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QUALITY IMPROVEMENT- “ PROJECT ”

Aims to make a difference to patients 

• By increasing safety, effectiveness & experience of care 

•  Systematic approach to understanding of our complex healthcare environment

• Designing, testing & implementing changes using real time measurements

                                                                                                           

Prof Avedis Donabedian
A physician & founder of the 

study of quality in health care 

DONABEDIAN MODEL

Hughes, 2008 accessible at https://www.ncbi.nlm.nih.gov/books/NBK2682/

Jones et al, BMJ 2019



ACCREDITATION

• Independent, third-party evaluation of a conformity assessment body against 
recognized standards, conveying formal demonstration of its impartiality and 
competence to carry out specific conformity assessment tasks

• In simple words : Peer-review

• JACIE & FACT actively collaborated on drafting international quality standards 

  - Patient care and facilities during the transplant period

  - Donor care during collection of blood and marrow cells

  - Laboratory processing, storage and delivery of the blood and marrow cells



DIFFERENT INGREDIENTS FOR QUALITY

• Process 
controls (QC)& 
sample 
management

• Data 
Management 
& records 
(retention period , 
archival)

• Consents 
& labeling 
(Purpose, 
discard, 
biohazard, 
storage period, 
dates)

• Equipment 
& supplies 
(IP, OQ, PQ, 
qualification, 
acceptance) Infrastructure

(Legal,Environment, 
access)

Quality 
Management 
System (QMS)

SOPs, Policies 
& protocols ( 

development, access, 
change control, 

archival)

Personnel
(Qualification, training, 

competency, health)



Apheresis Room Out Patients’ waiting Room

Out patients’ Room Cell Processing Room

INFRASTRUCTURE

• Unit Design
       Process and pathway
 
• Environment monitoring 
       cleaning, temp & humidity

• Equipment & Supplies
      Maintenance, critical stocks



PERSONNEL

• Medical

• Nursing

• Technologist

• House keeping

• Data manager

• Co-ordinator

• IT personnel

HR RECORDS

• Qualifications

• Job descriptions

• Training and Competency

• Privileging

• Educational activities

• Health Check-Up



QMS IMPLEMENTION 

• QMS Manual 

• Policies  = 42

• SOPs = 23

• Worksheets, Registers & 

Consents = 110

• Information booklets = 4

• Labels for products
 



COMMON CODING  & 
LABELING SYSTEM

• Global standard for identification & labeling 
of medical products of human origin

• Improves traceability, transparency, 
vigilance, surveillance &  interoperability

• WHO recognized body ICCBBA that 
manages, develops, and licenses ISBT 128

• Validated, temp-controlled transport 
mechanisms



• Validation of all 
procedures & process

• Calibration of Equipment

• QC for tests

• Deviations

• Change Control

• Audit schedules

• Risk assessment

• Disaster Plan



EVALUATION OF QMS EFFECTIVENESS



Overall 
Findings

Root Cause Analysis
( 5 Whys)

Recommendations/Corrective action:

Error in 
documentation 
&
Transcription

Why- Gaps in understanding
during data entry
Why- lack of stable
manpower
Why- lack of ongoing 
training
Why- lack of continuous 
supervision

• The importance of aligning the data 
entered with the appropriate source 
note was stressed

• Training and education of new data 
managers to

     familiar with terms &  source 
documents used in
• transplant
• Periodical supervision of data entry 

by doctors



Quality Indicators: Objective assessment & monitoring
Year 2024 2023

Mobilization Failure Rate         No. of patients who did not mobilize ( pCD34< 10 on day 5 of G-CSF)

            Total no. of patients receiving mobilization ( G-CSF + prelixafor)
6.6 % 9.5%

Mobilization-related Adverse reaction 

rate No. of patients having adverse reactions ( Grade III and IV) 

                    Total no. of patients who received mobilzation 
41.2% 35%

Procedure-related Adverse reaction 

rate

       No. of patients having adverse reactions ( Grade III and IV) 

                    Total no. of patients undergoing apheresis
0 0

Target CD34 + cells yield achieved No. of HPC products ( CD34+ > 4 million/kg in autologous  & >3.5 million/kg 

in allogeneic collections)

Total no. of  patients underwent PBSC collection 81.8 % 89.7%

Microbiological Culture positive rate  No. of Microbiological Culture positive HPC products

                               Total no. of HPC products prepared
3.5 % 0

Mean Collection Efficiency of 

Equipment 

Total CD34+ cells obtained from apheresis

                        peripheral CD34+ cells/µL x apheresis volume processed (µL) 49.3 % 53%



OUTCOME ANALYSIS - Setting Indian Benchmarks !

Quality 

Parameter

2024 2023 2022

 (%)

2021

(%)

Benchmark 

(%)

References

Engraftment Failure
Autologous 0 0 0 0 5 Valcarcel D, Sureda A. Chapter 

41: graft failure. In: Carreras E, 

Dufour C, Mohty M, Kröger N, 

editors. EHCT handbook. 

Switzerland: Springer Open; 

2019. Fondation José Carreras, 

contre la leucémie.

Allogeneic 1.7 0 0 0 10

Graft Versus Host Disease (GVHD)

Acute Grade 2-4 28.1 15.9 14.3 48.57 45-55
B. George et al. / 

Transplantation and 

Cellular Therapy 28 (2022) 

45.e1-45.e8

Wellington F. Silva et al. / 

Transplantation and 

Cellular Therapy 28 (2022) 

763.e1-763.e7

Acute Grade 3-4 10.4 6.8 11.4 22.85 23.9

Chronic GVHD 39.5 31.6 22.8 10.05 26-42



• Voluntary Accreditation Process 

( 10 Allo or 5 Auto transplants annually)

Discounted Annual Fees: USD 6000



MATCHED UNRELATED HPC COLLECTIONS

New Jersey, USA
Boston, USA

Sheffield, UK

Ankara,Turkey

Kochi

Delhi

Vellore



BENEFITS OF ACCREDITATION

• INTERNATIONAL CONSENSUS - Aligns with patient/donor care guidelines

• COMMON INTERNATIONAL LANGUAGE : “ Quality ”

• COMMON GOAL - Bring together clinicians & other specialists 

• REDUCE  BIAS : the effect of individual experiential bias or ‘agenda’ & the 
influence of dominant local financial, clinical or academic conflicts of interest

• Legal and regulatory requirements in some countries

• Improvements in patient survival & reduction in procedural mortality

                                                                          Snowden et al, Bone Marrow Transplantation 2017



Our Experience

Developing a Multi-stakeholder Initiative to overcome barriers in 
implementing FACT mandated Quality Management System (QMS) 

in an Indian transplant center 
Rizwan Javed , Mita Roychowdhury, Jeevan Kumar, Saurabh Bhave, Arijit Nag A, Soumita Ghosh S, Aseem 

Mahajan, Reena Nair, Mammen Chandy

 Implementation of Quality Management System (QMS) Improves 
Peripheral Stem Cell Collection Service in an Indian Center

Rizwan Javed , Mita Roychowdhury, Jeevan Kumar, Saurabh Bhave, Arijit Nag A, Soumita Ghosh S, Aseem Mahajan, 
Reena Nair, Mammen Chandy



TAKE HOME MESSAGE



ACKNOWLEDGEMENTSACKNOWLEDGEMENTS



Through the eyes of gratitude everything is a miracle !

Thank you everyone !
For queries: rizwan.javed@tmckolkata.com
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