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Abstract 
Good Documentation Practices (GDP) are an essential component of pharmaceutical Quality 
Assurance (QA), providing a systematic approach for the creation, recording, review, correction, 
storage, and retrieval of pharmaceutical records and data. Accurate and reliable documentation 
provides objective evidence that manufacturing, testing, validation, storage, and other quality-
related activities have been performed in accordance with approved procedures and regulatory 
requirements. GDP also supports data integrity, traceability, deviation investigation, Corrective 
and Preventive Action (CAPA), change control, process validation, and regulatory compliance. 
Inadequate documentation may result in incomplete or unreliable records, loss of traceability, 
difficulties in investigation, data-integrity concerns, and regulatory observations, which may 
ultimately affect product quality and patient safety. Within the broader Good Manufacturing 
Practices (GMP) framework, GDP serves as an important mechanism for demonstrating and 
maintaining control over pharmaceutical processes. This review discusses the principles of GDP, 
its relationship with pharmaceutical Quality Assurance, its role in data integrity and quality-
management activities, and its contribution to regulatory compliance and continuous 
improvement. The review also highlights common challenges in implementing effective 
documentation systems and emphasizes the importance of personnel training, documentation 
control, electronic systems, management commitment, and a strong quality culture. 
Keywords: Good Documentation Practices, Pharmaceutical Quality Assurance, Data Integrity, 
Documentation Control, Good Manufacturing Practices, Pharmaceutical Quality System, 
Regulatory Compliance. 
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Introduction 
The pharmaceutical industry operates under 
stringent quality requirements because the 
safety, efficacy, identity, strength, purity, and 
quality of medicinal products directly 
influence patient health. Quality must 
therefore be controlled throughout the product 
lifecycle, including development, 
manufacturing, testing, packaging, storage, 
and distribution. Good Documentation 

Practices (GDP) refer to the principles and 
procedures used for creating, recording, 
reviewing, correcting, controlling, storing, and 
retrieving pharmaceutical documents and data 
in a clear, accurate, complete, consistent, and 
traceable manner. Documentation is not 
merely an administrative activity; it provides 
documented evidence that pharmaceutical 
operations have been performed according to 
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approved procedures and established quality 
requirements. Good Manufacturing Practices 
(GMP) provide the broader framework for 
controlling pharmaceutical manufacturing 
activities, while GDP supports this framework 
by ensuring that activities and quality 
decisions are appropriately documented. 
Reliable documentation enables organizations 
to demonstrate what was performed, when it 
was performed, who performed it, and what 
results were obtained. 
Pharmaceutical documentation may include 
Standard Operating Procedures (SOPs), batch 
manufacturing records, batch packaging 
records, analytical records, specifications, 
validation protocols and reports, equipment 
logbooks, calibration records, training records, 
deviation reports, CAPA records, change-
control documents, environmental-monitoring 
records, and electronic quality records. 
The importance of GDP has increased with the 
widespread use of computerized systems, 
electronic records, laboratory information-
management systems, electronic batch records, 
and digital quality-management platforms. 
Consequently, documentation practices are 
closely linked with data integrity and the 
reliability of information used for 
pharmaceutical quality decisions. 
Effective GDP supports traceability from raw 
materials to finished products and facilitates 
investigation when deviations, complaints, or 
quality failures occur.  
Conversely, incomplete, inaccurate, delayed, 
or improperly controlled documentation may 
compromise data reliability and weaken the 
overall pharmaceutical quality system. 
Therefore, GDP represents an important 
foundation of effective pharmaceutical Quality 
Assurance. 
Objectives of the Review 

The objectives of this review are: 

• To describe the fundamental principles and 
importance of Good Documentation 
Practices in pharmaceutical 
manufacturing. 

• To examine the relationship between GDP 
and pharmaceutical Quality Assurance. 

• To discuss the role of GDP in maintaining 
data integrity, traceability, and reliable 
quality records. 

• To evaluate the contribution of 
documentation to manufacturing, testing, 
validation, deviation investigation, CAPA, 
and change-control activities. 

• To discuss the relationship between GDP, 
GMP, Pharmaceutical Quality Systems, 
and regulatory compliance. 

• To identify major challenges associated 
with the implementation of effective 
documentation practices. 

• To highlight the importance of personnel 
training, documentation control, electronic 
systems, and quality culture in maintaining 
reliable pharmaceutical records. 

• To discuss the contribution of effective 
documentation to continuous improvement 
and patient safety. 

Methodology 
This article was prepared as a narrative review 
based primarily on regulatory and scientific 
literature concerning Good Documentation 
Practices, pharmaceutical Quality Assurance, 
data integrity, Good Manufacturing Practices, 
documentation control, pharmaceutical quality 
systems, validation, CAPA, and regulatory 
compliance. 
Relevant information was reviewed from 
regulatory and scientific sources, including the 
World Health Organization (WHO), 
International Council for Harmonisation 
(ICH), U.S. Food and Drug Administration 
(FDA), and Indian regulatory authorities such 
as the Central Drugs Standard Control 
Organization (CDSCO). Peer-reviewed 
literature addressing pharmaceutical data 
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integrity, quality management, documentation 
practices, and related quality-system activities 
was also considered. 
Priority was given to official regulatory 
guidance and peer-reviewed scientific 
literature. Foundational WHO and ICH 
guidance was included where it remains 
relevant to contemporary pharmaceutical 
quality systems. Recent publications and 
regulatory developments were considered to 
provide an updated perspective on 
documentation, data integrity, and 
pharmaceutical Quality Assurance. 
Good Documentation Practices in 
Pharmaceutical Manufacturing 
Good Documentation Practices establish the 
basic principles for ensuring that 
pharmaceutical records are accurate, complete, 
consistent, traceable, secure, and readily 
retrievable. Documentation should accurately 
represent the activities performed and the 
information generated during pharmaceutical 
operations. Within the GMP framework, 
documentation provides evidence that 
manufacturing and quality-related activities 
have been performed according to approved 
requirements. An effective documentation 
system therefore connects day-to-day 
pharmaceutical operations with the 
Pharmaceutical Quality System. 
Fundamental Principles of GDP 
Effective pharmaceutical documentation 
should generally be: 
• Accurate 
• Complete 
• Consistent 
• Legible 
• Contemporaneous 
• Traceable 
• Secure 
• Readily retrievable 

• Attributable to the individual performing 
the activity 

• Protected from unauthorized alteration 
The ALCOA principles—Attributable, 
Legible, Contemporaneous, Original, and 
Accurate—provide a commonly recognized 
foundation for good data and documentation 
practices. Additional expectations include 
completeness, consistency, persistence, and 
availability. 
Documentation should be generated at the time 
an activity is performed rather than 
retrospectively. Corrections should be 
appropriately controlled so that the original 
information remains traceable and the reason 
for the correction can be established when 
required. 
Documentation Control 
Documentation control ensures that approved 
documents are available at the point of use and 
that obsolete or superseded versions are 
appropriately controlled. 
An effective document-control system should 
address: 
• Document preparation 
• Review and approval 
• Version control 
• Document identification 
• Effective dates 
• Distribution 
• Periodic review 
• Revision history 
• Obsolete-document control 
• Retention and archival 
• Retrieval and disposal 
Controlled documentation reduces the 
possibility of personnel using outdated 
procedures or instructions. 
Types of Pharmaceutical Documents 
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Pharmaceutical organizations maintain 
numerous documents throughout the product 
lifecycle. Important examples include: 
• Standard Operating Procedures (SOPs) 
• Master manufacturing documents 
• Batch manufacturing records 
• Batch packaging records 
• Specifications 
• Analytical test procedures 
• Laboratory records 
• Validation protocols and reports 
• Qualification documents 
• Equipment logbooks 
• Calibration records 
• Cleaning records 
• Environmental-monitoring records 
• Training records 
• Deviation reports 
• CAPA records 
• Change-control documents 
• Complaint records 
• Stability records 
• Audit records 
Each document should be appropriately 
controlled according to its purpose and 
criticality. 
Documentation in Manufacturing and 
Quality Control 
Documentation is required throughout 
manufacturing and testing activities. 
Manufacturing records provide evidence of the 
materials, equipment, process parameters, 
personnel, environmental conditions, and 
processing steps associated with a particular 
batch. Quality-control records provide 
evidence of sampling, testing, analytical 
results, calculations, equipment use, and 
review of laboratory data. 
Accurate documentation allows a batch to be 
reconstructed retrospectively and facilitates 
investigation when an unexpected result or 
deviation occurs. 

Personnel and GDP Training 
Personnel involved in pharmaceutical 
manufacturing and quality activities should 
receive appropriate training in GDP and data-
integrity principles. 
Training should address: 
• GDP principles 
• Proper completion of records 
• Contemporaneous recording 
• Documentation corrections 
• Data-integrity requirements 
• Electronic-record practices 
• Use of controlled forms 
• Deviation reporting 
• Record review 
• Document-control procedures 
Training effectiveness should be assessed 
rather than relying solely on attendance 
records. Appropriate assessment may include 
written examinations, practical 
demonstrations, observation of job 
performance, or other suitable methods. 
Review, Approval, and Record Retrieval 
Documents and records should undergo 
appropriate review to identify missing 
information, inconsistencies, calculation 
errors, unauthorized changes, or other 
documentation deficiencies. 
Effective review ensures that records are 
complete and suitable for their intended 
purpose. Records should also remain readily 
retrievable throughout the defined retention 
period. 
Good record-retention practices support 
investigations, regulatory inspections, product 
traceability, complaint handling, recalls, and 
historical assessment of manufacturing 
performance. 
Impact of GDP on Pharmaceutical Quality 
Assurance 
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Good Documentation Practices contribute to 
pharmaceutical Quality Assurance by 
providing reliable evidence that quality-related 
activities have been performed as intended.  
The value of GDP extends beyond record 
keeping because documentation supports 
decision-making, traceability, investigation, 
risk management, and continual improvement. 

GDP and Data Integrity 
Data integrity is one of the most important 
areas associated with pharmaceutical 
documentation. Quality decisions should be 
based on data that are reliable, complete, 
accurate, consistent, and traceable. 

Data-integrity risks may occur in: 
• Laboratory analytical records 
• Batch manufacturing records 
• Environmental-monitoring records 
• Stability studies 
• Equipment records 
• Electronic audit trails 
• Manufacturing-process parameters 
• Computerized quality systems 
The implementation of GDP helps establish 
appropriate controls over the creation, 
modification, review, retention, and retrieval 
of such data. Data integrity should not be 
considered solely an information-technology 
issue. It is influenced by organizational 
culture, procedures, system design, personnel 
behaviour, training, management commitment, 
and the overall Pharmaceutical Quality 
System. 

GDP and Traceability 
Traceability allows pharmaceutical 
organizations to establish a documented 
history of materials, processes, testing, and 
product disposition. 
Appropriate records can help identify: 
• Source of raw materials 
• Supplier information 

• Manufacturing batch details 
• Equipment used 
• Personnel involved 
• Processing conditions 
• Analytical results 
• Packaging activities 
• Storage conditions 
• Product distribution information 
Effective traceability is particularly important 
during deviation investigations, product 
complaints, recalls, and regulatory inspections. 
GDP and Manufacturing Process Control 
Manufacturing processes depend on accurate 
recording of process parameters and operating 
conditions. Batch records document the 
activities performed during manufacturing and 
provide evidence that approved instructions 
were followed. 
Examples of information that may require 
documentation include: 
• Temperature 
• Mixing time and speed 
• Granulation parameters 
• Compression parameters 
• Tablet weight 
• Coating conditions 
• Filling volume 
• Environmental conditions 
• Equipment identification 
• Processing and holding times 
Accurate recording of such information 
enables review of process performance and 
supports identification of trends or unexpected 
variations. 
GDP and Process Validation 
Process validation requires comprehensive 
documentation to demonstrate that a 
manufacturing process is capable of 
consistently producing products that meet 
predefined quality requirements. 
GDP supports documentation of: 
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• Validation protocols 
• Validation acceptance criteria 
• Process-validation results 
• Cleaning-validation studies 
• Analytical-method validation 
• Equipment qualification 
• Utility qualification 
• Computerized-system validation 
• Continued process-verification activities 
Reliable validation documentation provides 
evidence that processes have been 
appropriately evaluated and remain in a state 
of control. 
GDP and Deviation Management 
A deviation represents a departure from an 
approved procedure, specification, process, or 
expected condition. Effective documentation 
is essential from the initial identification of a 
deviation through investigation and closure. 
Deviation records should appropriately 
capture: 
1. Description of the deviation. 
2. Date and time of occurrence or detection. 
3. Immediate actions and containment. 
4. Initial impact assessment. 
5. Investigation activities. 
6. Root-cause analysis. 
7. Product and process impact. 
8. Corrective and preventive actions. 
9. Responsible personnel. 
10. Effectiveness assessment and closure. 
Complete documentation allows investigators 
to reconstruct events and supports 
scientifically justified conclusions. 
GDP and CAPA 
Corrective and Preventive Action (CAPA) 
systems depend heavily on reliable 
documentation. 
Documentation should establish: 
• The identified problem 
• Root cause 

• Corrective action 
• Preventive action 
• Responsible personnel 
• Implementation date 
• Completion status 
• Effectiveness verification 
Poor documentation may result in ineffective 
investigations or difficulty demonstrating 
whether CAPA actions actually addressed the 
underlying problem. 

GDP and Change Control 
Changes involving equipment, raw materials, 
manufacturing processes, analytical methods, 
facilities, computerized systems, suppliers, or 
packaging components should be 
appropriately documented and assessed. 
Change-control documentation should 
generally include: 
• Reason for the change 
• Description of the proposed change 
• Quality impact assessment 
• Regulatory assessment 
• Risk assessment 
• Validation requirements 
• Training requirements 
• Implementation plan 
• Post-implementation review 
• Effectiveness assessment a Pharmaceutical 

Quality System and emphasizes 
management responsibility, process 
performance and product-quality 
monitoring, CAPA, change 

Proper documentation provides evidence that 
changes have been evaluated before 
implementation and that the established state 
of control has been appropriately considered. 
GDP, GMP, and Pharmaceutical Quality 
Systems 
Good Manufacturing Practices provide the 
overall framework for controlling 
pharmaceutical manufacturing operations, 
while Good Documentation Practices provide 
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documented evidence that these controls have 
been implemented. 
A Pharmaceutical Quality System (PQS) 
integrates quality responsibilities across 
manufacturing, quality control, quality 
assurance, engineering, regulatory affairs, 
supply chain, research and development, and 
management. 
ICH Q10 describes a model for a 
Pharmaceutical Quality System and 
emphasizes management responsibility, 
process performance and product-quality 
monitoring, CAPA, change management, and 
management review. 
GDP supports these PQS elements by ensuring 
that relevant information is recorded and 
available for review and decision-making. 
Therefore, GDP should not be considered an 
isolated documentation activity. It should 
function as an integral component of the 
broader GMP and Pharmaceutical Quality 
System framework. 
GDP and Quality Risk Management 
Quality Risk Management (QRM) provides a 
systematic approach for identifying, 
evaluating, controlling, communicating, and 
reviewing risks to pharmaceutical quality. 
Documentation is important at each stage of 
the risk-management process because risk 
assessments, decisions, controls, and review 
outcomes need to be appropriately recorded. 

Common QRM tools include: 
• Failure Mode and Effects Analysis 

(FMEA) 
• Fishbone or Ishikawa analysis 
• Fault Tree Analysis 
• Hazard Analysis and Critical Control 

Points (HACCP) 
• Risk ranking 
Reliable documentation ensures that risk-
management decisions can be understood, 

reviewed, justified, and reassessed when new 
information becomes available. 

GDP and Quality by Design 
Quality by Design (QbD) is a systematic 
approach to pharmaceutical development 
based on predefined objectives, product 
knowledge, process understanding, and risk-
management principles. 
Documentation is important element of 
pharmaceutical quality systems. The FDA also 
provides expectations concerning important 
throughout QbD activities because 
development knowledge and scientific 
decisions must be appropriately recorded. 

Important QbD concepts include: 
• Quality Target Product Profile (QTPP) 
• Critical Quality Attributes (CQAs) 
• Critical Material Attributes (CMAs) 
• Critical Process Parameters (CPPs) 
• Risk assessment 
• Design space 
• Control strategy 
• Process understanding 
• Continued process verification 
Appropriate documentation of development 
studies, risk assessments, process knowledge, 
and control strategies supports technology 
transfer, process validation, troubleshooting, 
change management, and continued process 
improvement. 
GDP and Quality Metrics 
Documentation-related quality metrics can 
help organizations monitor the effectiveness of 
their documentation systems. 
Potential indicators include: 
• Documentation-error rate 
• Missing-record frequency 
• GDP deviation rate 
• Batch-record review observations 
• Recurring documentation errors 
• Documentation-related CAPA 
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• Record-completion rate 
• Training effectiveness 
• Document-review completion 
• Change-control documentation errors 
• Audit observations related to 

documentation 
• Data-integrity observations 
Quality metrics should not be considered 
merely numerical targets. Their value depends 
on appropriate analysis and follow-up. 
Trend analysis can help identify recurring 
documentation problems, inadequate training, 
weaknesses in procedures, ineffective CAPA, 
and potential data-integrity risks. 

GDP and Regulatory Compliance 
Documentation is a major component of 
pharmaceutical regulatory compliance because 
regulatory authorities require manufacturers to 
demonstrate that manufacturing and quality 
activities are appropriately controlled and 
documented. 
WHO GMP principles emphasize appropriate 
documentation as an important element of 
pharmaceutical quality systems. The FDA also 
provides expectations concerning data 
integrity and CGMP records. 
In India, pharmaceutical manufacturing 
requirements are governed by the Drugs Rules 
and applicable GMP provisions under 
Schedule M. The revised Schedule M notified 
through G.S.R. 922(E) in December 
2023quently, electronic documentation 
systems should be appropriately validated and 
controlled further emphasizes systematic 
quality management, documentation, 
validation, and related manufacturing controls. 
Regulatory compliance therefore requires 
more than simply maintaining documents. 
Records must accurately reflect actual 
activities and must be appropriately controlled, 
reviewed, retained, and retrievable. 

Effective GDP also supports inspection 
readiness by allowing organizations to 
demonstrate documented evidence of their 
quality systems and manufacturing activities. 

GDP and Electronic Documentation 
The pharmaceutical industry is increasingly 
adopting electronic systems for 
manufacturing, laboratory operations, quality 
management, and record keeping. 
Electronic documentation may include: 
• Electronic batch records 
• Laboratory information-management 

systems 
• Electronic quality-management systems 
• Electronic signatures 
• Electronic audit trails 
• Computerized maintenance systems 
• Electronic training systems 
Electronic systems can improve accessibility, 
traceability, and efficiency; however, they also 
introduce risks related to unauthorized access, 
inappropriate data modification, system 
configuration, audit-trail review, 
cybersecurity, and data retention. 
Consequently, electronic documentation 
systems should be appropriately validated and 
controlled. User access, electronic signatures, 
audit trails, backup, data retention, and system 
security should be managed according to 
applicable regulatory and quality 
requirements. 

GDP and Pharmaceutical Quality Culture 
The effectiveness of GDP depends not only on 
procedures and documentation systems but 
also on organizational behaviour and quality 
culture. 
A positive documentation culture is 
characterized by: 
• Management commitment to data integrity 
• Appropriate employee training 
• Accurate and timely recording 
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• Transparent reporting of errors 
• Scientific decision-making 
• Clear accountability implementation can 

present 
• Effective communication 
• Appropriate investigation of 

documentation errors 
• Protection against inappropriate alteration 

of records 
• Continuous improvement 
Employees should understand that 
documentation represents a permanent record 
of pharmaceutical activities and should 
therefore be completed honestly and 
accurately. 
Management should also ensure that 
production targets or operational pressures do 
not encourage inappropriate documentation 
practices. 

Challenges in Implementation of GDP 
Although GDP provides significant benefits, 
effective implementation can present several 
challenges. 

Human Error 
Documentation errors may occur because of 
inadequate training, workload, unclear 
procedures, or lack of attention. 

Inadequate Training 
Personnel who are unfamiliar with GDP 
requirements may incorrectly complete, 
correct, review, or maintain records. 

Excessive Documentation 
Poorly designed documentation systems may 
create unnecessary administrative burden 
without improving quality. 

Electronic-System Challenges 
Computerized systems require appropriate 
validation, access control, audit-trail 
management, backup, and data-security 
measures. 

Documentation Culture 
If employees perceive documentation as a 
formality rather than a quality requirement, the 
reliability of records may be compromised. 

Legacy Systems 
Older computerized and paper-based systems 
may not adequately support modern data-
integrity and documentation requirements. 

Complex Manufacturing Operations 
Large-scale manufacturing and global supply 
chains may generate extensive documentation 
that requires effective particularly important in 
areas such as data integrity, deviation 
investigation, CAPA, change control, 
validation, risk management, and regulatory 
inspection. Reliable records enable Quality 
System described in ICH Q10 by providing 
documented information necessary for process 
monitoring, CAPA, change management 
control, review, retention, and retrieval. 
Strategies for Strengthening GDP-Based 
Quality Assurance 
Organizations can strengthen GDP through an 
integrated approach involving: 
• Clearly defined documentation procedures 
• Regular GDP training and effectiveness 

assessment 
• Appropriate document-control systems 
• Periodic review of critical records 
• Effective data-integrity controls 
• Risk-based documentation practices 
• Controlled electronic systems 
• Audit-trail review where applicable 
• Effective deviation and CAPA 

management 
• Periodic internal audits 
• Management review 
• Documentation-related quality metrics 
• Continuous improvement 

A practical framework can be represented as: 
GDP Principles 
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↓ 
Controlled Documentation System 

↓ 
Trained and Competent Personnel 

↓ 
Accurate and Complete Records 

↓ 
Data Integrity and Traceability 

↓ 
Effective Investigation, CAPA and Change 

Control 
↓ 

Regulatory Compliance and Continuous 
Improvement 

↓ 
Reliable Pharmaceutical Quality 

Assurance 
This framework demonstrates that GDP should 
function as an integrated quality activity rather 
than as an isolated administrative requirement. 
Discussion 
The reviewed regulatory and scientific 
literature indicates that Good Documentation 
Practices have a broad influence on 
pharmaceutical Quality Assurance. 
Documentation provides objective evidence 
that manufacturing, testing, validation, 
storage, and quality-related activities have 
been performed according to approved 
requirements. 
The relationship between GDP and Quality 
Assurance becomes particularly important in 
areas such as data integrity, deviation 
investigation, CAPA, change control, 
validation, risk management, and regulatory 
inspection. Reliable records enable 
organizations to reconstruct events, identify 
the causes of problems, evaluate product 
impact, and implement appropriate corrective 
measures. 
GDP also supports the Pharmaceutical Quality 
System described in ICH Q10 by providing 
documented information necessary for process 

monitoring, CAPA, change management, and 
management review. Similarly, quality-risk-
management activities depend on reliable 
documentation to demonstrate the basis for 
risk-based decisions. 
The increasing adoption of electronic records 
has further strengthened the relationship 
between documentation and data integrity. 
Modern pharmaceutical organizations 
therefore need to consider both 
traditionalantly, the effectiveness of GDP 
depends on organizational culture. Written 
procedures alone cannot guarantee reliable 
records if personnel are inadequately trained or 
if the organizational environment does not 
support transparent record keeping. Proper 
documentation contributes to data integrity, 
process validation, deviation investigation, 
CAPA, change control, quality-risk 
management, regulatory compliance, and 
continuous improvement documentation 
practices and computerized-system controls 
when establishing an effective GDP 
framework. Importantly, the effectiveness of 
GDP depends on organizational culture. 
Written procedures alone cannot guarantee 
reliable records if personnel are inadequately 
trained or if the organizational environment 
does not support transparent reporting and 
accurate documentation. 
Thus, GDP should be considered a core 
element of pharmaceutical Quality Assurance. 
Its effectiveness can be assessed through 
record accuracy, traceability, documentation-
related deviations, data-integrity performance, 
CAPA effectiveness, inspection findings, and 
continual improvement. 

Conclusion 
Good Documentation Practices are a 
fundamental component of pharmaceutical 
Quality Assurance and provide the 
documented foundation for demonstrating that 
manufacturing, testing, validation, storage, and 
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other quality-related activities are performed 
according to approved procedures and 
regulatory requirements. Effective GDP 
supports the accuracy, completeness, 
consistency, traceability, and integrity of 
pharmaceutical records and data. The role of 
GDP extends beyond routine record keeping.  
Proper documentation contributes to data 
integrity, process validation, deviation 
investigation, CAPA, change control, quality-
risk management, regulatory compliance, and 
continuous improvement. It also enables 
organizations to reconstruct manufacturing 
activities, identify sources of quality problems, 
and make informed quality decisions. 
The increasing use of electronic records and 
computerized quality systems has further 
emphasized the need for appropriate 
documentation controls, system validation, 
access management, audit trails, data retention, 
and personnel training. At the same time, 
management commitment and a strong quality 
culture remain essential for ensuring than as an 
administrative requirement. Consistent 
implementation of effective documentation 
practices strengthens data reliability, improves 
traceability, supports regulatory compliance, 
and contributes to the consistent quality and 
safety of pharmaceutical products.  
Ultimately, a robust GDP system supports the 
primary objective for Pharmaceutical 
Products: Main Principles. In: WHO Expert 
Committee on Specifications for 
Pharmaceutical Preparations: Forty-Eighth 
Report. WHO Technical Report Series, No. 
986, Annex 2. Geneva: World Health 
Organization; 2014 that documentation 
accurately reflects actual pharmaceutical 
operations. 
Overall, GDP should be regarded as an integral 
part of the GMP and Pharmaceutical Quality 
System rather than as an administrative 
requirement. Consistent implementation of 

effective documentation practices strengthens 
data reliability, improves traceability, supports 
regulatory compliance, and contributes to the 
consistent quality and safety of pharmaceutical 
products.  
Ultimately, a robust GDP system supports the 
primary objective of pharmaceutical Quality 
Assurance: protecting patients through reliable 
and controlled pharmaceutical manufacturing. 
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