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Since the discovery of HIV-1 in the 1980s, ABL has been a pioneer in HIV research, including the development of one process samples generated during industrial production and purification. One challenge in quantifying such samples
of the first p24 ELISA kits (ABL® kit, Catalog #5421 & #5447) for the reliable quantification of HIV capsid protein (p24). is the poor correlation between genomic titer (viral particle titer derived from RNA content) and p24 results (viral
Today, ABL provides manufacturing and analytical services for oncolytic viruses, cell and gene therapies, and vaccines. particle titer derived from LVV capsid marker (p24)), particularly in early-stage and low-concentration samples.
Recently, ABL developed a platform for the industrial production and purification of lentiviral vectors (LVV). As LVV However, the ABL® kit exhibited remarkable reliability when analyzing such samples. To further explore this

share structural and biological similarities with HIV, we evaluated the ability of ABL's HIV p24 kit to quantify LVV in in- observation, we compared the performance of the ABL® kit to those offered by other vendors.
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Determination Industrial Production Challenge LVV in-process samples were tested in replicate Virus particle conc. (VP/mL) were calculated as follows:

at two dilutions using the ABL® kit as compared = VP-p24 (VP/mL from p24) = p24 conc.(ng/mL) x 1.0E+07

Unlike some methods using recombinant : :
. ) . ABL’s downstream Lentivirus purification scheme (20 L) to p24 ELISA kits from four (4) other vendors: B, = VP-GC (VP/mL from genomic titer)
( materials, all components in the ABL® kit are C, D & E (ng/mL). Genomic titers (vg/mL) were 5

human polyclonal a-p24 : — \/I i -
amibadg c:njugatedToan derived from natural sources. > > m > measured by RNA extraction & qRT-PCR. virus genomic copy conc. (vg/mL) + 2.
= ABL p24 standard: purified from a cell

line constitutively producing HIV-1.

Plate coated with two mouse -

/ 0-p24 antibodies recognizing Capture antibodies: two carefully

Samples were categorized into the following

Challenges in the field: there is a poor correlation between genomic titer :
subgroups for analysis:

and p24 results when evaluating in-process LVV samples, most notably in

early-stage and low-concentration samples. However, the ABL® kit exhibited Total Samples

_ _ remarkable reliability with such samples. Lc?wer Tijcer: GL Tijcer < 4.0E+09 vg/mL 1. R? (Coefficient of determination)
= Detection antibody: polyclonal Higher Titer: GC Titer > 4.0E+09 vg/mL

antibodies purified from HIV-positive human Early Steps: Harvest & AEX Load 2. Average ratio & CV% of VP-p24/VP-GC Ratio
plasma. Later Steps: AEX eluate, TFF ret. & Sterile filtrate (R*is influenced more heavily by high-titer samples)

Correlation Analysis between vector genome and p24
ELISA-based particle concentration was evaluated across
all subgroups using two methods:

different epitopes selected monoclonal antibodies derived
from mice immunized with viral p24 protein.

Consequently, a comparison was performed to study the ABL® kit against
those offered by four other vendors.
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Results: Average and CV% of VP-p24/VP-GC ratio Cost effective & Convenient

Results: Correlation Protocol
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ABL's HIV p24 ELISA kit: A TOP CHOICE for quantifying Lentivirus Vectors in in-process samples among all p24 kits. The p24 ELISA test offers several advantages over the GC titer test:

 Strong R? values when comparing p24 with GC in all LVV in-process samples especially in low-titer & early-step samples.

- Favorable p24/GC ratios with less variations among LVV in-process samples compared to all other four kits analyzed.
1 Cost-effective, with moderate incubation time & reasonable number of operation steps. ¢ Reduced sample volume requirements ¢ Less stringent demands on sample quality

¢ Greater simplicity ¢ Faster turnaround ¢ Lower variability

o
Powerful / !EI =] Advanced Bioscience Laboratories (ABL), Inc. 9800 Medical Center Dr., Rockville, MD 20850 www.ablinc.com
Unlimited Possibilities IE.P ap ABL, Inc. is an Ascend Advanced Therapies Group, Inc. Company Shanshan.Zhu@ablinc.com




	Slide 1

