
Principal Investigator requests access to 

research grade iPSC line (Working Cell Bank: 

WCB)

NOTE: This process is the same for all NHCDR 

Cell Lines

Principal Investigator requests access to cGMP 

grade iPSC  line (Master Cell Bank: MCB)

ORDER THE RESEARCH GRADE LINE (ND50038) 

ONLINE

(https://stemcells.nindsgenetics.org/) 

PI MUST PROVIDE AT LEAST ONE OF THE FOLLOWING: 

1.  PROOF OF A PRE-INVESTIGATIONAL NEW DRUG MEETING WITH THE FDA

2.  A LETTER OF CROSS-REFERENCE FOR THE DRUG MASTER FILE 

Documents included with the MCB

· Official Certificate of Analysis

· Tissue sourcing document with copy of IRB approval (covers MCB & WCB)

· End-user agreements document (covers MCB only)*

· Data Package containing additional characterization data

*The end-user agreement document was approved by iPSC Academia Japan, Inc., the company who holds the iPSC intellectual property patents used to generate the MCB and WCB. Obligations 
required by the document apply to requestors who receive MCB cells from Rutgers.

ORDER THE cGMP GRADE LINE (ND50039)  

ONLINE

(https://stemcells.nindsgenetics.org/) 

Ordering Process:

1. Complete MTA (available online)

2.  Billing, Shipping info

3.  Statement of Research Intent, bio, etc.

NHCDR sends price quote to PI

PI returns price quote to NHCDR 

Documents included with the WCB

· Certificate of Analysis

· Tissue sourcing document with copy 

of IRB approval (covers MCB & 

WCB)

· Instructions for culturing

NHCDR Ships Cells in LN2 Dewar

Procedure For Obtaining Cells from the NHCDR

Email is generated:

· NINDS group

· NCATS _____________________________

· NIH OD _____________________________

· Other? ______________________________

https://stemcells.nindsgenetics.org/
https://stemcells.nindsgenetics.org/
https://stemcells.nindsgenetics.org/
https://stemcells.nindsgenetics.org/
https://stemcells.nindsgenetics.org/
https://stemcells.nindsgenetics.org/
https://stemcells.nindsgenetics.org/
https://stemcells.nindsgenetics.org/

	cGMP Request Pathway.vsd
	Page-1


