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INTRODUCTION & SUMMARY 

American Type Culture Collection (ATCC), a not-for-profit corporation, is pleased to offer its response to the Lentiviral 

Vector Reference Material (LVV RM) Request for Proposal – RFP 2.0 for the requested sterile filtration, vialing, and 

repository services.  As part of this response ATCC will describe its offerings for services to include: (1) the receipt of LVV 

RM; (2) sterile filtering and freezing the dispensed material; (3) performing sterility and additional quality control tests; (4) 

maintaining the vials at ≤ -60°C; and (5) distributing LVV RM to the scientific community for a nominal fee upon request. If 

selected, ATCC will maintain regular communication with Sven Ansorge, the Team Leader of the Cell Culture Scale-Up 

division at the Canadian National Research Council (CNRC) located in Montreal, Canada, whose group is the producer of the 

LVV RM. The ATCC-CNRC joint effort will allow for pilot work prior to the large-scale filtering, vialing, and preservation 

activities to ensure the project is successfully executed.  

 

Acquiring, authenticating, preserving, and distributing reference cultures and their derivatives to the scientific community is 

ATCC's mission and a core component of its business. Therefore, ATCC can furnish all the necessary services, qualified 

personnel, material, and equipment required for the dispensing, storage, and distribution of the LVV RM.  In brief: 

• ATCC is a venerable, internationally known institution with a proven reputation for providing well-characterized, 

authenticated, quality-assured living biological materials and reference reagents.  

• Our management philosophy emphasizes customer satisfaction, value addition, cost-effective operations, and 

competitive benchmarking for all areas of our enterprise.  

• Our reagents are cited as standards by regulatory agencies, including FDA, USDA, and USP as well as organizations 

and agencies that are involved in public health, diagnostics, and clinical and therapeutic product development.  

• We offer a full complement of all required capabilities.  

• We offer a substantial breadth and depth of staff disciplinary capabilities and facility resources and have the 

flexibility and experience to respond to anticipated and/or unexpected changes in the user community needs.  

• We are a neutral, unbiased, not-for-profit institution with no commercial affiliations that would cause potential 

conflicts of interest in the acquisition of materials or in the distribution of scarce or non-renewable materials. A 

testimony to our neutrality is the many competing drug and biotechnology companies who deposit their biological 

materials in our internationally recognized patent depository and in the safe deposit service.  
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QUALITY STATEMENT 

For over 90 years, ATCC has set the standard for the production, authentication, preservation, and distribution of biological 

materials backed by meticulous, accredited laboratory procedures. ATCC has a robust Quality Management System (QMS) 

in place based on quality requirements as defined by the U.S. Food and Drug Administration and the International 

Standards Organization (ISO). The elements of ATCC’s quality system include document management and control, records 

control and management, purchasing controls and vendor qualification, continuous improvement, an equipment calibration 

program, a monitoring and measuring program that includes internal audits, and a training program. ATCC’s Quality Manual 

outlines the overall program and the expectations for commitment from each employee to assure quality in all activities at 

ATCC. 

 

ATCC Quality Accreditations 

 ISO 9001:2015 (Quality management) 

 ISO/IEC 17025:2005 (Competence of testing and calibration laboratories) 

 ISO 13485:2016 (Quality management systems for medical devices) 

 ISO Guide 34:2009 (Competence of reference material producers) 

    

 

 

 

 

 
 

The scope of accreditation for ISO Guide 34:2009 includes cell cultures, bacteria, fungi, viruses, protists, and nucleic acids. 

The scope of accreditation for ISO 17025:2005 certification includes quality control testing and requirements to 

authenticate and perform release tests on these product lines. These ISO accreditations are an affirmation by independent, 

internationally recognized agencies of ATCC’s focus and dedication to quality in all aspects of our work. All storage, 

distribution, and testing services will be performed under our QMS supported by ISO 9001 and ISO/IEC 17025 

accreditations. 

 

 

 

 

 

 

 

 

 



3 | P a g e  
 

 

PROPOSAL REQUIREMENTS & SCOPE OF WORK 

This section documents the tactics and abilities of the Project Team to successfully and efficiently perform the technical 

tasks specified in the RFP.  Prior to initiating final production activities, ATCC will work closely with CNRC to perform a pilot 

study (Phase I) that will verify our methods for filtration and aliquoting. ATCC will document all steps in the process and 

provide documentation to the Working Group (WG) and Executive Committee (EC). Following the pilot study, ATCC will 

execute on the requirements in the RFP (Phase II), which include the following activities:  

Material Receipt: Receive frozen LVV RM from the production organization. 

 

Material Labeling: Label the vials with wording that has been approved by the WG. 

 

Material Thaw: Thaw LVV RM using best industry practices for a LVV RM, or similar biologic. 

 

Material Filtering and Vialing: Sterile filter the LVV RM with a 0.22 (or 0.45) micron filter that has been integrity 

tested in situ, and then fill and close the vials with the procedure demonstrated in the media fill study. 

 

Material preservation: Using common biotech I ndustry practices for a LVV RM or similar biologic, freeze and store 

the vials ≤ -60°C. 

 

Material Characterization: Perform post freeze sterility testing and provide materials to third parties to ensure the 

required infectious titer is retained. 

 

Material Marketing: ATCC will develop product information sheets, sales materials, and digital content promoting 

the LVV RM.  
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PHASE I: ATCC/CNRC PILOT STUDY 

For final production, we understand that CNRC will use a bioreactor to generate 200 liters of supernatant, which will 

undergo purification and subsequently be transferred to ATCC. Prior to the large scale production, CNRC will perform a pilot 

study to generate 3 liters of LVV RM. In the pilot study, ATCC proposes to work closely with CNRC to mitigate risks 

associated with large scale production, transfer, and processing of the LVV RM. A primary objective for the pilot study is to 

confirm the appropriate filter pore size that can be used, as well as determine the impact of our proposed process on viral 

titers post processing. Lentiviruses for preclinical applications can be filtered through 0.45 micron (μm) filters; although, 

0.22 μm filters are recommended for GMP manufacturing protocols. The 0.22 μm pore enhances sterility of the final 

product, but it will also reduce titers post filtration as the diameter of a VSV-G pseudotyped Lentivirus is approximately 

0.15-0.2 μm (Gandara et al. and personal communication with Dr. Ansorge). Therefore, the ATCC/CNRC pilot study will 

demonstrate our ability to filter LVV RM through a 0.22 μm filter while retaining the required titer.  Initiating in early 2019, 

ATCC and CNRC will conduct bi-weekly meetings to refine the experimental approach described above. Below is a high-level 

overview of the ATCC/CNRC pilot study based on conversations with CNRC. 

 

 Approximately 3 liters of cell culture supernatant containing LVV RM will be condensed to 300 mL by Tangential 

Flow Filtration (TFF). NRC will provide ATCC with approximately one-third of the material (100 mL). 

 The remaining 200 mL will be subjected to a second round of TFF, and concentrated to approximately 10 mL. A 

portion of the final product will be provided to ATCC. 

 Material from TFF round 1 and TFF round 2 will be provided to ATCC and subjected to 0.22 (or 0.45) um filtration. 

Filtered material will be aliquoted, preserved and titrated.  

 For the pilot study, ATCC and CNRC will perform LVV RM titrations on both the pre- and post-filtered material to 

ensure the final product meets the required specification for infectious genomes (ig), which is between 0.5-1.0 

ig/mL. ATCC will infect HEK293 target cells with limiting dilutions of LVV RM both before and after filtration. Since 

the LVV RM expresses GFP upon infection of target cells, GFP positive cells will be quantified by flow cytometry.  

 An overall process flow of the pilot study is outlined in the figure below. Upon successful completion of the pilot 

study (Phase I), production work (Phase II) will initiate as outlined in the rest of the proposal. 
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PHASE II: PROCESSING, STORAGE, AND DISTRIBUTION  

A.  Material Receipt: Receive frozen LVV RM from CNRC 

 

Prior to receipt, ATCC requires information pertaining to the source of the materials, the location of where materials will be 
shipped from, and the conditions under which they will be shipped. ATCC will provide all instructions and documentation 
needed for receipt at ATCC, 217 Perry Parkway, Gaithersburg, Maryland 20877. The selected courier will work with the 
shipper, CNRC, on required documentation for this international incoming shipment. ATCC has established relationships 
and experience with couriers such as FedEx and World Courier (WC). We recommend WC, since they will maintain cold 
chain with a data logger in the dry ice shipment. Documentation provided to ATCC should be placed within the shipment 
and material will be stored at ≤ -60°C upon receipt.  

CNRC will notify ATCC of a tentative ship date approximately 1 month in advance and confirm a ship date at least one week 

prior shipment. ATCC assumes that the bulk material will be received frozen in  1000 mL containers that will be held at ≤ -

60°C until thawed, filtered, and dispensed. ATCC recommends that the bulk material be shipped in 500 mL aliquots in the 

1000 mL containers, and that the LVV RM be contained in secondary containers. Prior to shipment, ATCC and WG EC will 

work together to ensure shipments follow IATA regulations.  

Upon receipt, all material for storage will be inspected and then entered into ATCC’s inventory management system, which 

is used to collect, store, and manage data of inventory transactions, including but not limited to receipt and distribution 

management. Material will be stored in ATCC’s biorepository, which is equipped with 24-hour monitoring systems and 

surveillance to safeguard stored samples. The biorepository also maintains backup generators in the event of power 

failure. ATCC will provide storage of the vials in ≤ -60°C units with access to samples only by trained personnel. 

B.  Material Labeling: Label the vials with wording that has been approved by the WG EC. 

Prior to dispensing the material, standard ATCC labels will be produced and the label content reviewed with a WG EC 

contact. Labels will then be printed, inspected, and affixed to cryovials. As an example, material deposited by the 

Adenovirus Reference Material Working Group (WG) with ATCC is designated as, “ATCC® VR-1516™ Adenovirus Type 5 

Reference Material”. Similar to other ATCC products, the LVV RM will receive its own unique ATCC catalogue and lot 

number.   

Proper labeling of repository items is critical for accurate tracking, use, and distribution. ATCC’s labeling capability is 

supported by computer-controlled label printers designed to print indelibly on a variety of heat-sterilizable polyester and 

paper label stock. Our system supports finely detailed text, barcode, and image printing capabilities that can be customized 

to WG specifications.  Shown below is a prototype of a bar-coded cryovial label for LVV RM. 

 

 

C. Material Thaw: Thaw the LVV RM using best industry practices for a LVV RM, or similar biologic. 

 

The bulk container(s) will be thawed according to the instructions provided by the LVV RM WG EC and/or CNRC, the 

manufacturer of the LVV RM. To preserve, we recommend a slow thaw at 4°C, and propose to hold the thawed material at 

room temperature during the dispensing operation. However, ATCC can maintain material at a lower temperature (e.g., 

wet ice) during the dispensing process if required. A requirement listed in the RFA is to estimate the amount of time 
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required from material receipt to when vials can be purchased or shipped for characterization or other testing. On the basis 

of the anticipated receipt date, ATCC will schedule the material to be dispensed and subjected to post-freeze quality control 

(QC) testing in approximately four weeks after its arrival. Material will be available for qualified end users once all post QC 

testing and QA inspection is completed, and therefore depends on the extent of the required testing. 

 

D.  Material Filtering and Vialing: Sterile filter, fill, and close the vials with the procedure demonstrated in the pilot 

study. 

 

Procedure for filtering.  ATCC will filter, vial, preserve, and perform post-preservation QC in close communication with Dr. 

Sven Ansorge, the Team Leader of the Cell Culture Scale-Up division at CNRC, whose group is the selected producer of the 

LVV RM. The ATCC-CNRC joint effort will allow for pilot work prior to the large-scale filter, vial, and preservation activities 

and ensure the project is successfully executed. On the basis of the pilot study described above, ATCC will filter 

approximately 1.5 liters of LVV RM, which will be from approximately 200 Liters of starting material subjected to two 

rounds of TFF. Based on results from the pilot study, the material will be filtered through either a 0.45 or 0.22 μm filter 

(e.g., Corning polystyrene Vacuum Sterile Filter, 0.22 um, 1000mL, or equivalent). A final filter choice will result from 

ATCC/NRC joint meetings and results from the pilot experiment.   

 

 Procedure for vialing.  ATCC will dispense a bulk preparation of LVV RM, into labeled screw-cap 1.8 mL cryovials. The ATCC 

Virology staff has considerable experience with dispensing material into lots consisting of 1000 to 2000 vials at at time, and 

proposes to dispense the LVV RM material provided into lots of similar size. LVV RM will be dispensed by using repeat 

pipettors or an appropriate vialing instrument (e.g., the Essen Pipeline). On the basis of our repeated success with this 

method, we propose the Pipeline technology for the dispensing of the LVV RM in this proposal. 

 

ATCC has vialed viruses for almost 40 years.  Contamination during the vialing process is rare, with only 2 documented non-

conformances related to contamination failures out of 134 fills over the past 2 years (note, the standard ATCC process is to 

not filter prior to vialing).  This high level of success is due our experience with aseptic fills, as described in the next section. 

Although most batches dispensed are less than 200 mL, in recent years there has been an increasing demand to dispense 

500 to 2000 mL lots of virus and or related reagents. Based on prior ATCC media fill studies, production lots of the 

requested size can be dispensed in a couple of hours (for hundreds of vials) to approximately 6 hours (for 1000-2000 vials). 

The RFP requests data from prior media fill studies. Here we provide examples where the Pipeline was used for vialing viral 

stocks. Recently, an Influenza A virus lot dispensed in the ATCC virology lab filled 324 vials in one hour from 331 mL of bulk 

material. The vialing was completed with the Essen Pipeline set to a 1.0 mL fill. In addition, ATCC® VR-1616™, a reference 

material was previously vialed at ATCC to support the Adenovirus WG. The virology lab was able to fill 2,087 vials in four 

hours and 40 minutes. From these vials, 104 vials were set aside for QC and five vials were lost in filling. For this activity, the 

Essen Pipeline was also used to automatically dispense 0.5 mL into each labeled vial. Moreover, ATCC has experience 

growing, dispensing and cryopreserving both Lentiviruses and Retroviruses which are currently offered as ATCC products 

(e.g. ATCC® VR-778™, ATCC® VR-779™, ATCC® VR-843™, ATCC® VR-905™, ATCC® VR-2619™). 

 

Experience with aseptic fills.  The ATCC team has expertise with dispensing biological agents that need to be kept free of 

cross contaminants and other adventitious agents. ATCC facilities contain isolation rooms with laminar flow cabinets, 

autoclaves, microscopes, and specialized instrumentation for expansion, filtration, vialing, characterization, and storage. 

This material will be handled under appropriate BSL conditions and only by trained staff. All BSC’s will be cleaned before 

and after use and no disposable material (e.g., tubing for filtration or aliquoting) will be reused. These practices have served 

to prevent the various agents that are manipulated at the ATCC from being mixed. The bulk containers from which material 

is dispensed for each lot of vials will be recorded, as will the name of the supervising Biologist, the date when the material is 

dispensed, the time the bulk material is thawed, the cabinet number, the date the cabinet was last certified, and the start 

and end time of the actual dispensing operation.  
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The credibility and long-term sustainability of all ATCC products are assured by its accumulated expertise and by the 

longstanding stability of the organization. ATCC maintains a trained scientific staff to oversee the acquisition and 

processing new holdings. Currently there are multiple Biologists and personnel at ATCC with expertise in Lentivirus 

preparation and handling. The ATCC Central Accessioning Unit (CAU) manages and coordinates the overall ATCC acquisition 

effort in close conjunction with the ATCC Microbiology Systems division. The core scientific process of insuring that 

materials accessioned are properly handled, described in the database, stored and distributed is supported by full-time 

staff with responsibilities in: regulatory compliance, facility operations, information technology order processing, and 

quality control.   

E. Material preservation: Using common biotech industry practices for a LVV RM or similar biologic, freeze the vials 

to ≤ -60°C, and then store them at this temperature. 

Material preservation. Once dispensed, the vials for a single lot will be quick-frozen at the gas/liquid interface of a liquid 

nitrogen tank, unless information on an alternate freeze protocol is provided by the WG EC. In support of such a request, 

ATCC does have the ability to carry out controlled rate freezes, and routinely applies such techniques to the preservation of  

other catalogue items, such as mammalian cell lines.  

Material storage. Following LVV RM vialing, all material for storage will be inspected and then entered into ATCC’s 

inventory management system that is used to collect, store, manage data for inventory transactions, including but not 

limited to receipt and distribution management. Following preservation, ATCC will maintain the frozen vials in nitrogen 

vapor or mechanical freezers at ≤ -60°C that are equipped with 24-hour monitoring to insure the material is maintained 

within the appropriate storage parameters. The biorepository also maintains backup generators in the event of power 

failure. While unlikely, any recorded deviations from the agreed upon storage conditions will be reported to the contact 

provided by the WG EC. Additional information about ATCC storage facilities are described below. 

Facilities, Freezers, Alarms. ATCC has maintained cold rooms and freeze-drying cultures for nearly fifty years. ATCC’s 

leadership as the largest Budapest Treaty International Depositary Authority for patent deposit purposes is a direct result of 

this expertise, which has allowed ATCC to store and preserve a larger variety of biological specimens than any patent 

depository in the world. Currently, ATCC maintains over one hundred freezers, with more than 7 million specimens stored 

in environments chosen to provide optimum conditions for long-term viability. Additionally, ATCC maintains three liquid 

nitrogen freezers, containing disaster recovery stock at off-site locations. In the present instance the ATCC proposes to split 

the initial stock of 3,000 distribution vials between at least two freezers within its facility as a safeguard against loss.   

 

The Operations wing of the ATCC’s Virginia facility provides 7656 net square feet of air-conditioned (66°F to 72°F) and 

alarmed space for cold rooms, walk-in freezers, -20°C freezers, -80°C freezers, and liquid nitrogen freezers. Access to the 

facility is restricted; stand-by freezers are available and uninterruptible power provided by a backup generator. ATCC 

engineering staff and outside vendors are used to provide maintenance support for the freezers and cold rooms. ATCC also 

has the capability of cGMP storage for clean cell lines and is willing to discuss the possibility of extending this capability for 

the storage of the LVV RM, should these conditions be necessary.   

ATCC has a comprehensive biosurety program, which encompasses protection of employees and materials. ATCC utilizes a 

variety of alarm and access control systems for its operations. Facility and major equipment status are monitored through 

an engineering alarm system. The system monitors major fans, air handlers, condensate pumps, and steam generators 

status. Ultra-low temperature freezers, liquid nitrogen freezers, and some critical incubators are also monitored. Alarms 

are monitored by ATCC Operations staff 24 hours per day, seven days a week at a central station. Any alarm condition 

requires the immediate attention of appropriate ATCC Personnel; a call list is maintained for staff response to freezer 

problems and key staff members are accessible via remote pagers or cell phones. Access to the building is restricted to 

authorized ATCC personnel through the use of entry card readers. Access to the culture storage areas is further restricted 

and freezers containing restricted materials are individually locked. Due to the presence of numerous large nitrogen 

freezers, the oxygen content of the freezer room is monitored and an alarm sounds when the level drops below 19.5%. The 

ATCC facilities are staffed 24 hours a day by ATCC engineering staff or security service staff.    
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All the freezer monitoring systems at ATCC are connected to both an internal ATCC alarm and an external alarm monitored 

by a 24-hour monitoring service. The system is designed such that, in addition to temperature and liquid level changes, any 

power failure resulting from disconnecting the alarm wires, switching off of power to the unit, or an accidental break in the 

wire, will result in an alarm condition. In such an event, the 24-hour security and surveillance system is capable of initiating 

an immediate notification and response to all alarm conditions. All freezers are equipped with dual, independent 

temperature-monitoring systems. Both systems can trigger facility alarms independently. Freezer alarms are reported 

immediately by ATCC personnel to the appropriate scientific staff for advisement and response.   

ATCC buildings are serviced by an emergency generator that is activated automatically whenever there is a power failure. 

These systems supply electricity to freezers (ultra-low) as well as liquid nitrogen alarms, incubators, and other essential 

services when the local power is interrupted during storms or for other reasons. These generators are periodically tested. 

In addition, ATCC maintains a large supply of dry ice, in excess of the amount used daily (about 1,000 pounds) in shipping 

biological materials, which can be used for emergency cooling. Spare liquid nitrogen and mechanical freezers are held in 

reserve in case of mechanical failure.  

Material retrieval and distribution. ATCC is able to distribute samples domestically and internationally. ATCC facilities 

include a dedicated shipping area adjacent to the repository. ATCC currently ships approximately 75,000 shipments per 

year, with the ability to ship to over 150 countries. ATCC is able to provide certified shipping cartons, cushioning materials, 

labels, containers, insulating materials, dry ice, and other supplies required to ensure the safe and intact arrival of each 

sample shipped from our facilities. This expertise in repository management allowed ATCC to win the contract to manage 

the BEI Repository currently housed at ATCC’s Manassas, VA facility. In addition, and pertinent to this proposal, ATCC 

currently distributes Adenovirus reference material (ATCC® VR-1516™, ATCC® VR-1616™, and ATCC® VR-1816™).   

F. Material Characterization: Perform post-freeze sterility testing and provide materials to third parties to ensure 
the required infectious titer is retained. 

 

Sterility testing performed by ATCC. ATCC will pull 5 of every 1000 vials (or 5 of every lot as appropriate) for bacterial, 

mycoplasma, and fungal testing and the set of 5 vials subjected to a battery culture media and a PCR test for mycoplasma. 

These vials will be utilized for for the performance of  the tests shown in the Table below.  

 

Testing method Method Specification 

Mycoplasma contamination ATCC PCR method  None detected 

Mycoplasma contamination 
Mycoplasma Direct & Indirect (FDA 

Points to Consider) 
None detected 

Sterility 

BacT/ALERT®3D (14 days) 

iAST bottle (aerobic) at 32.5°C 

iNST bottle (anaerobic) at 32.5°C 

 

No growth detected 

No growth detected 

 

Third party infectivity testing. As part of  the characterization phase, ATCC proposes to ship vials to a limited number of 

test laboratories identified by the WG EC for characterization studies. Vials of virus will be shipped in an inner container on 

dry ice in accordance with IATA/DOT requirements for infectious material and in the same packaging configuration that 

ATCC has successfully used to ship other cell lines and virus stocks.   

Parties receiving the LVV RM must be able to verify that they have adequate facilities and expertise in working with 

biological materials. Those that are not already established ATCC customers will have to complete an application to 

establish their qualifications. For agents that are classified as hazardous or could have serious adverse consequences for 

human health and safety, ATCC relies on domestic regulations promulgated by the Secretary of Health and Human Services. 
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These regulations establish a variety of safeguards related to the transportation and tracking of infectious agents, certain 

registration and reporting requirements, and procedures for the disposal and destruction of such agents when they are no 

longer needed for scientific purposes. Facility inspections requirements also exist for certain regulated materials. The 

Bureau of Export Administration of the U.S. Department of Commerce regulates exports of controlled commodities to 

countries outside the United States, or their agents. The Department also prohibits persons in certain countries from 

receiving controlled commodities from ATCC. 

 

Upon completion of the characterization phase—and upon authorization of the WG EC—a product sheet will be developed 

at ATCC with input from the WG EC, and the material will be transferred from quality hold to distribution status, as 

described in section G. 

 

G. Material Marketing: Product inserts, sales materials, and webpages promoting LVV RM.  
 

ATCC currently maintains a landing page on its website entitled “ATCC Virus Reference Materials.” This page includes 

descriptions of the Adenovirus reference materials distributed by ATCC (ATCC® VR-1516™, ATCC® VR-1616™, ATCC® VR-

1816™), information on their production history, and links to obtaining the materials. ATCC intends to  promote the 

availability and distribution of LVV RM in a similar manner. Specifically, ATCC will develop product information sheets, sales 

materials, and digital content in consultation with the WG EC that promote the sale and distribution of the LVV RM.  Finally 

ATCC will coordinate with regulatory authorities, such as the FDA, to encourage the scientific community to utilize LVV RM 

for assay development, standardization, and other relevant applications. 

Product information sheets. Similar to other ATCC virology products, the LVV RM will have a product sheet and a Certificate 

of Analysis (COA).  Since we anticipate the LVV RM to be highly characterized by both ATCC and third parties, our 

“standard”product sheets (PS) may not provide sufficient information about the material.  Therefore, ATCC will also make 

available a customized “handling guide” which summarizes the product and all of the associated characterization data.  An 

example of this content is available from existing Adenovirus reference materials.  From this link, one can visualize the 

ATCC® VR-1816™ PS, COA, Safety Data Sheet (SDS), and the AAVRSWG handling guide:  

https://www.atcc.org/products/all/VR-1816.aspx#documentation 

While the details included in the LVV RM product sheet will be customized, and as such, will likely differ, these examples 

provide representative templates and illustrate the ability of ATCC to generate the required content.  Moreover, the 

contents of these materials are dependent upon decisions by the WG EC that include infectious titer, sterility results, and 

any additional characterization results deemed pertinent to the material. 

Sales materials. ATCC proposes that, the LVV RM will be promoted via brochures and flyers through our sales and 

distribution partners to create awareness around the product in the scientific community, similar to other ATCC virology 

products.  If desired, a white paper discussing the need for the LVV RM can be generated towards leveraging the 

information contained within the LVV RM handling guide described above. 

Digital content. ATCC recently launched the Incredible 2020 campaign that includes a series of pledges to the scientific 

community.  Pledge 1 (authentication) and Pledge 2 (better biological models) directly relate to the LVV RM, since this 

material will be highly characterized and authenticated reference material to help the scientific community. Therefore, 

ATCC could offer to feature the LVV RM on the Incredible 2020 microsite page as well as in the Incredible 2020 newsletter 

update. The LVV RM will also have a dedicated landing page that highlights the content of each vial and the potential 

applications. This page will provide links to the Lentivirus WG webpage and the LVV RM product webpage, and it will display 

key metrics around the LVV RM such as stability data.  

 

https://www.atcc.org/products/all/VR-1816.aspx#documentation
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CONCLUSIONS 

ATCC appreciates the opportunity to provide this proposal in support of the Lentiviral Vector Reference Material (LVV RM) 

Request for Proposal – RFP 2.0.  We believe that the expertise offered by ATCC make us an ideal partner to further the 

scientific mission of the Lentivirus Reference Material Working Group.  ATCC offers significant hands-on experience with virus 

filtering, vialing, and dispensing.  Our response leverages an infrastructure established from decades as the premier biological 

resource center, a quality system that supports consistency and reproducibility in our products, repository management to 

ensure safe storage of our reagents, and a premier global distribution network for biological reagents.  ATCC looks forward 

to the opportunity to partner on this important project and support\many years of collaboration with the LVV RM Working 

Group. 

 


