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Amyloidosis Response Criteria

Hematologic Response

Complete Response

Requires all of the following:

» Serum and urine negative for monoclonal proteins by immunofixation
* Normal serum free light chain ratio

Very Good Partial Response
* Reduction in the difference between the involved and uninvolved serum free light chain to < 40 mg/L.
Partial Response (PR)

Requires any of the following:

* > 50% reduction in serum monoclonal protein levels (if > 0.5 g/dL or > 5 g/ L at baseline)
* = 50% reduction in urine light chains (if >100 mg / day at baseline)
* > 50% decrease in clonal serum free light chain levels (if >10 mg / dL or >100 mg / L at baseline)

No Response (NR)/Stable Disease (SD)

Does not meet the criteria for CR, PR, or progressive disease.

Progressive Disease (PD)

Requires any of the following:

» If progressing from CR, any detectable monoclonal protein or abnormal free light chain ratio (light
chain must double)

» If progressive from PR or SD, = 50% increase in the serum M protein to > 0.5 g/dL, or = 50% increase
in urine M protein to > 200mg/day with visible peak present.

» Serum free light chain increase of 2 50% to > 10 mg/dL (100 mg/L)

Cardiac Response

Cardiac Response

Requires any of the following:

+ =2 mm decrease in mean intraventricular septal wall thickness by echocardiogram
* > 20% increase in left ventricular ejection fraction
» > 2 grade decrease in New York Heart Association functional class without an increase in diuretic use
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and no increase in wall thickness
* Reduction (= 30% and = 300ng/L) of NT-proBNP in patients whom the eGFR is = 45 ml/minute/
1.73m2

No Response/Stable Disease

Does not meet the criteria for cardiac response or progressive disease

Progressive Disease

Requires any of the following:

+ =2 mm increase from baseline in the intraventricular wall thickness by echocardiogram
+ 2 10% decrease in the left ventricular ejection fraction.
» =1 grade increase in New York Heart Association functional class

Hepatic Response

Hepatic Response

Requires all of the following:

* =2 cm decrease in liver span if hepatomegaly present (liver > 15 cm)
* > 50% decrease and/or normalization of serum alkaline phosphatase (ALP) level

No Response/Stable Disease

Does not meet the criteria for hepatic response or progressive disease

Progressive Disease

Requires the following:

* > 50% increase in the serum alkaline phosphatase (ALP) level

Autonomic Neuropathy Response

Autonomic Neuropathy Response

Resolution of symptomatic orthostatic hypotension

No Response/Stable Disease

Does not meet the criteria for autonomic neuropathy response or progressive disease
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Progressive Disease

Worsening of symptomatic orthostatic hypotension

Peripheral Neuropathy Response

Peripheral Neuropathy Response

Requires any of the following:

* Resolution of abnormal physical findings
» Resolution or improvement of abnormal electromyography (EMG) and/or Nerve Conduction Velocity
(NCV) findings

No Response/Stable Disease

Does not meet the criteria for peripheral neuropathy response or progressive disease

Progressive Disease

Requires any of the following:

* Worsening of physical findings
* Worsening of EMG and/or NCV findings

Renal Response

Renal Response

* = 50% decrease of at least 0.5 g/day (500mg/24hr) in 24-hour urine protein of > 0.5 g/day (500mg/
24hr) pre-treatment and
» Creatinine clearance or serum creatinine must not have worsened by = 25% over baseline

If only serum creatinine is obtained, an estimated creatinine clearance can be calculated using the following
formula:

Estimated Creatinine Clearance = [(140 — Age (years)) * Weight (kg)] / [72 * Serum Creatinine (mg/dL)]
The calculation should be multiplied by 0.85 for women

No Response/Stable Disease

Does not meet the criteria for renal response or progressive disease

Progressive Disease

Requires any of the following:
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* > 50% increase of at least 1 g/day (1000mg/24hr) for urine protein to > 1g/day (1000mg/24hr)
* 25% worsening of serum creatinine or creatinine clearance

Manual Updates:

Sections of the Forms Instruction Manual are frequently updated. The most recent updates to the manual
can be found below. For additional information, select the manual section and review the updated text.

If you need to reference the historical Manual Change History for this form, please click here or reference
the retired manual section on the Retired Forms Manuals webpage.

Add/
Manual
Date . Remove/
Section )
Modify
5/26/ Amyloidosis .
21 Response Modify
Criteria

12/ Amyloidosis
22/ | Response Add

20 Criteria

Amyloidosis
Response Remove
Criteria

8/4/
2020

4/6/ Amyloidosis
Response Add

2020 .
Criteria

Amyloidosis
Response Modify
Criteria

4/19/
19

Description

The Partial Response criteria for Hematologic Response was updated to be
consistent with the amyloid response criteria:
* 2 60% reduction in eurrent serum monoclonal protein levels (if > 0.5 g / dL

or>5g/L at baseline) >0-5-g/dL

* 2> 50 decrease in clonal serum free light chain levels (if >10 mg / dL or

>100 mg / L at baseline) 2-50%reduction-in-currenttreetight-chainlevels—>
10mg/dL

Clarified in the Hematologic Response criteria that free light chain ratios are
for the serum .

Removed the following (struck out below) criteria from the Hematologic
Complete Response Criteria:
Requires all of the following:
» Serum and urine negative for monoclonal proteins by
immunofixation
» Normal free light chain ratio
o Rlosma-solletn-marron—=-52

Added guidance on Free Light Chain Ratios.

Modified the following sections (removed text is struck out below, added text
is in red) of the Amyloidosis Response Criteria:
Partial Response:
* 2 50% reduction in current serum monoclonal protein levels > 0.5
g/dL
* 2 50% reduction in current grire-tight-chain urine m-protein levels
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> 100 mg/day with a visible peak

* 2 50% reduction in current free light chain levels > 10mg/dL
Renal Response:

* = 50% decrease of at least 0.5 g/day (500mg/24hr) in 24-hour
urine protein of > 0.5 g/day (500mg/24hr) pre-treatment and

» Creatinine clearance or serum creatinine must not have worsened
by = 25% over baseline
If only serum creatinine is obtained, an estimated creatinine
clearance can be calculated using the following formula:
Estimated Creatinine Clearance = [(140 — Age (years)) * Weight
(kg)]/ [T2 * Serum Creatinine (mg/dL)]
The calculation should be multiplied by 0.85 for women.

Added further clarification for the Renal Response criteria (indicated in red
below):

Amyloidosis

12/3/ * 2 50% decrease of at least 0.5 g/day (500mg/24hr) in 24-hour
Response Add ] )
Criteria urine protein of > 0.5 g/day (500mg/24hr) pre-treatment and

» Creatinine clearance must not have worsened by =2 25% over
baseline
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New York Heart Association Function
Classifications

Class |

Able to perform ordinary activities without symptoms; no limitation of physical activity

Class |l

Ordinary physical activity produces symptoms; slight limitation of physical activity

Class lll

Less-than-ordinary physical activity produces symptoms; moderate limitation of physical activity

Class IV

Symptoms present even at rest; severe limitation of physical activity

Last modified: Mar 03, 2015
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	Question 406: What was the Durie-Salmon sub classification (at diagnosis)?
	Question 407: Did the recipient have a preceding or concurrent plasma cell disorder?
	Questions 408-409: Specify preceding / concurrent disorder:
	Question 410: Date of diagnosis or preceding / concurrent disorder:
	Question 411-412: Serum β2 microglobulin:
	Questions 413-414: Serum albumin:
	Questions 415-416: Stage at Diagnosis: I.S.S.
	Questions 417- 418: Stage at Diagnosis: R – I.S.S.
	Questions 419-420: Plasma cells in blood by flow cytometry:
	Questions 421-423: Plasma cells in blood by morphologic assessment:
	Questions 424-425: LDH:
	Question 426: Upper limit of normal for LDH:
	Question 427: Were cytogenetics tested (conventional or FISH)? (at diagnosis)
	Questions 428-429: Were cytogenetics tested via FISH? (at diagnosis)
	Questions 430-432: Specify cytogenetic abnormalities (FISH) (at diagnosis)
	Question 433: Was documentation submitted to the CIBMTR? (e.g. FISH report)
	Questions 434-435: Were cytogenetics tested via karyotyping? (at diagnosis)
	Questions 436-438: Specify cytogenetic abnormalities (karyotyping) (at diagnosis)
	Question 439: Was documentation submitted to the CIBMTR? (e.g. karyotyping report)
	Question 440: What was the disease status?
	Question 441: Date Assessed:
	Question 442: Specify amyloidosis hematologic response (for Amyloid patients only)
	Question 443: Date assessed:

	Q444-445: Solid Tumors
	Question 444-445: Specify the solid tumor classification:

	Q446-448: Severe Aplastic Anemia
	Questions 446-448: Specify the aplastic anemia classification:

	Q449-450: Inherited Bone Marrow Failure Syndromes
	Questions 449: Specify the inherited bone marrow failure syndrome classification
	Question 450: Did the recipient receive gene therapy to treat the inherited bone marrow failure syndrome?

	Q451-487: Hemoglobinopathies
	Questions 451 – 453: Specify the hemoglobinopathy classification
	Question 454: Did the recipient receive gene therapy to treat the hemoglobinopathy?
	Questions 455 – 457: Was tricuspid regurgitant jet velocity (TRJV) measured by echocardiography?
	Questions 458 – 460: Was liver iron content (LIC) tested within 6 months prior to infusion?
	Questions 461 – 462: Is the recipient red blood cell transfusion dependent?
	Question 463: Was iron chelation therapy given at any time since diagnosis?
	Question 464: Did iron chelation therapy meet the following criteria: initiated within 18 months of the first transfusion and administered for at least 5 days / week (either oral or parenteral iron chelation medication)
	Questions 465 – 466: Specify reason criteria not met
	Questions 467 – 468: Year iron chelation therapy started
	Questions 469 – 470: Did the recipient have hepatomegaly? (> 2 cm below costal margin):
	Questions 471 – 473: Was a liver biopsy performed at any time since diagnosis?
	Questions 474: Was there evidence of liver cirrhosis?
	Questions 475 – 476: Was there evidence of liver fibrosis?
	Questions 477: Was there evidence of chronic hepatitis?
	Question 478: Was documentation submitted to the CIBMTR? (e.g., liver biopsy)
	Question 479: Is there evidence of abnormal cardiac iron deposition based on an MRI of the heart at time of infusion?
	Question 480: Did the recipient have a splenectomy at any time prior to infusion?
	Questions 481 – 482: Serum iron
	Questions 483 – 484: Total iron binding capacity (TIBC)
	Questions 485 – 486: Total Serum bilirubin
	Question 487: Upper limit of normal for total serum bilirubin:

	Q488-495: Disorders of Immune System
	Questions 488-491: Specify disorder of immune system classification:
	Question 492: Did the recipient have an active or recent infection with a viral pathogen within 60 days of HCT?
	Question 493: Specify the viral pathogen (check all that apply):
	Question 494: Has the recipient ever been infected with PCP/PJP:
	Question 495: Does the recipient have GVHD due to maternal cell engraftment pre-HCT? (SCID only):

	Q496-497: Inherited Abnormalities of Platelets
	Questions 496-497: Specify inherited abnormalities of platelets classification:

	Q498-500: Inherited Disorders of Metabolism
	Questions 498-499: Specify inherited abnormalities of metabolism classification:
	Question 500: Report the Loes composite score (Adrenoleukodystrophy (ALD) only):

	Q501-505: Histocytic Disorders
	Questions 501-502: Specify the histiocytic disorder classification:
	Question 503: Did the recipient have an active or recent infection with a viral pathogen within 60 days of HCT? Hemophagocytic lymphohistiocytosis (HLH) only:
	Question 504: Specify the viral pathogen (check all that apply):
	Question 505: Has the recipient ever been infected with PCP/PJP:

	Q506-509: Autoimmune Diseases
	Questions 506-509: Specify autoimmune disease classification

	Q510-511: Tolerance Induction Associated with Solid Organ Transplant
	Questions 510-511: Specify transplanted organ: (check all that apply):

	Q512: Other Disease
	Question 512: Specify other disease:

	2450: Post-TED
	Q1 – 6: Survival
	Question 1: Date of actual contact with the recipient to determine medical status for this follow-up report
	Question 2: Specify the recipient’s survival status at the date of last contact:
	Question 3: Primary cause of death:
	Question 4: Specify
	Question 5: Contributing cause of death:
	Question 6: Specify

	Q7 – 13: Subsequent Transplant
	Question 7: Did the recipient receive a subsequent HCT since the date of last report?
	Question 8: Date of subsequent HCT
	Questions 9 – 10: What was the indication for subsequent HCT?
	Question 11: Source of HSCs (check all that apply)
	Question 12: Has the recipient received a cellular therapy since the date of last report? (e.g. CAR-T, DCI)
	Question 13: Date of cellular therapy

	Q14 – 16: Initial ANC Recovery
	Question 14: Was there evidence of initial hematopoietic recovery?
	Question 15: Date ANC ≥ 500/mm3 (first of 3 lab values):
	Question 16: Did late graft failure occur?

	Q17 – 18: Initial Platelet Recovery
	Question 17: Was an initial platelet count ≥ 20 × 109/L achieved?
	Question 18: Date platelet ≥ 20 × 109/L

	Q19 – 44: Graft versus Host Disease (Allogeneic Only)
	Question 19: Did acute GVHD develop since the date of last report?
	Question 20: Date of acute GVHD diagnosis
	Question 21: Did acute GVHD persist since the date of last report?
	Question 22: Overall grade of acute GVHD at diagnosis
	Questions 23-28: List the stage for each organ at diagnosis of acute GVHD
	Question 29: Maximum Overall Grade of Acute GVHD
	Question 30: Date maximum overall grade of acute GVHD
	Questions 31 – 36: List the stage for each organ at the time of maximum overall grade of acute GVHD
	Question 37: Did chronic GVHD develop since the date of last report?
	Question 38: Date of chronic GVHD diagnosis
	Question 39: Did chronic GVHD persist since the date of last report?
	Question 40: Maximum grade of Chronic GVHD (according to best clinical judgement)
	Question 41: Specify if chronic GVHD was limited or extensive
	Question 42: Date of maximum grade of chronic GVHD
	Question 43: Is the recipient still taking systemic steroids? (Do not report steroids for adrenal insufficiency, ≤10 mg/day for adults, <0.1 mg/kg/day for children)
	Question 44: Is the recipient still taking (non-steroid) immunosuppressive agents (including PUVA) for GVHD?

	Q45 – 47: Liver Toxicity Prophylaxis
	Question 45: Was specific therapy used to prevent liver toxicity?
	Questions 46 – 47: Specify therapy (check all that apply)

	Q48 – 49: Veno-occlusive disease (VOD) / Sinusoidal obstruction syndrome (SOS)
	Question 48 – 49: Did veno-occlusive disease (VOD) / sinusoidal obstruction syndrome (SOS) develop since the date of last report?

	Q50 – 56: Infection
	Questions 50 – 51: Did the recipient develop COVID-19 (SARS-CoV-2) since the date of last report?
	Question 52: Was a vaccine for COVID-19 (SARS-CoV-2) received?
	Questions 53 – 54: Specify vaccine brand
	Questions 55 – 56: Select dose(s) received

	Q57 – 64: New Malignancy, Lymphoproliferative or Myeloproliferative Disorder
	Question 57: Did a new malignancy, myeloproliferative, or lymphoproliferative disease / disorder occur that is different from the disease / disorder for which the HCT or cellular therapy was performed? (include clonal cytogenetic abnormalities, and post-transplant lymphoproliferative disorders)
	Questions 58 – 59: Specify new malignancy
	Question 60: Is the tumor EBV positive?
	Question 61: Date of diagnosis
	Question 62: Was documentation submitted to the CIBMTR? (e.g., pathology / autopsy report or other documentation)
	Question 63 – 64: Was the new malignancy donor / cell product derived?

	Q65 – 83: Chimerism Studies (Cord Blood Units, Beta Thalassemia, and Sickle Cell Disease Only)
	Question 65 – 66: Were chimerism studies performed since the date of last report?
	Question 67: Were chimerism studies assessed for more than one donor / multiple donors?
	Question 68 – 83: Provide date(s), method(s) and other information for all chimerism studies performed since the date of last report

	Q84 – 106: Disease Assessment at the Time of Best Response to Infusion
	Question 84: Compared to the disease status prior to the preparative regimen, what was the best response to HCT since the date of the last report? (Include response to any therapy given for post-HCT maintenance or consolidation, but exclude any therapy given for relapsed, persistent, or progressive disease)
	Question 85: Specify disease status if not in complete remission
	Question 86: Was the date of best response previously reported?
	Question 87: Date assessed
	Disease Assessment at Time of Best Response
	Molecular
	Question 88: Was the disease status assessed by molecular testing (e.g. PCR)?
	Question 89: Date assessed
	Question 90: Was disease detected?

	Flow Cytometry
	Question 91: Was the disease status assessed via flow cytometry?
	Question 92: Date assessed
	Question 93: Was disease detected?

	Cytogenetic Testing (Karyotyping or FISH)
	Question 94: Was the disease status assessed by cytogenetic testing (karyotyping or FISH)?
	Question 95: Was the disease status assessed via FISH?
	Question 96: Date assessed
	Question 97: Was disease detected?
	Question 98: Was the disease status assessed via karyotyping?
	Question 99: Date assessed
	Question 100: Was disease detected?

	Radiologic
	Question 101: Was the disease status assessed by radiological assessment (e.g. PET, MRI, CT)
	Question 102: Date assessed
	Question 103: Was disease detected?

	Clinical / Hematologic
	Question 104: Was the disease status assessed by clinical / hematologic assessment?
	Question 105: Date assessed
	Question 106: Was disease detected?



	Q107 – 111: Post-Infusion Therapy
	Question 107: Was therapy given since the date of the last report for reasons other than relapse, persistent, or progressive disease? (Include maintenance and consolidation therapy)
	Question 108: Specify Therapy (check all that apply)
	Questions 109 – 110: Specify systemic therapy (check all that apply)
	Question 111: Specify other therapy

	Q112 – 122: Relapse or Progression Post-Infusion
	Question 112: Did the recipient experience a clinical / hematologic relapse or progression post-HCT?
	Question 113: Was the date of clinical / hematologic relapse or progression previously reported?
	Question 114: Date first seen
	Question 115: Was intervention given for relapsed, persistent or progressive disease since the date of last report?
	Question 116: Specify reason for which intervention was given
	Question 117: Specify the method(s) of detection for which intervention was given (check all that apply)
	Question 118: Date intervention started
	Question 119: Specify therapy (check all that apply)
	Questions 120 – 122: Specify systemic therapy (check all that apply)

	Q123 – 126: Current Disease Status
	Question 123: What is the current disease status?
	Question 124: Specify disease status if not in complete remission
	Questions 125 – 126: Date of assessment of current disease status

	Comprehensive Baseline & Follow-up Manuals
	2000: Recipient Baseline
	Q1-3:Clinical Status of Recipient Prior to the Preparative Regimen (Conditioning)
	Question 1: Does the recipient have a history of smoking cigarettes?
	Question 2: Specify smoking or chewing use (check all that apply)
	Question 3: Has the recipient smoked cigarettes within the past year?

	Q4-22: Organ Function Prior to the Preparative Regimen (Conditioning)
	Questions 4-22: Provide last laboratory values recorded for recipient’s organ function (testing done within 30 days prior to the start of the preparative regimen).

	Q23-34: Hematologic Findings Prior to the Preparative Regimen (Conditioning)
	Question 23: Date CBC tested: (testing within 30 days of start of preparative regimen)
	Questions 24-33: Provide last laboratory values recorded just prior to preparative regimen:
	Question 34: Was RBC transfused ≤ 30 days before date of test?

	Q35-38: Infection
	Question 35: Did the recipient have a history of clinically significant fungal infection (documented or suspected) in the 6 months prior to the start of the preparative regimen?
	Question 36: Select organism:
	Question 37: Date of diagnosis
	Question 38: Testing for evidence of prior viral exposure/infection: (check all that apply)

	Q39-85: Pre-HCT Preparative Regimen (Conditioning)
	Question 39: Was a pre-HCT preparative regimen given?
	Question 40: Specify protocol intent: (check only one)
	Question 41: Was irradiation performed as part of the pre-HCT preparative regimen?
	Question 42: What was the radiation field?
	Question 43: Average organ doses (completed only if organ has been contoured and planned as an avoidance organ)
	Questions 44-53: Average Organ Doses
	Question 54: Total dose: (dose per fraction X total number of fractions)
	Question 55: Date started:
	Question 56: Was the radiation fractionated?
	Question 57: Total number of fractions:
	Question 58: Was additional radiation given to other sites within 21 days of the HCT?
	Questions 59-75: Specify radiation field:
	Questions 76-78: Drugs (choose from list)
	Question 79: Date started
	Question 80: Dosing weight
	Questions 81-82: Was the exposure of busulfan measured?
	Question 83-84: Was the busulfan dose adjusted based on pharmacokinetics?
	Question 85: Specify administration (busulfan only)

	Q86-103: Additional Drugs Given in the Peri-Transplant Period
	Question 86: ALG, ALS, ATG, ATS
	Question 87: Total dose
	Question 88-89: Absolute lymphocyte count (prior to first dose)
	Question 90-91: Date first dose
	Question 92-93: Date last dose
	Question 94: Alemtuzumab (Campath)
	Question 95: Total dose
	Question 96-97: Date first dose
	Question 98-99: Date last dose
	Question 100: Were clinically significant donor specific anti-HLA antibodies detected?
	Questions 101-103: Was the recipient on a desensitization protocol?

	Q104-117: Socioeconomic Information
	Question 104: Is the recipient an adult (18 years of age of older) or emancipated minor?
	Question 105: Specify the recipient’s marital status:
	Questions 106-107: Specify the category which best describes the recipient’s current occupation: (if the recipient is not currently employed, check the box which best describes his/her last job.)
	Question 108: What is the recipient’s most recent work status? (Within the last year)
	Question 109: What is the highest educational grade the recipient completed?
	Question 110: Is the recipient currently in school, or was enrolled prior to illness?
	Question 111: Is the recipient covered by health insurance?
	Questions 112-114: Specify type of health insurance (check all that apply)
	Question 115: Specify the recipient’s combined household gross annual income: (include earnings by all family members living in the household, before taxes.) (For U.S. residents only)
	Question 116: Number of people living in the household
	Question 117: Number of people living in the household under the age of 18

	2004: Infectious Disease Markers
	Q1: Donor/Cord Blood Unit Identification
	Question 1: Who is being tested for IDMs?

	Q2-29: Infectious Disease Markers
	Hepatitis B Virus (HBV)
	Question 2: Hepatitis B surface antigen (HBsAg)
	Question 3: Date sample collected
	Question 4: Hepatitis B core antibody (Anti-HBc)
	Question 5: Date sample collected
	Question 6: FDA licensed NAAT testing for HBV
	Question 7: Date sample collected

	Hepatitis C Virus (HCV)
	Question 8: Hepatitis C antibody (Anti-HCV)
	Question 9: Date sample collected
	Question 10: FDA licensed NAAT testing for HCV
	Question 11: Date sample collected

	Human Immunodeficiency Virus (HIV)
	Question 12: Human Immunodeficiency Virus p24 antigen (HIV-1 p24 antigen)
	Question 13: Date sample collected
	Question 14: FDA licensed NAAT testing for HIV-1
	Question 15: Date sample collected
	Question 16: Anti-HIV 1 and anti-HIV 2
	Question 17: Date sample collected

	Chagas (T. cruzi)
	Question 18: Chagas
	Question 19: Date sample collected

	Herpes Simplex Virus (HSV)
	Question 20: Herpes simplex virus antibody (Anti-HSV)
	Question 21: Date sample collected

	Epstein-Barr Virus (EBV)
	Question 22: Epstein-Barr virus antibody (Anti-EBV)
	Question 23: Date sample collected

	Varicella Zoster Virus (VZV)
	Question 24: Varicella zoster virus antibody (Anti-VZV)
	Question 25: Date sample collected

	Other Infectious Disease Marker
	Question 26: Other infectious disease marker
	Question 27: Date sample collected
	Question 28: Specify test and method
	Question 29: Specify test results


	2005: Confirmation of HLA Typing
	Figure 2. HLA Nomenclature1
	Complete this form specifying the recipient or donor HLA at the level it was typed.

	Q1: Donor/Cord Blood Unit Identification
	Question 1: Specify the person for whom this typing is being done

	Q2-24: HLA Typing by DNA Technology
	Question 2: Was documentation submitted to the CIBMTR (e.g., lab report)?
	Class I
	Questions 3-4: Locus A
	Questions 5-6: Locus B
	Questions 7-8: Locus C

	Class II
	Questions 9-10: Locus DRB1

	Class II (Optional)
	Questions 11-12: Locus DRB3
	Questions 13-14: Locus DRB4
	Questions 15-16: Locus DRB5
	Questions 17-18: Locus DQB1
	Questions 19-20: Locus DPB1
	Questions 21-22: Locus DQA1
	Questions 23-24: Locus DPA1


	Q25-30: Antigens Defined by DNA Technology
	Questions 25-27: Number of A antigens provided
	Questions 28-30: Number of B antigens provided

	Q31-47: Optional Antigen Reporting
	Questions 31-33: Number of C antigens provided
	Question 34: Specificity Bw4 present?
	Question 35: Specificity Bw6 present?
	Questions 36-38: Number of DR antigens provided
	Question 39: Specificity DR51 present?
	Question 40: Specificity DR52 present?
	Question 41: Specificity DR53 present?
	Questions 42-44: Number of DQ antigens provided
	Questions 45-47: Number of DP antigens provided

	2006: Hematopoietic Stem Cell Transplant (HCT) Infusion
	Q1-3: Pre-Collection Therapy
	Question 1: Did the donor receive growth and mobilizing factors, prior to any stem cell harvest, to enhance the product collection for this HCT? (Allogeneic donors only)
	Questions 2-3: Specify growth and mobilizing factor(s)

	Q4-7: Product Collection
	Question 4: Date of first collection for this mobilization:
	Question 5: Were anticoagulants or other agents added to the product between collection and infusion?
	Questions 6-7: Specify anticoagulant(s): (check all that apply)

	Q8-21: Product Transport and Receipt
	Question 8: Was this product collected off-site and shipped to your facility?
	Question 9: Date of receipt of product at your facility:
	Question 10: Time of receipt of product (24-hour clock):
	Questions 11-12: Specify the shipping environment of the product(s):
	Question 13: Was there any indication that the environment within the shipper was outside the expected temperature range for this product at any time during shipment?
	Question 14: Were the secondary containers (e.g., insulated shipping containers and unit cassette) intact when they arrived at your center?
	Question 15: Was the cord blood unit stored at your center prior to thawing? (Cord blood units only)
	Question 16: Specify the storage method used for the cord blood unit:
	Question 17: Temperature during storage:
	Question 18: Date storage started:
	Question 19: Total Nucleated cells: (Cord blood units only)
	Questions 20-21: CD34+ cells: (Cord blood units only)

	Q22-40: Product Processing / Manipulation
	Question 22: Was the product thawed from a cryopreserved state prior to infusion?
	Question 23: Was the entire product thawed?
	Question 24: Specify the percent of the product that was thawed? (Cord blood units only)
	Question 26: Date thawing process initiated:
	Question 27: Time at initiation of thaw (24-hour clock):
	Question 28: Time of thaw completion (24-hour clock):
	Question 29: What method was used to thaw the product?
	Question 31: Did any incidents, or product complaints occur while preparing or thawing the product?
	Question 32: Was the product processed prior to infusion?
	Question 33: Specify processing: (check all that apply)
	Question 34: Was the product manipulated prior to infusion?
	Questions 35: Specify manipulations performed: (check all that apply)
	Questions 36-37: Specify antibodies used: (check all that apply)
	Questions 38-39: Specify T-cell depletion method:
	Question 40: Specify other cell manipulation:

	Q41-93: Product Analysis (All Products)
	Question 41: Specify the timepoint in the product preparation phase that the product was analyzed:
	Question 42: Date of product analysis:
	Question 43: Total volume of product plus additives:
	Question 44-45: Report the total nucleated cells (TNC) (Includes nucleated red and nucleated white cells)
	Questions 46-47: Viability of total nucleated cells:
	Questions 48-49: Method of testing cell viability:
	Questions 50-51: Report the nucleated white blood cells:
	Questions 52-53: Report the mononuclear cells:
	Questions 54-55: Report the nucleated red blood cells:
	Questions 56-57: Report the CD34+ cells:
	Questions 58-59: Viability of CD34+ cells:
	Questions 60-61: Method of testing cell viability:
	Questions 62-63: Report the CD3+ cells:
	Questions 64-65: Viability of CD3+ cells:
	Questions 66-67: Method of testing cell viability:
	Questions 68-69: Report the CD3+CD4+ cells:
	Questions 70-71: Viability of CD3+CD4+ cells:
	Questions 72-73: Method of testing cell viability:
	Questions 74-75: Report the CD3+CD8+ cells:
	Questions 76-77: Viability of CD3+CD8+ cells:
	Questions 78-79: Method of testing cell viability:
	Question 80: Were the colony-forming units (CFU) assessed after thawing? (cord blood units only)
	Question 81: Was there growth?
	Questions 82-83: Total CFU-GM
	Questions 84-85: Total CFU-GEMM
	Questions 86-87: Total BFU-E
	Question 88: Were any positive cultures (for bacterial or fungal infections) obtained from the product at the transplant center? (complete for all cell products)
	Questions 89-93: Specify organism code(s)

	Q94-143: Product Infusion
	Question 94: Date of this product infusion:
	Question 95: Was the entire volume of received product infused?
	Infusion Reporting Examples:
	Questions 96-97: Specify what happened to the reserved portion:
	Question 98: Time product infusion initiated (24-hour clock):
	Question 99: Date infusion stopped:
	Question 100: Time product infusion completed (24-hour clock):
	Questions 101-102: Specify the route of product infusion:
	Question 103: Were there any adverse events or incidents associated with the stem cell infusion?
	Questions 104-143: Specify the following adverse event(s)

	Q144-170: Donor/Infant Demographic Information
	Question 144: Was the donor ever pregnant?
	Questions 145-146: Number of pregnancies
	Question 147: Donor’s ethnicity:
	Questions 148-149: Donor’s race and detail: (Mark the group(s) in which the donor is a member. Check all that apply.)
	Question 150: Was the donor a carrier for potentially transferable genetic diseases?
	Questions 151-152: Specify potentially transferable genetic disease:
	Question 153: Was the donor / product tested for other transferable genetic or clonal abnormalities?
	Questions 154-158: Specify disease(s) tested:
	Question 159: Did this donor have a central line placed? (non-NMDP PBSC donors only)
	Question 160: Was the donor hospitalized (inpatient) during or after the collection?
	Questions 161-162: Did the donor experience any life-threatening complications during or after the collection?
	Questions 163-165: Did the allogeneic donor give one or more autologous transfusion units?
	Questions 166-168: Did the donor receive blood transfusions as a result of the collection?
	Questions 169-170: Did the donor die as a result of the collection?

	2100: Post-Infusion Follow-Up
	Q1-5: Vital Status
	Question 1: Date of actual contact with the recipient to determine the medical status for this follow-up report
	Question 2: Specify the recipient’s survival status at the date of last contact.
	Question 3: Did the recipient receive a subsequent HCT?
	Questions 4-5: Has the recipient received a cellular therapy? (e.g., DCI)

	Q6-12: Granulopoiesis / Neutrophil Recovery
	Question 6: Was there evidence of initial hematopoietic recovery?
	Question 7: Date ANC ≥ 500/mm3 (first of 3 lab values):
	Question 8: Following the initial hematopoietic recovery, was there subsequent decline in ANC to < 500/mm3 for ≥ 3 days?
	Question 9: Date of decline in ANC < 500/mm3 for ≥ 3 days (first of 3 days that the ANC declined)
	Question 10: Did recipient recover and maintain ANC ≥ 500/mm3 following the decline?
	Question 11-12: Date of ANC recovery

	Q13-16: Megakaryopoiesis / Platelet Recovery
	Question 13: Was an initial platelet count ≥ 20 × 109/L achieved?
	Question 14: Date platelets ≥ 20 × 109/L
	Question 15: Was an initial platelet count ≥ 50 × 109/L achieved?
	Question 16: Date platelets ≥ 50 × 109/L

	Q17 – 25: Growth Factor and Cytokine Therapy
	Questions 17 – 25: Specify hematopoietic, lymphoid growth factor or cytokine received

	Q26 – 35: Current Hematologic Findings
	Questions 26-35: Provide the most recent laboratory values recorded

	Q36 – 51: Immune Reconstitution
	Question 36: Select all known immunoglobulin values (check all that apply)
	Questions 37 – 41: Specify the immunoglobulin values
	Questions 42 – 43: Were supplemental intravenous immunoglobulins (IVIG) received?
	Question 44: Select all known lymphocyte values from the most recent testing (check all that apply)
	Questions 45 – 51: Specify the lymphocyte analyses

	Q52 – 69: Chimerism Studies
	Questions 52 – 53: Were chimerism studies performed post-HCT? (Allogeneic infusions only)
	Question 54: Were chimerism studies assessed for more than one donor / multiple donors?
	Questions 55-69: Provide date(s), method(s) and other information for all chimerism studies performed prior to the date of contact (question 1)
	Chimerism Methods

	Q70 – 80: Engraftment Syndrome
	Questions 70 – 71: Did engraftment syndrome occur?
	Questions 72 – 73: Specify the symptoms of engraftment syndrome (check all that apply)
	Questions 74 – 77: Was a biopsy performed?
	Questions 78 – 79: Specify therapy given for engraftment syndrome (check all that apply)
	Question 80: Did engraftment syndrome resolve?

	Q81 – 130: Acute Graft vs. Host Disease (GVHD)
	Questions 81 – 90: Select specific therapy used after the start of the preparative regimen to prevent acute GVHD. (Check all that apply) (Note: do not include growth factors reported in questions 17-25, or ex vivo T-cell depletion reported on the Product Insert. Do not include drugs given as part of the preparative regimen)
	Question 91: Did acute GVHD develop?
	Question 92: Date of acute GVHD diagnosis
	Question 93: Did acute GVHD persist?
	Question 94: Was acute GVHD evaluated by biopsy (histology)? (at diagnosis)
	Questions 95 – 101: Specify result(s)
	Question 102: Overall grade of acute GVHD at diagnosis
	Questions 103 – 108: Indicate the stage for each organ involvement at time of diagnosis of acute GVHD
	Question 109: Maximum overall grade of acute GVHD
	Question 110: First date of maximum overall grade of acute GVHD
	Questions 111 – 116: Specify organ involvement at time of maximum grade
	Question 117: Corticosteroids (topical GI) (e.g. beclomethasone, budesonide)
	Questions 118 – 130: Was specific therapy given for acute GVHD?

	Q131 – 200: Chronic Graft vs. Host Disease (GVHD)
	Question 131: Did chronic GVHD develop?
	Question 132: Date of chronic GVHD diagnosis
	Question 133: Did chronic GVHD persist?
	Question 134: Onset of chronic GVHD was
	Question 135 Were signs of acute GVHD present at the time of chronic GVHD diagnosis (overlap syndrome)?
	Question 136 – 138: Karnofsky / Lansky score at time of chronic GVHD diagnosis
	Question 139: Platelets (at diagnosis of chronic GVHD)
	Question 140: Total serum bilirubin (at diagnosis of GVHD)
	Question 141: Was chronic GVHD evaluated by biopsy (histology)? (at diagnosis)
	Questions 142 – 148: Specify result(s)
	Questions 149 – 181: Specify organs involved and NIH scoring at diagnosis of chronic GVHD (check all that apply)
	Question 182: Maximum grade of chronic GVHD (according to best clinical judgment)
	Question 183: Date of maximum grade of chronic GVHD
	Question 184: Specify if chronic GVHD was limited or extensive
	Questions 185 – 186: Select other indicators, clinical features, or complications related to chronic GVHD (check all that apply)
	Question 187: Corticosteroids (topical GI) (e.g. beclomethasone, budesonide)
	Questions 188 – 200: Select systemic treatment used to treat chronic GVHD

	Q201 – 207: Current GVHD Status
	Question 201: Are symptoms of GVHD still present on the date of actual contact (or present at the time of death)?
	Question 202: Is the recipient still taking systemic steroids? (Do not report steroids for adrenal insufficiency, ≤ 10 mg/day for adults, < 0.1 mg/kg/day for children)
	Questions 203 – 204: Date final treatment of systemic steroids administered
	Question 205: Is the recipient still taking (non-steroid) immunosuppressive agents (including PUVA) for GVHD?
	Question 206 – 207: Date final treatment administered

	Q208 – 223: Infection Prophylaxis
	Questions 208 – 210: Specify the first antibacterial drug given (select one)
	Questions 211 – 212: Was vancomycin IV also given as prophylaxis?
	Questions 213 – 215: Specify the first antiviral drug given (select one)
	Questions 216 – 217: Was letermovir (prevymis) given as prophylaxis?
	Questions 218 – 220: Specify the first antifungal drug given (select one)
	Questions 221 – 223: Specify the first anti-pneumocystis (PJP) drug given (select one)

	Q224 – 247: Infection
	Questions 224 – 232: Did the recipient develop a clinically significant infection?
	Questions 233 – 234: Did the recipient develop Systemic Inflammatory Response Syndrome (SIRS)?
	Questions 235 – 236: Did the recipient develop septic shock?
	Questions 237 – 240: Did a fecal microbiota transplant (FMT) occur?
	Question 241: Was a vaccine for COVID-19 (SARS-CoV-2) received?
	Questions 242 – 245: Select dose(s) received (check all that apply)
	Questions 246 – 247: Specify vaccine type
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	Relapse from CR

	Plasma Cell Leukemia Response Criteria
	General Reporting Guidelines
	Stringent Complete Remission (sCR)
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	Subsequent Transplant

	Q1-2: Disease Assessment at Diagnosis
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	Q61-124: Amyloidosis Organ Involvement at Diagnosis
	Questions 61 – 62: Site(s) of tissue with pathologic diagnosis of amyloidosis (check all that apply)
	Question 63: Was amyloid subtyping performed?
	Questions 64 – 66: Indicate amyloid subtype
	Question 67: Was a cardiac imaging procedure performed?
	Question 68: Was a cardiac MRI done?
	Question 69: Specify cardiac MRI results
	Question 70: Was documentation submitted to the CIBMTR (e.g., MRI report)?
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	Is this the report of a second or subsequent transplant or cellular therapy for the same disease?

	Q1-55: Disease Assessment at Diagnosis
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	Question 158: Specify the size of the largest nodal mass
	Question 159: Was there any known extranodal or splenic involvement? (at transformation)
	Questions 160-161: Specify site(s) of involvement:
	Question 162: Stage of organ involvement: (at transformation)
	Question 163: Were systemic symptoms (B symptoms) present?
	Question 164-165: ECOG score (at transformation)

	Q166-223: Pre-HCT Therapy
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	Q224-233: Disease Assessment at the Failure of the 1st Line of Therapy (DLBCL only)
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	Question 229-230: ECOG score (at failure of 1st line of therapy)
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	Q24-75: Laboratory Studies at Diagnosis
	Questions 24-25: Absolute lymphocyte count
	Questions 26-27: Hemoglobin
	Questions 28-29: Platelets
	Questions 30-31: Bone marrow aspirate (examined for histologic involvement)
	Questions 32-33: Bone marrow biopsy (examined for histologic involvement)
	Question 34: Specify the type of histological involvement in marrow
	Question 35: Was flow cytometry (immunophenotyping) performed?
	Questions 36-41: Specify cell population phenotype
	Question 42: Was documentation submitted to the CIBMTR? (e.g., flow cytometry report)
	Questions 43-44: Serum ß2 macroglobulin
	Question 45: Serum heavy chain – IgM
	Question 46: Urine heavy chain – IgM
	Question 47: Serum light chain
	Question 48: Urine light chain
	Questions 49-51: Relative serum viscosity
	Questions 52-53: Serum monoclonal protein (M-spike) (only from electrophoresis)
	Questions 54-55: Urinary monoclonal protein (M-spike)
	Questions 56-58: LDH
	Question 59: Cold agglutinins
	Question 60: Cryoglobulin
	Questions 61-63: IgG
	Questions 64-66: IgA
	Questions 67-69: IgM
	Question 70: Were cytogenetics tested (conventional or FISH)?
	Question 71: Results of tests
	Questions 72-74: Specify abnormalities.
	Question 75: Was documentation submitted to the CIBMTR? (e.g., cytogenetic or FISH report)

	Q76-120: Pre-HCT Therapy
	Question 76: Was therapy given (including chemotherapy used to mobilize stem cells)?
	Question 77: Systemic therapy
	Questions 78-79: Date therapy started
	Questions 80-81: Date therapy stopped
	Question 82: Number of cycles
	Questions 84-107: Specify systemic therapy agents
	Question 108: Was this line of therapy given for stem cell mobilization (priming)?
	Question 109: Radiation therapy
	Questions 110-111: Date therapy started
	Questions 112-113: Date therapy stopped
	Questions 114-116: Specify site(s) of radiation therapy
	Question 117: Best response to line of therapy
	Question 118: Date assessed
	Question 119: Did disease relapse/progress following this line of therapy?
	Question 120: Date of relapse/progression

	Q121-150: Laboratory Studies at Last Evaluation Prior to the Start of the Preparative Regimen
	Questions 121-122: Absolute lymphocyte count
	Questions 123-124: Bone marrow aspirate (examined for histologic involvement)
	Questions 125-126: Bone marrow biopsy (examined for histologic involvement)
	Questions 127-128: Serum ß2 macroglobulin
	Questions 129-130: Relative serum viscosity
	Questions 131-132: Serum monoclonal protein (M-spike) (only from electrophoresis)
	Questions 133-134: Urinary monoclonal protein (M-spike)
	Question 135: Cold agglutinins
	Question 136: Cryoglobulin
	Questions 137-139: IgG
	Questions 140-142: IgA
	Questions 143-145: IgM
	Question 146: Were cytogenetics tested (conventional or FISH)?
	Question 147: Results of tests
	Question 148-150: Specify abnormalities

	Q151-152: Disease Status at Last Evaluation Prior to the Preparative Regimen
	Question 151: What was the disease status at the last evaluation prior to the preparative regimen?
	Question 152: Date assessed

	2119: WM Post-HCT
	Q1-17: Disease Assessment at the Time of Best Response to HCT
	Question 1: Compared to the disease status prior to the preparative regimen, what was the best response to HCT since the date of last report? (Include response to any therapy given for post-HCT maintenance or consolidation, but exclude any therapy given for relapsed, persistent, or progressive disease)
	Question 2: Was the date of best response previously reported?
	Question 3: Date assessed
	Questions 4-5: Absolute lymphocyte count
	Questions 6-8: IgM
	Questions 9-10: Serum monoclonal protein (M-spike) (only from electrophoresis)
	Questions 11-12: Urinary monoclonal protein (M-spike)
	Questions 13-14: Bone marrow aspirate (examined for histologic involvement)
	Questions 15-16: Bone marrow biopsy (examined for histologic involvement)
	Question 17: Specify the type of histological involvement in marrow

	Q18-58: Post-HCT Therapy
	Question 18: Was therapy given since the date of the last report for reasons other than relapse or progressive disease? (Include any maintenance and consolidation therapy)
	Question 19: Systemic therapy
	Questions 20-21: Date therapy started
	Questions 22-23: Number of cycles
	Questions 24-47: Specify systemic therapy agents
	Question 48: Radiation therapy
	Question 49: Date therapy started
	Questions 50-52: Specify radiation site(s)
	Question 53: Best response to line of therapy
	Question 54: Date assessed
	Question 55: Did disease relapse/progress following this line of therapy?
	Question 56: Date of relapse/progression
	Question 57: Has disease relapsed or progressed since the date of last report?
	Question 58: Date of relapse/progression

	Q59-77: Laboratory Studies at the Time of Evaluation for this Reporting Period
	Questions 59-60: Absolute lymphocyte count
	Questions 61-63: IgM
	Questions 64-65: Serum monoclonal protein (M-spike) (only from electrophoresis)
	Questions 66-67: Urinary monoclonal protein (M-spike)
	Questions 68-69: Bone marrow aspirate (examined for histologic involvement)
	Questions 70-71: Bone marrow biopsy (examined for histologic involvement)
	Question 72: Specify the type of histological involvement in marrow
	Question 73: Was there any clinical or radiological (e.g., CT, PET, PET/CT) evidence of organ involvement at the time of evaluation for this reporting period?
	Questions 74-77: Specify site(s)

	Q78-79: Disease Status at the Time of Evaluation for this Reporting Period
	Question 78: What is the current disease status?
	Question 79: Date assessed

	2026/2126: Neuroblastoma
	Neuroblastoma Response Criteria
	Complete Response (CR)
	Very Good Partial Remission (VGPR)
	Partial Response (PR)
	Minimal Response (MR)
	No Response (NR)
	Progressive Disease (PD) (after Very Good Partial Remission, Partial Response, Minimal Response or No response), Relapsed Disease (after Complete Response)

	2026: Neuroblastoma Pre-Infusion
	Subsequent Transplant

	Q1 – 61: Clinical and Laboratory Characteristics at Diagnosis
	Question 1: What was the date of diagnosis of Neuroblastoma?
	Questions 2 – 31: Specify the site(s) of primary tumor(s) at diagnosis
	Question 32: Were metastases present at diagnosis?
	Questions 33 – 47: Specify the site(s) of metastases
	Questions 48 – 52:Specify radiographic tests used to evaluate the disease status at diagnosis
	Question 53: Were any biopsies performed at diagnosis?
	Questions 54 – 58: Specify the biopsy site(s) positive for neuroblastoma
	Question 59: Specify the histologic findings by Shimada classification
	Question 60: Specify histology
	Question 61: Specify histology

	Q62 – 232: Laboratory Values at Diagnosis of Neuroblastoma
	Questions 62 – 69 Provide laboratory studies at diagnosis
	Questions 70 – 83: Specify the following tumor marker analyses performed at diagnosis
	Question 84: Was a DNA analysis performed at diagnosis?
	Questions 85 – 88: Specify the tissue(s) analyzed
	Questions 89 – 92: Specify ploidy
	Questions 93 – 99: Specify any methods used to determine the presence of proto-oncogenes
	Question 100: Is a copy of the DNA report attached?
	Question 101: Was a cytogenetic analysis performed at diagnosis?
	Questions 102 – 105: Specify the tissue(s) analyzed
	Questions 106 – 107: Number of metaphases
	Question 108: Was the karyotype abnormal?
	Questions 109 – 114: Specify the karyotype abnormalities
	Question 115: Is a copy of the cytogenetic report attached?
	Question 116: Specify the International Neuroblastoma Staging System (INSS) disease stage at diagnosis
	Question 117: Specify the POG Stage
	Question 118: Specify the Evans Stage
	Question 119: Are other family members known to have neuroblastoma or ganglioneuroma?
	Questions 120 – 127: Specify the family member(s) diagnosed with neuroblastoma or ganglioneuroma
	Question 128: Does the recipient have a family history of other genetic diseases in first-degree blood relatives?
	Questions 129 – 134: Specify the diagnoses present in the immediate family
	Question 135: Did spontaneous regression of the recipient’s tumor occur?
	Question 136: Did the recipient undergo surgery as part of the initial disease treatment plan?
	Question 137: Specify surgery timepoint
	Question 138: Specify the histological diagnosis of resected tissue
	Questions 139 – 154: Specify the site(s) of surgery
	Question 155: Did the recipient undergo radiotherapy as part of the initial disease treatment plan?
	Questions 156 – 158: Primary tumor bed after resection
	Questions 159 – 161: Other site
	Question 163: Did the recipient undergo chemotherapy as part of the initial disease treatment plan?
	Question 164: Specify the date the first chemotherapy cycle began
	Question 165:Specify the date the last chemotherapy cycle began
	Question 166: Specify the total number of chemotherapy cycles given
	Questions 167 – 178: Specify the treatment(s) given
	Question 179: Specify the best response to chemotherapy
	Questions 180 – 181: Did neuroblastoma recur?
	Question 182: Specify reason
	Question 183: Specify the date of the best response to chemotherapy was determined
	Question 184: Did the recipient undergo surgery, chemotherapy or other cytotoxic treatment for persistent or recurrent disease after the initial treatment but prior to the preparative regimen?
	Question 185: Date therapy started
	Question 186: Date therapy stopped
	Question 187: Systemic therapy
	Question 188: Number of cycles
	Questions 189 – 200: Treatment
	Question 201: Radiation therapy
	Questions 202 – 204: Primary tumor bed
	Questions 205 – 208: Other site
	Questions 209 – 210: Surgical biopsy / resection
	Question 211: Type of surgery
	Question 212: Histologic diagnosis
	Question 213: Best response to line of therapy
	Question 215: Date response evaluated
	Question 216: Did the patient relapse / progress following this line of therapy?
	Question 217: Date of relapse / progression
	Questions 218 – 232: Specify any sites of tumor involvement at any time after diagnosis but prior to the preparative regimen

	Q233 – 271: Disease Status Immediately Prior to Preparative Regimen
	Questions 233 – 248: Were tumor marker analyses performed immediately prior to the preparative regimen?
	Question 249: Specify the disease status immediately prior the preparative regimen
	Question 250: Specify the total number of complete remissions
	Questions 251 – 268: Specify any known sites of disease immediately prior to the preparative regimen
	Question 269: Specify the percent of cells positive for neuroblastoma
	Question 270: Specify reason
	Question 271: Specify the date the disease status was determined
	Signature Lines

	2126: Neuroblastoma Post-Infusion
	Q1 – 159: Disease Assessments at Time of Best Response to HSCT
	Question 1: Compared to the disease status prior to the preparative regimen what was the best response since the date of the last report? (Include response to any post-HSCT treatment planned as of day 0)
	Questions 2 – 17: Specify the site(s) of persistent tumor
	Question 18: Specify the date best response was determined
	Questions 19 – 34: Were tumor markers evaluated for the best response post-HCT determination?
	Question 35: Was the recipient given planned therapy per protocol post-HCT treatment for neuroblastoma?
	Questions 36 – 40: Was radiotherapy given?
	Question 41: Specify the date radiotherapy was started
	Question 42: Number of fractions given
	Question 43: Dose per fraction
	Questions 44 – 48: Was MIBG given?
	Questions 49 – 53: Were retinoids given?
	Questions 54 – 60: Was immunotherapy given?
	Questions 61 – 73: Was chemotherapy given?
	Questions 74 – 76: Was other treatment given?
	Questions 77 – 106: Did the neuroblastoma recur or progress since the date of the last report?
	Questions 107 – 115: Specify the methods used to examine sites of disease recurrence / persistence / progression
	Question 116: Was the recipient given treatment for post-HCT persistent, progressive or recurrent disease since the date of the last report?
	Questions 117 – 121: Was radiotherapy given?
	Question 122: Specify the date radiotherapy was started
	Question 123: Number of fractions given
	Question 124: Dose per fraction
	Questions 125 – 129: Was MIBG given?
	Questions 130 – 134: Were retinoids given? Retinoids are vitamin A derivatives that can affect cellular function. Studies have shown that retinoid therapy can result in an antitumor effect.5
	Questions 135 – 141: Was immunotherapy given?
	Questions 142 – 154: Was chemotherapy given?
	Questions 155 – 157: Was other treatment given
	Question 158: What is the current disease status?
	Question 159: Specify the date the current disease status was determined
	Signature Lines

	2028/2128: Aplastic Anemia
	2028: Aplastic Anemia Pre-Infusion
	Aplastic Anemia Pre-Infusion Data

	Q1: Subsequent Infusion
	Question 1: Is this the report of a second or subsequent transplant or cellular therapy for the same disease?

	Q2-33: Disease Assessment
	Question 2: Was a bone marrow examination performed? (at diagnosis)
	Questions 3 – 4: Specify cellularity in bone marrow
	Questions 5 – 6: Blasts in bone marrow
	Question 7: Is a copy of the bone marrow biopsy report attached?
	Questions 8 – 10: Telomere length (TL)
	Question 11: Was screening for inherited bone marrow failure performed? (at any time prior to infusion)
	Question 12: Specify inherited bone marrow failure screening performed (check all that apply)
	Questions 13 – 14: Was RPL5 gene testing performed?
	Questions 15 – 16: Was TERC / TERT gene testing performed?
	Questions 17 – 18: Was diepoxybutane (DEB) testing performed?
	Questions 19 – 20: Was mitomycin C (MMC) testing performed?
	Questions 21 – 22: Was biallelic Shwachman-Bodian-Diamond syndrome (SBDS) gene testing performed?
	Questions 23 – 24: Is there a family history of inherited bone marrow failure? (at any time prior to infusion)
	Questions 25 – 27 Is there a family history of Aplastic Anemia? (at any time prior to infusion)
	Questions 28 – 29: Did exposure to an environmental agent (drug or toxin) occur that was suspected to be associated with the diagnosis of aplastic anemia? (at any time prior to diagnosis)
	Question 30: Was the recipient pregnant? (Female only) (at diagnosis)
	Question 31: Was testing for paroxysmal nocturnal hemoglobinuria (PNH) performed? (at diagnosis)
	Questions 32 – 33: Specify test and results

	Q34-58: Laboratory Studies at Diagnosis
	Questions 34 – 43: Specify all findings at diagnosis (check all that apply)
	Question 44: Were cytogenetics tested? (FISH or Karyotyping)
	Questions 45 – 46: Were cytogenetics tested via FISH?
	Question 47 – 50: Specify cytogenetic abnormalities identified via FISH (check all that apply)
	Questions 51 – 52: Were cytogenetics tested via karyotyping?
	Question 53 – 56: Specify cytogenetic abnormalities identified via conventional cytogenetics (check all that apply)
	Questions 57– 58: Specify if a genetic panel was performed (screening for myeloid diseases)

	Q59-70: Pre-Infusion Therapy
	Question 59: Was therapy given? (at any time prior to the start of the preparative regimen / infusion)
	Questions 60 – 61 Date therapy started
	Questions 62 – 63: Date therapy stopped
	Questions 64 – 66: Specify therapy given (check all drugs given as part of this line of therapy)
	Question 67: Best response to line of therapy
	Question 68: Date assessed
	Question 69: Was there recurrent disease following this line of therapy?
	Question 70: Date of recurrence

	Q71-77: Transfusion Status from Diagnosis to the Start of the Preparative Regimen / Infusion
	Question 71: Were red blood cell transfusions received?
	Question 72: Specify number of red blood cell transfusion exposures (best estimate) (during an exposure, a patient may receive > 1 unit; however, this is counted as a single event)
	Question 73: Were red blood cells irradiated?
	Question 74: Were red blood cells leukodepleted?
	Question 75: Were platelet transfusions received?
	Question 76: Specify number of platelet transfusions given (best estimate)
	Question 77: Were the platelet transfusions HLA matched?

	Q78-95: Laboratory Findings Prior to the Start of the Preparative Regimen / Infusion
	Questions 78 – 80: Was a bone marrow examination performed?
	Question 81: Were cytogenetics tested? (FISH or Karyotype)
	Question 82 – 83: Were cytogenetics tested via FISH?
	Questions 84 – 87: Specify cytogenetic abnormalities identified via FISH
	Questions 88 – 89: Were cytogenetics tested via karyotyping?
	Questions 90 – 93: Specify cytogenetic abnormalities identified via conventional cytogenetics
	Questions 94 – 95: Was a genetic mutational panel performed? (screening for myeloid diseases)

	2128: Aplastic Anemia Post-HCT
	Q1-25: Disease Assessment at the Time of Assessment for This Reporting Period
	Questions 1 – 2: Was the recipient red blood cell (RBC) transfusion independent for the entire reporting period?
	Questions 3 – 4: Was the recipient platelet transfusion independent for the entire reporting period?
	Question 5: Did graft failure occur?
	Question 11: Were cytogenetic tested? (by karyotyping and/or FISH)
	Questions 12 – 13: Were cytogenetics tested via FISH?
	Questions 18 – 19: Were cytogenetics tested via karyotyping?
	Questions 20 – 23: Specify cytogenetic abnormalities identified via conventional cytogenetics
	Questions 24 – 25: Was a genetic mutational panel performed? (screening for myeloid diseases)

	2029/2129: Fanconi Anemia / Constitutional Anemia
	2029: Fanconi Anemia / Constitutional Anemia Pre-HCT
	Q1 – 141: Disease Assessment at Diagnosis
	Question 1: What was the date of diagnosis of Fanconi Anemia?
	Questions 2 – 7: Was the diagnosis made in utero?
	Questions 8 – 29: Was the recipient diagnosed with any congenital abnormalities?
	Question 30: Specify the date that abnormal blood results were first observed
	Questions 31 – 35: Specify the presenting hematologic disorder
	Questions 36 – 37: Was the bone marrow examined at diagnosis?
	Question 38: Specify cellularity
	Question 39: Were dysplastic features present at diagnosis?
	Question 40: Blasts in marrow
	Question 41: Was the bone marrow karyotyping present at diagnosis?
	Question 42: Was karyotype normal?
	Questions 43 – 76: Specify abnormalities identified
	Questions 77 – 78: Date of karyotyping
	Questions 79 – 89: Was complementation group testing performed at any time prior to the preparative regimen?
	Questions 90 – 92: Were any genetic mutations identified?
	Questions 93 – 94: Was a mutation analysis of cloned Fanconi Anemia genes performed at any time prior to the preparative regimen?
	Questions 95 – 104: Specify mutation(s) and specify value
	Questions 105: Maternal Mutation Analysis – Was a mutation analysis of cloned Fanconi Anemia genes performed at any time prior to the preparative regimen?
	Question 106: Specify the date the analysis was performed
	Questions 107 – 116: Specify maternal mutation(s) and specify value
	Question 117: Paternal Mutation Analysis – Was a mutation analysis of cloned Fanconi Anemia genes performed at any time prior to the preparative regimen?
	Question 118: Specify the date the analysis was performed
	Questions 119 – 128: Specify paternal mutation(s) and specify value
	Question 129: Were the recipient’s bone marrow cells or peripheral blood mononuclear cells tested for sensitivity to cross-linking agents?
	Question 130: Specify the date the testing was performed
	Questions 131 – 132: Specify the type of cross-linking agent used
	Question 133: Were chromatid aberrations present on an unstressed preparation?
	Questions 134 – 136: Specify results
	Question 137: Were chromatid aberrations present on a stressed preparation?
	Questions 138 – 141: Specify results
	Question 141: Is a copy of the report attached?

	Q142 – 176: Familial History of Disease
	Questions 142 – 148: Were any other genetically related family members affected?
	Question 149: Is the recipient genetically related to his / her parents?
	Questions 150 – 151: Were the donor’s blood or bone marrow cells tested for sensitivity to cross-linking agents? (Related donors only)
	Questions 152 – 153: Specify the type of cross-linking agents used (on the related donor’s blood or bone marrow)
	Question 154: Were chromatid aberrations present on an unstressed preparation? (of the related donor’s blood or bone marrow)
	Questions 155 – 157: Specify results
	Question 158: Were chromatid aberrations present on a stressed preparation?
	Questions 159 – 161: Specify results
	Question 162: Is a copy of the report attached?
	Question 163: Was the recipient treated with androgens prior to HCT?
	Question 164: Was the recipient treated with corticosteroids prior to HCT?
	Questions 165 – 173: Did the recipient receive growth factors prior to HCT?
	Questions 174 – 175: Did the recipient receive red blood cell transfusions between diagnosis and the start of the preparative regimen?
	Question 176: Did the recipient receive platelet transfusions in the four weeks prior to the preparative regimen?

	Q177: Clinical Features Just Prior to the Preparative Regimen
	Question 177: What was the recipient’s disease status immediately prior to the preparative regimen?

	Q178 – 215: Hematologic Parameters Immediately Prior to the Preparative Regimen
	Question 178: Was the recipient’s bone marrow examined at any time between the diagnosis and the preparative regimen?
	Question 179: Were any karyotype abnormalities identified?
	Questions 180 – 213: Specify abnormalities identified
	Questions 214 – 215: Date of karyotyping
	Signature Lines:

	2129: Fanconi Anemia / Constitutional Anemia Post-HCT
	Q1 – 6: Current Hematologic Parameters
	Question 1: Was the recipient red blood cell (RBC) transfusion independent since the date of the last report?
	Question 2: Date of the most recent RBC transfusion
	Question 3: Was the recipient platelet transfusion independent since the date of the last report?
	Question 4: Date of most recent platelet transfusion
	Questions 5 – 6: Specify reticulocyte level (uncorrected)
	Signature Lines:

	2030/2130: Sickle Cell Disease (SCD)
	Graphic 1. Depiction of a Sickle Cell
	Table 1. Sickle Cell Disease Symptoms2
	Graphic 2. Inheritance of Sickle Cell Disease

	2030: SCD Pre-Infusion
	SCD Pre-Infusion Data
	Links to Sections of the Form

	Q1: Subsequent Transplant or Cellular Therapy
	Question 1: Is this the report of a second or subsequent infusion?

	Q2-5: Disease Classification at Diagnosis
	Question 2: Was sickle cell disease diagnosed at birth? (i.e., newborn screening)
	Question 3: Date of diagnosis
	Questions 4 – 5: What is the recipient’s sickle cell disease genotype?
	Table 1. Sickle Cell Genotypes

	Q6-18: Transfusion Therapy
	Question 6: Were any red blood cell (RBC) transfusions administered?
	Question 7: Number of RBC transfusion events within the last 12 months
	Question 8: Date of last transfusion administered
	Question 9: Was a transfusion administered to PREVENT sickle cell related events? (includes simple or exchange transfusions)
	Questions 10 – 11: Date transfusion started
	Questions 12 – 13: Date therapy stopped
	Question 14: Are the RBC units used for transfusion of an extended phenotype match (D, C, c, E, e, K)? (includes partial extended phenotype matches)
	Questions 15 – 16: Are RBC alloantibodies present?
	Questions 17 – 18: Does the recipient have donor-specific antibodies present to the donor chosen for transplant? (Mean fluorescence intensity (MFI) > 1000 for HLA-A, HLA-B, and DRB1; and MFI > 2000 for HLA-C, DQB1, and DPB1 or positive virtual cross match)

	Q19-21: Iron Therapy
	Question 19: Was iron chelation therapy received at any time?
	Questions 20 – 21: Specify therapy (check all that apply)

	Q22-26: Pulmonary Assessments
	Questions 22 – 23: Were pulmonary function tests (PFT) performed? (If PFT tests were conducted we ask that you attach the most recent report)
	Question 24: For children unable to perform a PFT, was oxygen saturation on room air > 95%?
	Questions 25 – 26: Was a 6-minute walk test performed?

	Q27-37: Cardiovascular Assessments
	Question 27: Was an echocardiogram performed?
	Figure 1: Echogcardiogram
	Questions 28 – 29: Was tricuspid regurgitant jet velocity (TRJV) measured?
	Questions 30 – 32: Was left ventricular ejection fraction (LVEF) or left ventricular shortening fraction reported?
	Question 33: Is a copy of the echocardiogram report attached?
	Questions 34 – 35: Was brain natriuretic peptide (BNP) assessed?
	Questions 36 – 37: Is there evidence of pulmonary hypertension?

	Q38-46: Hepatic Assessments
	Question 38: Was a liver MRI conducted?
	Questions 39 – 40: What was the liver iron content (LIC)?
	Questions 41 – 42: Was a liver biopsy performed?
	Questions 43 – 44: Was there evidence of fibrosis?
	Question 45: Was there evidence of cirrhosis?
	Question 46: Is a copy of the biopsy report attached?

	Q47-51: Renal Assessments
	Questions 47 – 48: Urine albumin
	Question 49: Serum creatinine
	Questions 50 – 51: Glomerular Filtration Rate (GFR)
	Cockcroft-Gault Equation

	Q52-56: Splenic Assessments
	Question 52: Was splenic function assessed?
	Questions 53 – 56: Select which splenic tests was completed

	Q57-61: Acute Chest Syndrome
	Question 57: Has acute chest syndrome (ACS) occurred in the last two years?
	Questions 58 – 59: Total number of episodes within the last two years
	Question 60: Were red blood cell transfusions required for treatment of ACS in the last two years? (report any simple or exchanged transfusions prior to infusion)
	Question 61: Was intubation / mechanical ventilation required for treatment of ACS in the last two years?

	Q62-64: Pain
	Question 62: Have vaso-occlusive pain episodes occurred that required hospitalization or treatment within the last 2 years? (treatment that is in a hospital or clinic setting)
	Questions 63 – 64: Number of episodes in the last two years:

	Q65-67: Avascular Necrosis
	Question 65: Has avascular necrosis occurred?
	Questions 66 – 67: Specify joint(s) affected (check all that apply)

	Q68-76: Central Nervous System
	Question 68: Has a central nervous system (CNS) event occurred?
	Question 69: Specify type of CNS event
	Questions 70 – 71: Year of onset
	Questions 72 – 73: Was an MRI / MRA of the brain performed for the diagnosis of this reported CNS event?
	Questions 74 – 76: Was transcranial doppler velocity assessed for this reported CNS event?

	Q77-85: Other Symptoms
	Question 77: Did one or more episodes of priapism occur? (to be answered for males only)
	Question 78: Was surgery performed at any time to correct blood flow?
	Question 79: Has sickle cell retinopathy developed?
	Question 80: Have chronic leg ulcers developed?
	Question 81: Is there a diagnosis of asthma or a reactive airway disease?
	Questions 82: Has a venous thrombosis embolism developed?
	Question 83: Was it associated with an indwelling (central line) catheter?
	Questions 84: Has a pulmonary embolism developed?
	Question 85: Was it associated with an indwelling catheter?

	Q86-92: Disease Modifying Therapies
	Question 86: Were disease modifying therapies given? (excludes blood transfusions)
	Questions 87 – 88: Specify the disease modifying therapy:
	Questions 89 – 90: Date therapy started:
	Questions 91 – 92: Date therapy stopped

	Q93-119: Other Laboratory Studies
	Questions 93 – 94: Was hemoglobin electrophoresis performed?
	Questions 95 – 107: Specify the hemoglobin allele types based on the reported sample
	Questions 108 – 110: Were red blood cell counts tested?
	Questions 111 – 113: Were reticulocyte counts tested?
	Questions 114 – 116: Were soluble transferrin receptors (sTfR) tested?
	Questions 117 – 119: Was an erythropoietin (EPO) level obtained?

	Q120-121: Reason for Transplant
	Questions 120 – 121: What was the PRIMARY reason for infusion?

	2130: SCD Post-Infusion
	Q1-5: Physical Assessments
	Question 1: Date of evaluation
	Questions 2 – 3: Abdominal girth
	Questions 4 – 5: Blood pressure (BP)

	Q6-8: Transfusion Therapy
	Questions 6 – 7: Were red blood cell transfusions administered since the date of last report?
	Question 8: Was the transfusion for a sickle cell related event?

	Q9-13: Pulmonary Assessments
	Questions 9 – 10: Were pulmonary function tests (PFTs) performed? (if PFTs tests were performed, attach the most recent report)
	Question 11: For children unable to perform a PFT, was oxygen saturation on room air > 95%? (only required to answer if children are 5 years of age or less) (if multiple, report the most recent)
	Questions 12 – 13: Was a 6-minute walk test performed?

	Q14-30: Cardiovascular Assessments
	Question 14: Were lipid profiles assessed?
	Questions 15 – 19: Specify which lipids were assessed (check all that apply)
	Question 20: Was an echocardiogram performed?
	Questions 21 – 22: Was tricuspid regurgitant jet velocity (TRJV) measured?
	Questions 23 – 25: Was left ventricular ejection fraction (LVEF) or left ventricular shortening fraction reported?
	Question 26: Is a copy of the echocardiogram report attached?
	Questions 27 – 28: Was brain natriuretic peptide (BNP) assessed?
	Questions 29 – 30: Is there a new onset of pulmonary hypertension? (developed since last report)

	Q31-37: Renal Assessments
	Question 31: Were renal assessments conducted?
	Questions 32 – 33: Urine albumin (if multiple, report the most recent tested)
	Questions 34 – 35: Serum creatinine (if multiple, report the most recent tested):
	Questions 36 – 37: Glomerular filtration rate (GFR) (if multiple, report the most recent tested):

	Q38-42: Splenic Assessments
	Question 38: Was splenic function assessed?
	Questions 39 – 42: Select which splenic test was completed

	Q43: Acute Chest Syndrome
	Question 43: New onset of acute chest syndrome:

	Q44-46: Pain
	Question 44: Has vaso-occlusive pain occurred requiring hospitalization or treatment? (treatment that is in a hospital or clinic setting since the date of last report)
	Question 45: Has there been any new onset of chronic pain?
	Question 46: Were opioids prescribed for the treatment of pain?

	Q47-49: Avascular Necrosis
	Questions 47 – 49: New onset of avascular necrosis:
	Question 48: Specify joint(s) affected (check all that apply)

	Q50-58: Central Nervous System
	Question 50: Have any new central nervous system (CNS) events occurred?
	Question 51: Specify type of CNS event:
	Questions 52 – 53: Date of onset:
	Questions 54 – 55: Was an MRI / MRA of the brain performed for the diagnosis of this reported CNS event?
	Questions 56 – 58: Was transcranial doppler velocity assessed at any time for this reported CNS event?

	Q59-66: Other Symptoms
	Question 59: Did one or more episodes of priapism occur? (to be answered for males only)
	Question 60: Has a new onset of sickle cell retinopathy developed?
	Question 61: Have chronic leg ulcers developed?
	Question 62: Is there a new diagnosis of asthma or a reactive airway disease?
	Question 63: Has a venous thrombosis embolism developed?
	Question 64: Was it associated with an indwelling (central line) catheter?
	Question 65: Has a pulmonary embolism developed?
	Question 66: Was it associated with an indwelling (central line) catheter?

	Q67-73: Disease Modifying Therapies
	Question 67: Were disease modifying therapies given or stopped since the date of last report?
	Questions 68 – 69: Specify the disease modifying therapy:
	Questions 70 – 71: Date therapy started:
	Questions 72 – 73: Date therapy stopped:

	Q74-100: Other Laboratory Studies
	Questions 74 – 75: Was hemoglobin electrophoresis performed?
	Questions 76 – 88: Specify the hemoglobin allele types based on the sample tested in question 75
	Questions 89 – 91: Were red blood cell counts tested?
	Questions 92 – 94: Were reticulocyte counts tested?
	Questions 95 – 97: Were soluble transferrin receptors (sTfR) tested?
	Questions 98 – 100: Was an erythropoietin (EPO) level obtained?

	Q101: Disease Status
	Question 101: What is the status of sickle cell disease at the time of this report, or at the time of death?

	2031/2131: Immune Deficiencies (ID)
	2031: ID Pre-HCT
	Subsequent Transplant

	Q1-8: Disease Assessment at Diagnosis
	Question 1: What was the date of diagnosis of Immune Deficiency (ID)?
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	Questions 31-32: Fibrinogen antigen assay (factor I; fibrinogen activity; functional fibrinogen; fibrinogen antigen):
	Question 33: NK cell function:
	Question 34: Neutropenia (ANC < 1.0 × 109/L):
	Question 35: Soluble interleukin-2 receptor alpha chain (sCD25): (As defined by local laboratory)
	Question 36: Splenomegaly (spleen palpable > 3 cm below left costal margin):
	Question 37: Thrombocytopenia (platelets < 100 × 109/L):
	Question 38: Neopterin level:
	Question 39: Protein:
	Question 40: WBC count:
	Questions 41-47: Specify the site(s) where hemophagocytosis was documented at diagnosis:

	Q48-58: Disease Assessment Between Diagnosis and the Start of the Preparative Regimen
	Question 48: Were central nervous system (CNS) abnormalities found on computed topography (CT or CAT) or magnetic resonance imaging (MRI) scans?
	Question 49: Date scan was performed:
	Question 50: Were there any clinical neurologic abnormalities present?
	Questions 51-58: Specify neurologic abnormalities:

	Q59-74: History of Infection at Any Time Prior to the Preparative Regimen
	Question 59: Was an infection documented?
	Question 60: Cytomegalovirus (CMV):
	Question 61: Specify the test method used for diagnosis of CMV:
	Question 62: Epstein-Barr virus (EBV):
	Question 63: In situ hybridization:
	Question 64: Polymerase chain reaction (PCR):
	Question 65: Serology:
	Questions 66-69: Specify titers:
	Question 70: Was documentation submitted to the CIBMTR?
	Question 71: Other infection:
	Questions 72-74: Organism and Site:

	Q75-107: Pre-HCT Therapy
	Question 75: Was therapy given?
	Question 76: Specify the purpose of therapy:
	Questions 77-78: Date therapy started:
	Questions 79-90: Specify therapy given:
	Question 91: Was this therapy given following the HLH-94/HLH 2004 protocol of the Histiocyte Society?
	Question 92: Was CNS disease inactive?
	Question 93: Normal or stable CT or MRI of CNS:
	Question 94: Neopterin level:
	Question 95: Protein level:
	Question 96: WBC level:
	Question 97: Was systemic disease inactive?
	Question 98: ANC > 1.0 × 109/L (without growth factor support):
	Question 99: Hemoglobin ≥ 9 g/dL without transfusion:
	Question 100: Hepatomegaly resolved (≤ 3 cm below costal margin):
	Question 101: Normal fibrinogen:
	Question 102: Normal triglycerides:
	Question 103: Platelets > 100 × 109/L without transfusion:
	Question 104: Splenomegaly resolved (≤ 3 cm below costal margin):
	Question 105: Were there any signs of disease relapse/reactivation?
	Question 106: Specify the date of the relapse / reactivation:
	Question 107: Specify the site of the relapse/reactivation:

	Q108-127: Clinical Features and Laboratory Studies At Last Evaluation Prior to the Start of the Preparative Regimen
	Question 108: Anemia (Hgb < 9 g/dL):
	Question 109: Degranulation assay of NK cells (as defined by local laboratory):
	Question 110: Fever (> 38.5° C or > 101.3° F for > 7 days):
	Question 111: Hepatomegaly (liver edge palpable > 3 cm below right costal margin):
	Questions 112-113: Serum ferritin:
	Questions 114-115: Triglycerides:
	Questions 116-117: Fibrinogen antigen assay (factor I; fibrinogen activity; functional fibrinogen; fibrinogen antigen):
	Question 118: NK cell function:
	Question 119: Neutropenia (ANC < 1.0 × 109/L):
	Question 120: Soluble interleukin-2 receptor alpha chain (sCD25) (as defined by local laboratory):
	Question 121: Splenomegaly (spleen palpable > 3 cm below left costal margin):
	Question 122: Thrombocytopenia (platelets < 100 × 109/L):
	Question 123: Neopterin level:
	Question 124: Protein:
	Question 125: WBC count:
	Question 126: Were central nervous system (CNS) abnormalities found on computed tomography (CT or CAT) or magnetic resonance imaging (MRI) scans?
	Question 127: Specify date scan was performed:

	2139: HLH Post-HCT
	Q1-32: Disease Assessment Since the Date of Last Report
	Question 1: Anemia (Hgb < 9 g/dL):
	Question 2: Degranulation assay of NK cells:
	Question 3: Fever:
	Question 4: Hepatomegaly (liver edge palpable > 3 cm below right costal margin)
	Questions 5-6: Serum ferritin:
	Questions 7-8: Triglycerides:
	Questions 9-10: Fibrinogen antigen assay (factor I; fibrinogen activity; functional fibrinogen; fibrinogen antigen):
	Question 11: NK cell function:
	Question 12: Neutropenia (ANC < 1.0 × 109/L):
	Question 13: Soluble interleukin-2 receptor alpha chain (sCD25): (As defined by local laboratory)
	Question 14: Splenomegaly (spleen palpable > 3 cm below left costal margin):
	Question 15: Thrombocytopenia (platelets < 100 × 109/L):
	Question 16: Neopterin level:
	Question 17: Protein:
	Question 18: WBC count:
	Question 19: Were central nervous system (CNS) abnormalities found on a computed tomography (CT or CAT) or magnetic resonance imaging (MRI) scan since the date of the last report?
	Question 20: Was documentation submitted to the CIBMTR?
	Question 21: Did any clinical neurologic abnormalities persist or develop?
	Questions 22-29: Specify neurologic abnormalities:
	Question 30: Were there any signs of disease relapse/reactivation?
	Question 31: Specify the date of the relapse/reactivation:
	Question 32: Specify the site of the relapse/reactivation:

	2057/2157 Myeloproliferative Neoplasms (MPN)
	MPN Response Criteria
	CR (requires each of the following)
	Myelofibrosis CR2
	Partial Response
	Clinical Improvement
	Stable disease
	Progressive Disease
	Relapse from CR

	2057: Myeloproliferative Neoplasm (MPN) Pre-Infusion
	Q1: Subsequent Transplant
	Question 1: Is this the report of a second or subsequent transplant or cellular therapy for the same disease?

	Q2-10: Disease Assessment at Diagnosis
	Question 2: Specify transfusion dependence at the time of diagnosis
	Question 3: Did the recipient have splenomegaly at the time of diagnosis?
	Question 4: Specify the method used to measure spleen size
	Question 5: Specify the spleen size below the left coastal margin
	Question 6: Specify the spleen size in centimeters
	Question 7: Did the recipient have hepatomegaly
	Question 8: Specify the method used to measure liver size
	Question 9: Specify the liver size in centimeters below the right coastal margin
	Question 10: Specify the liver size in centimeters

	Q11-40: Diagnostic Studies (Measured Prior to First Disease Treatment)
	Question 11: Date CBC with differential drawn
	Question 12-13: Neutrophils
	Questions 14-15: Bands
	Questions 16-17: Metamyelocytes
	Question 18-19: Myelocytes
	Questions 20-21: Lymphocytes
	Questions 22-23: Monocytes
	Questions 24-25: Basophils
	Questions 26-27: Eosinophil
	Questions 28-29: Was a bone marrow examination performed?
	Question 30: Cellularity
	Question 31: Myelofibrosis grading by WHO classification
	Question 32: Specify the grade
	Question 33: Were molecular tests for molecular markers performed (e.g., PCR) (please do not include driver mutations JAK2, CALR, MPL, and CSF3R as previously captured on the Disease Classification F2402)
	Question 34: Indicate if a positive molecular marker(s) was identified
	Question 35: Date sample collected
	Questions 36-37: Specify the positive molecular marker
	Questions 38-39: Amino acid change
	Question 40: Was documentation submitted to the CIBMTR?

	Q41-54: DIPSS Prognosis Score
	Question 41: Specify the maximum DIPSS score the patient ever achieved
	Question 42: Specify when maximum DIPSS score was documented
	Question 43: Date CBC drawn
	Question 44-53: Provide the lab values used to determine the maximum DIPSS score
	Questions 54: Did the recipient have constitutional symptoms ( > 10% weight loss in six months, night sweats, unexplained fever higher than 37.5°C) when determining the maximum DIPSS score

	Q55-212: Pre-HCT / Pre-Infusion Therapy
	Question 55: Was therapy given?
	Question 56: Date CBC with differential drawn
	Questions 57-58: WBC
	Questions 59-60: Neutrophils
	Questions 61-62: Bands
	Questions 63-64: Metamyelocytes
	Questions 65-66: Myelocytes
	Questions 67-68: Lymphocytes
	Questions 69-70: Monocytes
	Questions 71-72: Basophil
	Questions 73-74: Eosinophil
	Questions 75-76: Blasts in blood
	Questions 77-78: Hemoglobin
	Question 79: Were RBC transfused ≤ 30 days before the date the CBC was drawn?
	Questions 80-81: Platelets
	Question 82: Were platelets transfused ≤ 7 days before the date the CBC was drawn?
	Questions 83-85: Blasts in bone marrow
	Questions 86: Did the recipient have constitutional symptoms ( > 10% weight loss in six months, night sweats, unexplained fever higher than 37.5°C)?
	Question 87-96: Were tests for driver mutations performed?
	Question 97: Was documentation submitted to the CIBMTR?
	Question 98: Were tests for molecular markers performed (e.g., PCR)? (please do not include driver mutations JAK2, CALR, MPL, and CSF3R as previously captured above)
	Question 99: Indicate if a positive molecular marker(s) was identified
	Question 100: Specify the total number of positive molecular markers:
	Question 101: Date sample collected:
	Questions 102-161: Specify the positive molecular marker:
	Question 162: Was documentation submitted to the CIBMTR?
	Question 163: Were cytogenetics tested (karyotyping or FISH)?
	Question 164: Were cytogenetics tested via FISH?
	Questions 165-166: Sample source:
	Question 167: Results of tests:
	Question 168-171: Specify cytogenetic abnormalities (FISH)
	Question 172: Was documentation submitted to the CIBMTR?
	Question 173: Were cytogenetics tested via karyotyping?
	Questions 174-175: Sample source:
	Question 176: Results of tests:
	Question 177-180: Specify cytogenetic abnormalities (karyotyping)
	Question 181: Was documentation submitted to the CIBMTR?
	Question 182: Systemic Therapy
	Questions 183-184: Date therapy started:
	Questions 185-186: Date therapy stopped:
	Questions 187-188: Specify reason therapy stopped:
	Questions 189-191: Specify systemic drugs given (check all drugs given as part of this line of therapy)
	Question 192-193: Supportive treatment
	Question 194: Cellular Therapy (e.g. CAR-T cells)
	Question 195-196: Blinded randomized trial
	Question 197: Splenic Radiation:
	Question 198-199: Splenectomy:
	Questions 200-201: Other therapy
	Question 202: Best response to line of therapy:
	Question 203: Was an anemia response achieved?
	Question 204: Was a spleen response achieved?
	Question 205: Was a symptom response achieved?
	Question 206: Date assessed:
	Question 207: Specify the cytogenetic response:
	Question 208: Date assessed:
	Question 209: Specify the molecular response:
	Question 210: Date assessed:
	Question 211: Did disease relapse / progress following this line of therapy?
	Question 212: Date of relapse/progression:

	Q213-254: Laboratory Studies at Last Evaluation Prior to the Start of the Preparative Regimen / Infusion
	Question 213: Date CBC with differential drawn
	Question 214-215: Neutrophils
	Questions 216-217: Bands
	Questions 218-219: Metamyelocytes
	Question 220-221: Myelocytes
	Questions 222-223: Monocytes
	Questions 224-225: Basophils
	Questions 226-227: Eosinophil
	Questions 228-229: Was a bone marrow examination performed?
	Question 230: Cellularity
	Question 231: Myelofibrosis grading by WHO classification
	Question 232 Specify the grade
	Question 233: Were molecular tests for molecular markers performed (e.g., PCR) (please do not include driver mutations JAK2, CALR, MPL, and CSF3R as previously captured on the Disease Classification F2402)
	Question 234: Indicate if a positive molecular marker(s) was identified
	Question 235: Date sample collected
	Questions 236-237: Specify the positive molecular marker
	Questions 238-239: Amino acid change
	Question 240: Was documentation submitted to the CIBMTR?
	Question 241: Was flow cytometry performed?
	Question 242-245: Flow cytometry testing on blood
	Question 246-249: Flow cytometry testing on bone marrow
	Question 250-252: Total serum ferritin
	Question 253-254: CD34+ cells (peripheral blood)

	Q255-261: Disease Assessment at the Last Evaluation Prior to the Preparative Regimen / Infusion
	Question 255: Did the recipient have evidence of pulmonary hypertension at HCT?
	Question 256: Did the recipient have evidence of portal hypertension at HCT?
	Question 257: Iron overload
	Question 258-259: Indicate how the iron overload diagnosis was made (check all that apply):
	Question 260: Iron chelation therapy
	Question 261: Phlebotomy

	2157: Myeloproliferative Neoplasm (MPN) Post-Infusion
	Q1-86: Disease Assessment at the Time of Best Response to HCT or Cellular Therapy
	Question 1: Compared to the disease status prior to the preparative regimen, what was the best response to HCT or cellular therapy since the date of the last report? (Include response to any therapy given for post-HCT or post-cellular therapy maintenance or consolidation, but exclude any therapy given for relapsed, persistent, or progressive disease)
	Question 2: Was an anemia response achieved?
	Question 3: Was a spleen response achieved?
	Question 4: Was a symptom response achieved?
	Question 5: Was the date of best response previously reported?
	Question 6: Date assessed:
	Disease Assessments at the Time of Best Response
	Questions 7-8: Did the recipient have splenomegaly? (at the time of best response)
	Question 9: Specify the method used to measure spleen size:
	Question 10: Specify the spleen size in centimeters below the left costal margin
	Question 11: Specify the spleen size in centimeters
	Question 12: Was this considered a disease relapse?
	Questions 13-14: Did the recipient have hepatomegaly? (at the time of best response)
	Question 15: Specify the method used to measure liver size:
	Questions 16: Specify the liver size in centimeters below the right costal margin
	Question 17: Specify the liver size in centimeters
	Question 18: Was this considered a disease relapse?
	Questions 19-29: Were tests for driver mutations performed?
	Question 30: Was this considered disease relapse?
	Question 31: Was documentation submitted to the CIBMTR (e.g. pathology report, FISH report)?
	Question 32: Were molecular tests for molecular markers performed (e.g., PCR)? (please do not include driver mutations JAK2, CALR, MPL, and CSF3R as previously captured above) (at time of best response)
	Question 33: Indicate if a positive molecular marker(s) was identified
	Question 34: Date sample collected
	Questions 35-36: Specify the positive molecular marker
	Questions 37-38: Amino acid change
	Question 39: Was this considered a disease relapse?
	Question 40: Was documentation submitted to the CIBMTR?
	Question 41: Was the disease status assessed via flow cytometry? (at the time of best response)
	Question 42-43: Blood
	Questions 44-45: Was disease detected?
	Question 46: Was the status considered a disease relapse?
	Question 47-48: Bone Marrow
	Questions 49-50: Was disease detected?
	Question 51: Was the status considered a disease relapse?
	Question 52: Were cytogenetics tested (karyotyping or FISH)? (at time of best response)
	Question 53: Were cytogenetics tested via FISH?
	Questions 54-55: Sample source
	Question 56: Results of test
	Questions 57-60: Specify cytogenetic abnormalities (FISH)
	Question 61: Was this considered a disease relapse?
	Question 62: Was documentation submitted to the CIBMTR? (e.g. FISH report)
	Question 63: Were cytogenetics tested via karyotyping?
	Question 64-65: Sample source
	Question 66: Results of test
	Questions 67-70: Specify cytogenetic abnormalities (karyotyping)
	Question 71: Was this considered a disease relapse?
	Question 72: Was documentation submitted to the CIBMTR? (e.g. karyotyping report)
	Questions 73-74: Was a bone marrow examination performed? (at the time of best response)
	Questions 75-76: Blasts in the bone marrow
	Question 77: Myelofibrosis grading by WHO classification
	Question 78: Specify the grade
	Question 79: Was this considered a disease relapse?
	Questions 80-81: Was extramedullary disease indicative of AML detected? (e.g. myeloid sarcoma) (at the time of best response)
	Questions 82-84: Was disease status assessed by other assessment? (at the time of best response)
	Question 85: Was disease detected?
	Question 86: Was this considered a disease relapse?


	Q87-104: Post-HCT / Post-Infusion Therapy
	Question 87: Was therapy given since the date of last report for reasons other than relapsed, persistent, or progressive disease including detection of minimal residual disease or decreased / loss of donor chimerism? (include any maintenance therapy)
	Question 88: Systemic therapy
	Questions 89-90: Date therapy started
	Questions 91-92: Date therapy stopped
	Questions 93-94: Reason therapy stopped
	Question 95-97: Specify systemic therapy given for maintenance: (check all that apply)
	Question 98-99: Supportive treatment
	Question 100: Cellular Therapy
	Question 101-102: Blinded randomized trial
	Question 103-104: Other therapy

	Q105-202: Disease Detection Since the Date of Last Report
	Questions 105-106: Did the recipient have splenomegaly?
	Question 107: Specify the method used to measure spleen size:
	Question 108: Specify the spleen size in centimeters below the left costal margin
	Question 109: Specify the spleen size in centimeters
	Question 110: Was this considered a disease relapse?
	Questions 111-112: Did the recipient have hepatomegaly?
	Question 113: Specify the method used to measure liver size:
	Questions 114: Specify the liver size in centimeters below the right costal margin
	Question 115: Specify the liver size in centimeters
	Question 116: Was this considered a disease relapse?
	Question 117-127: Were tests for driver mutations performed?
	Question 128: Was this considered disease relapse?
	Question 129: Was documentation submitted to the CIBMTR (e.g. pathology report, FISH report)?
	Question 130: Were molecular tests for molecular markers performed (e.g., PCR)? (please do not include driver mutations JAK2, CALR, MPL, and CSF3R as previously captured above)
	Question 131: Indicate if a positive molecular marker(s) was identified
	Question 132: Date sample collected
	Questions 133-134: Specify the positive molecular marker
	Questions 135-136: Amino acid change
	Question 137: Was this considered a disease relapse?
	Question 138: Was documentation submitted to the CIBMTR?
	Question 139: Was disease detected via flow cytometry?
	Question 140-142: Blood
	Question 143: Was this considered a disease relapse?
	Question 144-146: Bone Marrow
	Questions 147: Was disease detected?
	Question 148: Was disease detected via cytogenetic testing (karyotyping or FISH)?
	Question 149: Were cytogenetic abnormalities identified via FISH? Indicate whether FISH studies detected disease at any time during the reporting period. If “yes” go to question 150.
	Questions 150-151: Sample source
	Questions 152-155: Specify cytogenetic abnormalities (FISH)
	Question 156: Was this considered a disease relapse?
	Question 157: Was documentation submitted to the CIBMTR? (e.g. FISH report)
	Question 158: Were cytogenetic abnormalities identified via karyotyping?
	Questions 159-160: Sample source
	Questions 161-164: Specify cytogenetic abnormalities (karyotyping)
	Question 165: Was this considered a disease relapse?
	Question 166: Was documentation submitted to the CIBMTR? (e.g. karyotyping report)
	Questions 167-168: Was disease detected via bone marrow examination?
	Questions 169-170: Blasts in the bone marrow
	Question 171: Myelofibrosis grading by WHO classification
	Question 172: Specify the grade
	Question 173: Was this considered a disease relapse?
	Questions 174-175: Was extramedullary disease indicative of AML detected? (e.g. myeloid sarcoma)
	Questions 176-177: Specify site(s) of disease (check all that apply)
	Questions 178-180: Was disease detected by other assessment?
	Question 181: Was this considered a disease relapse?
	Question 182: Was intervention given for minimal residual disease, persistent disease, relapsed disease, decreased/loss of chimerism, or progression to AML since the date of the last report?
	Question 183: Specify reason for which intervention was given
	Question 184: Systemic therapy
	Questions 185-186: Date therapy was first started
	Questions 187-188: Date therapy stopped
	Questions 189-190: Reason therapy stopped
	Question 191-193: Specify systemic therapy given for maintenance: (check all that apply)
	Question 194-195: Supportive treatment
	Question 196: Cellular Therapy
	Question 197: Subsequent HCT
	Question 198: Accelerated withdrawal of immunosuppression in response to disease assessment
	Question 199-200: Blinded randomized trial
	Question 201-202: Other therapy

	Q203-287: Disease Status at the Time of Evaluation for this Reporting Period
	Question 203: Does the current disease status reflect the disease detected in this reporting period section (as captured in questions 105-202), without subsequent therapy?
	Questions 204-205: Did the recipient have splenomegaly? (at the time of evaluation for this reporting period)
	Question 206: Specify the method used to measure spleen size:
	Question 207: Specify the spleen size in centimeters below the left costal margin
	Question 208: Specify the spleen size in centimeters
	Questions 209-210: Did the recipient have hepatomegaly? (at the time of evaluation for this reporting period)
	Question 211: Specify the method used to measure liver size:
	Questions 212: Specify the liver size in centimeters below the right costal margin
	Question 213: Specify the liver size in centimeters
	Question 214-224: Were tests for driver mutations performed?
	Question 225: Was documentation submitted to the CIBMTR (e.g. pathology report, FISH report)?
	Question 226: Were molecular tests for molecular markers performed (e.g., PCR)? (please do not include driver mutations JAK2, CALR, MPL, and CSF3R as previously captured above) (at time of evaluation for this reporting period)
	Question 227: Indicate if a positive molecular marker(s) was identified
	Question 228: Date sample collected
	Questions 229-230: Specify the positive molecular marker
	Questions 231-232: Amino acid change
	Question 233: Was documentation submitted to the CIBMTR?
	Question 234: Was the disease status assessed via flow cytometry? (at the time evaluation for this reporting period)
	Question 235-236: Blood
	Questions 237-238: Was disease detected?
	Question 239-240: Bone Marrow
	Questions 241-242: Was disease detected?
	Question 243: Were cytogenetics tested (karyotyping or FISH)? (at time of evaluation for this reporting period)
	Question 244: Were cytogenetics tested via FISH?
	Question 245-246: Sample source
	Question 247: Results of test
	Questions 248-251: Specify cytogenetic abnormalities (FISH)
	Question 252: Was documentation submitted to the CIBMTR? (e.g. FISH report)
	Question 253: Were cytogenetics tested via karyotyping?
	Questions 254-255: Sample source
	Question 256: Results of test
	Questions 257-260: Specify cytogenetic abnormalities (karyotyping)
	Question 261: Was documentation submitted to the CIBMTR? (e.g. karyotyping report)
	Questions 262-263: Was disease detected via bone marrow examination? (at the time of evaluation for this reporting period)
	Questions 264-265: Blasts in the bone marrow
	Question 266: Myelofibrosis grading by WHO classification
	Question 267: Specify the grade
	Questions 268-269: Was extramedullary disease indicative of AML detected? (e.g. myeloid sarcoma) (at the time of evaluation for this reporting period)
	Questions 270-271: Specify site(s) of disease (check all that apply)
	Questions 272-274: Was disease status assessed by other assessment? (at the time of evaluation for this reporting period)
	Question 275: Was disease detected?
	Question 276: What is the current disease status?
	Question 277: Was an anemia response achieved?
	Question 278: Was a spleen response achieved?
	Question 279: Was a symptom response achieved?
	Question 280: Date assessed:
	Question 281: Specify the cytogenetic response:
	Question 282: Date assessed:
	Question 283: Specify the molecular response:
	Question 284: Date assessed:

	Cellular Therapy Manuals
	4000: Cellular Therapy Essential Data Pre-Infusion
	Q1-17: Recipient Data
	Question 1: Ethnicity
	Question 2: Race: (check all that apply)
	Question 3: Country of primary residence
	Question 4: State of residence of recipient (for residents of Brazil)
	Question 5: Province or territory of residence of recipient (for residents of Canada)
	Question 6: State of residence of recipient (for residence of USA)
	Question 7: Zip or postal code for place of recipient’s residence (USA and Canada recipients only)
	Question 8: Was this infusion received within the context of a clinical trial?
	Question 9 – 15: Study sponsor:
	Question 16-17: Is the recipient receiving this infusion outside of the context of a clinical trial?

	Q18-32: Cellular Therapy and HCT History
	Question 18: Is this the first time the recipient is being treated using a cellular therapy (non-HCT)?
	Question 19: Were all prior cellular therapies (non-HCT) reported to the CIBMTR?
	Question 20: Specify the number of prior cellular therapies:
	Question 21: Date of the prior cellular therapy:
	Question 23: Specify the institution that performed the prior cellular therapy:
	Question 24 – 25: Specify the primary indication for the prior cellular therapy:
	Question 26: What was the cell source for the prior cellular therapy? (check all that apply)
	Question 27: Has the recipient ever had a prior HCT?
	Question 28: Were all prior HCTs reported to the CIBMTR?
	Question 29: Date of the prior HCT:
	Questions 30 – 31: Was the HCT performed at a different institution?
	Question 32: Specify the HSC source(s) for the prior HCT: (check all that apply)

	Q33-57: Product Identification
	Question 33: Are any of the products associated with this course of cell therapy genetically modified?
	Question 34: Specify donor:
	Question 35: Did NMDP/Be the Match facilitate the procurement, collection, or transportation of the product?
	Question 36: Was the product a cord blood unit?
	Question 37: Specify the related donor type (allogenic, related only)
	Question 38: Was this donor used for any prior cellular therapies or HCT? (for this recipient)
	Question 39: Global Registration Identifier for Donors (GRID):
	Question 40: NMDP Cord Blood Unit:
	Question 41: Registry ID: (not applicable for related donors)
	Question 42: Non-NMDP cord blood unit ID: (include related and autologous CBUs)
	Question 43-44: Registry or UCB Bank ID:
	Question 45-46: Donor date of birth:
	Question 47-48: Donor age:
	Question 49: Donor sex:
	Question 50: Specify the total number of products: (per protocol, as part of this course of cellular therapy)
	Question 51: Does your center consider this infusion to be a donor lymphocyte infusion (DLI)?
	Question 52-53: Name of product:
	Question 54: In what setting is this cell therapy product infusion being planned?
	Question 55: Is a subsequent HCT part of the overall treatment protocol?
	Question 56: Specify the HCT type:
	Question 57: Specify the circumstances which the subsequent HCT will be performed:

	Q58-77: Indication for Cellular Therapy
	Question 58: What was the primary indication for performing treatment with cellular therapy?
	Question 59: Date of diagnosis:
	Question 60-62: Specify cardiovascular disease:
	Question 63-64: Specify musculoskeletal disorder:
	Question 65-66: Specify neurologic disease:
	Question 67: Specify ocular disease:
	Question 68-69: Specify pulmonary disease:
	Question 70-76: Specify the organism for which the cellular therapy is being given to treat:
	Question 77: Specify other indication

	Q78-84: Lymphodepleting Therapy Prior to Cellular Therapy
	Question 78: Was lymphodepleting therapy given prior to the infusion? (does not include lines of therapy given for disease treatment, bridging therapy, or maintenance)
	Question 79: Weight at start of lymphodepleting therapy:
	Question 80: Height at start of lymphodepleting therapy:
	Questions 81 – 82: Specify lymphodepleting drugs
	Question 83: Total prescribed dose:
	Question 84: Date started:

	Q85-88: Toxicity Prophylaxis
	Question 85-86: Therapy given for the prevention of CRS: (prophylactic therapy)
	Question 87-88: Therapy given for the prevention of neurotoxicity (ICANS: (prophylactic therapy))

	Q89-102: Hematologic Findings Prior to Lymphodepleting Therapy
	Question 89: Date complete blood count (CBC) sample drawn:
	Questions 90-97: Complete blood count results available: (check all that apply)
	Question 99: Did the recipient receive any growth factors <7 days before the start of systemic therapy?
	Question 100-102: LDH

	Q103-105: Functional Status
	Question 103: What scale was used to determine the recipient’s functional status prior to the cellular therapy?
	Question 104-105: Performance score prior to the cellular therapy:

	Q106-123: Comorbid Conditions
	Question 106: Has the patient been infected with COVID-19 (SARS-CoV-2) based on a positive test result at any time prior to the start of the preparative regimen / infusion
	Question 107: Did the patient require hospitalization for management of COVID-19 (SARS-CoV-2) infection?
	Question 108: Was mechanical ventilation used for COVID-19 (SARS-CoV-2) infection?
	Question 109: Was a vaccine for COVID-19 (SARS-CoV-2) received at anytime prior to the start of systemic therapy?
	Question 110-113: Select dose(s) received (check all that apply)
	Question 114-115: Specify vaccine type:
	Question 117: Were there clinically significant co-existing disease or organ impairment at the time of patient assessment prior to preparative regimen?
	Question 118: Co-existing diseases or organ impairments
	Question 119: Was the recipient on dialysis immediately prior to start of lymphodepleting therapy?
	Question 120-123: Specify prior malignancy (check all that apply)

	4003: Cellular Therapy Product
	Q1-2: Cellular Therapy Product Identification
	Question 1: Name of product:
	Question 2: Is the product out of specification? (only for commercially available products)

	Q3-12: Cell Product Source
	Question 3-4: Date of cell product collection
	Question 5-6: What is the tissue source of the cellular product? (check all that apply)
	Question 7-8: What is the cell type? (check all that apply)
	Question 9-12: Where was the cellular therapy product manufactured / processed?

	Q13-15: Collection Procedure
	This section applies to Autologous products only. If this was an allogeneic product, continue with the “Cell Product Manipulation” section.
	Question 13-14: Specify the method of product collection:
	Question 15: Number of collections

	Q16-37: Cell Product Manipulation
	Question 16: Were the cells in the infused product selected / modified / engineered prior to infusion?
	Question 17: Specify the portion manipulated:
	Question 18: Was the unmanipulated portion of the product also infused?
	Question 19: Was the same manipulation method used on the entire product / all portions of the product?
	Question 20-21: Specify method(s) used to manipulate the product: (check all that apply)
	Question 22-30: Specify the type(s) of genetic manipulations (check all that apply)
	Question 31: Was the product manipulated to recognize a specific target/antigen?
	Question 32: Specify target: (check all that apply):
	Question 33-34: Specify the viral target(s): (check all that apply)
	Question 35-36: Specify the tumor / cancer antigen: (check all that apply)
	Question 37: Specify other target:
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