InfoCard #: FLOW-FORM-003 Rev. 05 Effective Date: 28 May 2015

STEM CELL
LABORATORY (STCL)

DOCUMENT NUMBER: FLOW-FORM-003

DOCUMENT TITLE:
Flow Cytometry Results

DOCUMENT NOTES:

—

Document Information

Revision: 05 Vault: FLOW-Form-rel

Status: Release Document Type: FORM

Date Information

Creation Date: 04 May 2015 Release Date: 28 May 2015
Effective Date: 28 May 2015 Expiration Date:

Control Information

Author: MGREESE Owner: MGREESE

Previous Number: FLOW-FORM-003 Rev 04 Change Number: STCL-CCR-295

CONFIDENTIAL - Printed by: SH259 on 28 May 2015 07:37:50 am




InfoCard #: FLOW-FORM-003 Rev. 05 Effective Date: 28 May 2015

% viable CD34-CD56-

FLOW-FORM-003 Flow Cytometry Results
Recipient
Patient Name: wt. (kqg):
MRN #: B o
Product
Product ID: type: i i
Time of collection: Date: Technician initial:
Time of staining; Date: Technician initial:
Passed Positive Controi cell
QC? Y/N
Expiration
Antibody Lot# date ASR*
BD CD45/CD14
BD CD3 Fitc
BD CD56 PE
BD CD19 APC
BD 7-AAD
BD CD3 PE
BD CD25 Fitc
BD CD4 APC
QC Followup:
Results
Result 1 3 : Result 1
Cell Count % viability
Volume (mis) % lymphocytes
TNC Result 2 (if needed) :

% viability
% lymphocytes

% viable CD56+(Total)

t

% viable CD3+CD56+

% viable CD3-CD56+

% viable CD3 (total)

% viable CD19

% viable CD14

% viable CD3+CD4+CD25+

Total CD3+CD56-

QOE+0Q

otal CD56

400

Total CD3+CD56+

Total CD3+
Total CD19
Total CD14
| Total CD3+CD4+CD25+ |

Total CD3-CD56+ .00

Result 2 (if
Cell Count

Volume (mls)
TNC

% viable CD3+CD56-

% viable CD56+ (Total)

% viable CD3+-CD56+

% viable CD3-CD56+

Y% viable CD3 (total)

% viable CD19

% viable CD14

% viable CD3+CD4+CD25+

Total CD3+CD56-

Total CD56

Total CD3+CD56+

Total CD3-CD56+

Total CD3+
Total CD19
Total CD14

Total CD3+CD4+CD25+

“|Comments:

Reviewed by:

Date:

CAP#7181142

*This test was developed and its performance characteristics determined by the Stem Cell Laboratory, Tt
Administration, The FDA has determined that such clearance or approval is not necessary, This test is used for clinical purposes, It should not be regarded as
investigational or for research, This laboratory Is certifiad uder CLIA-88 as qualified to perform high complexity clinical laboratory testing. CLIA # 34D1005310,

has not been cieared or approved by the U.S, Food and drug
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Print copy for batch file.

__FLOW-FOR!

Patient Name:|Obtaln From flow worksheet

MRN #:|Obtain From flow worksheet

Product ID:| Bar code number

Time of collection:|Obtain From flow worksheet

Time of staining:|Obtain From flow worksheet

Antibody Lot#
BD CD45/CD14 Fill in with correct lot #
BD CD3 Fitc Fill in with correct lot #
BD CD56 PE Fill in with correct lot #
BD CD19 APC Fill in with correct lot #
BD 7-AAD Fill in with correct lot #
BD CD3 PE Fill in with correct lot #
BD CD25 Fitc Fill in with correct lot #
BD CD4 APC Fill in with correct lot #

QC Followup:

Result 1
Cell Count Obtain From flow worksheet
Volume (mls) Obtain From flow worksheet
% viable CD3+CD56- Obtain from tube 3 flow result.

CONFIDENTIAL - Printed by: SH259 on 28 May 2015 07:37:50 am




InfoCard #: FLOW-FORM-003 Rev. 05 Effective Date: 28 May 2015

% viable CD56+(Total) Obtain from tube 3 flow result.
% viable CD3+CD56+ Obtain from tube 3 flow result.
% viable CD3-CD56+ Obtain from tube 3 flow result.
% viable CD3 (total) Obtain from tube 3 flow result.
% viable CD19 Obtain from tube 3 flow result.
% viable CD14 Obtain from tube 2 flow result.

% viable CD3+CD4+CD25+|0btain from tube 4 flow result.

Total CD3+CD56-

Total CD56

Total CD3+CD56+

Total CD3-CD56+

Total CD3+

Total CD19

Total CD14

Total CD3+CD4+CD25+

Result 2 (if needed)

Cell Count Obtain From flow worksheet
Volume (mls) Obtain From flow worksheet

TNC #VALUE!

% viable CD3+CD56- Obtain from tube 3 flow result.
% viable CD56+ (Total) Obtain from tube 3 flow result.
% viable CD34+CD56+ Obtain from tube 3 flow result.
% viable CD3-CD56+ Obtain from tube 3 flow result.
% viable CD3 (total) Obtain from tube 3 flow result.
% viable CD19 Obtain from tube 3 flow result.
% viable CD14 Obtain from tube 2 flow result.

% viable CD3+CD4+CD25+|0Obtain from tube 4 flow result.

Total CD3+CD56-

Total CD56

Total CD3+CD56+

Total CD3-CD56+

Total CD3+
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Total CD19

Total CD14
Total CD3+CD4+CD25+

Reviewed by:|Reviewer's initial
*This test was developed and its performance characteristics determined by
The FDA has determined that such clearance or approval is not necessary. T
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M'°°3 Flow Cytqmetry Results_ ‘

Obtain From flow
Recipient wt. (k worksheet
Obtain From flow
Product type:|worksheet
Obtain From flow
Date:|worksheet Technician initial:
Obtain From flow
Date: [worksheet Technician initial:
Passed Positive Control
Expiration date ASR* cell QC? Y/N
Did reagent pass QC testing?
Enter Exp. Date of reagent yes or no
Did reagent pass QC testing?
Enter Exp. Date of reagent X yes or no
Did reagent pass QC testing?
Enter Exp. Date of reagent yes or no
Did reagent pass QC testing?
Enter Exp. Date of reagent X yes or no
Did reagent pass QC testing?
Enter Exp. Date of reagent X yes or no
Did reagent pass QC testing?
Enter Exp. Date of reagent X yes or no
Did reagent pass QC testing?
Enter Exp. Date of reagent yes or no
Did reagent pass QC testing?
Enter Exp. Date of reagent X y€es or no

Results ﬁ |
. . Result 1
% viablility|[From tube 3

#Véluek auto Ca'ldula‘te

% lymphocytes|Obtain from tube 3 flow result.
Result 2 (if needed)
% viability|From tube 3

% lymphocytes|Obtain from tube 3 flow result.
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_ #VALUE!
_#VALVEL ]
C#VALDEL

Date:|Date of review
the Stem Cell Laboratory. It has not been cleared or approved by the U.S. Food and drug Adn
‘his test is used for clinical purposes. It should not be regarded as investigational or for researc
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flow
worksheet

Obtain From

Obtain From
flow
wor_ks’hee‘t’
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ninistration.
:h. This
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Signature Manifest

Document Number: FLOW-FORM-003
Title: Flow Cytometry Results
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FLOW-FORM-003 Flow Cytometry Results
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Tie Date P
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Manager
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Name/s|gnature PR
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Medical Director

12 May 2015, 10:21:55 AM

Approved

| Name/Signature

T|t|e e Date

Meaning/Reason

Joanne Kurtzberg

14 May 2015, 12:56:30 PM

Approved

(KURTZ001)
Quality

Name/&gnature e S ' Date - ..... Meamng/Reason R
John Carpenter (JPC27) 14 May 2015, 02:31:39 PM Approved

Document Release
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