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Thaw and Culture Details 
 

  
Cell Line Name WA09 
WiCell Lot Number WIC-WA09-MB-004 
Parent Material WA09-WB0090 
Provider/Client WiCell 
Banked By Waisman Biomanufacturing 
Thaw and Culture 
Recommendations 

WiCell recommends thawing 1 vial into 10 wells of 6 well plates using  
mTeSR™1  and Matrigel®.   

Protocol WiCell Feeder Independent Pluripotent Stem Cell Protocol 
Culture Platform Prior to 
Freeze 

Medium: mTeSR™1    Matrix: Matrigel®    

Passage Number p28  
Cells were cultured for 27 passages prior to freeze. Plated cells at thaw should 
be labeled passage 28.   

Date Vialed 29-June-2023 
Vial Label WiCell WA09 Master Cell Bank 

Lot #: WIC-WA09-MB-004 
Vialed: 29 JUN 2023 
Store in LN2 Passage 28 

Biosafety and Use Information Appropriate biosafety precautions should be followed when working with these 
cells. The end user is responsible for ensuring that the cells are handled and 
stored in an appropriate manner. WiCell is not responsible for damages or 
injuries that may result from the use of these cells. 
Cells distributed by WiCell are intended for research purposes only and are not 
intended for use in humans. 

Compliance Statement The lot listed above has been manufactured and tested in compliance with 
current Good Manufacturing Practices for phase 1 and clinical trial materials. 
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Lot Release Testing Results 
Test Description Test Provider Test Method Test Specification Result 

Karyotype WiCell  Karyotype by G Band (20 
Metaphase spreads) 

Normal with no 
recurrent nonclonals; 

No Clonal Abnormalities 

Pass 

Viability Waisman 
Biomanufacturing 

Post Thaw % Viability and Post 
Thaw Viable Cell Count 

≥ 70% Viable 
≥7x105 Viable Cells/mL Pass 

Identity by STR  WiCell PowerPlex 16 HS System by 
PromegaTM 

Matches STR Profile of 
Parental Lot  

Pass 

Sterility Charles River Protocol 
#GP-V660 or equivalent  

Protocol #GP-V660; Direct 
Inoculation Method Sterility 

Testing <USP71>  
No Growth  

Pass 

Undifferentiated Status WiCell Flow Cytometry for ESC Marker 
Expression  

>80% OCT4/SSEA4 
Double Positive Pass 

Qualification of Test Article for the 
Detection of Agar  

Cultivable and Non-Cultivable 
Mycoplasma including 

Mycoplasmastasis Testing in 
accordance with USP/EP/PTC/JP 

Charles River  Protocol #GP-V611.22  No Inhibition  Pass 

In vitro Adventitious Agent Testing  Charles River Protocol #GP-V602.22; Cell line 
testing on 3 cell lines Not Detected  Pass 

In vivo Adventitious Agent Testing 

 
 

Charles River  
 

Protocol #CRLPR-424; 
Inoculation of suckling 

and adult mice, guinea pigs, and 
embryonated chicken eggs 

Not Detected  Pass 
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Lot Release Testing Results  
Test Description Test Provider Test Method Test Specification Result 

In vitro Test for Bovine 
Adventitious Viral Agents Charles River  Protocol #GPV615.3; Modified 

9CFR Not Detected  Pass 

Test for Porcine Adventitious Viral 
Agents Charles River  Protocol #GPV727.2; Modified 9 

CFR Not Detected  Pass 

Test for Murine Leukemia Viruses 
Co-Cultivation Assay with MiCI1 

(S+L-) Focus Induction and 
Incubation 

Charles River  Protocol #GPV600.1 Not Detected  Pass 

Ultrastructural Evaluation of Cell 
Cultures for Viral Particles, with 

Characterization and Tabulation of 
Retrovirus-like Particles 

Charles River  Protocol #PAI-1 Not Detected  Pass 

PCR-Based Reverse 
Transcription Assay (PBRT) 

Charles River  Protocol #GP-V692 Not Detected  Pass 

Mouse Antibody Production 
(MAP) Test with LCMV 

Challenge 
Charles River  Protocol #CRL-PR-31  Not Detected  Pass 
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Cell Line Testing Results  
The following tests were performed on the cell line.  

1This test was performed on a related lot. All other tests were performed on WA09-MCB-01, a master cell bank. 
Please see the individual test reports for results of each test. 

Test Description Test Provider Test Method Test Specification Result 

HLA profile UW Molecular 
Diagnostics Laboratory AlleleSEQR Kits by Abbott Consistent with known 

profile Pass 

Bacteriastasis & Fungistasis1 Charles River Protocol #GP-V717 No Inhibition Pass 

HIV 1&2 by PCR Covance Not available Negative Pass 

HTLV 1&2 by PCR BioReliance 105013 Negative Pass 

HTLV 2 by PCR Covance Not available Negative Pass 

HBV by PCR Covance Not available Negative Pass 

HCV by PCR Covance Not available Negative Pass 

CMV by PCR BioReliance 105012 Negative Pass 

EBV by PCR Covance Not available Negative Pass 

HHV-6 by PCR BioReliance 105020 Negative Pass 

HHV-7 by PCR Covance Not available Negative Pass 

HHV-8 by PCR Covance Not available Negative Pass 

HP B19 by PCR Covance Not available Negative Pass 
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Cell Line Testing Results 
The following tests were performed on the cell line.  

1This test was performed on a related lot. All other tests were performed on WA09-MCB-01, a master cell bank. 
Please see the individual test reports for results of each test. 

Test Description Test Provider Test Method Test Specification Result 
 

Comparative Genome 
Hybridization 

 

WiCell 
SOP-CH-308 
SOP-CH-309 
SOP-CH-310 

Report - no specification See report 

Gene Expression Profile UW Gene Expression 
Center 

SOP-CH-321 
SOP-CH-322 
SOP-CH-333 
SOP-CH-311 

Report - no specification See report 

ABO and rH typing American Red Cross ABO/rH System Report Blood type 
Pass;  

A+ 
 
 

Approval 
Approval Date WiCell Quality  

Assurance Approval 

05-JANUARY-2024 
 

 

2/19/2024

X JKG
JKG
WiCell Quality Assurance
Signed by: Gay, Jenna
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Chromosome Analysis Report: 097827 
 

    
  
 

Date Reported: Friday, July 14, 2023 
 

Cell Line Sex: Female  
Cell Line: WIC-WA09-MB-004 

 
Reason for Testing: LOT_RELEASE 

Submitted Passage #: 28 
  

 
Date of Sample: 7/7/2023 

 
Investigator: WiCell Stem Cell Bank, WiCell  

Specimen: Human ESC  
Results: 46,XX  

 
 

 
 

        

 
Cell: 64  
Slide: G02  
Slide Type: Karyotype 

 
Total Counted: 20  
Total Analyzed: 8  
Total Karyogrammed: 4  
Band Resolution: 475 - 575 

 

 

Interpretation: 

This is a normal karyotype; no clonal abnormalities were detected at the stated band level of resolution. 

 
Completed by: Kate Bird, CG(ASCP)  
Reviewed and Interpreted by: Vanessa Horner, PhD, FACMG  

   
For internal use only 

 
Date:_______________________ Sent By:____ Sent To:_____________________ 

 
QC Review By: ____ 

 
Limitations: This assay allows for microscopic visualization of numerical and structural chromosome abnormalities.  The size of structural abnormality that can be detected 

is >3-10Mb, dependent upon the G-band resolution obtained from this specimen. For the purposes of this report, band level is defined as the number of G-bands per 

haploid genome. It is documented here as “band level”, i.e., the range of bands determined from the four karyograms in this assay.  Detection of heterogeneity of clonal 

cell populations in this specimen (i.e.,mosaicism) is limited by the number of metaphase cells examined, documented here as “# of cells counted”. 

 

This assay was conducted solely for listed investigator/institution. The results of this assay are for research use only. Unless otherwise mutually agreed in writing, the 

services provided to you hereunder by WiCell Research Institute, Inc. (“WiCell”) are governed solely by WiCell’s Terms and Conditions of Service, found at 

www.wicell.org/privacyandterms. Any terms you may attach to a purchase order or other document that are inconsistent, add to, or conflict with WiCell’s Terms and 

Conditions of Service are null and void and of no legal force or effect. 
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Form SOP-89.01 
Version 9.0 

Short Tandem Repeat 

Requestor: WiCell Stem Cell Bank, WiCell 
Samples Received: 07Jul23, 29Jun23, 23Jun23 

STR Amplification Date: 09Jul23 

Sample Name WIC-WA09-
MB-004 p28 

WiCell CTR No.1 97827 97757 97709 
FGA 26, 28 

TPOX 10, 11 
D8S1179 8, 14 

vWA 17, 17 
Amelogenin X, X 

Penta_D 9, 13 
CSF1PO 11, 11 

D16S539 12, 13 
D7S820 9, 11 

D13S317 9, 9 
D5S818 11, 12 
Penta_E 11, 14 
D18S51 13, 13 
D21S11 30, 30 

TH01 9.3, 9.3 
D3S1358 13, 16 

Allelic Polymorphisms 24 28 26 

Matches* See Matches 
Comment  

 See Matches 
Comment 

 73192, 72296, 
72297, 72643, 

97621 
Comments       

 

*Note: The STR profile of the following sample is a 100% match for the given sample/samples unless otherwise specified. 

 
1 CTR No.: Characterization Test Request Number; also known as a laboratory accessioning number. 

DGraham
Highlight

jgay
Text Box
Identifying information has been redacted to protect donor confidentiality.  If more information is required,  please contact info@wicell.org 
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Short Tandem Repeat 

Requestor: WiCell Stem Cell Bank, WiCell 
Samples Received: 07Jul23, 29Jun23, 23Jun23 

STR Amplification Date: 09Jul23  

Assay Description:  STR analysis is performed using the PowerPlex 16 HS System by PromegaTM.  Results are reported as 13 CODIS STR markers, 
Amelogenin for gender determination and two low-stutter, highly discriminating pentanucleotide STR markers. 
 
Results: The genotypic profiles comprise a range of 24 - 28 allelic polymorphisms across the 15 STR loci analyzed.   
 
Interpretation: The concentration of DNA required to achieve an acceptable STR genotype (signal/ noise) was equivalent to that required for the 
standard procedure (~1 ng/amplification reaction) from human genomic DNA. These results suggests that the cells submitted correspond to the 
cell lines as named and were not contaminated with any other human cells or a significant amount of mouse feeder layer cells.    
 
Sensitivity: Sensitivity limits for detection of STR polymorphisms unique to either this or other human cell lines is ~2-4%. 
 
Matches:  
Sample 97827 is a 100% match to 97437, 97371, 97171, 96184, 96183, 95823, 95822, 93654, 93595, 92908 and additional profiles. Additional 
matches can be provided upon request.  
 
Sample 97757 is a 100% match to 96488, 96463, 94744, 94743, 93806, 86570, 86550, 82881, 82204, 82128 and additional profiles. Additional 
matches can be provided upon request. 
 
 
 

7/10/2023

X Justin Hobson
Tech #1
Characterization
Signed by: Hobson, Justin  

7/11/2023

X Amber Kuhn
Tech #2
Characterization
Signed by: Kuhn, Amber  

7/11/2023

X Andy Arntz
QA Review
Quality Assurance
Signed by: Arntz, Andy  

 

Unless otherwise mutually agreed in writing, the services provided to you hereunder by WiCell Research Institute, Inc. (“WiCell”) are governed 
solely by WiCell’s Terms and Conditions of Service, found at www.wicell.org/privacyandterms. Any terms you may attach to a purchase order or 
other document that are inconsistent, add to, or conflict with WiCell’s Terms and Conditions of Service are null and void and of no legal force or 
effect. Raw data is available upon request. 









 

Assessment of Undifferentiation Status Report 

FORM SOP-65.06 
Version 11.0 

 

Unless otherwise mutually agreed in writing, the services provided to you hereunder by WiCell Research Institute, Inc. (“WiCell”) are governed solely 
by WiCell’s Terms and Conditions of Service, found at http://www.wicell.org/privacyandterms. Any terms you may attach to a purchase order or other 
document that are inconsistent, add to, or conflict with WiCell’s Terms and Conditions of Service are null and void and of no legal force or effect. 

Print Date: 17-Jul-23         Page 1 of 1 

 

Sample Information 
Sample/Cell Line Name WIC-WA09-MB-004 

WiCell Sample ID/CTR Number 97930 

Passage Number at Assessment 28 

Assessment Date 17-Jul-23   

 

Results 
 

 
 

Interpretation 
The cell line is 92.8% undifferentiated based on the dual expression of Oct4/SSEA4. 

 

Approvals 
7/17/2023

X Justin Hobson
Tech #1
Characterization
Signed by: Hobson, Justin  

7/17/2023

X James Johnson
Tech #2
Characterization
Signed by: Johnson, James  

7/19/2023

X Hunter Hefti
QA Review
Quality Assurance
Signed by: Hefti, Hunter  

















































































 
 

National Stem Cell Bank Testing Report 
 

HLA 
 

Cell Line H9 

Lot Number H9 MCB.1 

Passage Number P24 
Report Number/ 
File Name 6185-HLA (H9 MCB.1) 

Date of Report 8/16/07 

SOPs Followed SOP-CH-303B 
QA Review  
By/On EM 8/17/07 

 
 

Notes: 
 
 
 
 
 
 









































































































































































                                                    WWiiCCeellll  CCGGHH  RReeppoorrtt::  000000114433  NNSSCCBB##  66118855              
 

Page | 1 

 

Report Date: March 13, 2009 
 
Case Details: 

Cell Line:  WA09 (O) p24 MCB (Female) 

Reference:    WA01 (N) p37 (Male) 

Investigator:  National Stem Cell Bank 

Specimen:  hES cells on MEFs 

Date of Sample:  7/23/2007 

Reason for Testing:  NSCB MCB Testing 

GEO Accession #: GSM347606 

Results:   
Results are given in the attached excel spreadsheet labeled „report.‟ There were 61 copy number gains and losses 
identified by modified circular binary segmentation

1
.
 
The analysis summary is depicted in the ratio plot below with copy 

number gains shown in green and losses in red. This data was generated using OneClickCGH™ software.   
 

 
 

Interpretation:  The data shown in the table below are derived from the attached Excel spreadsheet labeled “Select”.  
These copy number changes are measures of sensitivity

2, 3
 or may be related to differential gene expression that is 

monitored in the NSCB characterization protocol and the ISCI study
4
. Changes associated with karyotype abnormalities 

and/or previously reported publications
2, 5

 are also listed. Copy number changes designated by an * in “Select” report 
indicate inconsistency with the reference standard. 
 

X-chromosome Gains or Losses at Pseudoautosomal Loci
3
   2 of 2  

Published Copy Number Changes
5,6

  1 of 8 

Reference DNA Copy Number Changes
2 

 12 of 18 

Select Differentially Expressed Genes  0 of 45 

  
These results are consistent with karyotype results [46,XX] as reported in 6185-KAR.  
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Test sample gain or loss is consistent with the opposite gender reference standard.  

 
Results Completed By:  Seth Taapken, CLSp(CG) 
Reviewed and Interpreted By:  Karen Dyer Montgomery, PhD, FACMG 
 

 
aCGH Specifications: 

 Platform:  NimbleGen 385K array (HG18 CGH 385K WG Tiling v2 X1) 

 Relative copy number is determined by competitive differential hybridization of labeled genomic DNA to the 385,000 
oligonucleotide whole genome tiling array 

 Probe length = 50-75mers spanning non-repetitive regions of the human genome 

 Average probe spacing = 6270bp  

 Analysis software: NimbleScan™ , SignalMap™,  OneClickCGH™,  OneClickFusion™ 

 Analysis is based on examination of unaveraged and/or 60Kbp (10X) averaged data tracks as noted.  

 Raw data is deposited in GEO, accession number shown above. 

 Reported gains and losses are based on test to reference ratios within OneClickCGH™, size of aberration, 8-9 probes per 
gene, and coverage of at least one reported gene or overlap with the DGV. 

Limitations: This assay will detect aneuploidy, deletions, duplications of represented loci, but will not detect balanced alterations 
(reciprocal translocations, Robertsonian translocations, inversions, and insertions), point mutations, uniparental disomy or imbalances 
less than 30kb in size.  Copy number variants can be attributable to the test or reference samples used.  Exact limits of detectable 
mosaicism have not been determined, but >20% mosaicism is reported to be visualized by aCGH. Actual chromosomal localization of 
copy number change is not determined by this assay.  Other mapping procedures are required for determining chromosomal 
localization. 
Literature Sources: 

1.
 Olshen, A., Venkatraman, E., Lucito, R., Wigler, M. (2004). Circular binary segmentation for the analysis of array-based DNA 

copy number data. Biostatistics, 5, 4, 557-572. 
2.

 Internal Data, Unpublished.  
3.

 Mumm, S., Molini, B., Terrell, J., Srivastava, A., Schlessinger, D. (1997).  Evolutionary Features of the 4-Mb Xq21.3 XY 
Homology Region Revealed by a Map at 60-kb Resolution. Genome Research, 7, 307-314. 

4.
 Adewumi, O., Aflatoonian A., Ahrlund-Richter L., Amit M., Andrews P., Beighton G., et al. (2007). Characterization of human 

embryonic stem cell lines by the International Stem Cell Initiative. Nature Biotechnology, 25, 803-816. 
5.

 Werbowetski-Ogilvie, T., Bosse, M., Stewart, M., Schnerch, A., Ramos-Mejia, V., Rouleau A., et al. (2008). Characterization of 
human embryonic stem cells with features of neoplastic progression. Nature Biotechnology, 27, 91-97. 

6.
 Wu, H., Kim, K., Mehta, K., Paxia, S., Sundstrom, A., Anantharaman, T., et al. (2008). Copy number variant analysis of human 

embryonic stem cells. Stem Cells, 26, 1484-1489. 
Recommendations:  For relevant findings, confirmation and localization is recommended.  Contact cytogenetics@wicell.org to request 
further testing. 

 

 
Results Transmitted by Fax / Email / Post          Date:__________________________ 
Sent By:____________________________  Sent To:_______________________ 
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 Characterization Report- SOP-CH-321 A 
 Gene Expression SOP-CH-322 A 
SOP-XX-XXX A  SOP-CH-333 A  
  SOP-CH-311 B   
Sample RNA: R00384 Reference DNA: D00073 Date of report: 111807 
Sample Cell Line: H9 Reference Cell Line: H1 Report prepared by: CY 
Passage:  24 Passage: QA reviewed: 11/20/07 EM 
Lot: H9-MCB-1  Date sent to WiCell Iceland: 
Sample ID: 6185-GEP  GEO accession #: GSM239975 
 
 
1. Chip design: 2007-03-02_WiCell_HG18 
 
2. Sample labeling: 
    Cy5: 6185-GEP 2ug (Barcode: LR00350); 
    Cy3: Sonicated H1 gDNA 4.5ug (Barcode: LD00123); 
 
3. QC comments: 
    Box plots and distribution graphs are within acceptable range. 
 
4. Expression of ES markers: 
 
Gene Symbol Accession Ratio Expression 
Core ES markers       
DNMT3B NM_006892 23.14153439 Y 
GABRB3 NM_000814 0.980085349 Y 
GDF3 NM_020634 2.252013809 Y 
NANOG NM_024865 1.07320442 Y 
POU5F1 NM_002701 28.94645441 Y 
TDGF1 NM_003212 8.615674454 Y 
Non-core ES 
markers       
BXDC2 NM_018321 4.047692308 Y 
CD9 NM_001769 12.50317797 Y 
FGF4 NM_002007 0.693959732 Y 
FOXD3 NM_012183 2.131372549 Y 
GAL NM_015973 3.439886846 Y 
GRB7 NM_001030002 1.523809524 Y 
IFITM1 NM_003641 7.159600998 Y 
LEFTY1 NM_020997 2.941402498 Y 
LEFTY2 NM_003240 1.976082005 Y 
LIN28 NM_024674 15.62807296 Y 
PODXL BC093730 24.1592233 Y 
SOX2 NM_003106 12.38373425 Y 
TERT NM_003219 0.792349727 Y 
UTF1 NM_003577 0.57078926 Y 

 
 
 



 Characterization Report- SOP-CH-321 A 
 Gene Expression SOP-CH-322 A 
SOP-XX-XXX A  SOP-CH-333 A  
  SOP-CH-311 B   
5. Expression of differentiation markers: 
 
Gene 
Symbol Accession Ratio Expression 
ACTC NM_005159 6.096733668 Y 
AFP NM_001134 0.542613636 Y 
CDX2 NM_001265 0.389240506 Y 
CGB NM_000737 0.103205629 N 
COL1A1 NM_000088 1.318756074 Y 
COL2A1 NM_001844 0.491137793 Y 
EOMES NM_005442 1.617312073 Y 
FLT1 NM_002019 0.549492386 Y 
FN1 NM_002026 26.98188875 Y 
FOXA2 NM_021784 0.646473779 Y 
GATA4 NM_002052 1.308610401 Y 
GATA6 NM_005257 0.610241821 Y 
GCM1 NM_003643 0.207042254 N 
IPF1 NM_000209 0.221512247 N 
LAMA1 NM_005559 3.325285896 Y 
NEUROD1 NM_002500 0.228787879 N 
NKX2-5 NM_004387 0.131455399 N 
PAX6 NM_000280 0.26993865 N 
PDHX NM_003477 2.364583333 Y 
SOX17 NM_022454 1.050070522 Y 
SYP NM_003179 0.476944253 Y 
TNNI3 NM_000363 0.981514085 Y 
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