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0. Introduction: 
 

0.1 Indian Biomedical Skill Consortium (IBSC) has been established jointly by the Andhra 
Pradesh MedTech Zone (AMTZ), Kalam Institute of Health Technology (KIHT), Quality 
Council of India (QCI) through the National Accreditation Board for Certification Bodies 
(NABCB) and Indian Medical Devices Industry through the Association of Indian Medical 
Device Industry (AIMED) to set up a system for assessment and certification of 
Biomedical professionals.  The Scheme will be owned by the IBSC and operated by 
AMTZ.  While it is envisaged that in the long run, independent personnel certification 
bodies complying with the applicable international standard, ISO 17024 and accredited 
by NABCB would come up, initially AMTZ would administer the assessment through 
Personnel Assessment Bodies having Authorized Examination Centers duly approved by 
QCI. 
 

0.2 The Personnel Assessment Bodies (PABs) and Authorized Examination Centre 
(AECs), in order to operate under the Biomedical Skill Certification Scheme (BSCS), 
hereinafter referred to as the Scheme, shall need to primarily comply with the 
requirements specified here under by the Scheme owner, IBSC. 

 
0.3 In order to initiate the Scheme and provide PABs, pending upgradation of the interested 

bodies as personnel certification bodies, it is necessary to establish a system for 
provisional approval of PABs with AECs under the Scheme till such time they can get the 
scope added in their accreditation or get formally accredited from the National 
Accreditation Board for Certification Bodies (NABCB) and formally approved by the 
Scheme owner, IBSC. 

 
0.4 This document sets out the requirements to be fulfilled by PABs with AECs desirous of 

operating under the Scheme pending formal accreditation as per International standards 
or as per Personal Certification Scheme operated by NABCB and approval by IBSC as 
the Scheme Owner. 

 
 
1. Scope 

 
1.1. This document defines the provisional approval system for Personnel Assessment 

Bodies (PAB) with Authorized Examination Centre (AEC) to obtain provisional approval 
to operate under the Biomedical Skill Certification Scheme (BSCS), pending formal  
accreditation  for the Scheme  by NABCB  as per the prescribed  international standard,  
ISO 17024. 
 

2. Terms and Definitions: The terms and definitions defined in ISO 17024 are applicable.  
Some of the relevant terms and definitions are given below: 
 

2.1. Certification Scheme: Competence and other requirements related to specific 
occupational or skilled categories of persons 

2.2. Scheme Owner: organization responsible for developing and maintaining a 
certification scheme  

2.3. Competence: Ability to apply knowledge and skills to achieve intended results 
2.4. Qualification: Demonstrated education, training and work experience, where 

applicable 
2.5. Assessment: process that evaluates a person's fulfilment of the requirements of the 

certification scheme 
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2.6. Examination: mechanism that is part of the assessment  which measures a 
candidate's competence  by one or more means, such as written, oral, practical and 
observational, as defined in the certification scheme 

2.7. Examiner:  person competent to conduct and score an examination, where the 
examination requires professional Judgement:  

2.8. Invigilator: person authorized by the certification body who administers or supervises 
an examination  but does not evaluate the competence  of the candidate  

2.9. Applicant: person who has submitted an application to be admitted into the 
certification process 

2.10. Candidate: applicant who has fulfilled specified prerequisites and has been admitted 
to the certification process 

2.11. Impartiality: presence of objectivity 
2.12. interested party: individual, group or organization affected by the performance of a 

certified person or the certification body 
2.13. Appeal: request by applicant, candidate or certified person for reconsideration of any 

decision made by the certification body related to her/his desired certification status. 
2.14. Integrity:  An appropriate balance between the principles of openness and 

confidentiality, including responsiveness to complaints, 
2.15. Related body: A related body is one which is linked to the certification body by 

common ownership, in whole or part, and has common members of the board of 
directors, contractual arrangements, common names, common staff, informal 
understanding or other means, such that the related body has a vested interest in any 
certification decision or has a potential ability to influence the process. 

2.16. Personnel Assessment Bodies (PAB): The organization which administers the 
examination through one or more Authorized Examination Centers using a system of 
on-line computerized and randomized examination. 

2.17. Authorized Examination Centre (AEC): The individual center at various locations 
which administer the test to the candidates through on-line computerized examination 
developed and managed by the Personnel Assessment Bodies. In exceptional 
situations the AEC may administer the examination in paper based mode. 

 
3. Criteria for Approval 
 

The PABs with AECs desirous of getting approved under this Scheme shall meet the 
criteria as prescribed in this document.  The AEC cannot operate independently and shall 
operate only under the overall management and control of the PAB. 

 
4. General Requirements 

 
4.1. Legal Entity: The PAB shall be a legal entity in the economy  in which it is located, or 

shall be a defined part of  a  legal  entity,  such  that  it  can  be  held  legally  responsible  
for  all  its examination activities.  A Governmental PAB is deemed to be a legal entity 
on the basis of its governmental status. An PAB, that is part of an organization 
involved in functions other than examination, shall be separate and identifiable within 
that organization. 

 
4.2. Responsibility for decision on certification: The PAB is only responsible for 

administering the examination. The PAB shall not take any decision on the result of 
the examination of any candidate, The PAB shall get the results approved by the 
AMTZ. The PAB shall develop a procedure for publication of the results of the 
examination.  
 

4.3. Organizational Structure:  The PAB shall define and document the duties, 
responsibilities and reporting structure of its personnel and any committee and its 
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place within the organization. When the PAB is a defined part of a legal entity, 
documentation of the organizational structure shall include the line of authority and 
the relationship to other parts within the same legal entity. 

 
4.4. Integrity: The PAB and its personnel shall maintain integrity at all times. The PAB 

shall implement adequate measures to ensure integrity of the examination 
administered through various AEC.  

 
4.5. Impartiality:   

 
4.5.1. The PAB and AEC shall be impartial.  

 
4.5.2. The PAB and AEC shall be so structured and managed as to safeguard 

impartiality. 
 

4.5.3. The PAB and AEC and its staff shall not engage in any activities that may 
conflict with their impartiality. 

 
4.5.4. The PAB and AEC shall act impartially in relation to the applicants, candidates 

and certified persons.  
 

4.5.5. The PAB shall have a process to identify, analyze, evaluate, monitor, and 
document the threats to impartiality arising from its activities, as well as that of 
the AECs, including any conflicts arising from its relationships on an ongoing 
basis.  

 
a) This shall include those threats that may arise from its activities, or from its 

relationships, or from the relationships of its personnel. Where there are any 
threats to impartiality, the PAB and AEC shall document and demonstrate 
how it eliminates or minimizes such threats and document any residual risk. 
The demonstration shall cover all potential threats that are identified, whether 
they arise from within the PAB and AEC or from the activities of other 
persons, bodies or organizations.  

 
b) Top management of PAB shall review any residual risk to determine if it is 

within the level of acceptable risk. When a relationship poses an 
unacceptable threat to impartiality, then examination shall not be provided. 

 
c) The risk assessment process shall include identification of and consultation 

with appropriate interested parties to advice on matters affecting impartiality 
including openness and public perception. 

 
NOTE 1 Sources of threats to impartiality of the PAB and AEC can be based 
on ownership, governance, management, personnel, shared resources, 
finances, contracts, training, marketing and payment of a sales commission or 
other inducement for the referral of new clients, etc. 
 
NOTE 2 One way of fulfilling the consultation with the interested parties is by 
the use of an impartiality committee.  

 
4.5.6. The PAB and AEC shall not impart any Biomedical skills related training or 

education within the same legal entity.  
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4.5.7. The PAB and AEC shall have a process to eliminate or minimize risk to 
impartiality if training/education of Biomedical skills is carried out in a related 
body which is linked to the PAB and AEC by common ownership etc. 

 
4.6. Confidentiality: The PAB and AECs shall ensure that information obtained during 

the examination process, or from sources other than the applicant, candidate or 
certified person, is not disclosed to an unauthorized party without the written consent 
of the individual (applicant, candidate or certified person), except where the law 
requires such information to be disclosed. 

 
4.7. Security: The PAB shall develop and document policies and procedures to ensure 

security throughout the examination process. There shall be a separate 
documentation for centers which administer the examination on line and centers 
which administer paper based exam. The procedure shall ensure that adequate 
number of paper based question papers are sent to the center and collected back and 
accounted for. 

 
The PAB shall demonstrate their procedures for Information Security on the lines of 
ISO 27001.  However, compliance to ISO 27001 is only required before the PAB can 
be accredited to ISO 17024. Following are the requirements for ensuring information 
security: 

 
 PAB shall define requirements and procedures to be followed by AEC for ensuring 

information security before, during and after the examination process. 

 The AEC shall be responsible for providing secure systems for conduct of 
examination. The AEC shall adhere to Information Security Management 
procedures and methods defined by the PAB 

 AEC shall be responsible for guarding the Systems against virus, malware, 
spyware and spam infections using the latest Antivirus corporate/Enterprise 
edition suites which include anti-malware, anti-spyware and anti-spam solution for 
the entire system. The AEC shall maintain strict privacy and confidentiality of all 
the data it gets access to. 

 AEC shall provide the infrastructure required for conducting examination like the 
space, webcam in the center, computers, servers, UPS, generators, LAN/WAN of 
required speed, routers, Network Management S/W, Firewalls and proxy servers, 
internet connectivity (with required emergency backups) etc. as required by 
procedures of the PAB. 

 AEC shall ensure data security, shall retain only the data and records specified in 
the procedure and transfer data relating to Candidate data files, invigilator reports 
and any other test-related files in a secure manner in conformance with the PAB 
procedures. 

 Each testing workstation shall be separated by an acoustical partition and located 
such that no candidate can read the monitor of another candidate. 

 If invigilation through physical presence is not possible or desirable, Audio and 
Visual monitoring of candidates shall be carried out through a window, glass panel 



 

 
6 

 

or via a video monitor. However this shall be carried out only under the direction 
of the PAB 

4.8. Finance and liability: The PAB shall have the financial resources necessary for its 
operation and have adequate arrangements (e.g. insurance or reserves) to cover 
associated liabilities 

 
4.9. Publicly Available Information 

 
4.9.1. The PAB shall maintain a website for providing information about the Scheme 

and activities under the Scheme. 
 
4.9.2. The PAB shall maintain and make publicly available information describing its 

examination processes, and about the geographical areas in which it operates. 
 

4.9.3. The   PAB    shall   make   publicly   available   information   about applications 
registered and certifications granted, suspended or withdrawn by redirecting 
the users to the registry maintained by the scheme owner. 
 

4.9.4. The PAB shall make publicly available its processes for handling appeals and 
complaints. The decision on appeals and complaints shall be taken by 
personnel independent of the examination process. 

 
4.10 The PAB shall have a process to handle appeals by the candidates against the 

decision of the scheme owners by requesting the candidates to contact the scheme 
owners directly or by forwarding the appeal to the scheme owners. 

 
4.11 The PAB shall have a process to handle complaints from the users of the services 

of the certified Bio medical engineers or any other stake holder. 
 
 

5 Technical Requirements 
 

5.1 Personnel:  
 

5.1.1 The PAB shall have, as part of its own organization, personnel, either 
employed or on contract, having sufficient competence to establish, monitor 
and control AECs and for managing process of administering the examination 
of Biomedical professionals. 

 
5.1.2 The PAB shall have defined processes for selecting, training, and formally 

authorizing invigilators and other personnel performing examination 
administration process, and for selecting technical experts, if needed, used in 
this activity. 
 

5.1.3 The PAB shall have a documented description of the responsibilities and 
qualifications of personnel involved in the Examination administration process. 

 
5.2 Competence  

 
5.2.1 The PAB shall have adequate competent personnel to design, plan and 

administer the examination. The Invigilators used by the AECs shall have 
minimum Bachelor’s Degree with at least 2 years of relevant working 
experience of which at least 6 months experience with the AEC. They shall 
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have adequate working knowledge and the skill to resolve any queries related 
to operation of the computers, networking and administration of the 
examination. Alternately there can be separate Computer Professional either 
working with the PAB/AEC or contracted who has the competence for 
operation of the computers and networking.  

 
5.2.2 The PAB shall have a process of qualifying and monitoring the performance 

of the invigilators and computer professionals. 
 

5.2.3 The PAB shall have a process for qualifying and monitoring the performance 
of the personnel involved in the examination set up including randomization 
and security of the question papers 

 

5.2.4 Currently the examination question papers will be provided by the Scheme 
Administrator. However, the PAB shall have adequate competence to set up 
question papers meeting the requirements of ISO 17024, if and when it starts 
setting up question papers on its own. 

 

5.3 Outsourcing: The PAB shall have a legally enforceable agreement covering the 
arrangements, including confidentiality and conflict of interests, with each body that 
provides outsourced work related to the examination process. When the PAB 
outsources work related to examination, the PAB shall: 

 
a) take full responsibility for all outsourced work; 
b) ensure that the body conducting outsourced work is competent and complies 

with the applicable provisions of this International Standard; 
c) assess and monitor the performance of the bodies conducting outsourced 

work in accordance with its documented procedures; 
d) have records to demonstrate that the bodies conducting outsourced work 

meet all requirements relevant to the outsourced work; 
e) maintain a list of the bodies conducting outsourced work. 

 
It is not envisaged that the AEC will outsource its work.  However, if it does it can be done 
only under the direction of the PAB. 

   
5.4 Other Resources: The AEC shall use adequate premises, including examination 

sites, computers, networks, power backup, ventilation, lighting and resources for 
carrying out its examination activities. The examination activity shall be recorded 
and stored for a minimum period of 3 months. There shall also be a facility to watch 
the examination administration at the center from remote location. The facility for 
remote monitoring shall be provided to Scheme Owner. The PAB shall develop a 
procedure on the requirements for the individual test centres with in the control of 
the PAB.  

 
 

6 Examination Process 
 
6.1 AEC shall prevent fraudulent examination practices by:  
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 requiring candidates to sign a non-disclosure agreement or other agreement 
indicating their commitment not to release confidential examination materials 
or participate in fraudulent test-taking practices;  

 requiring an invigilator to be present;  
 confirming the identity of the candidate;  
 implementing procedures to prevent any unauthorized aids from being brought 

into the examination area;  
 preventing candidates from gaining access to unauthorized aids during the 

examination;  
 monitoring examination results for indications of cheating.  

 
6.2 The AEC shall maintain records to demonstrate that the examination process is 

effectively fulfilled.    
 
 

7 Approval Process  
 

7.1 Application:   
 

7.1.1 Any organization interested in approval as a PAB for the purpose of the 
Scheme may apply to QCI in the prescribed application format along with the 
prescribed application fee. The applicant shall also enclose the required 
information and documents as specified in the application form. 

 
7.1.2 The filled in application form for approval shall be duly signed by the CEO/ 

authorized representative/s of the organization seeking approval. 
 

7.1.3 On receipt of the application form, it will be scrutinized by the secretariat at 
QCI and those found complete in all respects will be processed further. 

 
 

7.2 Assessment Process 
 

7.2.1 On review of the application for completeness, an assessment team 
comprising a team leader and member(s)/technical expert(s) will be nominated 
by QCI for the purpose of assessment at applicant’s office and other locations, 
if required. Under normal circumstances, the assessment at head office will be 
for a total of two man days exclusive of the Technical Expert. NABCB follows 
the international practice of assessing square root of the total number of 
examination centers to be approved under a single entity based on which all 
the AEC under the control of the PAB will be authorized to conduct the 
examination on behalf of PAB.  Whenever new AEC are added, the same 
needs to be informed to QCI and QCI will take a decision and inform PAB if 
there is a need to assess the newly added AECs. 

 
7.2.2 The names of the members of the assessment team along with their CVs will 

be communicated to the applicant giving it adequate time to raise any objection 
against the appointment of any of the team members, which will be dealt with 
by QCI on merits.  All assessors/experts nominated by QCI have signed 
undertakings regarding confidentiality and conflict of interest. 
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7.2.3 The assessment team leader shall provide an assessment plan to the 
applicant in advance of the assessment. 

 
7.2.4 The date(s) of assessment shall be mutually agreed to between the applicant 

and QCI assessment team. 
 
7.2.5 The Office assessment will begin with an opening meeting for explaining the 

purpose and scope of assessment and the methodology of the assessment. 
The actual assessment process shall cover review of the documented system 
of the organization to assess its adequacy in line with the assessment criteria 
as specified. In short, it will be an assessment for verifying technical 
competence of the applicant for operating under the Scheme. 

 
7.2.6 At the end of the office assessment, through a formal closing meeting, all the 

non-conformities and concerns observed in the applicant’s system as per the 
assessment criteria and the assessment team’s recommendation to QCI, shall 
be conveyed to the applicant. 

 
7.2.7 Based on the report of assessment, and the action taken by the applicant on 

the non-conformities/concerns, if   any,  QCI   shall   take   a   decision   on 
granting provisional approval to the applicant as PAB under the Scheme. 

 
 

8 Validity of Approval  
 

8.1 The approval shall be valid for a period of 2 years.  
 

8.2 The provisionally approved PAB shall undergo a surveillance within one year with 
assessment at HO as well as square root of AECs actually conducting examinations. 

 
8.3 The PAB shall obtain formal accreditation as per ISO 17024 from NABCB within 2 

years of provisional approval. 
 

8.4 Based on the request of PAB and review of previous cycle status, it may be decided 
to extend the period of validity; in such a case, the PAB shall be assessed on site, 
prior to such an extension. 
 

8.5 The approval shall be subject to suspension/withdrawal with due notice of 15 days 
in the event of any noncompliance to the requirements of the Scheme. 

 
8.6 The approved PAB shall inform QCI without delay about any changes relevant    to 

its approval, in any aspect of its status or operation relating to; 
 

a) Its legal, commercial, ownership or organizational status, 
b) The organization, top management and key personnel,  
c) Main policies, resources, premises and scope of approval, and 
d) other such matters that may affect the ability of the PAB to fulfill requirements   

for approval 
 

QCI shall examine such information and decide on the issue on merits with or without 
an on-site verification. 

 
8.7 The PAB and AECs shall make available data of the examinations conducted along 

with discrepancies observed, if any.  
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9 Fee 

 
9.1 The following fee structure shall apply to be paid by the PAB to QCI: 

 
a) Application fee: INR 10,000/- 
b) Manday charges: INR 20,000/- 
c) Travel / stay - On actuals 

 
9.2 QCI at its discretion may revise/ levy any other fee necessary with due notice to the 

PABs.  


