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Presentation Agenda

1.
2.

Background and Inspection Goals
Inspection Timeline and Process
* Inspection site preparations
* Inspector pre-work
* Inspection time!
Benefits and Challenges
Lessons Learned and recommendations for future success

CAP resources and tools to streamline inspections
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Background Inspection Goals

Pandemic prohibited travel to conduct normal inspection processes.

Inspection team goals:

« Conduct a thorough inspection

* Maintain staff safety

» Encourage staff learning and inspection knowledge spread

Site team goals:
« Staff to interact confidently with the surveyors
« Demonstrate the exemplary care we provide

& 78 Cincinnati
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Inspection Timeline and Process

Discussions between Cincinnati and Colorado leadership teams lead to agreement to conduct a
virtual inspection. Due to CLIA requirements, CAP instructed us that at least one inspector
must go on site.

4 Week Process

Week 1 — Cincinnati team compiled documents requested for pre-view

Week 2 — Colorado team compiled documents requested

Week 3 — Shared materials and created a schedule for inspection
meetings, inspecting laboratory to review

Week 4 — On-line meetings, review of additional and follow up items,

on-site inspection

& 78 Cincinnati
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Cincinnati Children’s Preparation

1.

Prepare thorough documentation list to enable standards
assessment.

Prepare team for “new” inspection model, including web
Site access and virtual teams processes.

Thorough review of documentation provided and timely
request for additional documents.

Build knowledge within the laboratory team.

Conduct a thorough assessment for the Colorado team.
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Colorado Children’s goal:

W=

Make a good 18t impression

Organized response and documentation
All requested materials went through the
Quality Team

Provide all requested materials

» Cincinnati
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Site Security

Worked with the hospital IT security team to set up a secured SharePoint

site used to share materials

Childrens of Colorado DPLM CAP Inspection SharePoint

Home + New v 52 Page details
Notebook

Children's Hospital Colorado's Department of
Documents

Pathology and Laboratory Medicine (DPLM)
Welcomes You!

Pages

Site contents Within the site’s Documents page, folders are present for the requested

documents.

For further assistance or questions, please contact the DPLM Quality Team or a
DPLM Section Leader.
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Security cont.

* Documentation provided includes:
o Policies & Procedures
o Personnel files
o Examples of reports, maintenance, logs, PT, QC, etc.
« HIPAA compliant to share information with inspectors
» Read-only access granted to inspection team during the inspection window

* Items added to the SharePoint site by the CHCO Quality Team

& 78 Cincinnati
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Presentation of Documentation and Materials

In the SharePoint:

Created one folder for each
laboratory section

Within each section folder, created
additional folders to sort

documents by topic

Documents

O

Name -

01. Quality Management Plan
02. Proficiency Testing

03. Competency Assessment

04. Quality Control

& 78 Cincinnati
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Presentation of Documentation and Materials

Document Tracker

» All requested items were put into an Excel spreadsheet for each section

* Provided requested item, folder location and the associated document

Section: Lab General Cincinnati Children's Inspector Name:
Hospital Medical Center  (Email:
Children's Hospital Manager:
Colorado Email:

Inspection Skype Meeting |Give Date and Time (include all time zones)

Document Location -

Document Requested Documentation Provided
Folder
Lab General Checklist:
QM Plan w/ Metrics, Review, and action plan documentation for all |Policies & Procedures; QLT.001 Quality Management System (QM plan on page 44);
depts. Quality Reports Quality Reports for Oct 2018, Dec 2019, Feb 2020
Patient & Employee Satisfaction Surveys Survey Documents 1-Patient and Employee Satisfaction Surveys;
2018 DPLM Customer Service Survey Results
Occurrence/Incident Management Process (w/ example) Paolicies & Procedures; QLT.203 Communication Escalation Policy
Event Investigations QLT.204 Event, Recall and Notification Documentation and Investigation;

Event Investigation Form - LN2

Event Investigation Form - T Cells Jan 2020

& 78 Cincinnati
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Presentation of Documentation and Materials

Spreadsheets used to:

» Provide an organized method of presenting requested documents
o Ensures all materials are provided
o Guide for inspectors to know where to locate answers
o Included contact information for easy communication between lab section

and inspectors

« Create a good 18t impression to inspectors

Section: Lab General

Cincinnati Children's
Hospital Medical Center

Inspector Name:
Email:

Children's Hospital
Colorado

Manager:
Email:

Inspection Skype Meeting

Give Date and Time (include all time zones)

Document Requested

Document Location -
Folder

Documentation Provided

Lab General Checklist:

QM Plan w/ Metrics, Review, and action plan decumentation for all
depts.

Policies & Procedures;
Quality Reports

QLT.001 Quality Management System (QM plan on page 44);
Quality Reports for Oct 2018, Dec 2019, Feb 2020

Patient & Employee Satisfaction Surveys

Survey Documents

1-Patient and Employee Satisfaction Surveys;
2018 DPLM Customer Service Survey Results

Occurrence/Incident Management Process (w/ example)

Policies & Procedures;

Event Investigations

QLT.203 Communication Escalation Policy

QLT.204 Event, Recall and Notification Documentation and Investigation;

Event Investigation Form - LN2
Event Investigation Form - T Cells Jan 2020
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Inspection Time!

Inspection schedule was created with inspectors and lab staff for:
* Opening meeting
« Section inspection meetings — initial 3-hour block
» Follow up inspection meetings as needed
¢ Summation

Monday Tuesday Wednesday Thursday Friday
Denver 8/31/2020 9/1/2020 9/2/2020 9/3/2020 9/4/2020 Cincinnati
Time (MT) Path A Path B Path A Path B Path A Path B Path A Path B Time (ET)
7:00 AM 9:00 AM
7:30 AM 9:30 AM
" c .
8:00 AM Opening Meeting (=} Follow-Up | Follow-Up | Follow-Up | 10:00AM
8:30 AM P 10:30 AM
(8] o
v Summation Option B 11:00 AM
Q. 11:30 AM
w0 Follow-Up
c 12:00 PM
10:30 AM o 12:30 PM
+ .
‘0 Follow-Up 1:00PM
11:30 AM c 1:30 PM
12:00 PM o 2:00 PM
12:30 PM Follow-Up Follow-Up 2:30 PM
1:00 PM 3:00 PM
1:30 PM 3:30 PM
2:00 PM Follow-Up Follow-Up | Follow-Up | Follow-Up | Follow-Up [ Summation Option A ﬂ
2:30 PM 4:30 PM
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On-line Meetings and Conversations

» Used hospital IT security approved applications for virtual meetings
» Meetings were held over Skype For Business

» Screens shared to display additional documentation

Join Skype Meeting

‘ “® Cincinnati
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On-line Meetings and Conversations

Social Distancing

Meetings were held in conference rooms to allow proper spacing

CAP allowed 1 person for on-site inspection

o Inspection limited to laboratory. Patient care areas including
outpatient collection and point-of-care locations not included.

Used Skype on laptops and cell phones to perform section walk-

throughs and allow inspectors to see how processes are performed

& 78 Cincinnati
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Challenges
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Time was not an issue

Document review prior to inspection
help build team knowledge

No need to travel

Meets inspection obligation during
the pandemic

Skype discussions helped to clarify
and verify

On-site inspection had a list of items
based upon findings from remote
teammates

Missed personal connection with
staff

Lots of pre-work

Employee records

Requires a strong document control
process

New process for experienced
inspectors

Could be overwhelming for a smaller
facility

» Cincinnati
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Lessons Learned

Technology

Make sure both locations have compatible and secure technology to
access materials and hold virtual inspections

IT systems/Security may not allow access to all apps (Teams, Skype,
Facetime, Zoom, etc.)

Do a test run week before scheduled meetings to make sure
everything works

Multiple monitors can assist in locating additional documentation
before presenting to inspectors

& 78 Cincinnati
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Lessons Learned

Communication

« Establish communication process

« Make sure everyone has each others email and phone numbers

« Set expected time-lines for communication

« Ensure timely response

* If unable to meet time-line, communicate alternate ETA

* Ask everyone to mute their lines if not speaking to reduce
background noise

« Define who to contact for section information AND general
information prior to meetings

& 78 Cincinnati

Q. Children’s

the outcome together



.‘k‘.

Lessons Learned

Inspection Support
Assigned roles to assist, including:

©)

O O O O O

Scribe during inspection meetings

Single point of communication for major issues and questions
Technical support

Assistance with organizing requested document

Assistance with scanning or uploading documents
Recommend individual has access to PDF Writer program
(Adobe, Acrobat, etc.) to flip and delete blank pages

& 78 Cincinnati
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Lessons Learned

General Expectations

Inspection process is longer than usual 1-2-day inspection process
Inspected lab has additional time to review requested documents
before presenting to inspectors — identify potential problem areas
ahead of time

Inspector has additional time to review items and ask for additional
documentation

Make the best of the learning opportunities

Expect technical difficulties... It will happen

& 78 Cincinnati

Q. Children’s

ccccccccccccccccccccccccccc



Recommendations

1. CAP to establish a standard virtual inspection process
« Standards response tool to allow documentation evidence to
be tagged to the standard in question
« Secure site for submission and subsequent review of
documents
* Local contacts to go on-site for required inspector presence
« Consider smaller teams to go on-site if remote teams can
review evidence prior to or at time of inspection
2. Use a document control tool that has an evidence room and
secure on-line access outside of your hospital network
3. Be forgiving, this is new for everyone

& 78 Cincinnati
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New Tools and Resources

» Inspection Planning and Document Tracking Tool
« SharePoint Site for Document Upload

* Online Courses

* Future Plans

12
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Inspection Planning & Document Tracking Tool

« Multipurpose tool for inspectors and laboratories
o Located in SharePoint Folder
o Single point of reference 1

Tool designed to assist the inspection team in planning, sharing, and tracking of remote documentation requested and provided by the laboratory being

inspected. This tool is intended to consolidate the review of tracking over multi site inspections.

We encourage the use of this tool to ease communication of the scheduling and track progress of the inspection.

— Inspection planning

W

— Documents to upload

— Document review findings

AU List - provides each AU site demographic and applicable disiplines within that AU.

W oo~ o

Schedule Tab - Includes an example of a virutal inspection schedule and a guideline that provides estimate of amount of time to schedule for remote
10 |docuement review.

Director Assesment Tab - Provides each site to be inspected with the DRA checklist. Tab includes high level items for review and documentation pertaining to
12 |the DRA checklist.

Lab General Tab- Provides each site to be inspected with the GEN checklist. Tab includes high level items for review and documentation pertaining to the GEN
14 |checklist.

Discipline Specific Tab - Provides each site to be inspected with that discipline specific checklist. Tab includes high level items for review and documentation
16 | pertaining to that specific checklist as well as the high level items pertaining to the COM checklist.
17

[ \
¢ > = Insh'uigons AU List Schedule  Director Assessment  Lab General CHM HEM MM LSV MIC POC TRM URN  On-site Visit

Calculation Mode: Automatic  Workbook Statistics

© College of American Pathologists. -



Inspection Planning & Document Tracking Tool

continued

A B

C D

E

F G H

| Estimated Time for Remote Document Review

Doc (<100 beds or alone) (200 beds or greater)
General/Administrative 2-3 hours 3-4 hours
Proficiency Testing 1 hour 1.5 hours
Core Lab 3 hours
4-5 hours
{CHM, HEM, COAG, IMM, URN)
POC 1 hour 2 hours
TRM 1 hour (limited) 3-4 hours (full with 1D}
MIC 1 hgu[ El\m\‘ted) -3 NouTs [\I.:H \V\:II “JI EIT ,n[:VU TOTY
Blood Gas 1 hour 1.5 hours
Personnel files and competency assessments 1 hour 2 hours
ANP/CYP 0.5 (FS only) 2 hours
Example of Schedule
Monday Tuesday Wednesday Thursday
Your Laboratory 11/30/2020 12/1/2020 12/2/2020 12/3/2020
Time (Central) Path A Path B
7:00 AM
7:30 AM
8:00 AM . .
8:30 AM D eatne Presummation

10:30 AM

1130 AM

= Instructions AU List

Schedule

Director Assessment

© College of American Pathologists.

(Team only)

Summation

Lab General CHM HEM MM

LSV MIC

« Multipurpose tool for inspectors
and laboratories includes:
o Example inspection schedule for
iInspection planning purposes
o Recommended average time
expectations for document
review by checklists




Inspection Planning & Document Tracking Tool

continued

« Multipurpose tool for )

inspectors and laboratories s ooy Laboratory A Laboratory/B isboratomC
o Requested documents for ;| g

laboratories to upload

{InspectoriNotes/Comments,Go,Here,forsEach;

listed on each checklist

R omcionel sbomtons aecorks by — [Laboratory

18 self Inspection / \
page B e 1 f

o Provides space for 2 E—

inspectors to take notes i,

[+ |
Instructions AU List ~ Schedule  Director Assessment  Lab General CHM HEM IMM LSV MIC POC TRM URN  On-sit

© College of American Pathologists.




SharePoint Site

Implemented in late December

Provides secure location for laboratories to upload their files
Allows CAP to share uploaded files securely with inspection team
Temporary solution during the modified inspections process

© College of American Pathologists.
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SharePoint Site

continued

SharePoi P Search this site

Test + Not following
Private group £ 15 members T Test

Private group

p SRS -

| Home t New v {3 Page details Published 112372020 ¢ Edit
Conversations Home + New £ Page details
Documents > 1/11/2021 Seeal
Pocments Conversatians
Hotebagk + New T Upload v BB Edtingridview 3 Snc @ Bpottobicel = MlDoamens® v @ Documents > |l # 123456, Laboratory Name > 1/11/2021 See all
Documents
Pages _
O Mame Modified 7 | Modified By Notebook + Mew v T Upload ~ [ Editingridview 12 Share @ Copylink -+ = All Documents® ~ (O
Ste conents .
18 123455, Laboratory Name s minutes g0 Acrienne Maa
cisbin Pages
e [ Name Modified 7 | Modified By
Edit b Site contents. s
O “su#sares4 S.LEﬁlah ¥ 1 2minutesago Adrienne Malta (s)
Recycle bin .
- TS #1234567, Lab General 2 minutes ago Adrienne Malta (s)
Edit .
B 11#123456, Laboratory Namexlsx  Abouta minute ago Adrienne Maka (s)

Will take you to the
t page wit

folders for each

laboratory section

© College of American Pathologists. rm—




SharePoint Site

continued
« Within each section folder are additional folders for each document

category where you can save your files

: COLLEGE of AMERICAN  gharePoint L Search this site & 7 n
G Virtual Inspections # Not folloving
= Private group R 40 members
‘ Home -+ New ' 53 Page details Published 11/24/2020 ¢ Edit
Documents
-- > AUID Laboratory » SUID " Lab General Seeall
Pages
Recycle bin + New ~ T Upload ~ [EH Editingrid view 12 Share @ Copylink  Download E& Export to Excel = All Documents ~
Edit
O 3 Name Modified Modified By
B DRA- Delegation of Functions January 4 Carmen Rea (ns)
B Instrumentation January 4 Carmen Rea (ns)
B LIS Manual January 4 Carmen Rea (ns)
B Quality Management Program January 4 Carmen Rea (ns)
B Reports January 4 Carmen Rea (ns)
B Safety January 4 Carmen Rea (ns)
B Water Testing Glassware January 4 Carmen Rea (ns)
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Online Courses & Resources

 For Inspectors and Laboratories
02020 Modified Inspection Processes webpage
oRemote Review: How CAP Inspection Document Review Just Got Easier podcast describing
the CAP SharePoint site

 For Inspectors
o Performing Virtual Inspections: Being the CAP’s “Eyes and Ears” from Home supplemental

training course
olnspector Training and Tools within e-LAB Solutions Suite

 For Laboratories
oNavigating Your Virtual Inspection: Demonstrating CAP Accreditation Compliance in an

Electronic World presentation

12
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https://www.cap.org/laboratory-improvement/accreditation/inspector-tools-and-training?x-craft-preview=4InEgU7Sbp&token=yukB6K4T_bluHuljEXukcipQJDrmVrvC
https://urldefense.proofpoint.com/v2/url?u=http-3A__marketing.emailcap.org_ylbH00000i0oZZT00L00010&d=DwMFaQ&c=uhUSuyNScXHb_F2nn0PKeY0q4oY6FfjGrtpKpaZYX9Y&r=o1L3y6OUkwcLw0k5EdhMNA&m=UKedmyypJ0Rb2NTErP3D1ywra0gdaqe6Hj2f3ZEyAdY&s=oO9QGoexQRycQtWTPswAz3efko05x7Bv0U9YjUznOCM&e=
https://learn.cap.org/lms/activity?@activity.id=7191673
https://urldefense.proofpoint.com/v2/url?u=http-3A__marketing.emailcap.org_Y0i080U000000001oZH05Zl&d=DwMFaQ&c=uhUSuyNScXHb_F2nn0PKeY0q4oY6FfjGrtpKpaZYX9Y&r=o1L3y6OUkwcLw0k5EdhMNA&m=UKedmyypJ0Rb2NTErP3D1ywra0gdaqe6Hj2f3ZEyAdY&s=xyvUpdrQLx4Ob0pPJoJqqsJUL-zlXD6OdFhDqr71u1A&e=
https://vimeo.com/497363175/aa2be17647

Future Plans

* Modifications to Organization Profile for laboratories to upload their
requested documents during reapplication
olnspectors will be able to download inspector materials and view
laboratory documents
olmplementation will replace SharePoint site later this year

12
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Contacts

Kathy Good
« Kathleen.Good@cchmc.org

Children’s Hospital Colorado Quality Team (Amy Marrs)
« DPLMQuality@childrenscolorado.org

Adrienne Malta
e Accred@cap.org

12

© College of American Pathologists. January
2021

N W



mailto:Kathleen.Good@cchmc.org
mailto:DPLMQuality@childrenscolorado.org
mailto:Accred@cap.org

-33-335, COLLEGE of AMERICAN

:3.0:0° PATHOLOGISTS



