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NOTE: 

•	 Other reference documents (e.g. legislation, guidelines, etc.) provided by the submitter 

are not included as they were not utilized for the review. 

•	 2012-ACD-003 contains materials that are substantively identical to 2012-ACD-002; the 

embryo donation consent, information for participants, and license documents are 

identical. The declaration of excess embryos has slightly different wording 

[“AFFECTED BY A GENETIC CONDITION” vs. “GENETICALLY ABNORMAL 

(AFFECTED)”] in the description of options. 
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hESC Registry Application Database
Detailed Listing for Request #: 2012-ACD-003
May 8, 2012  

hESC Registry Application Search Results 

5/8/2012http://hescregapp.od.nih.gov/login/list.htm?DetailList=yes&id=87 

Request #: 2012-ACD-003 
Status: Pending 

Review: ACD 

Assurance:    Yes (Section II(B)) 
Certification: Yes 
Authority: Yes 

Cell Lines: 6 
Available:  6 

Organization: GENEA
 
Org Address:  Level 2 321 Kent Street Sydney NSW 2000 AUSTRALIA 

DUNS: 750354490 Grant Number(s):
 
Signing Official (SO): Tomas Stojanov / +61-2-84846505 / 

tomas.stojanov@genea.com.au
 
Submitter of Request: Julia Schaft / +61-2-92296449 / 
julia.schaft@genea.com.au 
Submitter Comments: Please note that our company name has changed 
from Sydney IVF to Genea in 2011. Some references in our supporting 
documents are to the old company name. 

Previous #: 
2011-DRAFT-017  
2011-ADM-022 

Email 
Edit 
Delete 
Switch to ADM 

Line #1: GENEA018 
NIH Approval #:
Available: Yes 
Embryo from U.S.: No 
Embryo Donated in Year(s): 2007 
Provider Name: GENEA 
Provider Phone: 
Provider Email: julia.schaft@genea.com.au 
Provider URL: 
Provider Restrictions: Subject to individual terms and conditions. Please 
contact us for more information 

NIH Restrictions: 

Additional Information:  From embryo affected with Huntington's 
disease. 

Line #2: GENEA024 
NIH Approval #:
Available: Yes 
Embryo from U.S.: No 
Embryo Donated in Year(s): 2007 
Provider Name: GENEA 
Provider Phone: 
Provider Email: julia.schaft@genea.com.au 
Provider URL: 
Provider Restrictions: Subject to individual terms and conditions. Please 
contact us for more information 

NIH Restrictions: 

Additional Information:  From embryo affected with 
Facioscapulohumeral muscular dystrophy (FSHD)  

Line #3: GENEA040
 
NIH Approval #:
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Available: Yes 
Embryo from U.S.: No 
Embryo Donated in Year(s): 2007 
Provider Name: GENEA 
Provider Phone: 
Provider Email: julia.schaft@genea.com.au 
Provider URL: 
Provider Restrictions: Subject to individual terms and conditions. Please 
contact us for more information 

NIH Restrictions: 

Additional Information:  From embryo affected with cystic fibrosis 

Line #4: GENEA060 
NIH Approval #:
Available: Yes 
Embryo from U.S.: No 
Embryo Donated in Year(s): 2007 
Provider Name: GENEA 
Provider Phone: 
Provider Email: julia.schaft@genea.com.au 
Provider URL: 
Provider Restrictions: Subject to individual terms and conditions. Please 
contact us for more information 

NIH Restrictions: 

Additional Information:  From embryo affected with Van Hippel Lindau 
disease 

Line #5: GENEA061 
NIH Approval #:
Available: Yes 
Embryo from U.S.: No 
Embryo Donated in Year(s): 2007 
Provider Name: GENEA 
Provider Phone: 
Provider Email: julia.schaft@genea.com.au 
Provider URL: 
Provider Restrictions: Subject to individual terms and conditions. Please 
contact us for more information 

NIH Restrictions: 

Additional Information:  From embryo affected with Van Hippel Lindau 
disease 

http://hescregapp.od.nih.gov/login/list.htm?DetailList=yes&id=87 5/8/2012 

Line #6: GENEA064 
NIH Approval #:
Available: Yes 
Embryo from U.S.: No 
Embryo Donated in Year(s): 2007 
Provider Name: GENEA 

http://hescregapp.od.nih.gov/login/list.htm?DetailList=yes&id=87
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Provider Phone: 
Provider Email: julia.schaft@genea.com.au 
Provider URL: 
Provider Restrictions: Subject to individual terms and conditions. Please 
contact us for more information 

NIH Restrictions: 

Additional Information:  From embryo affected with Charcot Marie Tooth 
syndrome 

Supporting Documents:
Document 1: (PDF - 12/15/2011)  Assurance Letter and Business Name 
Registration - Elements: 16 
Document 2:  (PDF - 12/15/2011) Summary of supporting Information - 
Elements: 16 
Document 3: (PDF - 12/15/2011)  Overview of Derivation Process - 
Elements: 16 
Document 4: (PDF - 12/15/2011)  Mapping of the Elements of Section IIA 
- Elements: 16  
Document 5:  (PDF - 12/15/2011) ISO Consent Forms - Elements: 
1,2,3,4,5,7,8,9,10,11,12,13,14,15 
Document 6: (PDF - 12/15/2011)  HREC Approval Letter - Elements: 16 
Document 7: (PDF - 12/15/2011)  Publications - Elements: 16 
Document 8:  (PDF - 12/15/2011) Assurance Letter - Elements: 1,2,5,6,8  
Document 9: (PDF - 12/15/2011)  Regulatory Documents - Elements: 
1,2,3,4,5,6,7,8,9,10,11,14 

Administrative Comments: SO certifications (orig for IIA) checked E. 
Gadbois 12 Feb 2012 

IIB Assurance - by DHannemann 03 May 2012 

PGD results added by E. Gadbois 7 May 2012  

Administrative Attachments: 
Document 1: (PDF - 02/13/2012)  revised SO letter 9 Feb 2012 email  
Document 2:  (PDF - 02/13/2012) 9 Feb 2012 email 
Document 3: (PDF - 05/03/2012)  IIB Assurance 
Document 4: (PDF - 05/07/2012)  Referral to WG email documentation  

Status History:
Draft: 12/13/2011  
Pending: 12/18/2011 

Emails Sent: 12/18/2011-New_Applicaton_Email 

Previous ADM Request Number:   2011-ADM-022  
Switched from ADM to ACD Date: 05/01/2012 
Reason for Switch to ACD Review: 
Per 4/30/2012 correspondence with submitter (revised assurance pending 
due to technical issue)-E. Gadbois 

http://hescregapp.od.nih.gov/login/list.htm?DetailList=yes&id=87 5/8/2012 

http://hescregapp.od.nih.gov/login/list.htm?DetailList=yes&id=87
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Added By: Commons\T.Stojanov  On: 12/13/2011  | Last Updated 

By: NIH\gadboisel  On: 05/07/2012  | Record ID: 87
 

http://hescregapp.od.nih.gov/login/list.htm?DetailList=yes&id=87 5/8/2012 

Total Record Count = 1
 

Administration Page 

Logout of NIH Form 2890 Admin Site 

http://hescregapp.od.nih.gov/login/list.htm?DetailList=yes&id=87
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