualifies the required reports
with "as necessary." 902 KAR 20:016 §
3(3)(a). But who is to determine what is
necessary in this context? If it is the
hospital, then it is the hospital's decision
that led to the creation of the report, not
the regulation. Moreover, [the risk-
management director's work] was not an
"incident report" as that phrase is
commonly used in hospital administration.
It could then fit, at best, under the catch-all
provision for documents generated in the
ordinary course of business. But reporting
to the Joint Commission is voluntary. That
a hospital undertakes such reporting as part
of its business again suggests that it is the
hospital that dictates whether the report is
generated, not a government regulation.

Id. at *8 fn6. This footnote touches on the point
made in Section VIII that voluntary submission of
a report as part of voluntary participation in a
program will not be privileged. Such voluntary
submission outside the Act's program will be
viewed as having been a business decision by the
hospital's governing authority to guide its
operations, *693 produced in the hospital's ordinary
course of business and, unless entitled to a
privilege other than pursuant to the Act, would be
discoverable.

693

The Court in Frankfort Regional very clearly
posed the question whether the regulation required
creation or submission to the Cabinet of an event
report; it did not, however, answer that question.
But, no answer was necessary. Whether the event
report was mandated was irrelevant to whether it
was work product subject to the attorney-client
privilege. Frankfort Regional , 2016 WL 3376030,
at *9–10 ("We need not delve into the thorny
questions ... of Tibbs and this regulation,
however.... [I]ncident investigations ... can also
have a business purpose.... Where the disclosures

are made with dual purposes,    and the business
purpose is equal or predominant, they cannot be
covered by the [attorney-client] privilege, at least
where they would have been made for the business
purpose anyway."). We have carefully considered
Frankfort Regional in context and we find our
opinion here is consistent with its holding.

[ 59 ]

59 See footnote 52, supra.

Frankfort Regional is an unpublished opinion.
Like the published plurality opinion of Tibbs , it is
not precedent. However, unlike Tibbs , Frankfort
Regional not only indicates a majority view of the
Court, it demonstrates the justices are unanimous
in their doubts whether the regulation in question
is an external obligation mandated by force of law.
Id. at *14 (Keller, J., concurring and in which
Hughes and Wright, JJ., join; "I agree with the
majority that it is not clear that 'the interviews and
other investigative steps undertaken [by the
hospital's risk-management director] were
required by [ 902 KAR 20:016 § 3(3) ] simply
because they were ultimately used to prepare the
Root Cause Analysis."; insertion of regulation
citation in original).

Flowers asserts that Frankfort Regional supports
her argument, quoting footnote 6 as indicating that
the report became discoverable upon the
Petitioner's own determination that it was
necessary under 902 KAR 20:016 § 3(3)(a)5 and
that "any of the [Petitioner's] record maintenance
in compliance with The Joint Commission
requirements would be discoverable." (Flowers's
Response To Petition For Writ of Prohibition, p.
[7] ). But this argument fails to account for the
distinguishing factor between Frankfort Regional
and this case—the purpose for which the report
was created, the key to determining whether the
report is PSWP. It is clear in Frankfort Regional
that the subject report was generated for voluntary
submission to the Joint Commission; the record
now before us is just as clear that the subject
report was not created to comply with, or even
voluntarily supplement, compliance with The
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Joint Commission's accreditation program but,
rather, was created within a PSES for submission
to the Petitioner's PSO.

Primarily, however, Flowers relies on the Supreme
Court's most recent interpretation of the regulation
in Baptist Health Richmond, Inc. v. Clouse , 497
S.W.3d 759 (Ky. 2016). She argues that Baptist
Health returned to the plurality analysis of the
regulation found in Tibbs .

Once again, we disagree with Flowers because
Baptist Health , like Frankfort Regional , never
said whether 902 KAR 20:016 § 3(3)(a) required
the hospital to report incidents to the Cabinet, or
even create a report. That determination was left
to the circuit court when the Supreme Court
"remand[ed] with instructions for the court to
undertake the review as set *694 forth" in the
opinion. Baptist Health , 497 S.W.3d at 766. That
remand does more to tell us that 902 KAR 20:016
§ 3(3)(a) is not an external obligation than to tell
us that it is. Of these three cases, we must examine
Baptist Health most closely.

694

First, we note that the Supreme Court rendered
Baptist Health in September 2016. Therefore, it
was available for consideration by the Respondent
when ruling on the discovery motion at issue.
Based on the Respondent's plea for guidance and
our own analysis, we conclude that the case was
not fully helpful and, in fact, did not answer the
critical question whether the regulation constitutes
an external obligation under the Act.

Baptist Health was another appeal from the denial
by this Court of a writ petition. In the lawsuit
underlying Baptist Health , the hospital claimed
that records sought by the real party in interest
were in its PSES bound for a PSO and therefore
privileged under the Act.  The real party in
interest believed some of that information was
necessary to satisfy external obligations.
Obviously and correctly taking its cue from the
Guidance's focus on the purpose for which the
report was created, the circuit court ruled that
"only those documents that had been 'collected,

maintained, or developed for the sole purpose of
disclosure to a Patient Safety Organization
pursuant to the [Act]' are protected." Id. at 761
(quoting circuit court order). Noticeably missing
from the Supreme Court opinion is how the circuit
court treated 902 KAR 20:016 § 3(3)(a). One must
examine the unpublished Court of Appeals order
denying the writ to learn that.

60

60 The real party in interest was "Tim Agee,

Individually and as Administrator of the

Estate of Eva Louise Nall (Agee),

Deceased[.]" The information sought was

"any and all incident reports, investigation

reports, sentinel event reports, root cause

analysis reports, Joint Commission reports,

Medicare reports, Medicaid reports, peer

review reports and reports of any nature

relating to Eva Louise Nall (Agee)."

Baptist Health , 497 S.W.3d at 761.

The Court of Appeals order denying the writ
quoted the circuit court's order stating that "
[s]pecific documents collected, maintained, or
developed for any additional purpose beyond PSO
disclosure such as compliance with the
requirements of 902 KAR 20:016 , are not
privileged under the PSQIA [the Act] and must be
disclosed."Baptist Healthcare Richmond, Inc. v.
Clouse , No. 2015–CA–001175–OA, at 2 (Ky.
App. Oct. 8, 2015) (order denying writ; quoting
circuit court order denying protective order;
emphasis added). Clearly, to the extent the circuit
court's order denied the claim of privilege, that
decision was based on Tibbs's holding that the
regulation did create an external obligation to
submit adverse incident reports to the Cabinet.
The circuit court concluded, therefore, that of the
various reports assembled within Baptist Health's
PSES, reports necessary to satisfy external
obligations had to be culled from the privileged
information.

When Baptist Health petitioned this Court for a
writ to prohibit the circuit court from compelling
production of the report, it argued that the Tibbs
plurality was wrong in its interpretation of 902
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KAR 20:016 § 3(3)(a) and that its holding that the
regulation created an external obligation should be
ignored. At that time, the only Kentucky decision
that had been rendered, published or not, was
Tibbs . It would be eight months before Frankfort
Regional was rendered, casting doubt on Tibbs .
Consequently, despite Tibbs's non-precedential
nature, this Court chose to follow that case. We
parroted Tibbs's holding that "an 'incident report'
required by 902 KAR 20:016 § 3(3)(a) was not
privileged *695 under the [Patient Safety Act]." Id.
at 3–4 (citing Tibbs , 448 S.W.3d at 809 ). We held
"[t]he trial court properly applied the principles set
forth in the Tibbs decision because ... the order
excluded from protection documents that were
required under the Kentucky regulations [i.e. , 902
KAR 20:016 § 3(3)(a) ] or otherwise prepared for
another purpose." Id. at 4. Our decision to deny
the writ was based on a conclusion that the
regulation, 902 KAR 20:016 § 3(3)(a), required
adverse incident reporting to the Cabinet. Baptist
Health appealed our denial of the writ to the
Supreme Court.

695

It is critical to note that if the Supreme Court had
considered Tibbs's reasoning sound, it easily could
have affirmed this Court's denial of the writ and
left intact the circuit court's order. It did not do so.
Instead, the Supreme Court vacated the circuit
court's order compelling production and remanded
"with instructions for the court to undertake the
review as set forth herein." Baptist Health , 497
S.W.3d at 766. One cannot escape the conclusion
that Baptist Health continues to signal the
Supreme Court's doubt whether 902 KAR 20:016
§ 3(3)(a)5, in fact, requires a hospital to create or
submit an adverse incident report to the Cabinet.
The doubt was certainly justified, as the Supreme
Court's opinion struggled to harmonize the
plurality and dissenting opinions of Tibbs .

The Supreme Court began by examining Tibbs ,
initially noting there is "much with which we can
agree in both the plurality and the dissenting
opinions" and concluding that "the correct result
in this case lies in middle ground between the

plurality and the dissenting opinions in Tibbs. " Id.
at 762, 766. Although Baptist Health describes
some of the reasoning in both the plurality and the
dissent of Tibbs , including recognizing without
affirming the plurality's interpretation of 902 KAR
20:016 § 3(3)(a), the Court expressly agrees with
only one part of Tibbs —"We agree with the
dissent that mandating invasion of 'the hospital's
patient safety evaluation system' by trial courts
every time there is a discovery dispute would
'discourage participation in the patient safety
system by Kentucky's healthcare providers.' "
Baptist Health Richmond, Inc. v. Clouse , 497
S.W.3d 759, 766 (Ky. 2016) (quoting Tibbs , 448
S.W.3d at 816 (Hughes, J., dissenting)). This
seems to be the primary concern of the Court.
How does a court peer into a hospital's privileged
files to make the assessment?

The Court first noted what must by now be
obvious: "reports that are required by the
Commonwealth do not become privileged [by the
act of] the provider put[ing] them in its patient
safety evaluation system." Id. at 765. The Court
did not identify such reports. Instead, it described
a general procedure for "invasion of 'the hospital's
patient safety evaluation system' " when the circuit
court has reason to believe a hospital is attempting
to hide incriminating information that is supposed
to be reported outside the PSES:

[T]he court can conduct an in camera
review of the documents in the provider's
patient safety evaluation system. In
conducting that review, the court should
separate the information that is usually
contained in state-mandated reports from
information that is not usually contained in
those reports. The information that is
usually contained in state-mandated
reports is not protected by the patient
safety work product privilege provided in
the Act and will be discoverable.
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Baptist Health , 497 S.W.3d at 766. Perhaps the
Supreme Court placed the cart before the horse,
for it is only after this discussion that it established
procedural *696 and burden-shifting rules that,
logically, should precede any in camera review.

696

In discussing the procedure for reviewing claims
of privilege, Baptist Health presumes and then
builds upon the rule that "the burden is on the
party claiming the privilege to prove that it exists
as to the communications so claimed." Collins ,
384 S.W.3d at 161 (quoting St. Luke Hosps., Inc.
v. Kopowski , 160 S.W.3d 771, 775 (Ky. 2005) ).
Under the Act, it is sufficient proof that the
information or report was collected within the
PSES for the purpose of submitting it to a PSO,
making it PSWP and privileged.  That the report,
in fact, has been sent to a PSO, as in this case,
eliminates any issue regarding the intended
purpose for the report. Petitioner here carried the
basic burden of proving entitlement to the
privilege.

61

61 See Section IV, supra , discussing the

"reporting pathway."

However, adding to that basic burden, the
Supreme Court said the privilege claimant also
"bears the burden of proving that it complied with
the statutory and regulatory reporting
requirements." Baptist Health , 497 S.W.3d at 766.
That is, the provider must prove it has satisfied its
external obligations. We are not told what
quantum of proof will suffice. In the case under
review, Petitioner presented proof from the
Cabinet that no external obligation existed under
902 KAR 20:016 § 3(3)(a), and from its director
of risk management that indicated there were no
unmet external obligations. Whatever the quantum
of proof the Supreme Court may have had in mind
must be slight, however, because even "[i]f the
provider fails to meet that burden," the
responsibility of going forward with proof shifts to
"the party seeking the information [who] then

bears the burden of establishing what information
is generally contained in state-mandated reports."
Id.

The information seeker's burden of establishing
what recordkeeping or reporting is state-mandated
is more a legal question than it is a factual one,
and we believe this opinion provides much of the
answer. It would make sense that a circuit court's
in camera review of information in the provider's
PSES would only be justified if the party seeking
the information carries her burden to demonstrate:
(1) what information should be in a state-
mandated report that the provider has failed to
create; and (2) that such information does not exist
outside the provider's PSES. If that burden is met,
the circuit court's in camera review would be
appropriate to determine if information necessary
to satisfy an external obligation exists within the
PSES. If it does, and if the report has not yet been
submitted to a PSO (thereby making it forever
PSWP and privileged), the provider would have to
decide whether to utilize the "drop out" provision
discussed in Section VII.A.5. Otherwise, the
provider would have to create a report to satisfy
the unmet external obligation using non-PSWP. In
the case before us, we concluded that Flowers
could not carry the burden of establishing that
Petitioner failed to comply with any state mandate.
Therefore, no in camera review was necessary.

Baptist Health tells lower courts they may and
must separate the chaff from the wheat. The
circuit court in Baptist Health and this Court in the
related writ petition action attempted to do so by
using as the thresher Tibbs and its holding that 902
KAR 20:016 § 3(3)(a) creates a state mandate.
When the Supreme Court vacated that circuit court
order, the message was clear to us that we were
wrong to do so.

Before leaving this discussion of Baptist Health ,
we note, as Justice Hughes found "[n]otabl[e]" in
her concurrence in that case, that HHS expressly
cited *697  902 KAR 20:016 § 3(3)(a) in the
Guidance. See Baptist Health , 497 S.W.3d at 767

697
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(Hughes, J., concurring). No one should be led
astray by the federal agency's characterization of
our state regulation. Therefore, we discuss it in
context.

The reference to the Kentucky regulation is made
in a footnote supplementing the Guidance's
discussion of "[s]tate health care regulatory
agencies ['] ... requirements" and the fact that
"more than half of the states operat[e] adverse
event reporting systems." Guidance at 32655. The
footnote addresses the 26 states requiring adverse
event reporting which, as we discuss in Section
VII.A.1. , does not include Kentucky. Id. at 32655
fn3. The Guidance then states that among the
remaining jurisdictions, "some states require
providers to maintain [rather than report] certain
information." Id. The first example given is
Delaware which has an administrative regulation
quite to the point regarding maintaining and
reporting. The Delaware regulation says:

4.3 Report of adverse events: 

4.3.1 The facility [i.e., hospital] must
report all adverse events to the
Department within forty-eight (48)
business hours of the occurrence.  

4.3.2 The facility must conduct an
investigation of all adverse events. 

4.3.3 The facility must forward a complete
investigative report to the Department
within 30 calendar days of the event. 

4.4 The facility must keep reports of
adverse events , accidents and medical
emergencies on file at the facility for a
minimum of five years.

Code of Delaware Regulations 4408–4.0
(emphasis added). It escapes us why Delaware is
not included among the 26 states with adverse
event reporting requirements since the directive is
unequivocal and its urgency obvious. Regardless,

to make the point about maintaining rather than
reporting adverse event reports, the footnote
emphasizes that a Delaware hospital must "keep
the adverse event reports 'on file at the facility for
a minimum of five years.' " Guidance at 32655
fn3. Then the footnote moves on to Kentucky.

"In Kentucky," says HHS, "hospitals are required
to 'establish[ ], maintain [ ], and utilize[ ]'
administrative reports, including incident
investigation reports, 'to guide the operation,
measure productivity, and reflect the programs of
the facility.' " Id. (quoting, in part, 902 KAR
20:016 Section 3(3)(a); emphasis added). We note
two significant points about this reference.

First, the footnote was written after Tibbs
interpreted the regulation as a reporting
requirement and before Frankfort Regional cast
doubt on that interpretation.  To the extent HHS
researched Kentucky law on the regulation, the
agency would have had only the Tibbs plurality
interpretation of 902 KAR 20:016 § 3(3)(a) to
guide it.  HHS did nothing more than *698 feed
back to Kentucky courts what Tibbs said, and what
Frankfort Regional and Baptist Health cast doubt
upon.

62

63698

62 Tibbs was rendered in 2014. The Guidance

was promulgated on May 24, 2016.

Frankfort Regional was rendered on June

16, 2016.

63 The same could be said of the Solicitor

General's opposition to the petition for

certiorari before the Supreme Court of the

United States. For the Solicitor General,

the case hinged on whether there was an

external obligation; the Kentucky Supreme

Court said there was. Consequently, the

Solicitor General said:
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Brief for the United States as Amicus

Curiae, Tibbs v. Estate of Luvetta Goff ,

2016 WL 3014493, 6, 15, 16–17 (U.S.

2016).

Under Kentucky law, hospitals

must 'maintain[ ]' certain reports

about their operations, including

'[i]ncident investigation reports.'

902 Ky. Admin. Regs. 20:016, at

3(3)(a) (2015).... Kentucky law—

as authoritatively construed by

the State's highest court [prior to

its casting doubt on that plurality

opinion in subsequent cases]—

requires hospitals to maintain

incident reports like the one at

issue here.... [T]he Supreme

Court of Kentucky correctly held

that the records a provider must

create to satisfy its external

obligations—including incident

reports required by state

recordkeeping laws—do not

qualify as patient safety work

product in the first place because

they are 'original * * * provider

record [s].' 42 U.S.C. 299b–21(7)

(B)(i) [.]

Second, the Guidance quotes selectively from the
regulation, omitting the qualifier "as necessary."
Our Supreme Court found that phrase—"as
necessary"—to be significant when interpreting
the regulation in Frankfort Regional because it
"suggests that it is the hospital that dictates
whether the report is generated, not a government
regulation." Frankfort Regional , 2016 WL
3376030, at *8 fn 6. Therefore, we are not
persuaded, nor do we believe the Supreme Court
is inclined to be persuaded, by federal
administrators who interpret a Kentucky
regulation, unaware of post- Tibbs caselaw, and
with its purpose to "guid[e] patient safety
organizations (PSOs) and providers" and not
Kentucky courts interpreting their own state's
laws. Guidance at 32655.

X. Applying analysis to Respondent's ruling

The record in this case reflects that the
Respondent, aware of Baptist Health and its
predecessor cases, did not find sufficient clarity in
the jurisprudence upon which to base a confident
ruling. A circuit court's resources are limited;
therefore, notwithstanding that we are granting the
petition, we commend the Respondent's effort and
time expenditure pursuing a confident ruling,
nevertheless.

Respondent expressly held the Petitioner "did not
prepare the patient safety event report as a state-
mandated incident investigation report." (Order
Overruling Motion to Quash Subpoena, March 3,
2017 (Fayette Cir. Ct. No. 15–CI–04544)). Clearly
then, it is not an exception of the second kind to
PSWP.  But Respondent also held "as a matter of
law that once the hospital voluntarily decided to
prepare the event report the [Petitioner] deemed
the event report to be necessary under 902 KAR
20:016 § 3(3)(a) and, therefore, the court finds the
report is discoverable." (Id. ). In effect, the
Respondent declared the voluntary creation of the
report in the PSES and submission of the report to
the PSO to be an exception of the third kind to
PSWP, as discussed in Section VIII, supra. This
latter determination is incorrect as a matter of law
because voluntary recordkeeping or reporting
(whether supplementary participation in a
voluntary program or as a business record deemed
necessary by the governing authority) is only
excepted from PSWP if it exists separately,
outside, and apart from the PSES. This report did
not. Only if this requirement of independent
existence is met will we avoid the absurdity that
the same reporting that entitles one to the privilege
simultaneously defeats it.

64

64 There was no proof that submission of the

report was state-mandated, and none that

submission of the report was required by

any voluntary program in which Petitioner

participated.
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As noted in Frankfort Regional , "[w]hether a
particular communication is privileged depends ...
on the facts and circumstances under which the
communication was made." Frankfort Regional ,
2016 WL 3376030, at *8 (quoting Lexington
Public Library v. Clark , 90 S.W.3d 53, 59 (Ky.
2002) (internal quotation marks omitted)). The
Guidance repeatedly says *699 that the key to
determining the availability of the privilege is first
determining the purpose for which a report is
created. Like the Guidance, we repeatedly touched
upon this point.  As the Guidance says:

699

65

65 See, e.g. , Section IV, supra.

uncovering the purpose for which
information is prepared can be a critical
factor in determining whether the
information is PSWP. Since some types of
information can be PSWP or not
depending upon why the information was
assembled or developed, it is important for
providers [and for courts] to be aware of
whether information is prepared for
reporting to a PSO.

Guidance at 32656.

Data incapable of qualifying as privileged is
limited to: (1) information comprising patient
records  ; and (2) information compiled for the
purpose of satisfying a mandatory external
obligation or a mandatory condition of a voluntary
program other than the program established by the
Act  ; and (3) information assembled outside the
provider's PSES because a hospital's governing
authority deems it necessary to the provider's
operation.  If the information gathered does not
fall within any of these three kinds of exceptions
to PSWP, it can qualify for the privilege, provided
it was assembled within the PSES with the
intention that it be submitted to a PSO. That was
precisely the nature of the report for which

discovery has been sought in this case. It is PSWP
and no exception to PSWP applies; it qualifies
under the Patient Safety Act as privileged.

66

67

68

66 See Section VI , supra.

67 See Sections VII.A. and VII.B. , supra.

68 See Section VIII, supra.  

--------

XI. Conclusion

The petition in this case demonstrates that the
report Flowers seeks is privileged. It was created
within the PSES for submission to a PSO, and it
was submitted to a PSO. It was not a patient
record; it was not prepared for, nor needed to
satisfy, any external obligation or condition of
participation in any government-sanctioned
program; and it was not created for a business
purpose such as internal risk management or
voluntary submission to a voluntary program. The
petition for a writ prohibiting the Respondent from
enforcing its March 3, 2017 order compelling
production of the report is GRANTED.

ALL CONCUR.
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