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Lentiviral Vector Reference Material (LVV RM) 
Request for Proposal – RFP 2.0 

Sterile Filtration, Vialing, and Repository Service 

 

1.0: Overview 

 The LVV RM project involves several Requests for Proposal (RFPs) including those for: 
cell line donation, production and purification, donation of consumables, sterile filtration, 
vialing, repository services, characterization, and long-term stability testing.  

 This RFP (RFP 2.0) is for the sterile filtration, vialing, and storage of the LVV RM, and 
is being distributed to individuals who have chosen to serve on the LVV RM working 
group (WG), whose names and affiliations can be found on the International Society for 
BioProcess Technology (ISBioTech) website at 
http://www.isbiotech.org/ReferenceMaterials/lentivirus-home.html. We may also 
distribute this document to others we know may be interested in participating. 

 The LVV RM is a third-generation HIV-1-based VSV-G pseudotyped LVV that will 
encode a transgene easily detected by FACS (GFP or equivalent).  

 The LVV will be supplied to you with release testing data and suggested handling 
instructions. It will be frozen to a temperature below a minus 60⁰ C, and already be in the 
final formulation buffer.  It will most likely be provided in 3 x 1L bags that are suitable 
for storage and shipping, and we plan to provide enough LVV to fill approximately 3,000 
vials with 0.5 mL of material at an LVV concentration of 0.5E8 to 1.0E8 ig/mL.  

 If selected, you are to serve as the long-term repository for the LVV RM, and once the 
material has been established as a product by your organization, you may charge a 
nominal fee, plus packaging and shipping costs for vials that are purchased from you.    

 As requested by the WG Executive Committee (EC), you will ship frozen vials of the 
LVV RM to the organizations that will characterize the material, plus do stability testing.  
For these shipments, you must cover the costs for packaging, documentation, and shipping. 

 While the use of cGMP is not required, all steps in the process must be disclosed and 
“well-documented.”  

 The WG must approve the wording used on the label of the vials, plus product inserts and 
sales materials you develop for this material, whether printed or on your website.  

 If possible, the EC will obtain the vials and closures as a donation from your specified 
suppliers. 
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2.0: Proposal Requirements 

 Please do not designate any information as “confidential,” or “proprietary” as we cannot 
honor such requests. LVV RM project data and methods will be stored on the ISBioTech 
website where any interested party can access them, plus they will be compiled and 
analyzed for the purposes of publishing papers and preparing oral presentations. 

 
 You must provide detailed instructions on how the material will be received from the 

production organization, including the exact address at which the material can be 
received 24 hours a day, to whom the shipment should be directed, and handling 
instructions you suggest for the packing label so your personnel can ensure the material is 
kept at less than a minus 60⁰C. Also include a phone number that is answered 24 hours a 
day and can be used to make sure the material has been received. Then once received, 
you must inform the production organization by email and phone. 

 Provide the estimated time required from when you receive the bulk LVV RM to when 
filled vials can be purchased or shipped for characterization and other testing.    

 Describe your procedure for vialing, as well as the maximum number of vials that can be 
filled per lot, if not the full 3,000 vials needed.  Include specifications for the vial, 
stopper, and seal which must include total volume of the vial, LVV contact materials, 
supplier name(s), and product part numbers.  Include your reasons for choosing this 
manufacturer and set of materials, including experience with similar biologics regarding 
aggregation and adhesion to the vial surface, as well as leachable and extractable 
substances from the vial and stopper. 

 Provide data from a media fill study that can demonstrate the proposed filling process can be 
accomplished without contamination.  

 Provide detailed information on the experience of your facility and personnel to sterile 
filter, vial, and store purified lentivirus, or similar biologics. Include procedures followed 
to ensure product segregation, and the prevention of cross-contamination. 

 Describe your plan for cold chain logistics to ensure integrity of the vialed LVV RM, as 
well as the training your personnel have been given for receiving and shipping similar 
biologics.  

 Provide your method for sterility testing of the vialed LVV RM. 

3.0: Scope of Work 

 Receive the frozen LVV from the production organization. 

 Thaw the LVV using best industry practices for a LVV, or similar biologic. 

 Sterile filter the LVV with a 0.2 or 0.22 µm filter that has been integrity tested in situ, and 
then fill and close the vials with the procedure demonstrated in the media fill study.   

 Label the vials with wording that has been approved by the WG EC.   
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 Using common biotech industry practices for a LVV or similar biologic, freeze the vials to 
within a range of a minus 60°C to a minus 80°C, and then store them at this temperature.   

 Document all steps in the process and provide documentation to the WG EC. 

 Develop product inserts, sales materials, and webpages with wording approved by the 
WG EC.  On your designated webpages, maintain updated stability data as supplied by 
the WG EC, or the organization that is chosen to develop this data. 

4.0: Proposal Submission 
 
Via electronic means, please submit all documentation for receipt by December 28, 2018 to 
the email address shown below. As an option for requested documents, you can set up and 
share a Dropbox folder. Final decisions will be communicated by or about January 18, 2019. 
All information submitted will be made available to the members of the LVV RM WG, as well 
as those who access the information on the corresponding RM webpages (see below).  
 

5.0 LVV RM Project Management  
 

5.1 Working Group (WG) and Executive Committee (EC): 
 
The LVV RM project will be managed by the WG that has been established for this purpose. 
Anyone with a legitimate interest may join this WG, but only one individual from each 
organization can vote on critical decisions. In addition, EC members will draft and manage 
documents, call meetings, and issue reports.   
 

5.2 Current Executive Committee Members 
 
- Mercedes Segura Gally, PhD – bluebird bio 
- Otto-Wilhelm Merten, PhD – Miltenyi Biotech 
- Vladimir Slepushkin, PhD – Kite Pharma 
- Boro Dropulic, PhD – Lentigen  
- Katherine Bergmann, PhD – Eurofins Lancaster Labs 
- Xiaobin “Victor” Lu, PhD – FDA CBER 
- Keith L. Carson, ChE, MBA – ISBioTech 

 
5.3: LVV RM Contact Information 

 
ISBioTech 
Attn:  LVV RM WG 
110 Willow Grove Court 
Norfolk, VA 23503  USA 
Phone: 617-686-5426 
Email: lvwg@isbiotech.org 
Website: https://isbiotech.org/ReferenceMaterials/lentivirus-home.html 
 

 


