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INTENDED USE

The research reagent for anti-SARS-CoV-2
antibody is intended to be used for the
development and evaluation of serological
assays for the detection of antibodies against
SARS-CoV-2, as a positive control.

This material is for research use only.

CONTENTS

Each vial contains 0.1 mL of frozen human
plasma from a donor recovered from COVID-
19. The material has been solvent-detergent
treated, to inactivate any envelope virus
present, using a method validated at NIBSC
[1,2].

CAUTION

This preparation is not for administration to
humans or animals in the human food chain.
The preparation contains material of human
origin. It has been tested and found negative
for HBsAg, anti-HIV and HCV RNA. As with all
materials of biological origin, this preparation
should be regarded as potentially hazardous to
health. It should be used and discarded
according to your own laboratory's safety
procedures. Such safety procedures should
include the wearing of protective gloves and
avoiding the generation of aerosols. Care
should be exercised in opening ampoules or
vials, to avoid cuts.

DESCRIPTION

The material was obtained by plasmapheresis
from a COVID-19 PCR positive-confirmed
patient, at least 4 weeks after symptoms and
recovery. No information was provided on
the severity of the symptoms. The project
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was approved by the National Institute for
Biologicals Standards and Control (NIBSC)
Human Material Advisory Committee
(project 16/005MP). Plasma was donated to
NIBSC anonymised by the UK National Health
Service Blood and Transplant (NHSBT). The
donor patient signed an informed consent for
the use of their plasma.

STORAGE

Vials should be stored at -20°C upon receipt or
below. Avoid freeze/thaw cycles. No stability
studies have been conducted on this material
yet.

USE OF THE MATERIAL

Thaw the research reagent at ambient
temperature. The research reagent should be
processed according to the end user’s method.

REPRESENTATIVE DATA

The research reagent 20/130 has been
characterised as part of the collaborative study
for the establishment of the First WHO
International Standard for anti-SARS-CoV-2
immunoglobulin (NIBSC code 20/136) [3]. The
results provided below are the mean value for
the assays used the in collaborative study.

GM 95% ClI
Neut Ab 1300 | 981-1719 | IU/mL
anti-RBD IgG 502 382-660 BAU/mL
anti-S1 IgG 588 398-870 BAU/mL
anti-Spike IgG | 476 | 418-542 | BAU/mL
anti-N IgG 747 214-2606 | BAU/mL

Neut Ab: neutralising antibody activity; Cl:
confidence interval; IU: International Unit;
BAU: biding antibody units.
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CUSTOMER FEEDBACK

Customer are encouraged to provide feedback
on the suitability or use of the research
reagent 20/130. Please send any comments to
Standards@nibsc.org.

LIABILITY AND LOSS

In the event that this document is translated
into another language, the English language
version shall prevail in the event of any
inconsistencies between the documents.
Unless expressly stated otherwise by NIBSC,
NIBSC"s Standard Terms and Conditions for
the Supply of Materials (available at
http://www.nibsc.org/About_Us/Terms_and_
Conditions.aspx or upon request by the
Recipient) (“Conditions”) apply to the
exclusion of all other terms and are hereby
incorporated into this document by reference.
The Recipient's attention is drawn in particular
to the provisions of clause 11 of the
Conditions.
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CITATION

In any publication making reference to the
materials, the acknowledgment should read:
“The research reagent for SARS-CoV-2 RNA
(NIBSC 20/130) was obtained from the
National Institute for Biological Standards and
Control, UK”.
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MATERIAL SAFETY SHEET
Physical properties (at room temperature)
Physical appearance Pale yellow, frozen liquid
Fire hazard None
Chemical properties
Stable Yes Corrosive: No
Hygroscopic No Oxidising: No
Flammable No Irritant: No

Other: Contains material of human origin

Handling: See caution section

Toxicological properties

Effects of inhalation: Not established, avoid inhalation
Effects of ingestion: Not established, avoid ingestion
Effects of skin absorption: Not established, avoid contact with skin

Suggested First Aid

Inhalation Seek medical advice

Ingestion Seek medical advice

Contact with eyes Wash with copious amounts of water. Seek medical advice.

Contact with skin Wash thoroughly with water.

Action on Spillage and Method of Disposal

Spillage of ampoule or vial contents should be taken up with absorbent material wetted with a virucidal
agent. Rinse area with a virucidal agent followed by water.

Absorbent materials used to treat spillage should be treated as biologically hazardous waste.
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