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[bookmark: _Toc216685818]Purpose
[bookmark: _Hlk156815142]This policy describes the set of University of Birmingham (UoB) principles of Good Clinical Practice (GCP) for the designing, conducting, recording and reporting of clinical research involving human participants. Compliance with the 23 principles of GCP (listed below) provides assurance that the rights, safety and well-being of research participants are protected and respected, and ensures the integrity of the research data.
[bookmark: _Toc216685819]Scope
This policy applies to: (1) clinical research sponsored by the UoB; (2) clinical research sponsored by another institution, except to the extent that the policy is inconsistent with any contract between UoB and that institution; and (3) clinical research approved by a UoB research ethics committee (REC) in circumstances where the REC requires that the clinical research conform with this document. 
Where this policy does not apply, the chief investigator (CI) of a clinical research project may at their discretion refer to it as a non-binding source of guidance.
[bookmark: _Toc216685820]Implementation plan
This policy will be implemented in line with this document’s effective date.
[bookmark: _Ref153523581][bookmark: _Toc216685821]Stakeholders
UoB staff members and others working with the UoB clinical research quality management system (QMS).
[bookmark: _Toc216685822]Background
The UoB Principles of GCP for Clinical Research has been developed with reference to documents listed below. 
UK Policy Framework for Health and Social Care Research
The Medicines for Human Use (Clinical Trials) Regulations 2004 (as amended) (UK SI 2004 No. 1031)
The Medicines for Human Use (Clinical Trials) (Amendment) Regulations 2025 (UK SI 2025 No. 538)
International Council on Harmonisation (ICH): Guidelines for GCP E6(R3)
World Medical Association (WMA) Declaration of Helsinki
For more further information on the UoB’s research governance framework for conducting clinical research, refer to the Clinical Research Quality Manual (UoB-CQM-POL-001).  

[bookmark: _Toc216685823]Principles
[bookmark: _Toc189213689][bookmark: _Toc216685824]Principle 1: Safety
The safety and well-being of the individual prevail over the interests of science and society.
[bookmark: _Toc189213690][bookmark: _Toc216685825]Principle 2: Competence
All the people involved in managing and conducting a research project are qualified by education, training and experience, or otherwise deemed competent under the supervision of a suitably qualified person, to perform their tasks.
[bookmark: _Toc189213691][bookmark: _Toc216685826]Principle 3: Scientific and ethical conduct
Research projects are scientifically sound and guided by ethical principles in all their aspects, with periodic review of current scientific knowledge and approaches to determine if modifications are required.
[bookmark: _Toc189213692][bookmark: _Toc216685827]Principle 4: Integrity, quality and transparency
Research is designed, reviewed, managed and undertaken in a way that ensures integrity, quality and transparency.
[bookmark: _Toc189213693][bookmark: _Toc216685828]Principle 5: Interventional product information
The available non-clinical and clinical information on an interventional product shall be adequate to support the proposed research project.
[bookmark: _Toc216685829]Principle 6: Protocol
The design, procedures and scientific objectives of the research are clearly described and justified in a research protocol, where applicable conforming to a standard template and/or specified contents.
[bookmark: _Toc216685830]Principle 7: Legality
The researchers and sponsor familiarise themselves with relevant legislation and guidance in respect of managing and conducting the research.
[bookmark: _Toc216685831]Principle 8: Respect for privacy
All information collected for, or as part of, the research project is recorded, handled and stored appropriately and in such a way and for such time that it can be accurately reported, interpreted and verified, while the confidentiality of individual research participants remains appropriately protected. Data and tissue collections are managed in a transparent way that demonstrates commitment to their appropriate use for research and appropriate protection of privacy.
[bookmark: _Toc216685832]Principle 9: Benefits and risks
Before the research project is started, any anticipated benefit for the individual participant and other present and future recipients of the health or social care in question is weighed against the foreseeable risks and inconveniences once they have been mitigated.
[bookmark: _Toc216685833]Principle 10: Medical care
The medical care given to, and medical decisions made on behalf of, participants should always be the responsibility of an authorised health professional (i.e. doctor, dentist, nurse or pharmacist).
[bookmark: _Toc216685834]Principle 11: Approval
A research project is started only if a REC and any other relevant approval body have favourably reviewed the research proposal or protocol and related information, where their review is expected or required.
[bookmark: _Toc216685835]Principle 12: Participant rights
The rights of the participants’ physical and mental integrity are safeguarded.
[bookmark: _Toc216685836]Principle 13: Insurance and indemnity
Adequate provision is made for insurance or indemnity to cover liabilities that may arise in relation to the design, management and conduct of the research project.
[bookmark: _Toc216685837]Principle 14: Choice
Research participants are afforded respect and autonomy, taking account of their capacity to understand. Where there is a difference between the research and the standard practice that they might otherwise experience, research participants are given information to understand the distinction and make a choice, unless a research ethics committee agrees otherwise. Where participants’ explicit consent is sought, it is voluntary and informed. Where consent is refused or withdrawn, this is done without reprisal.
[bookmark: _Toc216685838]Principle 15: Interventional products management
Interventional products should be manufactured, shipped, handled, labelled, stored, dispensed and disposed of in accordance with applicable regulations, where appropriate. They should be used in accordance with the approved protocol.
[bookmark: _Toc216685839]Principle 16: Patient, service user and public involvement
Patients, service users and the public are involved in the design, management, conduct and dissemination of research, unless otherwise justified.
[bookmark: _Toc216685840]Principle 17: Information about the research
For all clinical trials approved by a NHS REC: to avoid wasted effort, information about research projects (other than those for educational purposes) is made publicly available before* the first participant is recruited (unless a deferral is agreed by or on behalf of the REC).  All communication about the research should be objective and non-promotional. 
For all other research: whilst it may not be a condition of the favourable REC opinion to register the project on a public database, it is considered best practice. Also, registration to a public database may be a requirement for a research paper to be accepted for publication in an academic journal.  
Refer to the UoB position paper on clinical research registration (Word – 309 KB) for guidance on what registries should be used and drivers that necessitate registration of research on a publicly accessible database.
* Under the Medicines for Human Use (Clinical Trials) (Amendment) Regulations 2025, which come into force on 28 April 2026, all regulated clinical trials conducted in the UK must be registered in a publicly accessible registry. This registration must occur either before the first participant is recruited or within 90 days of the trial’s approval (whichever is earlier). 
[bookmark: _Toc216685841]Principle 18: Compliance
Sanctions for non-compliance with these principles may include appropriate and proportionate administrative, contractual or legal measures by funders, employers, relevant professional and statutory regulators, and other bodies.
[bookmark: _Toc216685842]Principle 19: Justified intervention
The intended deviation from normal treatment, care or other services is adequately supported by the available information (including evidence from previous research), where appropriate.
[bookmark: _Toc216685843]Principle 20: Ongoing provision of treatment
The research protocol and the participant information sheet will explain the special arrangements, if any, after the research intervention period has ended (e.g. continuing or changing the treatment, care or other services that were introduced for the purposes of the research), where appropriate.
[bookmark: _Toc216685844]Principle 21: Integrity of the care record
All information about treatment, care or other services provided as part of the research project and their outcomes is recorded, handled and stored appropriately and in such a way and for such time that it can be understood, where relevant, by others involved in the participants’ care and accurately reported, interpreted and verified, while the confidentiality of participants’ records remains protected, where appropriate.


[bookmark: _Toc216685845]Principle 22: Duty of care
The duty of care owed by health and social care providers continues to apply when their patients and service users take part in research. A relevant health or social care professional retains responsibility for the treatment, care or other services given to patients and service users as research participants and for decisions about their treatment, care or other services. If an unmanageable conflict arises between research and patient interests, the duty to the participant as a patient prevails, where appropriate.
[bookmark: _Toc216685846]Principle 23: Accessible findings 
Other than research for educational purposes and early phase trials, the findings, whether positive or negative, are made accessible, with adequate consent and privacy safeguards, in a timely manner after they have finished, in compliance with any applicable regulatory standards, i.e. legal requirements or regulators’ expectations. In addition, where appropriate, information about the research’s findings is available, in a suitable format (objective and non-promotional) and timely manner, to those who took part in it, unless otherwise justified.


[bookmark: _Toc216685847]Related documents
[bookmark: _Toc216685848]Associated QMS documents
No associated document
[bookmark: _Toc216685849]Additional QMS documents
UoB-CQM-POL-001 Clinical Research Quality Manual
Access to the full UoB QMS for clinical research is available via the CRCT website.
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[bookmark: _Toc216685851]Abbreviations
	CRCT
	Clinical Research Compliance Team

	GCP
	Good clinical practice

	ICH
	International Council on Harmonisation

	QMS
	Quality management system

	REC
	Research ethics committee

	REGI
	Research Ethics, Governance and Integrity Team

	UoB
	University of Birmingham

	WMA
	World Medical Association


See also Glossary of Terms for a full list of abbreviations and definitions. 
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[bookmark: _Toc216685854]Document version log
The table below summarise the changes made to this document compared to its superseded versions. For information on earlier versions not shown, please email the CRCT (crct@contacts.bham.ac.uk).  
	Version
	Reason for update

	3.0
(05-Jan-2026)
	New QMS template updated.
Document scope amended to reflect standardised wording used in the UoB QMS.
New ‘background’ section added.
Updates to principles 2, 3, 6, 15, 17 and 23. 
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