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Executive Summary 

The Asia-Pacific (APAC) region, including China, represents a dynamic and rapidly growing hub 
for clinical trials, driven by large patient populations, cost eƯiciencies, and advancing 
healthcare infrastructure. However, conducting trials in this region requires navigating complex 
regulatory landscapes, particularly those enforced by China's National Medical Products 
Administration (NMPA). Intelligent Clinical Supply Management (ICSM), exemplified by SAP's 
cloud-based solution, oƯers a transformative approach to managing clinical trial supplies. By 
automating planning, forecasting, manufacturing, distribution, and reconciliation, ICSM 
ensures compliance with stringent regulations while enhancing eƯiciency and transparency. 

This white paper explores NMPA regulations for clinical trials in China, extends the discussion to 
key APAC countries, and demonstrates how ICSM addresses regulatory challenges. It highlights 
features like demand forecasting, batch traceability, and integration with clinical trial 
management systems (CTMS) and interactive response technology (IRT), which are crucial for 
maintaining data integrity, blinding requirements, and supply chain visibility. For 
biopharmaceutical companies, adopting ICSM can reduce cycle times, mitigate risks, and 
support seamless expansion into APAC markets. 

Introduction 

Clinical trials are the cornerstone of drug development, but their success hinges on eƯicient 
supply chain management. Delays in supplying investigational medicinal products (IMPs), 
ancillary materials, or equipment can jeopardize timelines, increase costs, and compromise 
patient safety. In the APAC region, these challenges are amplified by diverse regulatory 
requirements, logistical hurdles, and varying infrastructure levels. 

Intelligent Clinical Supply Management (ICSM) refers to advanced, technology-driven systems 
that optimize the end-to-end clinical supply chain. SAP's ICSM, a leading example, is a hybrid 
cloud and on-premise solution built on SAP S/4HANA and the Business Technology Platform. It 
supports complex study setups, demand planning at drug substance or product levels, 
intelligent manufacturing with blinding and serialization, and eƯicient distribution with real-time 
stock visibility. Key benefits include reduced cycle times, improved transparency through site-
level insights, and enhanced collaboration among stakeholders like manufacturers, logistics 
providers, and clinical sites. 

Regulatory compliance is embedded in ICSM's design, with features for audit-ready reports, 
data security, and adherence to standards like GS1 for logistics interfaces. This is particularly 
vital in China, where the NMPA oversees rigorous approvals, and in broader APAC, where 
harmonization with international guidelines (e.g., ICH) is progressing but not uniform. 
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Navigating Clinical Trial Supply Management: Challenges, Trends ... 

NMPA Regulations for Clinical Trials in China 

China's clinical trial ecosystem has evolved significantly, with the NMPA (formerly CFDA) 
implementing reforms to accelerate innovation while ensuring safety and eƯicacy. The Drug 
Administration Law (DAL) and Drug Registration Regulation (DRR) form the backbone, requiring 
Clinical Trial Applications (CTAs) for all trials seeking market approval in China. 

Key Regulatory Requirements 

 Clinical Trial Authorization (CTA): Sponsors must submit a CTA to the NMPA's Center 
for Drug Evaluation (CDE). Approval timelines have been shortened to 60 working days 
for standard reviews, with expedited paths for innovative drugs (e.g., NMPA 
Announcement No. 86, 2025, optimizing reviews for innovative therapies). Trials must 
comply with Good Clinical Practice (GCP) and include ethics committee approval. 

 Data Protection and Exclusivity: The 2025 Draft Measures provide 3-6 years of 
regulatory data protection for innovative drugs not yet marketed in China, protecting 
clinical data from unfair commercial use. This includes safeguards for trial data integrity 
and confidentiality. 

 Supply Management Specifics: IMPs must adhere to Good Manufacturing Practice 
(GMP) standards. The NMPA requires detailed documentation for manufacturing, 
labeling, and distribution, including batch traceability and cold-chain management for 
biologics. For imported drugs, clinical technical requirements apply to those marketed 
overseas but not in China. Trials involving medical devices follow similar inspections 
(NMPA 2025 Guidelines), emphasizing quality control in supply chains. 
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 Post-Approval Oversight: Ongoing reporting of adverse events, supply disruptions, and 
protocol amendments is mandatory. The NMPA conducts supervisory inspections on 
trial institutions, focusing on data management and supply chain compliance. 

Challenges include language barriers, in-country sponsor requirements, and alignment with 
global standards. Non-compliance can lead to trial halts or registration denials. 

Regulatory Landscape in Asia-Pacific 

The APAC region encompasses diverse economies, each with unique regulatory frameworks, 
though many are aligning with ICH guidelines for harmonization. 
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Key Countries and Regulations 

 Japan (PMDA): The Pharmaceuticals and Medical Devices Agency (PMDA) requires 
Clinical Trial Notifications (CTNs) and adheres to GCP. Supply chains must ensure 
traceability and comply with Good Quality Practice (GQP) for IMPs. Timelines for 
approvals are eƯicient, but post-marketing surveillance is rigorous. 

 South Korea (MFDS): The Ministry of Food and Drug Safety (MFDS) mandates 
Investigational New Drug (IND) applications. Regulations emphasize supply chain 
integrity, with requirements for GMP-certified manufacturing and cold-chain logistics. 

 Australia (TGA): The Therapeutic Goods Administration (TGA) uses a Clinical Trial 
Notification (CTN) or Exemption (CTX) scheme. Supply management must follow GMP, 
with emphasis on import/export controls and risk-based assessments. 
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 Singapore (HSA): The Health Sciences Authority (HSA) requires Clinical Trial 
Certificates (CTCs). It's a gateway for APAC trials, with regulations focusing on supply 
chain transparency and integration with regional hubs. 

 India (CDSCO): The Central Drugs Standard Control Organization (CDSCO) oversees 
approvals under the New Drugs and Clinical Trials Rules (2019). Supply chains require 
GMP compliance, with challenges in logistics due to infrastructure variability. 

 Other APAC Nations: Countries like Thailand (FDA), Malaysia (NPRA), and Indonesia 
(BPOM) are harmonizing with ASEAN guidelines, emphasizing ethical reviews and supply 
traceability. 

Common challenges include regulatory variability, import/export hurdles, and equipment 
sourcing compliance. Trends show faster approvals (e.g., China's reduction from 265 to 65 
days) and increased focus on digital submissions. 

Challenges in Navigating APAC Regulations 

 Compliance Variability: DiƯering GMP/GCP standards across countries complicate 
multi-site trials. 

 Supply Chain Logistics: Cold-chain requirements, customs delays, and geopolitical 
factors can disrupt supplies. 

 Data and Traceability: Ensuring end-to-end visibility for batches, expiries, and recalls is 
critical but resource-intensive. 

 Cost and EƯiciency: Manual processes lead to overproduction or shortages, inflating 
costs by up to 30%. 

 

Ref:- bioprocessintl.com 

Clinical Supply Chain: A Four-Dimensional Mission 

How ICSM Facilitates Navigation 

ICSM addresses these challenges through intelligent automation: 
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 Regulatory Compliance Features: Audit-ready reports and data security ensure 
adherence to NMPA's data protection and GMP. Blinding and serialization support 
blinded trials, crucial for NMPA approvals. 

 Forecasting and Planning: Deterministic simulations based on enrollment data prevent 
shortages, aligning with APAC's demand for eƯicient IMP distribution. 

 Manufacturing and Distribution: Integrates with 3PLs via GS1 standards, ensuring 
import compliance and site-level visibility—vital for China's cold-chain mandates and 
APAC's logistics hurdles. 

 Integration and Collaboration: Seamless CTMS/IRT connectivity streamlines 
stakeholder interactions, reducing cycle times by automating documentation for CTAs 
and inspections. 

In China, ICSM can automate e-submissions and traceability for NMPA inspections. Across 
APAC, it supports hybrid models for regional depots in Singapore or Japan. 

Case Study: Hypothetical Implementation for APAC Operations 

Drawing from a biomolecular expansion in China, ICSM could integrate with their ERP systems 
to manage intercompany supplies, ensuring NMPA-compliant batch releases and global S&OP 
alignment. 

Conclusion 

ICSM empowers biopharma companies to navigate NMPA and APAC regulations with 
confidence, turning compliance into a competitive advantage. By adopting such systems, 
organizations can accelerate trials, reduce risks, and improve patient outcomes. As APAC's 
regulatory environment evolves, tools like SAP ICSM will be indispensable for global innovation. 
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