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Dear Editor:
In July 2025, the new E6(R3) Guideline for Good Clinical Practice of the International Council for Harmonisation 
(ICH) (1) came into effect, marking an important shift in the regulation of clinical trials globally. This new version 
incorporates modern concepts such as data governance, informed consent as an ongoing process, a risk-based 
approach, and—critically for countries like Peru—the possibility of conducting decentralized clinical trials (2).

In Peru, where there are areas with limited infrastructure, connectivity, and access to healthcare services, this 
model could represent a true opportunity. Decentralization allows research to reach participants’ environments 
without requiring them to constantly visit a research center. This creates opportunities for more inclusive and 
flexible working methods, adapted to the cultural and geographical realities of many communities, especially 
in rural or hard-to-reach areas (3).

This research approach is particularly useful in the context of diseases such as dengue, malaria, and other 
vector-borne diseases, which primarily affect vulnerable populations and require research conducted where 
these diseases occur. It can also be applied to non-communicable diseases with diagnostic or treatment gaps, 
such as childhood anemia, chronic malnutrition, or rare diseases, which require studies tailored to specific 
populations. In all these cases, bringing the study closer to the participant can make a significant difference in 
obtaining more useful and contextualized evidence (2).

From a practical perspective, this model facilitates the use of remote monitoring, digital data collection, and 
the participation of field staff who can follow up directly in communities. Additionally, these tools can help 
cover more territory, save resources, and reduce implementation time (4). However, for this to be feasible in 
Peru, it is essential to have more flexible and updated regulations, along with technical and ethical guidelines 
outlining how decentralized processes should be monitored (5).

Furthermore, in decentralized settings, informed consent, as an ongoing process, becomes even more critical. 
When there is little face-to-face contact, clear and adapted strategies are needed to ensure that participants truly 
understand, agree to, and remain informed throughout the study. This is especially important when working 
with populations facing social, economic, or language barriers. In these cases, it is not enough to simplify 
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the document; intercultural communication tools that 
truly work in the field need to be developed  (6).

On the other hand, data governance presents 
significant challenges, especially considering that in 
Peru, the digitalization of the healthcare system is still 
partial and uneven (7). The platforms used for data 
collection must be secure, auditable, and validated. 
There is also a need to train personnel and establish 
clear rules to protect participants’ privacy. In this 
regard, ethics committees must strengthen their 
capacity to evaluate not only scientific aspects but 
also digital security and data management (8).

The new guideline also promotes a risk-based 
quality approach, allowing processes to be adjusted 
based on study complexity, the type of intervention, 
or the characteristics of the population. This flexibility 
is useful for less experienced centers or those located 
in remote areas to also participate without being 
required to allocate disproportionate resources (9). 
This approach can foster a more accessible culture of 
quality, focusing on what truly matters.

Together, the implementation of the ICH E6(R3) 
Guideline for Good Clinical Practice in Peru could 
be a significant opportunity to democratize clinical 
research, bring it closer to communities, and 
strengthen a more ethical and responsible practice. 
Nevertheless, for this to remain more than just a good 
intention, concrete actions are needed: updating 
national regulations, developing specific guidelines 
for decentralized research and data governance, and 
continuing to train personnel and ethics committees 
on these new approaches.

In this regard, it is necessary to review the 
Clinical Trial Regulations (Supreme Decree No. 
021-2017-SA)  (10), which currently does not include 
concepts such as decentralization, digital governance, 
or dynamic consent. Its update would be crucial to 
align national regulations with new international 
standards and ensuring a robust and ethical 
environment for clinical research.

From my experience in this field, I am clear that 
implementing the ICH E6(R3) Guideline for Good 
Clinical Practice will not be an automatic process, 
but rather a collective effort requiring commitment, 
coordination, and political will. However, it is also a 
unique opportunity to review our practices, close 
gaps, and move toward a fairer research model 
that takes into account the cultural and social 

particularities of Peru. The participant must remain 
at the center of it all—not merely as a source of data, 
but as a person with rights, context, and dignity, to be 
respected at every stage of the study.
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