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CTL Metrics

IU Health Cellular Therapy 2023 QUALITY INDICATORS DASHBOARD CLIA # 15D0902829
550 N University Bld Rm 3453 IU Health Cellular Therapy CAP #7195447
Indianapolis, IN 46202 v3.2022
s Cellular Therapy Quality Indicator Threshold | £ > R
= Jan Feb Mar Apr May Jun Jul Aug Sep Oct Nov Dec
3.a |Occurrence Investigation: Assigned/Log/Short Term Action 100% Complete M | 100% 100% 100% 100% 100% 100% 100% 100% 100% 100% 100% 100%
3.b |Occurrence Investigation: Long Term Action Plan 100% Complete M 100% 100% 100% 100% 100% 100% 100% 100% 100% 100% 100% 100%
3.c_ |Occurrence Investigation: CAPA Effectiveness 100% Complete M | 100% 100% 100% 100% 100% 100% 100% 100% 100% 100% 100% 100%
16 |Equipment PM and Function Checks 100% Compliance M 100% 100% 100% 100% 100% 100% 100% 100% 100% 100% 100% 100%
22.a |Data Integrity Audits - Electronic Record (June and December) 100% Data Retrieval | SA 100% 100%
22.b [Data Integrity Audits - Instrument Backup (June and December) | 100% Data Retrieval | SA 100% 100%
7.b |BCP Scenario Drill (April and October) 100% Performed SA 100% 100%
7.a |Business Continuity Plan Audit (January and July) 100% Performed SA | 100% 100%
2 |Product Labeling 0 Products M 0 0 0 0 0 0 0 0 0 0 0 0
19 |CTL Analyzer Quality Control Verification 100% Compliance M 100% 100% 100% 100% 100% 100% 100% 100% 100% 100% 100% 100%
13 |Specimen Submission, Handling, Referral 2% M 0% 0% 0% 0% 0% 0% 0% 0% 0% 0% 0% 0%
14 |Test Systems, Equip, Reagents, Supplies 100% Reviewed M 100% 100% 100% 100% 100% 100% 100% 100% 100% 100% 100% 100%
17 |Calibration and Calibration Verification 100% Reviewed M N/A N/A 100% 100% 100% N/A N/A N/A 100% N/A N/A N/A
20 |Comparison of Test Results 100% Complete ™M 100% 100% 100% 100% 100% 100% 100% 100% 100% 100% 100% 100%
18.a |Sterility Reporting (January) 100% Compliance | M | 100% | N/A N/A N/A N/A N/A N/A N/A N/A N/A N/A N/A
11 |Environmental Monitoring 100% Complete Q 100% 100% 100% 100%
21 |[Test Formats (January) 100% Complete A 100%
4 |Personnel Competency (December) 100% Complete A 100%
6 |Agreement Audit (July) 100% Complete A 100%
Data Submitted by: Signature:
Date:

Discussion/Corrective Action/Technical Supervisor Comments: Sterility Reporting for April and May were incorrectly entered as 100%. Results were updated to "n/a" 08/15/2023 -ds

Instructions:
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Lab Services Promise Dashboard — January 2024
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= 2024 Goal is 8 2% reduction on 2023 Actuals (24.16) - Forecasting at Target for all out months
- Forecast shows path if 24.16 is achieved for all cut months - Continued MTD improvement (4 consecutive months of MTD increase)

+

Great Team Member Experiences Funding Our Vision 4.., Jan- 2024
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- Goal not yet known for Retention, currently showing Sept Actuals + 0.3% - Jan miss from High December Beckman Invoices (S463K),Contract Labor Overage (S200x), Donor Lab Delay ($155K)
- New Goal will be net of involuntary departures. Will need to recalculate historic trend - Forecast shows path if rest of year is at budget

- TM Engagement = 3 80 in 2023. Goal is 395 in 2024
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Gallup Team Member Engagement

= Overall a good survey for 2023.

—Remember you own these results as well /=% -
= The question | would like to focus on is Q001

— “l know what is expected of me”
— What gaps are we missing?

— Suggestions on why this is a concern and what we can do to improve?
= The other question | want to address is Q007 “At work, my opinion seems to count”

— | will be creating a pre-meeting to get team member input prior to my
operational meetings so that your perspective can be presented.

— Suggestions on why this is a concern and what we can do to improve?
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Housekeeping ltems

= 2024 goals are due by 3/29.

= Check through your requested time off versus what is in UKG Pro to make sure
nothing was lost in the transition.

— Other areas are reporting missing PTO approvals.
— | cannot see what was approved previously to compare to the new system.
= Aseptic Technique Surveillance is due by Friday.

[II Indiana University Health

EALTH



Staffing Updates

= Rebecca, Timesha, Peaches, and Briana are new Apheresis nurses who will be
starting in the upcoming month.

= Chandler’s position is open.

= | ooking into how we want to fill the Study Coordinator’s position that Melissa is
vacating.
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New BMT forms

BLOOD and BONE MARROW STEM CELL TRANSPLANT and IMMUNE CELL THERAPY PROGRAM

JOINT ADULT AND PEDIATRIC
Sy . LU 1udiana Universicy Health
Donor FDA Eligibility Determination
F-CL-2.06-1, [Version 03.11.24] BLOOD and BONE MARROW STEM CELL TRANSPLANT and IMMUNE CELL THERAPY PROGRAM [ related Donor (RD)
JOINT ADULT AND PEDIATRIC Name:
Recipient Name: Prep Regimen Start Date: DONOR EVALUATION CHECKLIST o
RecipientMEN Recip et ke Non-Mobilized Collection (HPC-M, DLI, Cord) DOB:
F-CL-2.04-7h, (Version 03.11.24) l:l Unrelated Donor (URD)
Recipient Name: ‘PFEE Regimen Start Date:
[Jretated oonr (vo) [Junrefated Donor (uRD) Recipient MRN. Recip W P ‘Cell Source: | ~|NMDP GRID:
Name: Collection Date: Sex: |:|M |:|F
MRN NMDP GRID: Doserwk, ke
S WBC K Phosphorus
Heb gldL i HSV 1gG HBsAg Neg/NR
Donor sex: [ [JF penerwe ke Het % |chioride Heb 5% HSV igh HBsAb Neg/NR.
Pltelets K/mm3| HSV PCR EBV VCA IgG Anti-HBe Neg/NR
Infectious Disease Testing Eligible Incomplete” | x [ineligible® ANC K/mm3 EBV PCR EBVVCA IgM antiHOY  [Neg/NR
5 g Neutrophils K/mm3 CMV PCR Toxo lea Anti-HTLY I/1] Neg/NR
|BomarhEQ x |Eligible nomp e InEligiee Bands K/mm3|Glucase [Toxo 1M HIV-1NAT | Nez/NR
Lymphocytes. K/mms|calcium vericella 1g6 HOVNAT _|Neg/NR
FoAdighility: | |eligible | Jincomplete’ | ineligible” but acceptable Yosioiyler L o il MEIELY NN
yl Eosinaphils K/mm3|aLT CMV IzM STS Negz/NR
* Complete for RD:[__|Related Donor Release of Information _
Sickle Cell st WNVNAT |Neg/NR
" - : 2 :
Complete for RD or URD:[__ | Ineligible / Incomplete Product Release {includes confirmatory IDM tests and Urgent Medical Need) S e e R s
* Complete for RD or URD:[__|Recipient Consent To Receive Ineligible / Incomplete Product EErEr—— = [T
Pregnancy Albumin PTT Negative = Ab not detected; Anti-CMV  [Neg/NR
[] roeligibility determined by: ell Transplant and IEC Prog: M UH 5830, Indianapolis, I 45202 Serum preg LOH INR Postitive = Ab detected

Dot Results / Instru
[ uroeligibility determined by: ~ C: i Eionor Frogiam, _NE. Suite 100, Minneapolis, MK 55413 X

xR
Repeat CBC Days between CBC and 1st day coliection: [ [1#> 30 days, CBC will need to be repeat=d
Repeat Pregnancy Test [Wwichin7 days prior to either the start of the recipient's prep ragimen, or day of EM harvest,
Contraception Advised | whichever comes first

TRANSPLANT COORDINATOR: DONOR PHYSICIAN:

Signature: Signature [consents signed [cord [information sheet |
[other i [ |piood consent |

Date: Date:

advised [ T Jwoniote | [rainMeds (scriprgiven]  [other:
B T = E = T
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Values Acknowledgments: Purpose, Excellence, Compassior

Thanks to Jennifer and Steven for stepping up to take care of the CD4CAR.

Thanks to Emma and Hillary for taking care of the EXCEL trial (twice!)

Thanks to Brody for not allowing a drink in the laboratory.




Questions???
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