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Information & Instructions for Completing an Application Form

1. Quality & Accreditation Institute (QAI)’s Centre for International Accreditation (CIA) offers accreditation services to biobanks both in India and overseas.

2. A biobank implementing the requirements of ISO 20387 is eligible to apply under biobank accreditation programme.

3. Application shall be made in the prescribed form QAI CIA 302 only. Applicant biobank is requested to submit the following:
· Soft copy of completed application form
· Soft copy of self-assessment cum management documentation review tool kit along with referenced documents
· Soft copy of Quality Manual/Management System Documents
· Prescribed application fees
· Soft copy of signed QAI CIA 002 ‘Terms and Conditions for Maintaining QAI CIA Accreditation’

· All the above information shall be sent to the given email ID: info@qai.org.in
4. Latest versions of application form and self-assessment cum management documentation review tool kit can be downloaded from the website www.qai.org.in. Incomplete application may lead to delay in processing of your application. 
5. The applicant biobank shall provide copy of appropriate document(s) in support of the information being provided in this application form. 

6. Biobank is advised to familiarise itself with QAI CIA 301 ‘Information Brochure for Biobanks’ and QAI CIA 002 ‘Terms and Conditions for Obtaining and Maintaining QAI CIA Accreditation’ before filling up this form. 
7. The applicant biobank shall intimate QAI CIA about any change in the information provided in this application such as scope applied for accreditation, personnel and location etc. within 15 days from the date of changes.
8. The applicant biobank shall participate satisfactorily in the Proficiency Testing (PT) programme conducted by any accredited/ recognised PT provider in accordance with ISO/IEC 17043. In cases, where formal accredited/ recognised PT programmes are not available, the biobank shall make use of alternate approaches prescribed in ISO 20387
Application form for Biobanking Accreditation
We wish to apply for QAI CIA accreditation of our biobanking activities as per details given below:


Initial accreditation    
                         
Renew of accreditation

Date of first accreditation, if applicable _________________________________________________
1.        Biobank Details
	1.1
	Name of the Biobank __________________________________________________________

	
	


Complete Address(s)__________________________________________ ________________
___________________________________________________________________________
Telephone No. ________________________ E-mail _________________________________
	1.2
	Does the biobank operate from different locations having same legal identity within the city?
	
	Yes
	
	No
	

	
	
	
	
	
	
	

	
	

	
	
	
	
	

	
	If yes, whether application for accreditation covers all                         locations
	
	Yes
	
	No
	

	
	
	
	
	
	
	


1.3

Name of the Parent Organisation _____________________________ __________________ 

 
  (if biobank is a part of a bigger organisation)

      Telephone No. _________________________ E-mail ________________________________
1.4
Legal identity of the biobank and date of establishment _____________________________​​​​​​
    (Please give registration number and name of authority who granted the registration. Copy of   

     the certificate shall be enclosed)

1.5 
Registration details with regulatory authority, if any​_________________________________
2.
Organisation 
2.1 
Senior Management (Name, Designation, Telephone, E-mail)
2.1.1 
Chief Executive/ Director/ Head of the Biobank _____________________________

2.1.2 
Contact person for QAI-CIA ____________________________ ________________
2.2 
Organisation Chart

2.2.1.
Indicate in an organisation chart the operating activities of the biobank for which accreditation is being sought (please attach)

2.2.2
Indicate how the biobank is related to its own parent organisation (where applicable)

   2.3        Human Resources 

         2.3.1 
Details of staff (Please add rows as required) 
	Sl. No.
	Name
	Designation
	Academic and Professional Qualifications*
	Experience related to biobanking (in years)
	Total Experience

(in years)

	
	
	
	
	
	

	
	
	
	
	
	


* Please clearly indicate the field of specialisation
3. Details of Accreditation Sought 
3.1         Scope of Accreditation (Please refer to information brochure for details) 
	Source of Biological Material 
	Type of Biological Material
	Activities
	Internal/ External Methods
	Storage Conditions

	
	
	
	
	

	
	
	
	
	


4. Equipment and Reference Materials: 
	Sl. No.


	Name of equipment
	Model/ type/ year of make
	Receipt date & date placed in service
	Range and accuracy
	Date of last calibration
	Calibration

due on 
	Calibrated by

	
	
	
	
	
	
	
	

	
	
	
	
	
	
	
	


 List of major equipment available for use:
List of reference materials available for use: 

	Sl. No.
	Name of reference material/                      strain/ culture
	Source
	Date   of expiry/ validity 
	Traceability

	
	
	
	
	

	
	
	
	
	


5. Proficiency Testing:
Participation in PT / Inter Laboratory Comparison/EQAS/ any other approach (for details and requirements please refer to ISO 20387)
	Sl. No.
	Material
	Details of activity/ procedure/ examination
	Date of participation
	Organizing body  


	Performance in terms of   z score or any other criteria
	Corrective action taken (if required)

	
	
	
	
	
	
	

	
	
	
	
	
	
	


6. Application Fees

6.1 Application fees (Rs). ___________________________________________

6.2 Bank transfer details_________________________________________________
7. Declaration by the biobank
We declare that 

7.1       We are familiar with the terms and conditions of maintaining QAI CIA accreditation (QAI CIA 002), which is signed and enclosed with the application. We also undertake to abide by them. 
7.2
We agree to comply fully with the requirements of ISO 20387 for the accreditation of biobank.

7.3
We agree to comply with accreditation procedures and pay all costs for any assessment carried out irrespective of the result.

7.4
We agree to co-operate with the assessment team appointed by QAI CIA for examination of all relevant documents by them and their visits to those parts of the biobank that are part of the scope of accreditation.

7.5
We undertake to satisfy all national, regional and local regulatory requirements for operating the biobank. 

7.6
No adverse action has been initiated / taken against the biobank in the past. (If yes, please provide the details with present status ………………………………………………………..)

    7.7       All information provided in this application is true to the best of our knowledge and ability.

Signature of CEO/ Head/ Director ________________________ __ _ ______ ______
Name & Designation __________________________________ _________________

Date & Place __________________________________________________________
Quality and Accreditation Institute

Centre for International Accreditation

709, Wave Silver Tower, Sector 18, Noida 201301, India

Email: info@qai.org.in       Website: www.qai.org.in
M: +91 8287841146

Ph No.: +91 120-6664981
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