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Recently Published Book Includes Chapter on FACT Citations in Apheresis 
 
The recently published book, Best Practices of Apheresis in Hematopoietic Cell Transplantation (Abutalib 

et. al., 2020), includes a large number of topics relating to the use and performance of apheresis in 

hematopoietic cell transplantation. The book is described as a practical resource for clinicians ranging 

from residents to faculty members and other healthcare personnel. The book is available for purchase in 

its entirety or by individual chapters. 

FACT President Dennis Gastineau, MD wrote Chapter Three, FACT-JACIE Standards: Common Citations 

and How Best to Avoid Them. The chapter on citations focuses on deficiencies found in apheresis 

facilities during on-site FACT inspections. Dr. Gastineau briefly describes the citations and then suggests 

methods for avoiding them in future inspections.  

Abutalib, S.A., Padmanabhan, A., Pham, H.P., Worel, N. (Eds.) (2020). Best Practices of Apheresis in 
Hematopoietic Cell Transplantation. Springer International Publishing. doi: 10.1007/978-3-319-55131-9.  
 

FACT Announces Immune Effector Cellular Therapy Webinar Series 
 
The FACT Education Committee and Immune Effector Cell Task Force have developed a series of webinars 
on Immune Effector Cellular Therapy.  Six webinars are planned througout 2020 and include the following 
topics: 
 
1. The State of FACT Immune Effector Cell Therapy Accreditation Today presented by Dr. Patrick 

Hanley 
Wednesday, March 4, 2020 
11:00 am ET, 16:00 GMT 
 
Dr. Patrick Hanley, Director of GMP for Immunotherapy at Children's National Health System Blood 
and Marrow Transplant Program, will present the State of FACT Immune Effector Cell Therapy 
Accreditation Today. Dr. Hanley will discuss the growth and expected direction of IEC Accreditation 
and describe the major concepts addressed the FACT IEC Standards. He will also explain various 
methods of compliance, as well as compare requirements between FACT and commercial 
manufacturers.  

https://www.springer.com/gp/book/9783319551302?wt_mc=Internal.Event.1.SEM.ChapterAuthorCongrat#aboutAuthors
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Register now 
 
 

2. Labeling and Chain of Custody for IEC Products presented by Dr. Sarah Nikiforow 
Wednesday, April 22, 2020 
11:00 am ET, 15:00 GMT 
 
Dr. Sarah Nikiforow from Dana-Farber Cancer Institute / Cell Manipulation Core Facility, will present  
Labeling and Chain of Identity and Custody for IEC Products.  Dr. Nikiforow will review the IEC 
Standards related to labeling and chain of identity and custody and explain FACT expectations for 
clinical trial research product labeling and chain of custody from bench to bedside.  In addition, she 
will describe how ISBT 128 coding and labeling can be used with commercial cellular therapy products.  
 
Register now 

 
3. Integration of Immune Effector Cellular Therapy into a FACT-Accredited Transplant Program 

presented by Dr. Carlos Bachier  
June 17, 2020 
11:00 am ET, 15:00 GMT 
 
Dr. Carlos Bachier, Program Director and Processing Facility Director at Sarah Cannon Blood and 
Marrow Transplant Program in Nashville, will present Integration of Immune Effector Cellular Therapy 
into a FACT-Accredited Transplant Program.  Dr. Bachier will begin by discussing the requirements for 
transplantation and immune effector cellular therapy.  He will highlight opportunities and challenges 
when incorporating immune effector cellular therapy into an existing Quality Management Plan, and 
provide steps that can be taken to incorporate immune effector cellular therapy into a transplant 
program.  
 
Register now 
 
Other sessions within this series include: 

4. Bringing a Stand-Alone Immune Effector Cell Therapy Program into FACT Compliance (Date/time TBD) 
5. IEC Inspector Training (Date/time TBD) 
6. Data Reporting and REMS Compliance (Date/time TBD) 
 
 
 
 
 
 
 
 

http://www.factweb.org/forms/meeting/MeetingFormPublic/view?id=1587A600000110
http://www.factweb.org/forms/meeting/MeetingFormPublic/view?id=15878C0000015D
http://www.factweb.org/forms/meeting/MeetingFormPublic/view?id=1588950000009D
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FACT Cord Blood Inspection & Accreditation Workshop at ISCT Annual Meeting 
May 26, 2020 
8:00 am – 5:00 pm 

This training workshop is designed to explain the requirements for FACT accreditation of cord blood 
banks. FACT representatives will clarify the intent of the NetCord-FACT Standards, provide inspectors 
tips for conducting inspections, and assist programs in organizing and preparing for the accreditation 
process. 

The workshop includes an applicant and inspector training track. The applicant track will begin with an 
overview of the FACT accreditation process and continue with hands-on activities to guide the applicant 
through the accreditation process. 

The inspector training track is required for all inspector trainees. This track is designed to walk the 
trainee through the entire inspection experience; from the moment the inspector accepts an inspection 
assignment through submitting the inspection report. Each trainee will receive their own checklist 
accompanied by applicable inspection documents. In order to attend this track, you must be pre-
approved as an inspector trainee. Inspector trainees have required assignments to complete before 
attending the workshop. 

Apply to train as a FACT cord blood inspector.  If approved, you can attend the workshop FREE of 
charge! 

Register for the FACT workshop 

 

 

 

http://www.factwebsite.org/Become_An_Inspector/Apply_to_be_a_FACT_Inspector.aspx
http://www.factweb.org/forms/meeting/MeetingFormPublic/view?id=155A6B0000005D
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ISCT – FACT Quality Boot Camp  

May 27, 2020 

8:00 am – 5:00 pm 

 

Enhance your knowledge by attending ISCT-FACT Quality Boot Camp sessions that will address quality 

principles core to your cellular therapy program, including assessing the effectiveness of your QM plan, 

challenges programs face when implementing and incorporating Immune Effector Cells into the QM 

plan, guidance on navigating process validation, and resolving and reporting occurrences. 

 

In an effort to customize Quality Boot Camp content to attendee needs, register early and participate in 

a survey on QM topics. During the boot camp, join in roundtable discussions and leverage QA experts for 

ideas on how to enhance your program’s quality improvement program. 

Registration for ISCT Pre-Conference Day includes access to all pre-conference events on May 27, 

including the ISCT-FACT Quality Boot Camp.   

Register for Quality Boot Camp 

 

 

 

 

 

 

http://www.factweb.org/forms/meeting/MeetingFormPublic/view?id=159D88000002CB
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FACT Cord Blood Inspection & Accreditation Workshop 
September 9, 2020 
8:00 am – 5:00 pm 

This training workshop is designed to explain the requirements for FACT accreditation of cord blood 
banks. FACT representatives will clarify the intent of the NetCord-FACT Standards, provide inspectors 
tips for conducting inspections, and assist programs in organizing and preparing for the accreditation 
process. 

The workshop includes an applicant and inspector training track. The applicant track will begin with an 
overview of the FACT accreditation process and continue with hands-on activities to guide the applicant 
through the accreditation process. 

The inspector training track is required for all inspector trainees. This track is designed to walk the 
trainee through the entire inspection experience; from the moment the inspector accepts an inspection 
assignment through submitting the inspection report. Each trainee will receive their own checklist 
accompanied by applicable inspection documents. In order to attend this track, you must be pre-
approved as an inspector trainee. Inspector trainees have required assignments to complete before 
attending the workshop. 

Apply to train as a FACT inspector. If approved, you can attend the workshop FREE of charge! 

This is an excellent opportunity to network with the cord blood community and learn from experts in 
cord blood banking. We encourage banks to send multiple personnel to be able to attend both the 
applicant and inspector training track! 

Register for cord blood workshop 

 

http://(http/www.factwebsite.org/Become_An_Inspector/Apply_to_be_a_FACT_Inspector.aspx)
http://www.factweb.org/forms/meeting/MeetingFormPublic/view?id=1589F600000024
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2020 FACT-ASTCT Quality Manager Engagement and Resiliency Survey 

Resilience is the ability to recover from or adjust easily 

to change.  Highly resilient individuals thrive in an 

environment of change.  The Quality Manager’s 

capacity to be resilient during change, a constant in 

their work life, is a critical skillset.   

Since 2017, the FACT Quality Management Committee 

and the ASTCT Administrative Directors SIG Quality 

Working Group have collaborated to identify 

opportunities to increase the QM’s resiliency.   During that year, the quality groups developed an 

anonymous survey to collect data on Quality Manager personal resilience and their perceived benefits of 

improved resilience. The survey included a validated “Brief Resilience Scale”2 (BRS) which quantitatively 

measures resilience (1 = low to 5 = high).   

To assess possible work stressors, Quality Managers were queried about their responsibilities, program 

size/complexity, and the nature of interactions with others, e.g. direct supervisors. Respondents were also 

asked to rank selected resources for increasing resiliency. 

Since that initial survey, results have been analyzed and presented as abstracts during TCT | 

Transplantation & Cellular Therapy Meetings of ASTCT and CIBMTR.  Additionally, survey findings have 

been used to identify resources to help, among others, build resilience through improved workplace 

communications, workload management.   This resources list was uploaded to the FACT website at:  

http://www.factwebsite.org/WorkArea/DownloadAsset.aspx?id=1898.   

It’s come time to reassess…Quality managers, we need you!   

The committees are reaching out more broadly to cellular therapy program and cord blood bank Quality 

Managers around the world requesting that you complete a follow-up survey.   This year’s anonymous 

survey takes approximately 20 minutes to complete.  The survey can be accessed at the web address or 

by scanning the QRS code included below.   

http://www.factwebsite.org/WorkArea/DownloadAsset.aspx?id=1898
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https://www.surveymonkey.com/r/FACT-ASTCT2020QMResiliency                                     

 

 

 

The FACT Quality Management Committee and the ASTCT Administrative Directors SIG Quality Working 

Group plan to jointly analyze information provided by respondents later this year with hopes to publish 

early in 2021.   

 

https://www.surveymonkey.com/r/FACT-ASTCT2020QMResiliency

