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BAR CODE LABEL

FLOW-FORM-012 Graft Characterization

A. Viable CD34+
1. Date of acquisition: temstmemesssmiesmstmemssestsemessstsesessemesesasaensemnsnen / /
mm dd yyyy
2. Viable CD34+ % of viable CDAS+EvVENtS: ..........c.coo i e e .
3. Viable CD34+ cell concentration (cells per pLY: ......ooviiiiiiinn s .

4, Total viable CD34+ cells in ColleCtion: ........ccciieiiiii e e vae e e

B. Lymphocyte Population

5. Hematology analyzer WBC/ul

8. Record % lymphocytes of CD45+ (CD3/CD16 & 56/CD19/CD45 or equivalent): .

7. a. Total CD45+ events acquired (CD3/CD4/CD8/CD45 or equivalent): ................

b. Total lymphocyte events acquired (CD3/CD4/CD8/CD45 or equivalent): ..........

8. CD3+ T-cells: (CD3/CD4/CD8/CD45 or equivalent)

# CD3+ Events % of CD45+ # CD3+ Cells Total CD3+ Celis
Acquired Event L in Collecti

9. CD4 and CD8: (Record % of cells per quadrant in the CD3+ gate to one decimal place)

Total CD4+ Total CD8+ Total CD4-/CD8-
CD4+/CD8- CD4-/CD8+ CD4+/CD8+ Cells in Cells Cells in
Collection ' i ollection
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BAR CODE LABEL

10. CD45+ subpopulations: (CD3/CD16 & 568/CD45/CD19 or equivalent)
Record % of cells per quadrant in the lymphocyte gate fo one decimal place):

CD19+/CD56- CD16- CD19-/CD56+ CD18+ CD19+/CD56+ CD16+

Total CD18+ cells in collection Total CD16+ 56+ cells in
collection:

11. Record analyzer’s laboratory certification number:

C. Colony Assay Resulits

12. Total CFU-GM: . x10°
13. Total CFU-GEMM: . x 10°
14, Total BFU: of |x10°

15. Record colony assay analyzer's certification number:

Comments:

Signature of Reviewer Date Study ID
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Field

Requirements

1. Date of acquisition

mm field - require two digits between 01 and 12

+ dd field - require two digits between 01 and 31, correlate
to month and year to prohibit logical inconsistencies (e.g., do
not allow entry of November 31 or February 29 in non-leap

years)
+  yyyy field - require four digits

2. Viable CD34+ % of viable CD45+Events

Record flow cytometry result of testing to 2 decimal places.

Viable CD34+ (cells per L)

Record the flow cytometry resuit of testing to 2 decimal
places.

4. Total viable CD34+ cells in collection

This value will auto-calculate and fill the field using the
product volume (pulled from processing form) multiplied by
the viable CD34+ cells/ uL value recorded in 3 above.

Lymphocyte Population

5. Hematology analyzer WBC/ul

The WBC/pl value auto fills from the processing form
associated with the product bar code.

6. % iymphocytes of CD45+ cells

Record % of lymphocytes of CD45+ cells resulting from
analysis of CD3/CD16 and 56/CD19/CD45 or equivalent

7. a. Total CD45+ events acquired

b.  Total lymphocyte events acquired

Enter CD45+ and lymphocyte event counts resulting from
analysis of CD3/CD16 and 56/CD19/CD45 or equivalent

8. CD3+ T-cells

Enter the number of CD3+ events in the T-cell gate into the
designated field. The %, per microliter, and total CD3+ T-cells
will automatically calculate.

9, CD4 and CD8:

Record % of cells per quadrant in the CD3+ gate (fo one
decimal place) in the designated fields. The total CD4 and
CD8+ T-cells will automatically calculate.

10. CD45+ subpopulations: (CD3/CD16 &
56/CD45/CD19 or equivalent)

Record % of cells per quadrant in the lymphocyte gate {to one
decimal place) in the designated fields. The total CD19 and
NK celis will automatically calfculate.

11. Analyzer's laboratory certification number

Enter certification number for analyzer

Colony Assay Results

12. Total CFU-GM

Enter total CFU-GM x 10°

13. Total CFU-GEMM

Enter total CFU-GEMM x 10°

14, Total BFU Enter total BFU x 107
15. Colony assay analyzer's certification Enter certification number for assay analyzer
number
Signature Signature of staff reviewing form for completeness, date and
Date four digit study 1D number
Study ID
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