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CCREDITATION
- PORTAL

HOW-TO: COMPLETE AN INSPECTION

FOR: Inspectors, Mentors, and Trainees.

DESCRIPTION: Reviewing the applicant’s responses and documents prior to the inspection, documenting
findings, and completing all the elements of inspection.

DEFINITIONS: NA

PREREQUISITES:

e How-To: Log In, IT.GDE.8.003

e How-To: Navigate the Portal-Inspector Guide, IT.GDE.8.026

e How-To: Navigate the Application (Inspector), IT.GDE.8.031

e How-To: Navigate the Portal-Inspector Trainee Guide, IT.GDE.8.044

PROCESS:
1. Select My Inspections in the left navigation pane. Select Inspection Overview.

TestOrg 01 i
Application - I Helpful Hint:

Review all information in the Portal

prior to the day of inspection.

2. Inspection Overview is the overview of the inspectors’ tasks and statuses. Select Inspection in the

left navigation pane or Inspection Overview in the navigation tabs.

My Applications a. Usethe ribbon orta bs\

My Inspections to navigate within - T

My Tasks the inspection. R R = N TR R 2
My Aty b. Asinspection tasks

How-To Guides

are completed, the

Inspector Resources

. o o o o
_ color of the arrows in
[z Application &= horil - @ e e
o | the ribbon will change - — T -
Site Checklist from yellow to green, = e o o o o o
fosis a checkmark displays mmoms o IR = - - -
Personnel
in the tab, and the red om0 (]
Document Library
RFI Report “No” will change to a
Tools green “Yes” in the table.

c. To review progress, return to the Inspection Overview tab.
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3. Select Complete Site Checklist in the ribbon to view each checklist assigned to a site.

C _ct INSPECTOR GUIDE
Al

Site Checklist

8=Checkiist 5% Quickview g List View

IEC Clinical Site

IEC Marrow Collection Site

IEC Apharasis Collection Site

IEC Tissue Collaction Site

IEC Processing Site

4. For each ssite, expand the checklist to the lowest level until all questions display.

Test site 01 L
Eor"\phrln:e HCT Apphcnt\o"v'
RfiComplate D P FACILITY ST. £
RFicompiete D1 GENERAL Q{“
I ing, ), istributi vitis i =
v TR oI These Stﬂndol§§ apply to all processing, storage, and distribution activities performed in the Guldance \({
Processing Facility on cellular therapy praducts
m1. Does the Processing Facility apply these Standards to all processing, storage, and distribution activities performed in Question Status
the Processing Facility on cellular therapy products? O RFl Pending
Yos O Draft RFI
O Completed
Commenls + Add Comment v
RFI Created By Brown, Mason on behalf of Coordinator 01, Test - 08/20/2022 1056 AM ® RFl Complete
Test RFI Rl
& Reply ~ | £ Edit O No Response
Requested
@ Applicant Response Created By Brown, Mason on behalf of Primary Contact 0], Test - 08/20/2022 1212 PM ONfa Helpful Hint

O Not Complial
O Compliant You may see RFI
Helpful Hint: B L

test response

comments from the

O Reviewed
Hover over the colored status icons eviewe FACT Review phase.

to view the status description. Reviewing this

information will help
you in your assessment.
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5. View Submitted Documents
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a. To view a document within the site checklist, select the link (document name) in the
question to download the document while reviewing the site checklist.

v FofRevien ) B11 The Clinical Program shall consist of an integrated medical team that includes a Clinical Program Director(s) housed in a defined location(s). Guidance @

m1. Complete and upload the Clinical Facility Grid, which includes patient numbers. For initial accreditation, enter data for the previous 12 months. For renewal accreditation,
enter data from the start of the current accreditation cycle. (Must be in English)

—> Blank Document 2.docx

Question Status

\pliant
1271211 Checklist 3.3.23 with EUxIsx © Not Compliant
@® RFI
Viewesk O RFI Complete

My Applications
b. To view documents within the Document Library:

My Inspections

—— i. Select Document Library in the left navigation pane. The Document Library is

My Availabity organized by columns: File Name, Upload Date, Site, Tags, Latest Version,

How-To Guidss Standard(s), FACT Only, and Actions.

Inspector Resources ii. The tools in each column can be used to filter and sort to locate documents.
? Application 3 |

ii. If performing a renewal inspection, locate the Response Report from the previous
FACT inspection in the document library and verify continued compliance on-site.
Thereport should be tagged and located in the Featured Document area or can be

found by searching for “response” in the File Name field of the document library.

Inspection
Site Checklist
Tasks

Personnel

= Document Library

Featured Documents

Upload

File Name N site . Tags Lesteat standard , FACT Actions
Date 1 version only
= v v e v
RESPOMSE REPORT 02fo8/2024 [ e ] o
FOR TESTING docx

Showing 1o of

Document Library

c.ii Downioad Filtered Documents

Upload

Latest FACT
File Name i site ., Tags v Standard Actions
Date L s Version only
b .iii v e v
Blank Document - 07/13/2023 Pre-inspection Evidence o s o :
Copy.docx C.l
RESPONSE REPORT 02f08/2024 Featured [ ves o
FOR TESTING.docx

FACT Letters and Reports

Choose Files |Mo file chosen

& Upload to Document Library
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c. Download documents in the Document Library:
i. To download a document, select the icon in the Actions column.
ii. Todownload multiple documents, use the filter and sort tools. Select the Download
Filtered Documents button to download all filtered documents into a zip folder.
6. Within the Site Checklist, review the applicant’s response and indicate compliance for each
question, if applicable. If clarification or additional documentation is needed, enter an RFI.
My Applications

Submit RFls to FACT at least two (2) weeks prior the inspection.

My Inspections

7. Prior to the inspection, enter only RFIs, FACT Only, Commendable Practice, or Inspector Note

My Tasks

My Availability comments. Post inspection, enter a comment for an RFI, Citation, Suggestion, Commendable
How-To Guides Practice, or Inspector Note in the field provided.
nspector esourees a. Select + Add Comment.

" application b_ Select the comment type-

Inspection

| Comment Type Description
Tasks RFI* Request for Information; clarification or additional documentation is required.
Personnel Used pre-inspection.
Document Library Citation** Standard is not met, used post-inspection.
RFI Report
Tools Suggestion** v Standard is met; however, practice could be improved. Used post-inspection.
FACT Only n Comment for FACT, does not display on report. Used pre- or post-inspection.
Commendable A practice is identified that is commendable, does not display on report. Can
|
Practice “' pe used pre-or post-inspection.

Inspector Note Comment for Inspector, does not display on report. Used pre-inspection to

assist in the process, e.g., document questions to ask during the inspection.
This is available when exporting the checklist, the inspector note field may be
included.

* Pre Inspection Action: after entering an RFl, you must notify the lead inspector to submit

** post Inspection Action: enter only during the inspection or post-inspection.
the RFI. The lead inspector is responsible for submitting all team members’ RFIs to FACT.
c. If needed, append supporting documentation by attaching the document to a comment
Note: this function is more commonly used by the applicant.
i. Select +Attach
Document. The B I

Document Library B i U A =

q: @ B v +: o
window displays.

ii. Select Choose
Files to locate the

Suggestion ~ B save ¥ cancel

file for upload.

e Update the file name as needed to reflect the document’s content.
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iii. Select Upload to
Document Library. e pemmen)
iv. The newly uploaded ect st Fel) o

document will be

§ ) Upload Document  Latest § FACT
Select  File Name Sites ; Standard(s)
bote | Type Version only

automatically

selected. =
v. Select Save in the

Attached

Document(s) i o ok ¢ Lo .

window to finish p— =

selecting the

1 Choosa Files | No fila chosen

documents and

"| © Upload to Dacument Library

close the window.

v EEPl  concel

vi. Select Save in the Comments window to save the comment associated with the
attached document. Continue review of all requirements.

®
c
z
|
il
iii
i
-
8
o

@ vow-To_ Reset My Password (1196_2).pot

Post Inspection Action: Continue your review of each requirement until all
requirements are either Compliant, Not Compliant, or Not Applicable.

8. If a question is marked as RFI: Firefiis _
a. The Send RFls to FACT button Tesorgaiationst
will display for the Lead _ | sy ® :
Inspector. : : ssipekobey

Send RFis to FACT

b. If Inspection Team members
enter RFls they must notify the Lead Inspector via email.

c. The Lead Inspector submits the RFls to FACT.
After FACT sends the RFls, Inspectors may continue to review the application. The
application status changes to RFI In Progress. For questions with an RFI status of /n Progress,

itis

i=checklist  § Quick view

B1GENERAL

@ o © O O O © © o

B2 CLINICAL UNIT

O o O O O O @ oD ) @

R @ @ @ © © @
He p u Hlnt' ! B3 PERSONNEL

@ o oo @
Hover over the standard o O O O @ o e o @

to view the status.

Inspector Quick View with RFI
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recommended to work on other questions until the organization has submitted their
response to the RFls.

C _ct INSPECTOR GUIDE
A

9. Reinspection Comments, if performing a reinspection:

a. Prior to the reinspection, there is an option available to include reinspection comments
alongside the applicant’s response comment.

Comments -+ AddComment ~
@ 'ﬁ Citation Created By Allison Miller - 04/13/2023 02:05 PM

Citation

&, Reply

|_ \7 | Reinspection = 9

2 a Y Rec lison Miller - 04/13/2023 02:06 PM
—— )

Required Hj, FACT ':.'!";|'}"

( ? RFI reated By Allison Miller on behalf of Test User - 04/13/2023 02:06 PM
it

Post Inspection Action: After the inspection, for each deficiency, ensure a detailed description of the
citation is entered. The question status updates to Not Compliant. Mark questions without

deficiencies as Compliant. For instructions on performing a bulk update, refer to the steps below.

10. Bulk Status Update: Post Inspection Action only.

a. After marking each applicable question as Not Compliant and entering the deficiency
comments, inspectors may perform a Bulk Status Update to mark the remaining standards
as Compliant. This can be performed in Checklist view or Quick View.
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b. For each site, expand the checklist down to the level intended for inclusion in the bulk

update.

Citation: 2 FACT Only:2 RFLS
Ret1 RFIPending:1

u :
con 1 appicatir (o]
« (USSSEE ¢ CLINICALPROGRAM STANDARDS | o« I
v N o ceovea e
o (S 51 e Cineal on integrated Ineludes & grom Direetorls) housed in a defined Iocation(s). OR Bj'uuuc%

—

8= Checklist 5 Quick View T:g List View

FACT Demonstration Bone Marrow and Stem Cell Transplantation Clinical Site

B1 GENERAL
@ [ =) @ @ [ o151 ] @ @ °°

Select the Bulk Update icon within the Checklist or Quick View.
d. A warning notice displays.
e. Select Yes to complete the bulk update or Cancel to stop the action and return to the

application.

Bulk Update
This will update all questions within D11 and all sub-standards to Compliant leaving enly the Not Compliant questions. Would you like to proceed?

e

Helptul Hin:

As a best practice, manually update
the specific questions you want to
mark as Not Compliant, then use bulk
update to mark the remaining

questions Compliant.

Organization Description

11. Each inspector must review and verify the accuracy of the Organization Description.
12. If this is a renewal inspection, content from the previous inspection will prepopulate in the field.
13. Non-lead inspectors:
May enter suggestions for changes in the Discussion comments at the bottom of the page.
When done, select Save Comment. Then select Mark Complete.
c. If the information is accurate and no changes are needed, select No Changes Requested.
The section updates to Complete.
14. Lead Inspectors:
a. May make edits to the Organization Description field as needed.
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b. Lead Inspectors should review the comments from the inspection team members at the
bottom of the page.

Organization Description

Description of Organization

B i U A = T oE=EC-EC @ @ 0 + i

Discussion Add comments ta notify the lead of any changes needed far the Site Description or Spatial Relationship fields
Add Comment

183a B i U A = F iEeEs ® @ a +
14.b

e

Characters : 0

If changes are made, select Mark Complete.

A Summary of Changes window displays. Enter a summary of the changes.

Select Submit. The FACT coordinator uses this information to identify the changes.

If there are no comments or changes to submit, select No Changes Requested. The system

will compare the fields with the original values and warn that changes will be lost, if
applicable

- o o o

15. Once this sectionis complete, a green checkmark will display in front of the tab and the ribbon arrow
color will change from yellow to green.
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Overall Impressions

C _ct INSPECTOR GUIDE
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Post Inspection Actions

16. Each inspector must review and enter Overall Impressions. The Commendable Practices field is
optional.
17. Enter the Overall Impressions of the site.

Inspection Overview Qrganization Description Overall Impressions Clinical Outcomes Data Audit

Inspection Interviews Inspection Repart Inspection Process Evaluation

Overall Impressions

Inspector 1, Test inspecting Adult Clinical Site

* overall Impressions

B i U A = T o= - W e 0 Q +

17

Commendable Practices

hown on the Accreditation Report

- M o 0 O +

Information entered v

18. If there are Commendable Practices, not related to clinical outcomes or data management, enter
them in the field.

19. If edits have been made and there is a need to return later, select Save.

20. After the required fields have been entered, select Mark Complete.
Note: After marking complete, the fields can be edited until the Finalize Report button is selected in

the Inspection Report tab.
21. Once this sectionis complete, a green checkmark will display in front of the tab and the ribbon arrow

color will change from yellow to green.
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Clinical Outcomes and Data Management

22. Allinspectors (except for the clinical

Clinical Outcomes

CIBMTR 10071 Test Adult Clinical Facility

inspector responsible for completing the
Data Audit section) are required to be
aware of the program’s data accuracy
status and must acknowledge the results
in the Data Audit section. Select the
CIBMTR number to expand the section to
review the data, then select Acknowledge.
23. Clinical Inspectors are responsible for
completing the Clinical Outcomes and
Data Audit sections of the application.
24. For each CIBMTR number, there are
Clinical Outcomes and Data Audit
information to review.
25.

26.

Select each CIBMTR number to expand.
Before the inspection: review the
information provided by the Clinical
Outcomes Improvement Committee and
the FACT-CIBMTR Data Audit Committee
in the Clinical Outcomes (26a) and Data
Audit (26b) sections. This includes specific
requests for information to review with
the program during the inspection.

27. PostInspection Action: enter responses

INSPECTOR GUIDE

26a

Actual  Predicted Lower  Upper
(%) () (%) (%)

Report

Code n 2002 2003 2004 2005 2006 2017 20018 2019 2020 202 2022

122 34 9 %0 ] o2 1

Reported causes of death

Corrective actions NlA

FacT Clinial t acequacy of p ula

by FACT Clini i A

* 1. Description of facility's pragress on corrective action plan implementation

B i U A: s T Em @ @ o+

27

requested by FACT CI

@ @ o+

B mm/ddfy ta 8 mm/ddfy Transplant Types

O mm/ddly to O mmjddfy  Tronsolont Types

o B o ok

27b ¢

Data Audit Results (B8]

in the required fields for both Clinical

Outcomes and Data Audit sections.
a. Select Mark Complete if

finished.

OR

Save to record entry and

return later.

Note: After marking complete,

Calulor Theropy

Date Parformed

the fields can be edited (select 8 LY
Save to save changes) until the
Finalize Report button is selected
in the Inspection Report tab. B i UA FTEN oBDH
27a | Mk 27 |
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28. Once these sections are complete, a green checkmark will display in front of the tabs and the ribbon
arrow color will change from yellow to green.
26b

Data Audit Results [B9.1]

TestOL: Test Organization 01 - Adult and Pediatric

CIBMTR

Data Audit Date 0Y/01/2022
Critical Field Error Rate

Random Field Error Rate

Overall Field Error Rate

Systemic Errors Identified

Auditor Comments

Summary of Corrective
Action Plan

Inspection Interviews

29. The Inspection Interviews tab tracks the interviews performed during the inspection.

30. In the Organization Role column, specific values prepopulate with the roles that must be interviewed
during the inspection. If a role is not listed, it may be entered manually.

31. Review the list of personnel to be interviewed prior to the inspection.

Post Inspection Actions:

32. In the Site column, select the site where the interview occurred for each individual.

33. In the Person column, select the name of the staff member interviewed. If the name is not listed,
enter the person’s name.

34. Inthe Has Been Interviewed column, check the box to indicate that the interview was completed.

35. To add a new interview, select the + Add New Interview button at the top.

36. To remove an interview, in the Actions column select the red X.
Note: this feature may be used in cases where an individual was inadvertently mentioned more than
once or if removal of excess rows is required.

37. Select Mark Complete if finished OR Save to record entry and return later.
Note: After marking complete, the fields can be edited (select Save to save changes) until the Finalize

Report button is selected in the Inspection Report tab.
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38. Once this sectionis complete, a green checkmark will display in front of the tab and the ribbon arrow

color will change from yellow to green.

Inspection Overview Organization Description Overall Impressions Clinieal Outcomes Data Audit Inspection Interviews Inspection Report Inspection Process Evaluation

Inspection Interviews +  Add New Interview
Documentthe

name and position of each person interviewed during the inspection. You may osk the organization to complete the list of interviewees prior to the inspection or to assist with providing the interviewee names during the inspection

34

site organization Role Person Has Been Interviewed Actions

36

v Organization Director v Test1 v /_
v Clinical Quality Manager v Test2 /_
v Clinical Program Director v Test] v /_
v Data Manager v Test3 v r

37 37

Cancel Mark Complete
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Mentor Tasks
Post Inspection Actions:
39. Inspectors with a Mentor role have an area to document Mentor feedback. This area is named:
a. Trainee Inspection Reports in the navigation tabs.
b. Mentor Feedback in the ribbon.

Inspection Overview  Organization Description  Overall Impressions ~ Data Audit  Inspectioninterviews  Trainee Inspection Reports  Mentor Evaluation  Inspection Report  Inspection Process Evaluation @ wae
Inspection Overview
39b 42a
Complete Site Update Organization Enter Overall Review Data Document Inspection Mentor Mentor Inspection Process Complete your
Checkist Description Impressions Audits Interviews Feedback Evaluation Evaluation Inspection

40. The Trainee’s Site Checklist and Overall Impressions display orange.

8= Checklist
B

Test Organization 01

822 Quick View Fg List View

Inspection Overview Organization Description Inspection Interviews  Inspection Report  Inspection Process Evaluation

Overall Impressions

Overall Impressions

eoseneren _
Test Verification 1 Clinical Site

Test Inspector 4 inspecting Test Verification 3 Callection Site
Test Organization 01 -

41. Review the Trainee Inspection Report and enter feedback for the Trainee.

a . Se | ect Train ee Inspection Overview Drgunuuucn Description Overall Impressions Clinical Qutcomeas Data Audit

Insp ect"on Reports O R Inspection Intenviews Trainee Inspection Reports Mantor Evaluation Inspection Report Inspection Process Evaluation

@ wae
Mentor Feedback.
Trainee Inspection Report
b. The Mentor Feedback
. . Review the Trainee Report and use the form below to enter your feedback for each site

W|nd0W dISplayS. the traines inspected.

C. Rev|ew the tra | nee Trainee Inspection Report for LaGuisa Hill
""XO-"5f5~»1-aL'&a4

inspection report. ‘*

d. Complete the Mentor
INSPECTION REPORT - TRAINEE - UNOFFICIAL, NOT FINAL
Feedback field below the Mentor Feadback
Trainee Inspection T G e
MNo Commeants Available

Report.
e. Select Save to record

Mentor Feedback to Trainee

your entry. This option

Test Inspector 1 mentoring Trainee Inspector at Test Clinical Site

allows you to return to e um s ce e @ e .
make edits if needed. d
f. Select Submit Feedback
to finalize your . - 3
response. This renders
the area as read-only.

g. The Mentor’s feedback comments display at the bottom of the Trainee Inspection Report.
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h. Once complete, a green checkmark will display in front of the tab and the ribbon arrow color
will change from yellow to green.
42. Complete the mentor evaluation in the portal.
Note:
* If Mark Complete is inadvertently selected prior to completing the evaluation, the evaluation can

be accessed here: https://www.surveymonkey.com/r/9YMPSRV.

e Complete the evaluation when the trainee inspection report is finished. Do not navigate to other
windows until the evaluation is complete as responses will not be saved.
a. Select Mentor Evaluation. The Mentor Evaluation window displays and includes the Mentor
Training Inspection Evaluation.
b. Complete the Evaluation.
c. Select Submit then Mark Complete.
Once complete, a green checkmark will display in front of the tab and the ribbon arrow color

will change from yellow to green.

Inspection Overview Organization Description  Overall Impressions ~ Clinical Outcomes  Data Audit  Inspection Interviews Trainee Inspection Reports inspection Report nspection Process Evaluation

Mentor Evaluation

‘Once you have completed the evaluation, select the Mark Complete button.

Mentor Training Inspection Evaluation

* 1. Trainee Name

* 2. Mentor Name
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Finalizing the Inspection and Report
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Post Inspection Actions:

43. After the inspection is complete, before finalizing the inspection report, review all the tabs and
ensure all required data is present, including completion of the inspection process evaluation, refer
to step 45.
44. Finalize the Inspection Report
a. Select the Inspection Report tab.
b. Use the report action menu to download or print the report.

Inspection Overview Organization Description Overall Impressions Inspection Intefviews Inspection Report Inspection Process Evaluation

Inspection Report

it arginspection Evaluation

fact Inspection Report

FACT INTERNAL USE ONLY

Test Organization 01
Omaha, NE

Accreditation Overview

Type: Renewal

Dates of dJanuary 01, 2012; January 01, 2015; January 01, 2018
Accreditation

Inspection Date: January 01, 2023

Review the Inspection Report for accuracy and completeness.
Select Finalize Report.

e. Onceallinspectors have finalized the Inspection Report, the Submit to FACT button displays
to the Lead Inspector.

f. The Lead Inspector reviews the Inspection Report in its entirety. After determining the
report is complete and accurate, select Submit to FACT to submit the completed report.

Test Organization 01
g . . On-Site Inspection

Compliance HCT Application

SUBMITTED INSPECTION  Q ACCRED. DATE ACCRED. EXP.

f

nhof2022 12/22/2023 09/05/2019 09/05/2023

Submit to F
i

o

Helpful Hint:
Once the Inspection Report is
and FACT is notified. Finalized, everything will be read only.

g. The application status changes to Post Inspection Review
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Inspection Process Evaluation
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45. Select the Inspection Process Evaluation tab.

46. Complete the evaluation.
Note: Complete the evaluation when the inspection report is finished. Do not navigate to other
windows until the evaluation is complete as responses will not be saved.

47. Select Submit then Mark Complete.

48. Once complete, a green checkmark will display in front of the tab and the ribbon arrow color will
change from yellow to green.
Note: It is requested that all inspectors complete an Inspection Evaluation before selecting Finalize
Report (the link may be used to access the Inspection Evaluation any time after finalizing:
https.//www.surveymonkey.com/r/P7BHH97).

Inspection Overview  Organization Description  Overall Impressions  Clinical Outcomes  Datta Audit Inspection Interviews  Trainee Inspection Reports  Mentor Evaluation  Inspection Report nspection Process Evaluation

Inspection Process Evaluation

To help us ensure the quality of the process, pl plete and i

FACT Inspection Process Evaluation

nkey and the Inspection Evaluation
ing or not completing an inspection eva
pection report.

loes not

FACT welcomes feedback from inspectors to continuously improve its processes.
Evaluations are confidential, are not reviewed by the Accreditation Committee, and have no impact on

accreditation outcome. If you have questions, please contact us at survey@factglobal.org. Allow
approximately 10 minutes to complete the survey.
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