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INTERNATIONAL RECOMENDATIONS

Vaccines, Biotechnological 
products, Biosimilar

Other biological products



BIOLOGICAL PRODUCTS

IMMUNOLOGICAL
DERIVED FROM 

HUMAN BLOOD AND 
HUMAN PLASMA

vaccines,  allerges 
and serums 

DNA Recombinant techniques
- Monoclonal antibody and 

hybridoma techniques 
- Other methods determinate by the 

ANM in accordance to the advance 
of science

OTHER BIOLOGICAL 
PRODUCTS

BIOTECHNOLOGICAL 
PRODUCTS

Legal Requirements

CMC of API and 
finished product.

International 
Recommendations

Biosimilar 
applications

Reduce time evaluation 
for specific products 

approved in 
HSC/EMA/WHO (180 

days)

ADVANCE 
THERAPIES

CTD Format

Module 3,4 and 5 in 
english

RMP 

Preclinical and clinical 
studies.

Specific regulation 
for orphan products 

approved in 
HSC/EMA



CLASSIFICATION OF CHANGES

Changes of minor importance

Changes of major importance

TYPE DESCRIPTION

Changes that have minimal or 
no impact on the Quality, 
safety or effectiveness.

Changes that may have 
significant impacts on Quality, 
safety or effectiveness

Automatic (*)

60 days

ASSESSMENT DEADLINES

Change of 
manufacturer or site 
of API and Finished 

Product (SCR)

Manufacturing 
process change

Change in the 
shelf life

Change in 
packaging 
material

Change of 
technical 

specifications

Change of 
labeling

Minor or major change case by case   (*) Updates require evaluation   



DASHBOARD OF MAJOR AND MINOR CHANGES

SI – DIGEMID, JUN 30th



GOOD REGULATORY CONFIDENCE PRACTICES: 
CURRENT APPROACH

-GMP Certificate
-CPP
-Batch Release Certificate
-Public evaluation report
-Specifications and analytical 
techniques
-Authorized data sheet and 
insert 
-Biological reference product 
(via similarity)P
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-Changes in sanitary registration
-Safety alerts

p
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Reliance 
unilateral 

HSC/EMA/OMS



INTERNATIONAL PARTICIPATION

Ibero-American 
Network of 

Authorities on 
Medicines 

Pan American 
Network for the 

Harmonization of 
Pharmaceutical 

Regulation

Andean Health 
Organization – 

Convenio Hipólito 
Unanue (ORAS – 

CONHU).

Joint Commission on 
Narcotics and 
Psychotropic 
Substances.

Pacific Alliance -
Committee on 

Technical Barriers to 
Trade

International 
Cooperation on the 
Regulation of Herbal 

Medicines



INTERNATIONAL PARTICIPATION

Andean Community of 
Nations (CAN)

Bilateral Working Group 
to Combat Smuggling 
with Bolivia, Ecuador 
and Chile, in order to 

combat smuggling that 
affects the borders

Health Technology 
Assessment Network of 
the Americas (RedETSA)

WHO International 
Pharmacovigilance 

Program



ACTIVITIES

• Completion of
Questionnaires

• Review of the
process flow for
the authorization
of
biotechnological
products and new
molecules.

• Training

PARTICIPANTS OBJECTIVE

• Strengthen the
"reliance" in
DIGEMID, for the
process of
granting sanitary
registration of
biological
products and new
drugs.

REGULATORY CONFIDENCE PROJECTS - RELIANCE

CONSULTANT:



REGULATORY CONFIDENCE PROJECTS - RELIANCE

TYPE

• Changes

• Collaborative
regulatory
procedure

PARTICIPANTS

• +44 
COUNTRIES

OBJECTIVE

• Reducing the 
evaluation 
time from 2.5 
years to 6.5 
months

PERJETA 2.0 (pertuzumab)



REGULATORY CONFIDENCE PROJECTS - RELIANCE

TYPE

• Changes

• Project where 
you will use 
the evaluation 
and approval 
of the EMA

PARTICIPANTS

• +31 
COUNTRIES

OBJECTIVE

• 6 months for 
approval



TRAINING FOR SANITARY REGISTRATION HOLDERS



CHALLENGES

There is no specific 
regulation for post-
approval changes

Some companies don’t 
submit the same 

documentation with 
which the change was 

authorized in HSC

Regulatory confidence 
training for reviewer

We are finalizing a 
regulatory transition that 
involves the registration 

of biological products 
with CTD format

Resources for reliance 
implementation

Identify which products 
are suitable for the 

application of regulatory 
confidence

Lack of access to full 
assessment reports from 
regulatory authorities of 

reference



EXPECTATIONS

Ensuring that there are clear and consistent criteria on which 
products are suitable for applying regulatory confidence

Dependency for changes after the authorization of 
biological products. 

Promote convergence and harmonization of requirements, 
standards and guidelines. 

Increase collaboration, coordination and information exchange 
among regulatory authorities. 



THANK YOU!
Muchas gracias!

Inquires/Questions: 
http://www.digemid.minsa.gob.pe 
ctorresh@minsa.gob.pe
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