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CME On Quality Management System & Internal Audit in Medical Laboratories 

(Date: 4th to 7th October 2021) 

Venue:-Department of Roga Nidana Evum Vikriti Vigyana, All India Institute of Ayurveda New Delh 

Day 1:4th october 2021 

The day started with welcome of Dr. Neeraj Jain. He is president and course director MELAP and 

Senior pathologist running ISO0 15189 accredited lab in west Delhi. All the faculty members of Roga 

Nidan department that is Dr Prof. Anand More sir. Dr Shalini Rai, Dr Richa Tripathi ma'am and Dr 

sarita ma'am and all the Ph.D. and M.D. scholars were present. Some lab technicians and attendants 

were also there to attend the lecture. 

He started with the presentation of the clauses under ISO 15189. The following are the clauses: 

Clause 1- Scope 

Clause 2- Normative References 

Clause 3 

Clause 4- Management Requirements 

He elaborated the clause no 4 in following sub categories 

4.1 Organization & management responsibility 

General 
Legal entity 
Ethical conduct 

Laboratory director 
Management responsibility 
Management commitment 

Need of users 

Quality policy 
Quality objectives & planning 

Responsibility, authority & interrelationships 

Communication 

Quality manager 

4.2 Quality management system 

General requirements 
Documentation requirements 
Quality manual 

4.3 Document control 

4.4 Service agreements 
Establishment of service agreements 

Review of service agreements 

4.5 Examination by referral laboratories 

Selecting and evaluating referral laboratories and consultants 

Provision of examination results 

4.6 External services & supplies 

4.7 Advisory services 

4.8 Resolution of complaints 
4.9 Identification & control of nonconformities 

4.10 Corrective action 

4.11 Preventive action 
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4.12 Continual improvement 
4.13 Control of records 

4.14 Evaluation & audits 

4.15 Management review 

Review input 

Review activities 

Review output 

He elaborated each and every clause in very detailed and interesting manner by giving examples 

which made us easy to understand. He also gave us some exercise to do 

Day 2: 5th October 2021 

Another beautiful day started with a little revision of previous topics. Then he continued with the 

new clause that is clause 5- Technical requirements. The following are the sub categories under 

5.1 Personnel 

Personnel qualification 
Job description 
Personnel introduction to the organizational environment 

Training 
Competence assessment 

Review of staff performance 
Continuing education and professional development 

Personnel records 
5.2 Accommodation and environmental condition 

5.3 Laboratories equipment, reagents & consumables 

5.4 Pre examination processes 

5.5 Examination processes 

5.6 Ensuring quality of examination results 

5.7 Post examination processes 

5.8 Reporting of result 

5.9 Release of result 

5.10 Laboratory information management 

He explained all the clause in very interesting manner and discussed amongst us. He cleared all our 

doubts. He gave us some exercises regarding the topics discussed above. 

Day 3: 6th October 2021 

On 3 day Dr Dilip Kumar sir came to deliver the lecture. He explained about evaluation and audits. 

These were the following points discussed in the class. 

General 

Periodic review of requests & suitability of procedures & sample requirements 

Assessment of user feedback 

Staff suggestions 

Internal audit 

Risk management 

Quality indicators 

Review by external organization 

We had an interactive session of discussing all the exercises and he cleared our doubts 
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Day 4:7th october 2021 
On 4 day Dr Neeraj Jain sir came and discussed about the Statistical Quality Control. He gave u many exercise individually and in group also. He divided us in 3 groups to discuss the exercises. also cleared our doubts regarding the exercises. 
Nespected Director ma'am of our institute Dr prof. Tanuja Nesari ma'am, Dean Dr Manesn vya, DT Anantram Sharma came and blessed with their words and felicitated our guest Dr Neeraj Jain. ve 
were provided with our certificates of participation 

ALL INDIA INSTITUTE OF AYURVEDA 

terfores W intronve Biock AGauoie Admininroneo Bc 

VEDA A 
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Rgd Na. socievivess/0148901359 
MELAP/QMS/2021/T-101 

MEDICAL EDUCATION 
& LEARNING POINT (REGD.) NBQP 

LMS-1821183P 

Certificate 
his is to cerlily that Shalini Rai 

has successfully compleled the training forogramne on 

Qualiry Managenent Systems and Internal Audit in Medical Laboratories as per 1SO 15189:2012" 
from 04 Oct to 0zh Oct 2021 

at 
Al India institute of Ayurveda Gautampuri, Sarita Vihar Netv Delhi-1 10076 

Dr. Neeruj Joln 
Pesident & Course Director 

AELAP 
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