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Who will benefit from this module?

Module outline

Category: Regulatory Submissions, 
Preclinical, Clinical, Manufacturing 
and QC

This module addresses characteris�c issues 
influencing the registra�on of medicinal 
products based on monoclonal an�bodies 
(mAbs), for use in humans. Regulatory 
requirements for the registra�on of biological 
medicinal products such as those based on 
mAbs differ in certain respects from those for 
small-molecule products. This is because of 
the dis�nct characteris�cs of biologics, such as 
complex structure and suscep�bility to 
varia�on during manufacture.

In this module, we focus on dis�nc�ve issues 
in the produc�on and tes�ng of mAbs, in the 
context of relevant regulatory guidance. We 
discuss manufacturing quality, nonclinical, and 
clinical issues. We address aspects specific to 
radiolabelled mAbs. Finally, we iden�fy the 
pathways for applica�ons to conduct clinical 
trials and to market mAb-based products in 
Europe and the USA.

This module will benefit regulatory affairs staff 
and others concerned with the registra�on of 
medicinal products based on monoclonal 
an�bodies.

Module overview
An outline of the module’s scope and objec�ves, 
and notes on terminology.

Quality issues
Quality informa�on requirements for the 
registra�on of mAb-based products focus on 
characterisa�on and specifica�ons in areas such 
as iden�ty, purity, and potency. Informa�on must 
be provided on the origin and history of the 
star�ng materials, and the manufacturing process 
and its valida�on must be thoroughly described. 
Measures taken and validated to control 
impuri�es and to clear viruses and other 
contaminants need to be set out.

Nonclinical issues
Like other drugs, mAb-based products must 
undergo laboratory and animal tes�ng to define 
their pharmacological and toxicological effects 
before they can be studied in humans. The 
regulatory framework for nonclinical tes�ng of 
mAb-based products is essen�ally similar to that 
for non-biological drugs. Nevertheless, mAbs 
present special issues, requiring an adaptable, ad 
hoc scien�fic approach to nonclinical tes�ng.
In this session, we discuss issues such as studies 
of cross-reac�vity with human �ssues, choice of 
species for nonclinical studies, exposure level, 
and recipient an�body responses.

Clinical issues
MAbs present issues for clinical development and 
use, such as assessment of immunogenicity, 
which typically do not arise for small-molecule 
medicinal products. This session addresses such 
characteris�c issues.

Radiolabelled an�bodies
Monoclonal an�bodies may form the basis of 
radiopharmaceu�cals for in-vivo diagnos�c use or 
for radiotherapy. In this session we address 
characteris�cs of radiolabelled mAbs.

Regulatory submissions
In this session, we iden�fy the pathways for 
applica�ons to conduct clinical trials and to 
market a mAb-based product in Europe and the 
USA, along with relevant legal statutes, 
regula�ons, and regulatory guidance.

Assessment
Mul�ple-choice mastery assessment.
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Learning objec�ves

Discuss key quality issues in the 
manufacture of mAb-based products

Discuss key issues in nonclinical studies of 
mAb-based products

Discuss key issues in the clinical 
inves�ga�on and use of mAb-based 
products

Iden�fy specific considera�ons for 
radiolabelled mAb-based products

Iden�fy the pathways for applica�ons to 
conduct clinical trials and to market 
mAb-based products in Europe and the USA

•

•

•

•

•

   
Module outline
- Module overview
- Quality issues
- Nonclinical issues
- Clinical issues
- Radiolabelled an�bodies
- Regulatory submissions
- Assessment

Region: USA, Europe, Other

CPD Points: 1.5

Zenosis products are sold and maintained by grapl ltd.zenosis
Learning for life


