Annex 1
Application for a Certificate of Biosafety
 (Enclosed with Circular No. 29/2012/TT-BYT dated December 04, 2012 by the Minister of Health) 


	......1.......
No. :       /

	SOCIALIST REPUBLIC OF VIETNAM
Independence - Freedom - Happiness 




....... …………2…….[date]………………
APPLICATION FOR A CERTIFICATE OF BIOSAFETY

To : …………………………………3……………………………
Name of the medical facility having the laboratory: ……………………………………………….
Laboratory: ………………………………………………………………..
Address: ……………………………………4………………………………………….
Phone: 
Email (if any): 
.
Pursuant to Circular No. …../TT-BYT dated ………….[date]………… by the Minister of Health on procedures for issuance/reissuance of Certificates of Biosafety to laboratories. We have fulfilled the required procedures regarding facilities, equipment, human resources and documents related to the application for the Certificate of Biosafety Level…. 

We humbly request the consideration, inspection and issuance of a Certificate of Biosafety Level…….. (Please find the documents enclosed herewith).
We undertake to fully comply with regulations on biosafety at laboratories and take legal responsibility for our operation.
The Manager
 (Signature and seal)
1. The medical facility owing the laboratory
2. Location
3. Issuer of the Certificate of Biosafety
4. Detailed address of facility owning the laboratory
Annex 2
List of employees of laboratory
 (Enclosed with Circular No. 29/2012/TT-BYT dated December 04, 2012 by the Minister of Health) 


List of employees of the laboratory
	No.
	Full name 
	Title
	Qualificatioon
	Task

	1
	
	
	
	

	2
	
	
	
	

	3
	
	
	
	

	4
	
	
	
	

	...
	
	
	
	


Representative of medical facility owning the laboratory
 (Signature and seal)
Annex 3
List of equipment of the laboratory 

 (Enclosed with Circular No. 29/2012/TT-BYT dated December 04, 2012 by the Minister of Health) 


List of equipment of the laboratory
	No.
	Name of the equipment
	Model
	Manufacturer
	Country of manufacture
	Year of manufacture
	Use status
	Maintenance/calibration
	Note

	1
	
	
	
	
	
	
	
	

	2
	
	
	
	
	
	
	
	

	3
	
	
	
	
	
	
	
	


Representative of medical facility owning the laboratory
 (Signature and seal)
Annex 4
Application for reissuance of a Certificate of Biosafety which is expired, damaged or lost
 (Enclosed with Circular No. 29/2012/TT-BYT dated December 04, 2012 by the Minister of Health)


	.......1...... No. :       /
	SOCIALIST REPUBLIC OF VIETNAM
Independence - Freedom - Happiness 


...... …………2…….[date]………………
APPLICATION FOR REISSUANCE OF A CERTIFICATE OF BIOSAFETY WHICH IS EXPIRED, DAMAGED OR LOST

To: ………………….3………………….
Name of the medical facility owning the laboratory: .......………………………………………….
Address: ……………………………………4………………………………………….
Phone: ………………… Email (if any): ………………………………………….
The Certificates of Biosafety No.: …………………… Date of issue: ……………………………………
Pursuant to Circular No. …../2012/TT-BYT dated ………….[date]………… by the Minister of Health on procedures for issuance/reissuance of Certificates of Biosafety to laboratories.
Hereby apply for reissuance of the Certificate of Biosafety due to:
Expiration:
Damage:
Loss:
We humbly request the consideration, inspection and reissuance of a Certificate of Biosafety Level…….. (Please find the documents enclosed herewith).
We undertake to fully comply with regulations on biosafety at laboratories and take legal responsibility for our operation.
The Manager
 (Signature and seal)
1. The medical facility owning the laboratory
2. Location
3. Issuer of the Certificate of Biosafety
4. Detailed address of facility owning the laboratory
Annex 5
Application for reissuance of the Certificate of Biosafety due to changes in name of the medical facility
 (Enclosed with Circular No. 29/2012/TT-BYT dated December 04, 2012 by the Minister of Health)


	......1...... No. :       /
	SOCIALIST REPUBLIC OF VIETNAM
Independence - Freedom - Happiness 
	


..... …………2…….[date]………………
APPLICATION FOR REISSUANCE OF CERTIFICATE OF BIOSAFETY DUE TO CHANGES IN NAME OF MEDICAL FACILITY OWNING THE LABORATORY

To: ………………….3………………….
Name of the medical facility owning the laboratory: ……………………………………………….
Address: ……………………………………4………………………………………….
Phone: ………………… Email (if any): ………………………………………….
The Certificates of Biosafety No.: …………………… Date of issue: ……………………………………
Pursuant to Circular No. …../2012/TT-BYT dated ………….[date]………… by the Minister of Health on procedures for issuance/reissuance of Certificates of Biosafety to laboratories.  

On the basis of …5… regarding the change of name of the medical facility owning the laboratory 

We humbly request the consideration, inspection and reissuance of a Certificate of Biosafety Level…….. (Please find the documents enclosed herewith).
We undertake to fully comply with regulations on biosafety at laboratories and take legal responsibility for our operation.
The Manager
 (Signature and seal)
1. The medical facility owning the laboratory
2. Location
3. Issuer of the Certificate of Biosafety
4. Detailed address of facility owning the laboratory
5. The basis shall be specified

Annex 6
Note of receipt of application for issuance/reissuance of Certificate of Biosafety
 (Enclosed with Circular No. 29/2012/TT-BYT dated December 04, 2012 by the Minister of Health)

	...........1.........

No.:      /PTN-....2.....
	SOCIALIST REPUBLIC OF VIETNAM 

Independence - Freedom - Happiness 
  ...... …………3…….[date]………………


NOTE OF RECEIPT OF APPLICATION FOR ISSUANCE/REISSUANCE OF CERTIFICATE OF BIOSAFETY  


Name of the receiving body: 
;

Address: 4
;

Phone: 
;

Type of issuance:            New issuance    □           Reissuance    □
We have received the application for issuance/reissuance of Certificate of Biosafety, comprising:
1. Issuer of the Certificate of Biosafety
2. Abbreviated name of the issuer of the Certificate of Biosafety
3. Location
4. Detailed address of the facility owning the laboratory
	1.
	Application form for issuance/reissuance of the Certificate
	 FORMCHECKBOX 


	2.
	Certified true copies of qualifications
	 FORMCHECKBOX 


	3.
	List of employees of the laboratory
	 FORMCHECKBOX 


	4.
	List of equipment of the laboratory
	 FORMCHECKBOX 


	5.
	Site plan of the laboratory
	 FORMCHECKBOX 


	6.
	Documents proving the establishment and operation of the medical facility.
	 FORMCHECKBOX 


	7.
	Map of sewage treatment system
	 FORMCHECKBOX 


	8.
	Wastewater testing results
	

	9.
	Description of the specifications of the materials of each type of door and window
	 FORMCHECKBOX 


	10.
	Description of the specifications of the materials of every equipment used in the electricity system and water system
	 FORMCHECKBOX 


	11.
	Report on the maintenance of testing equipment
	 FORMCHECKBOX 


	12.
	Design of treatment system for liquid waste using chemicals and testing result proving the compliance with National Technical Regulation on environment
	 FORMCHECKBOX 


	13.
	Design enclosed with the description of the specifications of the materials of every equipment used in the ventilation system
	 FORMCHECKBOX 


	14.
	Report on changes (applicable to applications for reissuance)
	 FORMCHECKBOX 



The ......... supplementary documents have been received on .......[date]............









Acknowledge signature

Receiving officer
 (Signature, title, full name)
Annex 7
Inspection record serving the issuance of Certificates of Biosafety Level I
 (Enclosed with Circular No. 29/2012/TT-BYT dated December 04, 2012 by the Minister of Health)

	……i……

	SOCIALIST REPUBLIC OF VIETNAM 

Independence - Freedom - Happiness 

…………ii…….[date]………………

	
	


RECORD OF INSPECTION OF A BIOSAFETY LEVEL I LABORATORY
I. INFORMATION ABOUT MEDICAL FACILITY OWNING THE LABORATORY
1.1. Name of the medical facility having the laboratory: ……………………………………………….
1.2. Address: ……………………………………………………………………………………………… 

1.3. Phone: ………………………………………………. Email (if any): ……………………………………………..
1.4. Fax: …………………………………………………………………………………………………….
1.5. Name of the laboratory: ……………………………………………….
1.6. Address of the laboratory: ………………………………………………………………………………….
II. COMPOSITION2.1. Composition of the inspectorate:
2.2. Representative of medical facility owning the laboratory:
III. LEGAL BASE
- Pursuant to the Law on prevention and control of infectious diseases dated November 21, 2007;
- Pursuant to Decree No. 92/2010/NĐ-CP dated August 30, 2010 by the Government detailing and guiding the implementation of a number of articles of the Law on prevention and control of infectious diseases regarding biosafety in laboratories;
- Other relevant documents…
IV. INSPECTION CONTENTS 
4.1. Administrative procedures
	Content
	Affirmative
	Negative
	Note

	Quantity of set of application
	
	
	01 original, 01 duplicate

	Application for the Certificate of Biosafety
	
	
	

	1. Site plan
	
	
	

	- Area of the laboratory
	
	
	

	- Door system
	
	
	

	- Window system
	
	
	

	- Electricity system
	
	
	

	- Water system
	
	
	

	- Fire safety system
	
	
	

	2. List of equipment of the laboratory
	
	
	

	3. List of employees of the laboratory
	
	
	

	4. Quanlifications of the leader and the employees of the laboratory
	
	
	

	5. Documents proving the establishment and operation of the testing facility
	
	
	

	6. Other documents
	
	
	All the documents used as references shall be specified


4.2. Inspection contents
	Iinspection content
	Document
	On-site inspection

	
	Affirmative
	Negative
	Real condition
	Satisfied
	Unsatisfied
	Note

	A. Required facilities
	
	
	
	
	
	

	1. The laboratory shall have the area of at least 12 m2
 (The written design of the laboratory is required)
	
	
	
	
	
	

	2. Door and window systems
	
	
	
	
	
	

	- Doors: have architraves, bolts, safety locks; doors made of wood or synthetic materials or metal combined with clear glass.
- Windows: have architraves, safety bolts; windows made of wood or synthetic materials or metal combined with clear glass or blurred glass to light naturally.
 (Windows and doors are displayed on the design and types of materials for production are described in the documents) 
	
	
	
	
	
	

	3. Required floors, walls and ceilings
	
	
	
	
	
	

	- Floors: 

+ Have no difference in floor levels , no ledge and be even, smooth, non-slip, resistant to chemicals, waterproof and easy to wash and clean;
+ The sterile wash room have a water collecting place when cleaning serving the preparation of environment or samples;
+ The intersection line of floors and walls is easy to clean and against stagnant water.
- Walls: Be smooth, easy to clean, waterproof and resistant to chemicals commonly used in laboratories.
- Ceilings: Be flat, smooth, waterproof and installed equipment (lighting, fire prevention and fighting, air conditioners or other equipment).
	
	
	
	
	
	

	4. Testing table surface 

Be waterproof, resistant to disinfectant solutions, acids, alkalis and organic solvents and thermotolerant.
 (The documents describing the materials of the table are required) 
	
	
	
	
	
	

	5. Hand sinks, emergency eye washes and first aid kits.  
	
	
	
	
	
	

	6. Lighting:
- The light in the test area has a minimum illuminance of 400 lux.
- The light in the washing, sterilizing, sample preparing, bathing or dressing area has a minimum illuminance of 250 lux.
- The light in the administrative or auxiliary area has a minimum illuminance of 140 lux;
	
	
	
	
	
	

	7. Electricity system 

- There are stable power sources
- The system of wires and control equipment, power supply ensure safe and appropriate technical parameters (capacity, quality, etc.)
- There are overload protection systems
- The entire system is connected to ground
- Sockets are at least 40 cm higher than the laboratory ground, not close to taps
	
	
	
	
	
	

	8. There is a use water supply
 (The water supply system map and documents proving the sufficiency of water for the testing and the availability backflow preventor are required)
	
	
	
	
	
	

	9. There are fire protection and fighting equipment
 (The list of the fire protection and fighting equipment and records of inspection of fire safety are required)
	
	
	
	
	
	

	B. Required equipment
	
	
	
	
	
	

	1. Testing equipment is suitable for the testing technique and the tested microorganism
 (The List of tests and List of equipment for each test, testing result and testing procedures are required)
	
	
	
	
	
	

	2. Waster containers are conformable to the standards specified for each type of waste
 (The List of waste containers and their locations are required)
	
	
	
	
	
	

	4. There is personal protective equipment suitable for the testing technique conducted in a biosafety level I laboratory
 (The list of personal protective equipment prescribed in the Decision No. 205/2002/QĐ-BLĐTBXH dated 2002 by the Ministry of Labor, War Invalids and Social Affairs is required) 

- White blouse;
- Laboratory cap;
- Laboratory gloves;
- Laboratory plastic slippers;
- Plastic boots;
- Laboratory mask;
- Laboratory apron(1); 
- Laboratory goggles(1);
- Soap.
 (1): Not required if having been included in uniform
	
	
	
	
	
	

	C. Required employees
	
	
	
	
	
	

	1. Number of employees: at least 02 testing employees 
2. Qualifications:
- Have qualifications suitable for the tests and have the certificate of completion of training in biosafety of level I or higher issued by a Vietnamese or foreign authority
- Be expert in testing practices and techniques
 (The list of employees of the laboratory with their qualifications in testing and biosafety, experience of working in the laboratory is required)
	
	
	
	
	
	

	D. Practice regulations
	
	
	
	
	
	

	1. Management and direction
- Reporting policies
- Training plans for employees of the laboratory
- Regulations on storage of documents
	
	
	
	
	
	

	2. Practices
- Regulations on entry into and exit from the laboratory
- Formulation and compliance with testing procedures
- Waste decontamination and treatment
- Incident processing procedures
	
	
	
	
	
	

	3. Health care policies
Health dossiers of employees according to regulations (health examination prior to the beginning of work at the laboratory and annual health examination) 
 (Conformable to regulations in Circular No. 19/2011/TT-BYT dated 06/6/2011 by the Minister of Health guiding the management of labor hygiene, laborers’ health and occupational diseases)
- Health certificate
- Health dossier
- Periodic health examination
	
	
	
	
	
	


V. CONCLUSIONS AND RECOMMENDATIONS
5.1. Conclusion(s):
5.2. Recommendation(s) (if any):
5.3. Disagreement with the conclusion(s) and/or recommendation(s) of the inspectorate (if any):
	The inspectorate
 (signatures and full names of inspectors)
	Representative of medical facility owning the laboratory
 (signature and seal)



i. Name of the inspecting body
ii. Location

Annex 8
Inspection records serving the issuance of Certificates of Biosafety Level II
 (Enclosed with Circular No. 29/2012/TT-BYT dated December 04, 2012 by the Minister of Health)

	……1……


	SOCIALIST REPUBLIC OF VIETNAM 

Independence - Freedom - Happiness 

…………2…….[date]………………


RECORD OF INSPECTION OF A BIOSAFETY LEVEL II LABORATORY
I. INFORMATION ABOUT MEDICAL FACILITY OWNING THE LABORATORY
1.1. Name of the medical facility having the laboratory: ……………………………………………….
1.2. Address: ……………………………………………………………………………………………… 

1.3. Phone: ………………………………………………. Email (if any): ……………………………………………..
1.4. Fax: …………………………………………………………………………………………………….
1.5. Name of the laboratory: ……………………………………………….
1.6. Address of the laboratory: ………………………………………………………………………………….
II. COMPOSITION
2.1. Composition of the inspectorate:
2.2. Representative of medical facility owning the laboratory:
III. LEGAL BASE
- Pursuant to the Law on prevention and control of infectious diseases dated November 21, 2007;
- Pursuant to Decree No. 92/2010/NĐ-CP dated August 30, 2010 by the Government detailing and guiding the implementation of a number of articles of the Law on prevention and control of infectious diseases regarding biosafety in laboratories;
- Other relevant documents…
IV. INSPECTION CONTENTS
4.1. Administrative procedures
	Content
	Affirmative
	Negative
	Note

	Quantity of set of application
	
	
	01 original, 01 duplicate

	Application for the Certificate of Biosafety
	
	
	

	1. Site plan
	
	
	

	- Area of the laboratory
	
	
	

	- Door system
	
	
	

	- Window system
	
	
	

	- Electricity system
	
	
	

	- Water system
	
	
	

	- Fire safety system
	
	
	

	- Sewage treatment system
	
	
	

	2. List of equipment of the laboratory
	
	
	

	3. List of employees of the laboratory
	
	
	

	4. Quanlifications of the leader and the employees of the laboratory
	
	
	

	5. Documents proving the establishment and operation of the testing facility
	
	
	

	6. Other documents
	
	
	All the documents used as references shall be specified


4.2. Inspection contents
	Iinspection content
	Document
	On-site inspection


	
	Affirmative
	Negative
	Real condition
	Satisfied
	Unsatisfied
	Note

	A. Required facilities
	
	
	
	
	
	

	1. Laboratory
- Separate from other laboratories
- Minimum area: 20 m2
 (The written design of the laboratory is required)
	
	
	
	
	
	

	2. Door and window systems
	
	
	
	
	
	

	- Doors: have architraves, bolts, safety locks; doors made of wood or synthetic materials or metal combined with clear glass.
- There is a biohazard sign on the door of the laboratory according to regulations
- Windows: have architraves, safety bolts; windows made of wood or synthetic materials or metal combined with clear glass or blurred glass to light naturally.
 (Windows and doors are displayed on the design and types of materials for production are described in the documents)
	
	
	
	
	
	

	3. Required floors, walls and ceilings
	
	
	
	
	
	

	- Floors: 

+ Have no difference in floor levels , no ledge and be even, smooth, non-slip, resistant to chemicals, waterproof and easy to wash and clean;
+ The sterile wash room have a water collecting place when cleaning serving the preparation of environment or samples;
+ The intersection line of floors and walls is easy to clean and against stagnant water.
- Walls: Be smooth, easy to clean, waterproof and resistant to chemicals commonly used in laboratories.
- Ceilings: Be flat, smooth, waterproof and installed equipment (lighting, fire prevention and fighting, air conditioners or other equipment).
	
	
	
	
	
	

	4. Testing table surface
Be waterproof, resistant to disinfectant solutions, acids, alkalis and organic solvents and thermotolerant.
 (A description of the material of the table and documents related to the material of the testing table surface are required).
	
	
	
	
	
	

	5. Hand sinks, emergency eye washes and first aid kits. 
	
	
	
	
	
	

	6. Lighting:
- The light in the test area has a minimum illuminance of 400 lux.
- The light in the washing, sterilizing, sample preparing, bathing or dressing area has a minimum illuminance of 250 lux.
- The light in the administrative or auxiliary area has a minimum illuminance of 140 lux;
	
	
	
	
	
	

	7. Electricity system:
- There are stable power sources
- The system of wires and control equipment, power supply ensure safe and appropriate technical parameters (capacity, quality, etc.)
- There are overload protection systems
- The entire system is connected to ground
- Sockets are at least 40 cm higher than the laboratory ground, not close to taps
 (Documents related to the electricity system, power supply contracts and the electricity design are required)
	
	
	
	
	
	

	8. Areas with ultraviolet rays, lasers, radioactive substances, toxic substances have corresponding signs (the samples and placement of the signs shall be specified)
	
	
	
	
	
	

	9. There is a use water supply
 (The water supply system map and documents proving the sufficiency of water for the testing and the availability backflow preventor are required)
	
	
	
	
	
	

	10. There are fire protection and fighting equipment
 (The list of the fire protection and fighting equipment and records of inspection of fire safety are required)
	
	
	
	
	
	

	11. There is a sewage treatment system conforming to National technical regulation on water environment
 (The map of the wastewater system, results of water quality test before wastewater is discharged to the septic tank)
	
	
	
	
	
	

	B. Required equipment
	
	
	
	
	
	

	1. Testing equipment is suitable for the testing technique and the tested microorganism
 (The List of tests and List of equipment for each test, testing result and testing procedures are required)
	
	
	
	
	
	

	2. Waster containers are conformable to the standards specified for each type of waste
 (The List of waste containers and their locations are required)
	
	
	
	
	
	

	3. Level II biosafety cabinet
 (Placement, name, model, manufacturer, record, operation of the cabinet, inspection record of the test, results of microorganism inspection of the biosafety cabinet shall be specified)
	
	
	
	
	
	

	4. There is an autoclave in the laboratory area
 (Placement, name, model, manufacturer, use diary, results of calibration of the autoclave)
	
	
	
	
	
	

	5. Personal protective equipment suitable for the test conducted in the biosafety level II laboratory
 (The list of personal protective equipment prescribed in the Decision No. 205/2002/QĐ-BLĐTBXH dated 2002 by the Ministry of Labor, War Invalids and Social Affairs is required)
- White blouse
- Laboratory cap
- Laboratory gloves
- Laboratory plastic slippers
- Plastic boots
- Laboratory mask
- Laboratory apron(1)
- Laboratory goggles(1)
- Soap
 (1): Not required if having been included in uniform
	
	
	
	
	
	

	C. Required employees
	
	
	
	
	
	

	1. Number of employees: at least 02 testing employees 
2. Qualifications:
- Have qualifications suitable for the tests and have the certificate of completion of training in biosafety of level II or higher issued by a Vietnamese or a foreign authority
- Be expert in testing practices and techniques
 (The list of employees of the laboratory with their qualifications in testing and biosafety, experience of working in the laboratory is required)
	
	
	
	
	
	

	D. Practice regulations 
	
	
	
	
	
	

	1. Management and direction
- There is person in charge of biosafety
- Reporting policies
- Training plans for employees of the laboratory
- Regulations on storage of documents
 (The decision on assignment of the person in charge of biosafety of the head of the unit, regulations on report of the laboratory to the head of the unit and the superior, regulations on retention of documents and testing results, training and plans on action against incidents are required)
	
	
	
	
	
	

	2. Practices
- Regulations on entry into and exit from the laboratory
- Formulation and compliance with testing procedures
- Waste decontamination and treatment
- Incident processing procedures
- Assessment of risks of biosafety incidents at the laboratory
- Establishment of plans on prevention and fighting against biosafety incidents
 (Such regulations and plans shall be formulated and approved by the heads of  the units and shall be complied with)
	
	
	
	
	
	

	3. Health care policies
Health dossiers of employees according to regulations (health examination prior to the beginning of work at the laboratory and annual health examination) 
 (Conformable to regulations in Circular No. 19/2011/TT-BYT dated 06/6/2011 by the Minister of Health guiding the management of labor hygiene, laborers’ health and occupational diseases)
- Health certificate
- Health dossier
- Periodic health examination
	
	
	
	
	
	


V. CONCLUSIONS AND RECOMMENDATIONS
5.1. Conclusion(s):
5.2. Recommendation(s) (if any):
5.3. Disagreement with the conclusion(s) and/or recommendation(s) of the inspectorate (if any):
	The inspectorate
 (signatures and full names of inspectors)
	Representative of medical facility owning the laboratory
 (signature and seal)



1. Name of the inspecting body
2. Location

Annex 9
Inspection records serving the issuance of Certificates of Biosafety Level III
 (Enclosed with Circular No. 29/2012/TT-BYT dated December 04, 2012 by the Minister of Health)

	……1……

 
	SOCIALIST REPUBLIC OF VIETNAM 

Independence - Freedom - Happiness 

…………2…….[date]………………


RECORD OF INSPECTION OF A BIOSAFETY LEVEL III LABORATORY
I. INFORMATION ABOUT MEDICAL FACILITY OWNING THE LABORATORY
1.1. Name of the medical facility having the laboratory: ……………………………………………….
1.2. Address: ……………………………………………………………………………………………… 

1.3. Phone: ………………………………………………. Email (if any): ……………………………………………..
1.4. Fax: …………………………………………………………………………………………………….
1.5. Name of the laboratory: ……………………………………………….
1.6. Address of the laboratory: ………………………………………………………………………………….
II. COMPOSITION
2.1. Composition of the inspectorate:
2.2. Representative of medical facility owning the laboratory:
III. LEGAL BASE
- Pursuant to the Law on prevention and control of infectious diseases dated November 21, 2007;
- Pursuant to Decree No. 92/2010/NĐ-CP dated August 30, 2010 by the Government detailing and guiding the implementation on a number of articles of the Law on prevention and control of infectious diseases regarding biosafety in laboratories;
- Other relevant documents…
IV. INSPECTION CONTENTS
4.1. Administrative procedures
	Content
	Affirmative
	Negative
	Note

	Quantity of set of application
	
	
	01 original, 01 duplicate

	Application for the Certificate of Biosafety
	
	
	

	1. An as-built drawing of the laboratory:
	
	
	

	- The laboratory area
	
	
	

	- The map showing the pathway of employees and of the pathology specimens
	
	
	

	- Door system
	
	
	

	- Window system
	
	
	

	- Ventilation system
	
	
	

	- Electricity system
	
	
	

	- Water system
	
	
	

	- Fire protection and fighting equipment system
	
	
	

	- Sewage treatment system
	
	
	

	2. List of equipment of the laboratory
	
	
	

	3. List of employees of the laboratory
	
	
	

	4. Quanlifications of the leader and the employees of the laboratory
	
	
	

	5. Documents proving the establishment and operation of the testing facility
	
	
	

	6. Other documents
	
	
	All the documents used as references shall be specified


4.2. Inspection contents
	Inspection content
	Document
	On-site inspection

	
	Affirmative
	Negative
	Real condition
	Satisfied
	Unsatisfied
	Note

	A. Required facilities
	
	
	
	
	
	

	1. Laboratory:
- The laboratory is separate from other laboratories of the testing facility. If they are in the same building, the testing laboratory shall be located at the end of the corridor where very few people come.
- There are 2 rooms: an anteroom and a testing room 
- The testing laboratory shall have the area of at least 20 m2
 (The documents specifying the design and the operation of the laboratory are required)
	
	
	
	
	
	

	2. Door and window systems:
	
	
	
	
	
	

	- All the doors and windows are made of flameproof materials 

- There is a biohazard sign on the door of the laboratory according to regulations
- There is an automatic opening and closing system for the anteroom and the testing room. Such system ensures that in normal conditions, only either the door of the anteroom or of the testing area is opened at a time.
- There are glass windows or devices for observing the inside of the laboratory from the outside
 (Windows and doors are displayed on the design and types of materials for production are described in the documents)
	
	
	
	
	
	

	3. Required floors, walls and ceilings
	
	
	
	
	
	

	- Floors: 

+ Have no difference in floor levels , no ledge and be even, smooth, non-slip, resistant to chemicals, waterproof and easy to wash and clean;
+ The sterile wash room have a water collecting place when cleaning serving the preparation of environment or samples;
+ The intersection line of floors and walls is easy to clean and against stagnant water.
- Walls: Be smooth, easy to clean, waterproof and resistant to chemicals commonly used in laboratories.
- Ceilings: Be flat, smooth, waterproof and installed equipment (lighting, fire prevention and fighting, air conditioners or other equipment).
	
	
	
	
	
	

	4. Testing table surface: Be waterproof, resistant to disinfectant solutions, acids, alkalis and organic solvents and thermotolerant
 (A description of the material of the table and documents related to the material of the testing table surface are required)
	
	
	
	
	
	

	5. Hand sinks, emergency eye washes and first aid kits.
	
	
	
	
	
	

	6. Electricity system 

- There are stable power sources;
- The system of wires and control equipment, power supply ensure safe and appropriate technical parameters (capacity, quality, etc.);
- There are overload protection systems;
- The entire system is connected to ground;
- Sockets are at least 40 cm higher than the laboratory ground, not close to taps;
 (Documents related to the electricity system, power supply contracts and the electricity design are required)
	
	
	
	
	
	

	7. Areas with ultraviolet rays, lasers, radioactive substances, toxic substances have corresponding signs
 (Signsand placement of signs)
	
	
	
	
	
	

	8. There is a use water supply
 (The water supply system map and documents proving the sufficiency of water for the testing and the availability backflow preventor are required)
	
	
	
	
	
	

	9. There are fire protection and fighting equipment
 (The list of the fire protection and fighting equipment and records of inspection of fire safety are required)
	
	
	
	
	
	

	10. There is a sewage treatment system conforming to National technical regulation on water environment. 

 (The map of the wastewater system, results of water quality test before wastewater is discharged to the septic tank)
	
	
	
	
	
	

	11. The pressure of the laboratory
- The pressure of the testing area is always lower than that of the outside area when the laboratory is in operation
- When its door is closed, the pressure of the anteroom is at least 12.5 Pa lower than that of the outside, the pressure of the laboratory is at least 12.5 Pa lower than that of the anteroom. 
 (Proofs are required)
	
	
	
	
	
	

	12. The laboratory is airtight to ensure being sterilized 
	
	
	
	
	
	

	13. The laboratory is equipped with a two-way communication system and an alert system
 (The description of the equipment is required, the equipment shall be inspected)
	
	
	
	
	
	

	14. Ventilation system
- The ventiation system is designed in one-way princple; air from the laboratory goes through an air filter with high filtration performance before discharging to the outside area; 

 (The design of direction of air at the laboratory is required)
	
	
	
	
	
	

	- There is a system to control the direction of the air supplied to the laboratory;
	
	
	
	
	
	

	- The air supply system operates only when the air discharge system has operated and must automatically stop when the air discharge system stops
 (The operation of the systems shall be inspected)
	
	
	
	
	
	

	- The air changes rate of the laboratory is conformable to the design, at least 6 times per hour
 (The measurement results of the frequency of air changes of the laboratory are required)
	
	
	
	
	
	

	14. There is a system for alerting when the pressure of the testing area is unconformable
	
	
	
	
	
	

	15. There is a shower in the laboratory area and there are escape routes
	
	
	
	
	
	

	16. Lighting
	
	
	
	
	
	

	- The light in the test area has a minimum illuminance of 400 lux
	
	
	
	
	
	

	- The light in the washing, sterilizing, sample preparing, bathing or dressing area has a minimum illuminance of 250 lux.
	
	
	
	
	
	

	- The light in the administrative and auxiliary area has a minimum illuminance of 140 lux
	
	
	
	
	
	

	B. Required equipment
	
	
	
	
	
	

	1. Testing equipment is suitable for the testing technique and the tested microorganism.
 (The List of tests and List of equipment for each test, testing result and testing procedures are required)
	
	
	
	
	
	

	2. Waster containers are conformable to the standards specified for each type of waste
 (The List of waste containers and their locations are required)
	
	
	
	
	
	

	3. Biosafety cabinet of level II or higher 
 (Placement, name, model, manufacturer, record, operation of the cabinet, inspection record of the test, results of microorganism inspection of the biosafety cabinet shall be specified)
	
	
	
	
	
	

	4. There is an autoclave in the testing room
 (Placement, name, model, manufacturer, use diary, results of calibration of the autoclave)
	
	
	
	
	
	

	5. Personal protective equipment suitable for the test conducted in the biosafety level II laboratory
 (The list of personal protective equipment prescribed in the Decision No. 205/2002/QĐ-BLĐTBXH dated 2002 by the Ministry of Labor, War Invalids and Social Affairs and requirements for biosafety level III laboratory)
There are protective clothes, laboratory caps, protective goggles, laboratory masks, laboratory gloves, plastic slippers, plastic boots, laboratory aprons, laboratory goggles, soaps, equipment for protecting respiratory system (masks) and other equipment; protective equipment which is reused many times must be made of sterilizable materials 

Protective blouses used in the laboratory have long sleeves, frontally buttoned or tied protective clothing shall not be used 
	
	
	
	
	
	

	C. Required employees
	
	
	
	
	
	

	1. Number of employees: at least 02 testing employees and 01 technical employee for operating the laboratory
2. Qualifications: 
- Have qualifications suitable for the tests and have the certificate of completion of training in biosafety of level III or higher issued by a Vietnamese or foreign authority
- Be expert in testing practices and techniques
 (The list of employees of the laboratory with their qualifications in testing and biosafety, experience of working in the laboratory is required)
	
	
	
	
	
	

	D. Practice regulations
	
	
	
	
	
	

	1. Management and direction
- There is person in charge of biosafety
- Reporting policies
- Training plans for employees of the laboratory
- Regulations on storage of documents
- There are procedures for handling emergency situations related to the pressure, temperature and the humidity of the laboratory
- Rehearsal for biosafety incidents
 (The decision on assignment of the person in charge of biosafety of the head of the unit, regulations on report of the laboratory to the head of the unit and the superior, regulations on retention of documents and testing results, training and plans on action against incidents, rehearsal records and scripts are required)
	
	
	
	
	
	

	2. Practices
- Regulations on entry into and exit from the laboratory
- Formulation and compliance with testing procedures
- Waste decontamination and treatment
- Sterilization procedures applicable to equipment and tools which cannot be sterilized by an autoclave.
- Incident processing procedures
- Assessment of risks of biosafety errors at the laboratory
- Establishment of plans on prevention and fighting against biosafety errors
 (Such regulations and plans shall be formulated and approved by the heads of  the units and shall be complied with)
	
	
	
	
	
	

	3. Health care policies
Health dossiers of employees according to regulations (health examination prior to the beginning of work at the laboratory and annual health examination) 
 (Conformable to regulations in Circular No. 19/2011/TT-BYT dated 06/6/2011 by the Minister of Health guiding the management of labor hygiene, laborers’ health and occupational diseases)
- Health certificate
- Periodic health examination dossiers
- Periodic health examination
	
	
	
	
	
	


V. CONCLUSIONS AND RECOMMENDATIONS
5.1. Conclusion(s):
5.2. Recommendation(s) (if any):
5.3. Disagreement with the conclusion(s) and/or recommendation(s) of the inspectorate (if any):
	The inspectorate
 (signatures and full names of inspectors)
	Representative of medical facility owning the laboratory
 (signature and seal)



1. Name of the inspecting body
2. Location

Annex 10
Inspection records serving the issuance of Certificates of Biosafety Level IV
 (Enclosed with Circular No. 29/2012/TT-BYT dated December 04, 2012 by the Minister of Health)

	……1……

 
	SOCIALIST REPUBLIC OF VIETNAM 

Independence - Freedom - Happiness 

…………2…….[date]………………


RECORD OF INSPECTION OF A BIOSAFETY LEVEL IV LABORATORY
I. INFORMATION ABOUT MEDICAL FACILITY OWNING THE LABORATORY
1.1. Name of the medical facility having the laboratory: ……………………………………………….
1.2. Address: ……………………………………………………………………………………………… 

1.3. Phone: ………………………………………………. Email (if any): ……………………………………………..
1.4. Fax: …………………………………………………………………………………………………….
1.5. Name of the laboratory: ……………………………………………….
1.6. Address of the laboratory: ………………………………………………………………………………….
II. COMPOSITION
2.1. Composition of the inspectorate:
2.2. Representative of medical facility owning the laboratory:
III. LEGAL BASE
- Pursuant to the Law on prevention and control of infectious diseases dated November 21, 2007;
- Pursuant to Decree No. 92/2010/NĐ-CP dated August 30, 2010 by the Government detailing and guiding the implementation on a number of articles of the Law on prevention and control of infectious diseases regarding biosafety in laboratories;
- Other relevant documents…
IV. INSPECTION CONTENTS
4.1. Administrative procedures
	Content
	Affirmative
	Negative
	Note

	Quantity of set of application
	
	
	01 original, 01 duplicate

	Application for the Certificate of Biosafety
	
	
	

	1. An as-built drawing of the laboratory:
	
	
	

	- The laboratory area
	
	
	

	- The map showing the pathway of employees and of the pathology specimens
	
	
	

	- Door system
	
	
	

	- Window system
	
	
	

	- Ventilation system
	
	
	

	- Electricity system
	
	
	

	- Water system
	
	
	

	- Fire protection and fighting equipment system
	
	
	

	- Sewage treatment system
	
	
	

	2. List of equipment of the laboratory
	
	
	

	3. List of employees of the laboratory
	
	
	

	4. Quanlifications of the leader and the employees of the laboratory
	
	
	

	5. Documents proving the establishment and operation of the testing facility
	
	
	

	6. Other documents
	
	
	All the documents used as references shall be specified


4.2. Inspection contents
	Inspection content
	Document
	On-site inspection

	
	Affirmative
	Negative
	Real condition
	Satisfied
	Unsatisfied
	Note

	A. Required facilities
	
	
	
	
	
	

	1. Laboratory:
- The laboratory is separate and secured
- There is a bathroom with shower in the middle of the anteroom and the testing room
- The testing laboratory shall have the area of at least 20 m2
 (The documents specifying the design and the operation of the laboratory are required)
	
	
	
	
	
	

	2. Door and window systems:
	
	
	
	
	
	

	- All the doors and windows are made of flameproof materials 

- There is a biohazard sign on the door of the laboratory according to regulations
- There is an automatic opening and closing system for the anteroom and the testing room. Such system ensures that in normal conditions, only either the door of the anteroom or of the testing area is opened at a time.
- There are glass windows or devices for observing the inside of the laboratory from the outside
 (Windows and doors are displayed on the design and types of materials for production are described in the documents)
	
	
	
	
	
	

	3. Required floors, walls and ceilings
	
	
	
	
	
	

	- Floors: 

+ Have no difference in floor levels , no ledge and be even, smooth, non-slip, resistant to chemicals, waterproof and easy to wash and clean;
+ The sterile wash room have a water collecting place when cleaning serving the preparation of environment or samples;
+ The intersection line of floors and walls is easy to clean and against stagnant water.
- Walls: Be smooth, easy to clean, waterproof and resistant to chemicals commonly used in laboratories.
- Ceilings: Be flat, smooth, waterproof and installed equipment (lighting, fire prevention and fighting, air conditioners or other equipment).
	
	
	
	
	
	

	4. Testing table surface: Be waterproof, resistant to disinfectant solutions, acids, alkalis and organic solvents and thermotolerant
 (A description of the material of the table and documents related to the material of the testing table surface are required)
	
	
	
	
	
	

	5. Hand sinks, emergency eye washes and first aid kits.
	
	
	
	
	
	

	6. Electricity system 

- There are stable power sources;
- The system of wires and control equipment, power supply ensure safe and appropriate technical parameters (capacity, quality, etc.);
- There are overload protection systems;
- The entire system is connected to ground;
- Sockets are at least 40 cm higher than the laboratory ground, not close to taps;
 (Documents related to the electricity system, power supply contracts and the electricity design are required)
	
	
	
	
	
	

	7. Areas with ultraviolet rays, lasers, radioactive substances, toxic substances have corresponding signs
 (Signsand placement of signs)
	
	
	
	
	
	

	8. There is a use water supply
 (The water supply system map and documents proving the sufficiency of water for the testing and the availability backflow preventor are required)
	
	
	
	
	
	

	9. There are fire protection and fighting equipment.
 (The list of the fire protection and fighting equipment and records of inspection of fire safety are required)
	
	
	
	
	
	

	10. There is a sewage treatment system conforming to National technical regulation on water environment. 

 (The map of the wastewater system, results of water quality test before wastewater is discharged to the septic tank)
	
	
	
	
	
	

	11. The pressure of the laboratory
- The pressure of the testing area is always lower than that of the outside area when the laboratory is in operation
- When its door is closed, the pressure of the anteroom is at least 12.5 Pa lower than that of the outside, the pressure of the laboratory is at least 12.5 Pa lower than that of the anteroom. 
 (Proofs are required)
	
	
	
	
	
	

	12. The laboratory is airtight to ensure being sterilized 
	
	
	
	
	
	

	13. The laboratory is equipped with a two-way communication system and an alert system
 (The description of the equipment is required, the equipment shall be inspected)
	
	
	
	
	
	

	14. Ventilation system
- The ventiation system is designed in one-way princple; air from the laboratory goes through an air filter with high filtration performance before discharging to the outside area; 

- Air supplied to and discharged from the testing area is filtered with an air filter with high filtration performance.
 (The design of direction of air at the laboratory is required)
	
	
	
	
	
	

	- There is a system to control the direction of the air supplied to the laboratory;
	
	
	
	
	
	

	- The air supply system operates only when the air discharge system has operated and must automatically stop when the air discharge system stops
 (The operation of the systems shall be inspected)
	
	
	
	
	
	

	- The air changes rate of the laboratory is conformable to the design, at least 6 times per hour
 (The measurement results of the frequency of air changes of the laboratory are required)
	
	
	
	
	
	

	14. There is a system for alerting when the pressure of the testing area is unconformable
	
	
	
	
	
	

	15. There is a shower in the laboratory area and there are escape routes
	
	
	
	
	
	

	16. Lighting
	
	
	
	
	
	

	- The light in the test area has a minimum illuminance of 400 lux
	
	
	
	
	
	

	- The light in the washing, sterilizing, sample preparing, bathing or dressing area has a minimum illuminance of 250 lux.
	
	
	
	
	
	

	- The light in the administrative and auxiliary area has a minimum illuminance of 140 lux
	
	
	
	
	
	

	B. Required equipment
	
	
	
	
	
	

	1. Testing equipment is suitable for the testing technique and the tested microorganism.
 (The List of tests and List of equipment for each test, testing result and testing procedures are required)
	
	
	
	
	
	

	2. Waster containers are conformable to the standards specified for each type of waste
 (The List of waste containers and their locations are required)
	
	
	
	
	
	

	3. Biosafety cabinet of level III or higher
 (Placement, name, model, manufacturer, record, operation of the cabinet, inspection record of the test, results of microorganism inspection of the biosafety cabinet shall be specified)
	
	
	
	
	
	

	4. There is a two-door autoclave in the testing room
 (Placement, name, model, manufacturer, use diary, results of calibration of the autoclave)
	
	
	
	
	
	

	5. Personal protective equipment suitable for the test conducted in the biosafety level IV laboratory
 (The list of personal protective equipment prescribed in the Decision No. 205/2002/QĐ-BLĐTBXH dated 2002 by the Ministry of Labor, War Invalids and Social Affairs and requirements for  biosafety level IV laboratory)
- There are protective clothes, laboratory caps, protective goggles, laboratory masks, laboratory gloves, plastic slippers, plastic boots, laboratory aprons, laboratory goggles, soaps, equipment for protecting respiratory system (masks) and other equipment; protective equipment which is reused many times must be made of sterilizable materials 

Protective blouses used in the laboratory have long sleeves, frontally buttoned or tied protective clothing shall not be used
- There is an independent system providing air seperately for the protective clothes which are able to supply 100% more air volume in case of biosafety incidents
	
	
	
	
	
	

	C. Required employees
	
	
	
	
	
	

	1. Number of employees: at least 02 testing employees and 01 technical employee for operating the laboratory
2. Qualifications: 
- Have qualifications suitable for the tests and have the certificate of completion of training in biosafety of level IV or higher issued by s Vietnamese or a foreign authority
- Be expert in testing practices and techniques
 (The list of employees of the laboratory with their qualifications in testing and biosafety, experience of working in the laboratory is required)
	
	
	
	
	
	

	D. Practice regulations
	
	
	
	
	
	

	1. Management and direction
- There is person in charge of biosafety
- Reporting policies
- Training plans for employees of the laboratory
- Regulations on storage of documents
- There are procedures for handling emergency situations related to the pressure, temperature and the humidity of the laboratory
- Rehearsal for biosafety incidents
 (The decision on assignment of the person in charge of biosafety of the head of the unit, regulations on report of the laboratory to the head of the unit and the superior, regulations on retention of documents and testing results, training and plans on action against incidents, rehearsal records and scripts are required)
	
	
	
	
	
	

	2. Practices
- Regulations on entry into and exit from the laboratory
- Formulation and compliance with testing procedures
- Waste decontamination and treatment
- Sterilization procedures applicable to equipment and tools which cannot be sterilized by an autoclave.
- Procedures for transporting materials and tools into and out of the testing area using a transporting box or a two-door autoclave.
- Incident processing procedures
- Assessment of risks of biosafety errors at the laboratory
- Establishment of plans on prevention and fighting against biosafety errors
 (Such regulations and plans shall be formulated and approved by the heads of  the units and shall be complied with)
	
	
	
	
	
	

	3. Health care policies
Health dossiers of employees according to regulations (health examination prior to the beginning of work at the laboratory and annual health examination) 
 (Conformable to regulations in Circular No. 19/2011/TT-BYT dated 06/6/2011 by the Minister of Health guiding the management of labor hygiene, laborers’ health and occupational diseases)
- Health certificate
- Periodic health examination dossiers
- Periodic health examination
Procedures for attendance supervision of the employees of the laboratory
	
	
	
	
	
	


V. CONCLUSIONS AND RECOMMENDATIONS
5.1. Conclusion(s):
5.2. Recommendation(s) (if any):
5.3. Disagreement with the conclusion(s) and/or recommendation(s) of the inspectorate (if any):
	The inspectorate
 (signatures and full names of inspectors)
	Representative of medical facility owning the laboratory
 (signature and seal)



1. Name of the inspecting body
2. Location

Annex 11
Certificate of Biosafety
 (Enclosed with Circular No. 29/2012/TT-BYT dated December 04, 2012 by the Minister of Health)
	MINISTRY OF HEALTH (DEPARTMET OF HEALTH)
No.       /GCNATSH

	SOCIALIST REPUBLIC OF VIETNAM
Independence - Freedom - Happiness 
____________________




CERTIFICATE
Name of the laboratory: ……………………………………………….
Address: ……………………………………4………………………………………….
Name of the medical facility owning the laboratory: ……………………………………………….
Have satisfied the standards of biosafety level..........
This Certificates of Biosafety is effective for .......years from the date of issue
                                                                    ......... …………….[date]………………
                                                                                      The Minister of Health (The Director of the Department of Health)                                                                                    

                                                                                        (signature and seal)






