Clinical trial footprint in BRICS: Improvements seen but
needs further affirmative action

BRICS represents 42% of the global population and
25% of the wortld’s gross product.!" Their gross domestic
product (GDP) growth has enabled BRICS countries to
increase expenditures and investments in health, build
infrastructure, and improve life expectancy.” The BRICS
countries rarely present as a whole group in international
statements and actions, and as a result, the BRICS countries
are generally seen as five separate countries rather than an
entity. BRICS countries are undergoing an unprecedented
socioeconomic transformation and rapid urbanization.?!
The transformation has brought a shift in the spectrum of
disease, from communicable diseases to noncommunicable
diseases.! The mortality rate and disease burden of
noncommunicable diseases in the BRICS countries have
increased significantly in recent years,>* while the threats
of major communicable diseases and emerging infectious
diseases are still significant challenges for the vulnerable
populations, causing a double burden of diseases in BRICS
countries.

In this edition of PICR, Manoharan e /"' have collected
data from the World Health Organization International
Clinical Trials Registry Platform (WHO ICTRP) and
the World Bank database for the total number of trials
registered between a 5-year period from 2018 to 2023 in
BRICS countries and G7 countries. The objective was to
compare trends in clinical trial conduct between these two
economic-political blocs. The study showed that 2,77,536
trials from the BRICS and G7 were registered in the WHO
portal during the period and China and the US had the
most trials among the BRICS and G7, respectively. Data
also showed that between 2018 and 2022, the gap between
the leading clinical trial countries in BRICS and G7 steadily
reduced (mainly between China and the USA). The clinical
trials sector remains dominated by North America and
Europe, collectively accounting for over 80% of active
commercial clinical trial sites. However, increasing need
for globalization has led to clinical trials being conducted
in a wider number of countries, in particular emerging
regions.'” The emerging regions of South America,
the Middle East, and Asia (excluding Japan) currently
account for just under 10% of all commercial clinical trial
sites globally. Although they remain regions of interest
due to large treatment-naive patient pools (~30 million

potential patients), faster recruitment rates, and lower
costs, conducting trials in these markets is not without its
challenges. Economic uncertainty, regulatory barriers, and
clinical trial quality are key concerns for the conduct of
trials in emerging markets.

The study also identified that the most common indication
for clinical trials among the BRICS countries was cancer.
India had 39,765 trials registered on the portal with
COVID-19 studies (2056; 51%) followed by oncology (1930;
48%) and neurology (1602; 40%) being the top 3 disease
areas. Clinical trials in oncology account for over 30%
of trials currently running in Brazil, significantly more
than any other indication. Clinical trials in cardiovascular
indications are estimated to account for <10% of active
clinical trials'"l even though, ischemic heart disease is the
leading cause of death in Brazil."? Russia was ranked
10™ globally based on the number of commercial clinical
trial sites with just under 7000 in 2016." Trial sites grew at
a rapid phase from 2016 to 2022 in Russia as seen by trial
density data in the study, with nearly 60% of clinical trials
currently running in Russia being in Phase I11. The number
of trials has drastically come down with all multinational
organizations either winding down studies or not placing
any new studies in Russia, Ukraine, and Belarus due to the
current geopolitical situation.

According to the World Bank, approximately 67% of
the Indian population live in rural areas. Health-care
provision in rural areas remains poor, and as a result, a high
proportion of the population have to travel long distances
to receive basic medical services and partake in clinical
trials. Although health-care expenditure as a proportion
of GDP has increased in India, it remains low compared
to other countries and out-of-pocket payments are high in
order to subsidize public health-care services. The Indian
drug discovery and development and, as a corollary, the
clinical trials conducted in the country have to cater to
affordability and access, on the one hand, and diseases
which are more prevalent such as malaria, dengue, and
tuberculosis.!”! The number of active commercial clinical
trial sites in India has decreased over the past 5 years,
estimated at 1884 in 2016, and this is due to the regulatory
streamlining that occurred between 2012 and 2015. India
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currently has ~350 global clinical trials registered in India’s
public registry (Clinical Trials Registry — India CTRI)
between 2020 and April 2024.1'

The only country where the number of trials has increased
is China. Robust annual GDP growth (6.9%)") in the
past decade has resulted in strong investment in health
care. The launch of the Major New Drug Innovation
Program has seen a significant investment in drug
development. Even so, there are challenges there that
also stymie the drug development process. Nearly 50%
of active commercial clinical trials in China are for
oncology indications. India and China have achieved
major strides in vaccine development, regulation, and
production. The creation of the BRICS Vaccine Research
and Development (R and D) Center will have a significant
impact on vaccine cost and accessibility. This will also
mean that a larger number of vaccine studies will occur
in the near future in BRICS.

Regulatory approval delays present a significant challenge
for conducting clinical trials in India, Brazil, and South
Africa with study start-up times in the mid third to lower
third in the ranking of countries.">'”! China has a faitly
competitive approval and start-up timeline that allows
study enrollment to proceed at a fast pace allowing China
to catch up with other countries which has a much more
faster trial approval and start-up timelines. Long approval
timelines for global clinical trial projects cost R and D
pharmaceutical companies’ valuable time and money. In
approximately 80% of clinical trials, enrollment timelines
are then not met or are delayed,"” and for each day of
trial delays (start-up and conduct), pharmaceutical R and
D companies stand to lose from $600,000 to $8 million
per day.l"

Currently, most emerging countries including BRICS
require additional investment to improve health-care
facilities, training, and regulations to ensure that all aspects
of the health-care infrastructure are able to support the
complex practicalities of running a clinical trial. In China,
there is a significant push by the government since the past
decade to set up GCP directorates in the hospitals in order
to facilitate both clinical trials sponsored by pharmaceutical
R and D companies and academic clinical trials. India has
moved to set up Phase I centers of excellence as of 2023,
but there is no impetus for government institutions in India
to be participating in clinical trials in spite of this becoming
a standard recommendation of the Subject Expert
Committees. Given the variety of challenges currently faced
in emerging markets, sponsors may not be able to use a
“one-size-fits-all” approach by running clinical trials in the
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same way as in developed G7 markets. Therefore, in the
short term, many pharmaceutical companies may choose
to take a cautious approach in placing global clinical trials
at the same time investing in training and partnerships
with hospitals and sites before committing fully to the
conduct of trials.

Sanish Davis

President, Indian Society for Clinical Research, Mumbai,
Maharashtra, India

Address for correspondence: Dr. Sanish Davis,

C/o, Pfizer Limited, The Capital, 1802, 18" Floor, Plot No. C - 70, ‘G’ Block,
Bandra Kurla Complex, Bandra (E), Mumbai - 400 051, Maharashtra, India.
E-mail: sanishdavis@gmail.com

REFERENCES

1. LiuZ, Wang Z, Xu M, Ma J, Sun Y, Huang Y. The priority areas and
possible pathways for health cooperation in BRICS countries. Glob
Health Res Policy 2023;8:36.

2. Acharya S, Barber SL, Lopez-Acuna D, Menabde N, Migliorini I,
Molina J, ez al. BRICS and global health. Bull World Health Organ
2014;92:386-A.

3. Kirton J, Larionova M. Russian presidential academy of national
economy. The first fifteen years of the BRICS. Int Organ Res ]
2022;17:7-30.

4. Garber CE. BRICS nations and the opportunities for community
physical activity interventions. | Sport Health Sci 2019;8:509-11.

5. Sun P, Wen H, Liu X, Ma Y, Jang J, Yu C. Time trends in type 2
diabetes mellitus incidence across the BRICS from 1990 to 2019: An
age-period-cohort analysis. BMC Public Health 2022;22:65.

6. Bai J, Zhao Y, Yang D, Ma Y, Yu C. Secular trends in chronic
respiratory diseases mortality in Brazil, Russia, China, and South Africa:
A comparative study across main BRICS countries from 1990 to 2019.
BMC Public Health 2022;22:91.

7. Liu Q, Jing W, Liu M, Liu J. Health disparity and mortality trends
of infectious diseases in BRICS from 1990 to 2019. ] Glob Health
2022;12:04028.

8. Pearce A, Sharp L, Hanly P, Barchuk A, Bray F, de Camargo
Cancela M, ¢/ al. Productivity losses due to premature mortality from
cancer in Brazil, Russia, India, China, and South Africa (BRICS):
A population-based comparison. Cancer Epidemiol 2018;53:27-34.

9. Manoharan K, Jinson J, Ramesh K, George M. Clinical trial trends
over the last 5 years among the BRICS (Brazil, Russia, India, China,
and South Africa) Nations. Perspect Clin Res 2024;15:128-33.

10.  Goatman N. Clinical Trials Status in BRIC. Applied Clinical Trials;
2016. Available from: https://www.appliedclinicaltrialsonline.com/
view/ clinical-trials-status-bric. [Last accessed on 2024 May 27].

11. Patel AP, Mohammad KO, Seghers M, Kothapalli P, Monteleone P.
Trends in early phase cardiology clinical trials: BRIC nations. ] Am
Coll Cardiol 2023;81 Suppl 8:2294.

12, Ribeiro ALP, Duncan BB, Brant LCC, Lotufo PA, Mill JG, Barreto
SM. Cardiovascular Health in Brazil. Circulation. 2016;133:422-33.

13. Davis S. Clinical trials and healthcare needs in India: A difficult balancing
act but opportunities abound! Perspect Clin Res 2017;8:159-61.

14. Data on File. Available from: https://www.ctti.nic.in/Clinicaltrials/
pubview.php. [Last accessed on 2024 May 28].

15.  Available from: https:/ /www.data.wotldbank.otg/indicator/NY.GDP.
MKTPKD.ZG. [Last accessed on 2024 May 28].

16.  Available from: https://wwwkmrgroup.com/category/cycletime/
dataonfile. [Last accessed on 2024 May 28].

17. Brogger-Mikkelsen M, Zibert JR, Andersen AD, Lassen U,

Perspectives in Clinical Research | Volume 15 | Issue 3 | July-September 2024


https://www.appliedclinicaltrialsonline.com/view/clinical-trials-status-bric.
https://www.appliedclinicaltrialsonline.com/view/clinical-trials-status-bric.
https://www.who.int/gho/countries/bra.pdf?ua=1.
https://www.ctri.nic.in/Clinicaltrials/pubview.php.
https://www.ctri.nic.in/Clinicaltrials/pubview.php.
https://www.data.worldbank.org/indicator/NY.GDP.MKTP.KD.ZG.
https://www.data.worldbank.org/indicator/NY.GDP.MKTP.KD.ZG.
https://www.kmrgroup.com/category/cycletime/dataonfile.
https://www.kmrgroup.com/category/cycletime/dataonfile.

Davis: BRICS and global clinical trials

Hzadersdal M, Ali Z, ez al. Changes in key recruitment performance

manCS from 2008_2019 mn lnduStry_Sponsored phase I clinical trials Attribution-NonCommercial-ShareAlike 4.0 License, which allows others to remix, tweak, and

ngISthCd at Chnlcaltﬂals-gov~ PLoS One 2022;17:¢0271819. build upon the work non-commercially, as long as appropriate credit is given and the new creations
18.  Chaudhari N, Ravi R, Gogtay NJ, Thatte UM. Recruitment and are licensed under the identical terms.

retention of the participants in clinical trials: Challenges and solutions.

Perspect Clin Res 2020;11:64-9. Access this article online

Quick Response Code:

This is an open access journal, and articles are distributed under the terms of the Creative Commons

Website:

E E www.picronline.org

=
- DOI:
E I- 10.4103/picr.picr_109_24

How to cite this article: Davis S. Clinical trial footprint in BRICS:
Improvements seen but needs further affirmative action. Perspect Clin Res
2024;15:105-7.

Received: 08-06-24, Accepted: 11-06-24,
Published: 04-07-24.

Perspectives in Clinical Research | Volume 15 | Issue 3 | July-September 2024 107



