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The International Society Cell & Gene Therapy (ISCT) and the American Society for 

Transplantation and Cellular Therapy (ASTCT, then ASBMT) demonstrated remarkable vision 

by joining together to form FACT in 1996 for the purpose of helping blood and marrow 

transplant (BMT) programs improve patient outcomes. Because of the complexities associated 

with analyzing outcomes in BMT, FACT Standards emphasized both structural characteristics 

for transplant programs and processes of care.  Despite the recognition at the outset that patient 

survival outcomes are difficult to accurately and fairly assess, FACT has also always required 

outcomes analysis at the programmatic level. 

 
The FACT-JACIE International Standards for Cellular Therapy Product Collection, Processing, 

and Administration (HCT Standards) defines outcome analysis as, “the process by which the 

results of a therapeutic procedure are formally assessed.” i Requirements within these 

Standards expect programs to evaluate clinical outcomes internally and in comparison to 

national or international data. 

The Evolution of FACT Requirements for Outcome Analysis 

Patients’ specific risk factors (e.g., disease status, socioeconomic status) are often outside of 

providers’ control. Therefore, since the first edition of the HCT Standards in 1996, requirements 

were predominantly focused on the performance of outcome analysis rather than the attainment 

of any certain metric. Accredited programs are required to have a quality management program 

that includes the evaluation of aggregated data to identify trends in specified metrics, including 

engraftment, morbidity and mortality, graft-versus-host disease, and infections. (Immune 

effector cell programs and cord blood banks also have specified metrics in their respective 

Standards.) Accredited programs are expected to set internal benchmarks, evaluate trends in 

outcomes, and implement corrective and preventive actions when undesirable trends are 

discovered. FACT inspectors verify that these activities are taking place. 

In the sixth edition HCT Standards, published in 2015, benchmarking one-year survival against 

national or international data became a requirement. This was the outcome of an evaluation 

conducted by a task force created by the FACT Board of Directors to determine if reported 

clinical outcome should be factored into the Standards. The task force weighed many options, 

considered the impact on programs, and invited public comments. It determined that one-year 
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survival would be an appropriate metric for programs to benchmark. Its colleagues on 

developing the international HCT Standards, the Joint Accreditation Committee – ISCT and 

EBMT (JACIE), agreed. The current requirements are: 

B4.7.5 The Clinical Program should achieve one-year survival outcome within or 

above the expected range when compared to national or international 

outcome data. 

 

B4.7.5.1 If expected one-year survival outcome is not met, the Clinical 

Program shall implement a corrective action plan that meets 

FACT or JACIE requirements. 

 

The result of this addition is essentially a two-part requirement for outcome analysis in the HCT 

Standards: 

1. Internal analysis using the program’s data to regularly evaluate a variety of clinical 

outcome metrics and variables, detect trends, and implement corrective and preventive 

actions to improve outcomes. 

2. Benchmarking the program’s one-year survival against external, comparative national or 

international data to determine if the program is meeting expected outcomes. When a 

program does not meet expected one-year survival, it must submit a corrective action 

plan (CAP) that meets FACT or JACIE guidelines.  

 

Use of Stem Cell Therapeutic Outcomes Database for Allogeneic Transplant Programs in 

the United States 

Allogeneic transplant programs in the United States (U.S.) are required to submit outcome data 

to the Stem Cell Therapeutic Outcomes Database (SCTOD) in accordance with the Stem Cell 

Therapeutic and Research Act of 2005.ii This database is administered by the Center for 

International Blood and Marrow Transplant Research (CIBMTR), and CIBMTR annually reports 

risk-adjusted, one-year survival for participating programs in the Transplant Center-Specific 

Survival Report.iii FACT believes that this report provides the most reliable and least ambiguous 

measure of outcomes, and therefore requires U.S. allogeneic programs to use this data as its 

comparative source. The currently published survival rates for each program can be found on 

the Be the Match website.iv Program Directors also receive the report directly from CIBMTR 

each year. 
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Programs occasionally raise questions about how to effectively use this data. The following 

table outlines some common concerns and the perspective of the FACT Clinical Outcomes 

Improvement Committee. 

High-risk patients: The CIBMTR report is risk adjusted and high-risk patients are 

accounted for within the report. Broad refusal to transplant patients 

with high risk is not the intent of the requirements; FACT expects 

corrective actions that may help these patients if necessary. For 

example, many programs have adjusted preparative regimens or 

enrolled in clinical trials to improve survival of high-risk patients. 

Small programs:  It is difficult to identify trends among a small number of transplants, 

but FACT will look for a good-faith effort of the program to review 

data and determine if a trend can be found. For example, one 

small program found a trend that indicated a need for educating its 

network of referring physicians. 

Confidence interval:  

 

A common worry is that Clinical Programs will have one-year 

survival lower than the expected range, through no fault of their 

own, because of the 95% confidence interval. However, each 

program has its own confidence interval. A defined number does 

not have to drop out of the curve. Therefore, it is possible for each 

program to meet expected one-year survival. Small programs 

typically have a wider range of expected outcomes.  

Delay in reporting:  Although the CIBMTR report is delayed by two years and uses 

three years’ worth of data, there is still opportunity to improve. 

Review the causes of death and their root causes for the 

timeframe of the report, but also since that time. If survival is 

showing an upward trajectory since that year, that information can 

be included in the corrective action plan for consideration. 

 

Selection of Comparative Data for Autologous-Only Programs or Programs Outside of 

the United States 

Many programs do not report outcomes to the SCTOD, either because they only perform 

autologous transplants or they are outside of the U.S. These programs must select comparative 

national or international data to use as a benchmark. Examples include: 

• Stem Cell Therapeutic Outcomes Database HCT Trends and Survival Data 

• Be the Match/NMDP Disease-Specific HCT Indications and Outcomes Data 

https://www.cibmtr.org/ReferenceCenter/SlidesReports/SummarySlides/Pages/index.aspx
https://bethematchclinical.org/Transplant-Indications-and-Outcomes/Disease-Specific-Indications-and-Outcomes/
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• Country or region-specific registries 

• Peer-reviewed Medical Literature 

Submitting and Reviewing Corrective Action Plans 

There are two ways that FACT identifies a program as one not meeting expected one-year 

survival. One is via the annual report required of all accredited programs. In this report, 

programs must document whether it meets or exceeds one-year survival as compared to data 

sources described above. The other way is via the Transplant Center-Specific Survival Report 

that is published annually. FACT notifies programs within two weeks of publication if they fell out 

of the expected range. 

Programs must submit a CAP either within their annual reports (autologous or non-U.S. 

program) or within three months of publication of the CIBMTR report. As specified in the HCT 

Standards, the CAPs must meet guidelines. The FACT guidelines are below: 

 

CAPS must: 

1. Identify specific causes of death. 
2. State current 100-day and 1-year overall and treatment-related 

mortality based on internal outcome analyses. 
3. Provide quantitative data. 
4. Identify reasonable causes of low one-year survival rate. 
5. Address the identified causes. 

 

Subsequent submissions must: 

1. Update quantitative data provided in the initial CAP. 
2. Provide any additional information requested by the Clinical 

Outcomes Committee. 
3. Outline a timeline of implementation of corrective actions and their 

effectiveness. 
4. Demonstrate a measurable outcome improvement, or, if outcomes 

do not improve, a reassessment and appropriate corrective actions 
based on that reassessment. 
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CAPs are reviewed by the FACT Clinical Outcomes Improvement Committee, which is 

comprised of transplant physicians with experience in quality management and provide 

leadership to their own programs. The committee usually requests additional information, such 

as specific details about a corrective action or a follow up on the effectiveness of actions taken. 

The following is the process of submitting and reviewing CAPs, as reported in BBMTv: 
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Experiences with Corrective Action Plans to Date 

The early experiences with reviewing corrective action plans have been publishedv and could be 

useful to transplant programs. To date, the CAPs of 70 programs have been reviewed and the 

common themes reported in the article continue. Most commonly reported causes of death 

continue to be disease relapse or progression, infection, graft-versus-host disease (GVHD), and 

organ failure. Most frequently implemented corrective actions are changes to the patient 

selection process, pre- and post-transplant protocols, data management and information 

technology improvements, more frequent outcomes monitoring, and psychosocial evaluations 

and assessments. Although it is too early to determine if the FACT evaluation process is 

improving the risk-adjusted one-year survival reported by CIBMTR, many programs (54, or 

77%) have reported improvement based on internal data.  

Words of Advice 

Programs with involved leadership that regularly monitors clinical outcomes typically have the 

most introspective and detailed corrective action plans. A culture of quality improvement 

requires dedication from all levels of a program. If the FACT requirements for internal outcome 

analysis are followed and reviewed by leadership, there should be no surprises for a program in 

the CIBMTR Transplant Center-Specific Survival Report or other comparative data.  

Transplant programs should take advantage of opportunities to learn and participate in the 

outcomes review process. The FACT website at www.factwebsite.org includes a page 

dedicated to clinical outcomes, including example plans and links to resources. The online store 

includes recordings of many webinars related to outcome analysis.  

FACT thanks all of its accredited programs and inspectors for their commitment to improving 

patient outcomes in HPC transplantation and commends you for rising to the challenge. 
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