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1. Purpose
The purpose of this procedure is to define order and process of GCP inspection a clinical trial.
2. Scope
This procedure applies for operating of the GCP inspection of clinical trials in the Administration of Science, Technology, and Training.
3. Reference 
Circular No. 29/2018/TT-BYT dated October 29, 2018 of the Minister of Health Regulations on clinical trial of drugs.
4. Definitions and abbreviations
- LoM: Leaders of Ministry of Health

- The ASTT: the Administration of Science, Technology and Training
- ASTT Leader: Leaders of the Administration of Science, Technology and Training

- ASTT Office: Office of the Administration of Science, Technology and Training 
- DSTM: Division of Science Technology Magagement
- QMS: Quality management system

- NEC: National Ethics Committee
- NEC Office: Office of National Ethics Committee
- CPP: Certificate of Pharmaceutical Product

 - CRF: Case Report Form

- CRO: Contract Research Organization

- CRU: Clinical Research Unit

- FSC: Certificate of Free Sale 

- GCP: Good Clinical Practice

- GLP: Good Laboratory Practice

- GMP: Good Manufactory Practice

- IB: Investigator’s Brochure 

- SMO: Site Management Organization

- SOP: Standard Operating Procedure

5. Procedure
5.1. Process diagram
	Responsibility
	Sequence of implementation
	Time
	Reference

	ASTT
	

	
	5.2.1

	Clinical trial unit
	

	Before the inspection date
	5.2.2

	GCP inspection team
	
	15 working days
	5.2.3

	ASTT


	
	5 working days
	5.2.4

	Clinical trial unit
	
	45 days
	5.2.5

	ASTT


	
	20 days
	5.2.6



	ASTT


	
	5 working days
	5.2.7


5.2. Describe the steps of the implementation process:

5.2.1. Selecting sites and notify the inspection plan
· Selecting sites needs to be audited based on below criteria:

· New principle investigator (approved as a principle investigator to conduct the study for the first time).

· Principle investigator has conducted multiple studies in various sites. 

· New sites (conducting a study for the first time). 

· Remarkable serious adverse event reports
· New product development study (phase 1, 2, 3) 

· Noncompliance or suspicion on the study conducted
· Not submitting progress reports often
· Establish inspection delegation
· Inspection delegation components include members of the ASTT, National Ethics Committee, in necessary case may invite experts

· Inspection members need to be stated clearly in writing with signature of Leaders of the ASTT

· Notify the inspection plan 

Representative of the inspection delegation will:
· Contact with investigators, sites to notify the inspection and agree on suitable inspection time and date
· Prepare proper logistics for the site visit (transportation, accommodation, documents)

· Review dossier archival about the study and site at the ASTT

· Note properly, or

· Copy some dossiers to compare with dossier archival at site.
5.2.2. Preparing for GCP inspection

Based on the plan for GCP inspection of ASTT, the clinical trials unit shall prepare documents for GCP inspection before the inspection time according to the plan announced by ASTT. 
5.2.3. GCP inspection

· Representative of the inspection delegation will
· Check the archiving of essential documents at site

· Check dossiers of at least 3 subjects
· Observe informed consent process; subject recruiting process (if possible)
· Observe lab equipment and other necessary equipment for the study at that site
· Collect opinions of subjects
· Observe preservation, using investigational product process

· Check monitoring dossier
· Points to note:
· Actual criteria of subjects, compare with criteria in the protocol

· Compliance in implementing regimes to protect the benefits of volunteer subjects in the whole or some part of the study

· Training quality for investigators in comparison with requirements in the protocol and actual practice.

· Compliance with some important steps of clinical trial design: randomization, blinding, subject identity protection, encryption and decryption subjects

· Compliance with some content of the procedure affecting much to vaccination quality: screening; schedule, dose of vaccination; preventing infection; detecting and monitoring adverse event procedure; record case report form CRF/eCRF; handling serious adverse events…
· Compliance with blood sampling procedure, sample transportation, test at field and lab.

· Compliance with data collection, statistics analysis procedure in accordance with approved protocol and per statistics analysis plan of the outcomes.
· Compliance with regulation on recording, using and preserving, archiving study documents, dossiers at field and at site
· Check informed consent form to ensure that site is using the latest version
· Check randomly subject dossiers to ensure that subjects signed in applicable informed consent form

· Review dossier archiving of Independent Ethics Committee/ Institutional Review Board for the study
· Meeting to notify in summary report/ comments for the inspection.

· Receiving feedbacks
· Secretary of the inspection delegation will:

· Write inspection report to describe findings within 5 days after the visit
· Send one copy of inspection report to archive in dossier in item “GCP inspection”.

· Send one copy of inspection report to site to archive in study dossier

· Archive the report in that study dosser.

5.2.4. Handling inspection results 

5.2.4.1. In case the GCP inspection minutes concludes that the clinical trials has complied with GCP: Within 10 working days from the date of signing the evaluation minutes, ASTT shall issue a document to confirm GCP compliance of the clinical trial.
5.2.4.2. In case the the GCP inspection minutes concludes that the clinical trials have some contents which must be overcome and corrected. Within 5 working days from the end of the inspection, ASTT shall send a notice to the clinical trials unit, in which, requiring the clinical trials unit has to solve the existing matters and send the corrective action report to ASTT.

5.2.4.3. In case the the GCP inspection minutes concludes that the clinical trials has not complied with GCP:
Within 5 working days from the end of inspection, on the basis of assessment of the risks for research quality, health and safety of participants in drug trials, ASTT shall issue a notice about GCP non-compliance and based on the nature and severity of violations, ASTT shall implement one or more of the following measures:
a) Impose fines under their competence (if any) or propose the competent agencies to carry out sanction of administrative violations pursuant to provisions on handling of administrative violations;
b) Submit to the Minister of Health to issue a decision on revocation of the certificate of satisfaction of pharmaceutical business conditions and/or to revoke GCP certificate.
5.2.5. Correction

Within 45 days from the date of the written notice of ASTT, the clinical trials unit should finish the correction and report the results together with evidence (documents, records, photos, videos, certificates) to prove that the handling of existing problems stated in GCP inspection munites has been done. 
5.2.6. Reviewing corrective action report

a) Within 20 days after receipt of corrective action report enclosed with evidence (documents, documents, photos, videos, certificates), ASTT shall review the corrective results of the clinical trials and conclude the GCP compliance of clinical trials as follows:
- In case the correction of the clinical trials meets the requirements: ASTT shall grant a GCP certificate; 
- In case the correction of clinical trials does not meet the requirements: ASTT shall issue a notice to require the clinical trials to fulfill the correction and submit additional reports. The extension deadline for this work is 45 days from the issuance date of the notice.
b) Within 90 days from the end of the inspection, the clinical trials unit has not sent corrective action reports or after the correction, the result of the correction is not satisfactory, ASTT shall issue a notice about GCP non-compliance and based on the nature and severity of violations, ASTT shall implement one or more of the following measures:

- Impose fines under their competence (if any) or propose the competent agencies to carry out sanction of administrative violations pursuant to provisions on handling of administrative violations;

- Submit to the Minister of Health to issue a decision on revocation of the certificate of satisfaction of pharmaceutical business conditions and/or to revoke GCP certificate.
5.2.7. 
Keeping records as archives



Within 05 working days from the date of final decision on the serious adverse events report, Division of Science technology mannagement is responsible for collecting records and keeping records as archives as specified.
6. DOSSIER
· GCP inspection plan

· GCP inspection official letter

· GCP Inspection Checklist

· GCP inspection report

7. APPENDIX
· BM.KHCN.11.01: GCP inspection official letter

· BM.KHCN.11.02: GCP Inspection Checklist

· BM.KHCN.11.03: GCP inspection report
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